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EUROPEAN PHARMACOPOEIA 6% EDITION
published 16 July 2007

replaces the 5™ Edition on 1 January 2008

Volumes 1 and 2 of this publication 6.0 constitute the 6% Edition of the European Pharmacopoeia. They will be
complemented by non-cumulative supplements that are to be kept for the duration of the 6 Edition. 2 supplements
will be published in 2007 and 3 supplements in each of the years 2008 and 2009. A cumulative list of reagents will be
published in supplements 6.4 and 6.7.

If you are using the 6™ Edition at any time later than 1 April 2008, make sure that you have all the published
supplements and consult the index of the most recent supplement to ensure that you use the latest versions of the
monographs and general chapters.

EUROPEAN PHARMACOPOEIA - ELECTRONIC VERSION

The 6% Edition is also available in an electronic format (CD-ROM and online version) containing all of the
monographs and general chapters found in the printed version. With the publication of each supplement the
electronic version is replaced by a new, fully updated, cumulative version.

In addition to the official English and French online versions, a Spanish online version is also available for the
convenience of users.

PHARMEUROPA
Quarterly Forum Publication

Pharmeuropa contains preliminary drafts of all new and revised monographs proposed for inclusion in the European
Pharmacopoeia and gives an opportunity for all interested parties to comment on the specifications before they

are finalised. Pharmeuropa also contains information on the work programme and on certificates of suitability to
monographs of the European Pharmacopoeia issued by the EDQM, and articles of general interest. Pharmeuropa

is available on subscription from the EDQM. The subscription also includes Pharmeuropa Bio and Pharmeuropa
Scientific Notes (containing scientific articles on pharmacopoeial matters). Pharmeuropa Online is also available as a
complementary service for subscribers to the printed version of Pharmeuropa.

INTERNATIONAL HARMONISATION

See the information given in chapter 5.8. Pharmacopoeial Harmonisation.

WEBSITE

http://www.edgm.eu
http://www.edgm.eu/store (for prices and orders)

HELPDESK

To send a question or to contact the EDQM, use the HELPDESK, accessible through the EDQM website (visit
http://www.edqm.eu/site/page_521.php).

KNOWLEDGE

Consult KNOWLEDGE, the new free database at http://www.edgm.eu to obtain information on the work programme
of the European Pharmacopoeia, the volume of Pharmeuropa and of the European Pharmacopoeia in which a text
has been published, trade names of the reagents (for example, chromatography columns) that were used at the time
of the elaboration of the monographs, the history of the revisions of a text since its publication in the 5% Edition,
reference chromatograms, the list of reference standards used, and the list of certificates granted.

COMBISTATS

CombiStats is a computer program for the statistical analysis of data from biological assays in agreement with
chapter 5.3 of the 6™ Edition of the European Pharmacopoeia. For more information, visit the website
(http://www.edqm.eu/combistats).
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KEY TO MONOGRAPHS

Carbimazole

EUROPEAN PHARMACOPOEIA 6.0

. N1 /900R.0Q2/ |
Version date of the text I 01/2008:0884
corrected 6.0
Text reference CARBIMAZOLE
number Carbimazolum
Modification to be taken —
into account from the N/ \N o cH
publication date of HaC~ T \ﬂ/ ~ s
volume 6.0
S (0]
C7H10N2OZS
CAS number [22232-54-8] M 186.2
DEFINITION
Chemical name || Ethyl 3-methyl-2-thioxo-2,3-dihydro-1H-imidazole-1-
in accordance carboxylate.
with IUPAC Content: 98.0 per cent to 102.0 per cent (dried substance).
”Omfzggf ure | CHARACTERS
Appearance: white or yellowish-white, crystalline powder.
Solubility: slightly soluble in water, soluble in acetone and
— in ethanol (96 per cent).
Application of the

first and second
identification is
defined in the
General Notices
(chapter 1)

IDENTIFICATION

| Second identification: A, C.

First identification: B.

Reference
standard available
from the
Secretariat
(see www.edgm.eu)

A. Melting point (2.2.14): 122 °C to 125 °C.
B. Infrared absorption spectrophotometry (2.2.24).
Preparation: discs. 4

Reagents described
in chapter 4

C. Thin-layer chromatography (2.2.27).

Test solution. Dissolve 10 mg of the substahce’'to
examined in methylene chloride R an te\to 10 ml
with the same solvent.

Comparison:|carbimazole CRS. Q)C-

Reference solution. Dissolve 10 mg of carbimazole CRS
in methylene chloride R and dilute to 10 ml with the
same solvent.

Plate: TLC silica gel GF,,, plate R.
Mobile phase: acetone R| methylene chloride R

Further
information
available on

www.edgm.eu
(KNOWLEDGE)

(20:80 V/1).
Application: 10 pl.
Development: over a path of 15 cm.

Drying: in air for 30 min.

Reference to a
general chapter

Detection: examine in ultraviolet light at 254 nm.

Results: the principal spot in the chromatogram
obtained with the test solution is similar in position
and size to the principal spot in the chromatogram
obtained with the reference solution.

TESTS
Related substances. Liquid chromatography (2.2.29)l

Line in the
margin
indicating
where part of
the text has
been modified
(technical
modification)

_l

Test solution. Dissolve 5.0 mg of the substance to be
examined in 10.0 ml of a mixture of 20 volumes of
acetonitrile R and 80 volumes of wafer R. Use this
solution within 5 min of preparation.

Reference solution (a). Dissolve 5 mg of thiamazole R and
0.10 g of carbimazole CRS in a mixture of 20 volumes of
acetonitrile R and 80 volumes of water R and dilute to
100.0 ml with the same mixture of solvents. Dilute 1.0 ml

of this solution to 10.0 ml with a mixture of 20 volumes
of acetonitrile R and 80 volumes of wafer R.

Reference solution (b). Dissolve 5.0 mg of thiamazole R
in a mixture of 20 volumes of acetonitrile R and

80 volumes of water R and dilute to 10.0 ml with

the same mixture of solvents. Dilute 1.0 ml of this
solution to 100.0 ml with a mixture of 20 volumes of
acetonitrile R and 80 volumes of water R.

Column:
— size:[=0.15m, @ =3.9 mm,

— stationary phase: octadecylsilyl silica gel for
chromatography R (5 pm).

Mobile phase: acetonitrile R, water R (10:90 V/V).
Flow rate: 1 ml/min.
Detection: spectrophotometer at 254 nm.

Injection: 10 nl.

Run time: 1.5 times the retention time of carbimazole.
Retention time: carbimazole = about 6 min.

System suitability: reference solution (a):

— resolution: minimum 5.0 between the peaks due to
impurity A and carbimazole.

Limits:

— impurity A: pot more than 0.5 times the area of the

principalgpeak in the chromatogram obtained with
ion (b) (0.5 per cent),

refer
purities: for each impurity, not more
0.3A1mes the area of the principal peak in the
omatogram obtained with reference solution (b)
210 per cent).

Loss on drying (2.2.32): maximum 0.5 per cent,
determined on 1.000 g by drying in a desiccator over
diphosphorus pentoxide R at a pressure not exceeding
0.7 kPa for 24 h.

Sulphated ash (2.4.14): maximum 0.1 per cent,
determined on 1.0 g.

ASSAY

Dissolve 50.0 mg in water R and dilute to 500.0 ml

with the same solvent. To 10.0 ml add 10 ml of dilute
hydrochloric acid R and dilute to 100.0 ml with water R.
Measure the absorbance (2.2.25) at the absorption
maximum at 291 nm.

Calculate the content of C.H
absorbance to be 557.

IMPURITIES
Specified impurities: A.

Other detectable impurities (the following substances
would, if present at a sufficient level, be detected by one
or other of the tests in the monograph. They are limited
by the general acceptance criterion for other/unspecified
impurities and/or by the general monograph Substances
for pharmaceutical use (2034). 1t is therefore not
necessary to identify these impurities for demonstration
of compliance. See also 5.10. Control of impurities in
substances for pharmaceutical use): B.

N,0,S taking the specific

SH
A. 1-methyl-1H-imidazole-2-thiol (thiamazole),

See the information section on general monographs (cover pages)

General Notices (1) apply to all monographs and other texts
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IMPORTANT NOTICE

GENERAL MONOGRAPHS

The European Pharmacopoeia contains a number of general monographs covering classes of products. These general
monographs give requirements that are applicable to all products in the given class or, in some cases, to any product in the
given class for which there is a specific monograph in the Pharmacopoeia (see 1. General Notices, General monographs).
Where no restriction on scope of a general monograph is given in a preamble, it is applicable to all products in the class
defined, irrespective of whether there is an individual monograph for the product in the Pharmacopoeia.

Whenever a monograph is used, it is essential to ascertain whether there is a general monograph applicable to the product
in question. The general monographs listed below are published in the section General Monographs (unless otherwise
stated). This list is updated where necessary and republished in each Supplement.

Allergen products (1063)

Dosage Forms monographs

(published in the Dosage Forms section)

Essential oils (2098)

Extracts (0765)

Herbal drug preparations (1434)

Herbal drugs (1433)

Herbal drugs for homoeopathic preparations (2045)
(published in the Homoeopathic Preparations section)
Herbal teas (1435)

Homoeopathic preparations (1038)

(published in the Homoeopathic Preparations section)
Immunosera for human use, animal (0084)
Immunosera for veterinary use (0030)

Methods of preparation of homoeopathic stocks and potentisation (2371)
(published in the Homoeopathic Preparations section)
Monoclonal antibodies for human use (2031)

Mother tinctures for homoeopathic preparations (2029)
(published in the Homoeopathic Preparations section)
Products of fermentation (1468)

Products with risk of transmitting agents of animal spongiform encephalopathies (1483)
Radiopharmaceutical preparations (0125)

Recombinant DNA technology, products of (0784)
Substances for pharmaceutical use (2034)

Vaccines for human use (0153)

Vaccines for veterinary use (0062)

Vegetable fatty oils (1579)
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Members of the European Pharmacopoeia Commission: Austria, Belgium,
Bosnia and Herzegovina, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark,
Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia,
Lithuania, Luxembourg, Malta, Montenegro, Netherlands, Norway, Poland,
Portugal, Romania, Serbia, Slovak Republic, Slovenia, Spain, Sweden, Switzerland,
‘the former Yugoslav Republic of Macedonia’, Turkey, United Kingdom and

the European Union.

Observers to the European Pharmacopoeia Commission: Albania, Algeria,
Australia, Belarus, Brazil, Canada, China, Georgia, Israel, Madagascar, Malaysia,
Morocco, Republic of Kazakhstan, Russian Federation, Senegal, Syria, Tunisia,
Ukraine, United States of America and WHO (World Health Organisation).

A |
How to contact us '
Information and orders Internet: http://www.edqm.eu {'

European Directorate for the Quality of Medicines & HealthCare (EDQM)
Council of Europe - 7 allée Kastner
CS 30026, F-67081 STRASBOURG, FRANCE

Tel: +33 (0)3 88 41 30 30*
Fax: +33 (0)3 88 41 27 71*

*Do not dial 0 if calling from outside of France

Correspondence................cccoociveeniiiiciiciiee Via the online HELPDESK (http://www.edgm.eu/site/page_521.php)

How to place an order

PUBICATIONS ...ttt bttt http://www.edgm.eu/store

Reference StANAards .........cc.ooiiiiiiii e http://www.edgm.eu
Reference standards online order form ... http://www.edqm.eu/site/page_649.php

Further information, including answers to the most frequently asked questions regarding ordering, is available via the
HELPDESK.

All other matters ... info@edgm.eu

All reference standards required for application of the monographs are available from the EDQM. A catalogue of reference
standards is available on request; the catalogue is included in the Pharmeuropa subscription; it can also be consulted on the
EDQM website.
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RRR-0:-Tocopherol EUROPEAN PHARMACOPOEIA 6.0

Plate: TLC silica gel F.;, plate R.

Mobile phase: ether R, cyclohexane R (20:80 V/V).
Application: 10 pl.

Development: over 2/3 of the plate.

Drying: in a current of air.

Detection: examine in ultraviolet light at 254 nm.
Results: the principal spot in the chromatogram obtained

C. Amethoxy-2,3,6-trimethyl-5{(all-RS.E)-3.7,11,15- with the test soluti.on is similar in position apd size to
telt?:m :t)gflhexa;elzg-egyl]gl(lzznol )37 the principal spot in the chromatogram obtained with

the reference solution.
CH, CH;

TESTS

Related substances. Gas chromatography (2.2.28): use the
normalisation procedure.

Internal standard solution. Dissolve 1.0 g of squalane R in
cyclohexane R and dilute to 100.0 ml with the same solvent.

Test solution (a). Dissolve 0.100 g of the substance to be
examined in 10.0 ml of the internal standard solution.

CHs, CHj

H3C

CHgs

D. (all-RS,all-E)-2,6,10,14,19,23,27,31-octamethyldotriaconta-  7est solution (b). Dissolve 0.100 g of the substance to be
12,14,18-triene. examined in 10 ml of cyclohexane R.

Reference solution (a). Dissolve 0.100 g of c+tocopherol CRS
in 10.0 ml of the internal standard solution.

01/2008:1256 Reference solution (b). Dissolve 10 mg of ortocopherol R
and 10 mg of a+tocopheryl acetate R in cyclohexane R and

RRR-o-TOCOPHEROL dilute to 100.0 ml with the same solvent.
Column:
RRR-o-Tocopherolum — material: fused silica;
— size: [=30m, @ =0.25 mm;
CHs CHy ’ — stationary phase: poly(dimethyl)siloxane R (film
HaC oy.. thickness 0.25 um).

Carrier gas: helium for chromatography R.

HO CHs Flow rate: 1 ml/min.
CHs Hl CHs CH3 Spllt ratio: 1:100.
Temperature:
[(:523%520_%1 M. 430.7 Tir.ne Temperature
(min) (°C)
DEFINITION Column 0-15 280
(2R)-2,5,7,8-Tetramethyl-2-[(4R,8R)-4,8,12-trimethyltridecyl]-  Injection port 290
3,4-dihydro-2H-1-benzopyran-6-ol. Detector 290

Content: 94.5 per cent to 102.0 per cent.

CHARACTERS
Appearance: clear, colourless or yellowish-brown, viscous,
oily liquid.
Solubility: practically insoluble in water, freely soluble in
acetone, in anhydrous ethanol, in methylene chloride and in o
fatty oils. Limits:

— total: maximum 4.0 per cent;
IDENTIFICATION . ..

— disregard limit: 0.1 per cent.
First identification: A, B.

R The thresholds indicated under Related substances
Second identification: A, C. (Table 2034.-1) in the general monograph Subsfances for
A. Optical rotation (2.2.7): + 0.05° to + 0.10°. pharmaceutical use (2034) do not apply.

Dissolve 2.50 g in anhydrous ethanol R and dilute to ASSAY
25.0 ml with the same solvent.

B. Infrared absorption spectrophotometry (2.2.24).

Detection: flame ionisation.
Injection: 1 pl of test solution (b) and reference solution (b).
System suitability: reference solution (b):

— resolution: minimum 3.5 between the peaks due to
o-tocopherol and o-tocopheryl acetate.

Z-1

Gas chromatography (2.2.28) as described in the test for
related substances with the following modification.

Comparison: attocopherol CRS. Injection: test solution (a) and reference solution (a).

C. Thin-layer chromatography (2.2.27). Calculate the percentage content of C,,H.,0, taking into

Test solution. Dissolve 10 mg of the substance to be account the declared content of c+focopherol CRS.
examined in 2 ml of cyclohexane R.

Reference solution. Dissolve 10 mg of ortocopherol CRS STORAGE
in 2 ml of cyclohexane R. Under an inert gas, protected from light.

=
o
3
=]
(=]
=i
o
o]
b=
73
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EUROPEAN PHARMACOPOEIA 6.0

all-rac-o-Tocopheryl acetate

IMPURITIES
CHs oH
R o /3 H
CH
HO , °
R’ H CHs CHs

A. R =R’ = H: (2R)-2,8-dimethyl-2-[(4R,8R)-4,8,12-
trimethyltridecyl]-3,4-dihydro-2H-1-benzopyran-6-ol
(RRR-dtocopherol),

B. R =H, R" = CH,: (2R)-2,5,8-trimethyl-2-[(4R,8R)-
4,8,12-trimethyltridecyl]-3,4-dihydro-2 H-1-benzopyran-6-ol
(RRR-B-tocopherol),

C. R=CH,, R’ = H: (2R)-2,7,8-trimethyl-2-[(4R,8R)-
4,8,12-trimethyltridecyl]-3,4-dihydro-2 H-1-benzopyran-6-ol
(RRR-ytocopherol).

01/2008:0439
all-rac-o-TOCOPHERYL ACETATE

int-rac-o-Tocopherylis acetas

CH3
CH3
H3C O CHs
CH
o 3
CH CH CH
H3C/§O 3 3 3

C,,H,,0, M 4727
[7695-91-2]

DEFINITION

all-rac-2,5,7,8-Tetramethyl-2-(4,8,12-trimethyltridecyl)-3,4-
dihydro-2H-1-benzopyran-6-yl acetate.
Content: 96.5 per cent to 102.0 per cent.

CHARACTERS

Appearance: clear, colourless or slightly greenish-yellow,
viscous, oily liquid.

Solubility: practically insoluble in water, freely soluble in
acetone, in anhydrous ethanol and in fatty oils.

IDENTIFICATION

First identification: A, B.

Second identification: A, C.

A. Optical rotation (2.2.7): —0.01° to + 0.01°.

Dissolve 2.50 g in anhydrous ethanol R and dilute to
25.0 ml with the same solvent.

B. Infrared absorption spectrophotometry (2.2.24).
Comparison: ortocopheryl acetate CRS.
C. Thin-layer chromatography (2.2.27).

Test solution. Dissolve about 10 mg of the substance to
be examined in 2 ml of cyclohexane R.

Reference solution. Dissolve about 10 mg of a+focopheryl
acetate CRS in 2 ml of cyclohexane R.

Plate: TLC silica gel F,,, plate R.

Mobile phase: ether R, cyclohexane R (20:80 V/V).
Application: 10 pl.

Development: over 2/3 of the plate.

Drying: in a current of air.

Detection: examine in ultraviolet light at 254 nm.
Results: the principal spot in the chromatogram obtained
with the test solution is similar in position and size to

the principal spot in the chromatogram obtained with
the reference solution.

TESTS

Related substances. Gas chromatography (2.2.28): use the

normalisation procedure.

Internal standard solution. Dissolve 1.0 g of squalane R in

cyclohexane R and dilute to 100.0 ml with the same solvent.

Test solution (a). Dissolve 0.100 g of the substance to be

examined in 10.0 ml of the internal standard solution.

Test solution (b). Dissolve 0.100 g of the substance to be

examined in 10 ml of cyclohexane R.

Reference solution (a). Dissolve 0.100 g of ortocopheryl

acetate CRS in 10.0 ml of the internal standard solution.

Reference solution (b). Dissolve 10 mg of the substance to

be examined and 10 mg of c+focopherol R in cyclohexane R

and dilute to 100.0 ml with the same solvent.

Reference solution (c). Dissolve 10 mg of all-rac-c+tocopheryl

acetate for peak identification CRS (containing impurities A

and B) in cyclohexane R and dilute to 1 ml with the same

solvent.

Reference solution (d). Dilute 1.0 ml of test solution (b) to

100.0 ml with cyclohexane R. Dilute 1.0 ml of this solution

to 10.0 ml with cyclohexane R.

Column:

— material: fused silica;

— size: [=30m, @ =0.25 mm;

— stationary phase: poly(dimethyl)siloxane R (film
thickness 0.25 pm).

Carrier gas: helium for chromatography R.

Flow rate: 1 ml/min.

Split ratio: 1:100.

Temperature:

— column: 280 °C;

— injection port and detector: 290 °C.

Detection: flame ionisation.

Injection: 1l of test solution (b) and reference solutions (a),

(b), (c) and (d); inject directly onto the column or via

a sufficiently inert, glass-lined injection port using an

automatic injection device or other reproducible injection

method.

Run time: twice the retention time of all-rac-o-tocopheryl

acetate.

Identification of impurities: use the chromatogram supplied

with all-rac-crtocopheryl acetate for peak identification CRS

and the chromatogram obtained with reference solution (c)

to identify the peaks due to impurities A and B.

Relative retention with reference to all-rac-o-tocopheryl

acetate (retention time = about 15 min): squalane = about 0.4;

impurity A = about 0.7; impurity B = about 0.8;

impurity C = about 0.9; impurities D and E = about 1.05

(eluting immediately after the all-rac-o-tocopheryl acetate

peak).

w
N -
a
SN
1
ok
<]
p=

System suitability:

— resolution: minimum 3.5 between the peaks due to
impurity C and all-rac-o-tocopheryl acetate in the
chromatogram obtained with reference solution (b);
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	STORAGE
	IMPURITIES

	Aceclofenac
	Aceclofenacum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Acesulfame potassium
	Acesulfamum kalicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 20 €ml of solution€S add 0.1 €ml of b
	Impurity € A . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Fluorides: maximum 3 €ppm .
	Heavy metals ( 2.4.8 ): maximum 5 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	IMPURITIES

	Acetazolamide
	Acetazolamidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in 10 €ml of 1 €M sodiu
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Sulphates ( 2.4.13 ). To 0.4 €g add 20 €ml of distilled water €R
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Acetic acid, glacial
	Acidum aceticum glaciale
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dilute 20 €ml to 100 €ml with distilled water €R 
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Freezing point ( 2.2.18 ): minimum 14.8 €°C .
	Reducing substances . To 5.0 €ml add 10.0 €ml of water €R and mi
	Chlorides ( 2.4.4 ): maximum 25 €mg/l .
	Sulphates ( 2.4.13 ): maximum 50 €mg/l, determined on solution €
	Iron ( 2.4.9 ): maximum 5 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 5 €ppm .
	Residue on evaporation: maximum 0.01 €per cent .

	ASSAY
	STORAGE

	Acetone
	Acetonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . To 10 €ml add 10 €ml of water €R . The 
	Acidity or alkalinity . To 5 €ml add 5 €ml of carbon dioxide-fre
	Relative density ( 2.2.5 ): 0.790 to 0.793.
	Reducing substances . To 30 €ml add 0.1 €ml of 0.02 €M potassium
	Related substances . Gas chromatography ( 2.2.28 ).
	Matter insoluble in water . Dilute 1.0 €ml to 20 €ml with water 
	Residue on evaporation: maximum 50 €ppm . 
	Water ( 2.5.12 ): maximum 3 €g/l, determined on 10.0 €ml . Use 2

	STORAGE
	IMPURITIES

	Acetylcholine chloride
	Acetylcholini chloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity . Dilute 1 €ml of solution€S to 10 €ml with carbon dioxi
	Related substances . Thin-layer chromatography ( 2.2.27 ). Prepa
	Trimethylamine . Dissolve 0.1 €g in 10 €ml of sodium carbonate s
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on t

	ASSAY
	STORAGE
	IMPURITIES

	Acetylcysteine
	Acetylcysteinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 2.0 to 2.8.
	Specific optical rotation ( 2.2.7 ): +€ 21.0 to +€ 27.0 (dried s
	Related substances . Liquid chromatography ( 2.2.29 ). Except wh
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Zinc: maximum 10 .0 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	-Acetyldigoxin
	-Acetyldigoxinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 26.2 to +€ 28.2 (dried s
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 1.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on t

	ASSAY
	STORAGE
	IMPURITIES

	Acetylsalicylic acid
	Acidum acetylsalicylicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	N -Acetyltryptophan
	N -Acetyltryptophanum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Optical rotation ( 2.2.7 ): − 0.1 ° to +  0.1 ° .
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Ammonium ( 2.4.1, Method € B ): maximum 200 €ppm, determined on 
	Iron ( 2.4.9 ): maximum 10 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	N -Acetyltyrosine
	N -Acetyltyrosinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in water €R and dilute to 100.0 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Specific optical rotation ( 2.2.7 ). Dilute 10.0 €ml of solution
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ). Dilute 10 €ml of solution€S to 15 €ml with 
	Sulphates ( 2.4.13 ). Dissolve 1.0 €g in distilled water €R and 
	Ammonium . Prepare a cell consisting of two watch-glasses 60 €mm
	Iron ( 2.4.9 ). In a separating funnel, dissolve 0.5 €g in 10 €m
	Heavy metals ( 2.4.8 ). Dissolve 2.0 €g in water €R and dilute t
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine
	Pyrogens ( 2.6.8 ). If intended for use in the manufacture of pa

	ASSAY
	STORAGE
	IMPURITIES

	Aciclovir
	Aciclovirum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.25 €g in 0.1 €M sodium hydro
	Related substances
	Water ( 2.5.12 ). Not more than 6.0 €per cent, determined on 0.5
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	IMPURITIES

	Acitretin
	Acitretinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Maintain 
	Palladium: maximum 10.0 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Adenine
	Adeninum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Suspend 2.5 €g in 50 €ml of distilled water €R an
	Appearance of solution . Dissolve 0.5 €g in dilute hydrochloric 
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of b
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ). To 10 €ml of solution€S add 1 €ml of concen
	Sulphates ( 2.4.13 ). Dilute 10 €ml of solution€S to 15 €ml with
	Ammonium . Prepare a cell consisting of two watch-glasses 60 €mm
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Adenosine
	Adenosinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Suspend 5.0 €g in 100 €ml of distilled water €R a
	Appearance of solution . Solution € S is colourless ( 2.2.2, Met
	Acidity or alkalinity . To 10 €ml of solution€S, add 0.1 €ml of 
	Specific optical rotation ( 2.2.7 ): − 45 to   − 49 (dried subst
	Related substances
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Sulphates ( 2.4.13 ): maximum 200 €ppm, determined on solution€S
	Ammonium ( 2.4.1, Method € B ): maximum 10 €ppm, determined on 0
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Adipic acid
	Acidum adipicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g with heating in distilled water €
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Nitrates: maximum 30 €ppm .
	Sulphates ( 2.4.13 ): maximum 500 €ppm .
	Iron ( 2.4.9 ): maximum 10 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.2 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent .

	ASSAY
	IMPURITIES

	Adrenaline tartrate
	Adrenalini tartras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more opalescent tha
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Agar
	Agar
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Swelling index ( 2.8.4 ). The swelling index, determined on the 
	Insoluble matter . To 5.00 €g of the powdered drug (355) ( 2.9.1
	Gelatin . To 1.00 €g add 100 €ml of water €R and heat on a water
	Loss on drying ( 2.2.32 ). Not more than 20.0 €per cent, determi
	Total ash ( 2.4.16 ). Not more than 5.0 €per cent .
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	LABELLING

	Agnus castus fruit
	Agni casti fructus
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 3.0 €per cent .
	Other species of Vitex, in particular Vitex negundo . No fruit o
	Total ash ( 2.4.16 ): maximum 5.0 €per cent .
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on

	ASSAY

	Agrimony
	Agrimoniae herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .

	ASSAY

	Air, medicinal
	Aer medicinalis
	DEFINITION
	CHARACTERS
	PRODUCTION
	Carbon dioxide: maximum 500 €ppm € V/V, determined using an infr
	Carbon monoxide: maximum 5 €ppm € V/V, determined using an infra
	Sulphur dioxide: maximum 1 €ppm € V/V, determined using an ultra
	Oil: maximum 0.1 €mg /m 3 calculated for atmospheric pressure an
	Nitrogen monoxide and nitrogen dioxide: maximum 2 €ppm € V/V in 
	Water: maximum 67 €ppm € V/V, determined using an electrolytic h
	Assay . Determine the concentration of oxygen in air using a par

	IDENTIFICATION
	TESTS
	Carbon dioxide: maximum 500 €ppm € V/V, determined using a carbo
	Sulphur dioxide: maximum 1 €ppm € V/V, determined using a sulphu
	Oil: maximum 0.1 €mg /m 3, determined using an oil detector tube
	Nitrogen monoxide and nitrogen dioxide: maximum 2 €ppm € V/V, de
	Carbon monoxide: maximum 5 €ppm € V/V, determined using a carbon
	Water vapour: maximum 67 €ppm € V/V, determined using a water va

	STORAGE
	IMPURITIES

	Air, synthetic medicinal
	Aer medicinalis artificiosus
	DEFINITION
	CHARACTERS
	PRODUCTION
	Water ( 2.5.28 ): maximum 67 €ppm € V/V .
	Assay ( 2.5.27 ). Carry out the determination of oxygen in gases

	IDENTIFICATION
	TESTS
	Water vapour: maximum 67 €ppm € V/V, determined using a water va

	STORAGE
	LABELLING
	IMPURITIES

	Alanine
	Alaninum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in distilled water €R and dilute 
	Appearance of solution . Dilute 10 €ml of solution€S to 20 €ml w
	Specific optical rotation ( 2.2.7 ). Dissolve 2.50 €g in hydroch
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Chlorides ( 2.4.4 ). Dilute 5 €ml of solution€S to 15 €ml with w
	Sulphates ( 2.4.13 ). Dilute 10 €ml of solution€S to 15 €ml with
	Ammonium ( 2.4.1 ). 50 €mg complies with limit test € B for ammo
	Iron ( 2.4.9 ). In a separating funnel, dissolve 1.0 €g in 10 €m
	Heavy metals ( 2.4.8 ). Dissolve 2.0 €g in water €R and dilute t
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Albendazole
	Albendazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Alchemilla
	Alchemillae herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 12.0 €per cent . 

	ASSAY

	Alcuronium chloride
	Alcuronii chloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.250 €g in carbon dioxide-free water €R
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of m
	Specific optical rotation ( 2.2.7 ): − 430 to − 451 (anhydrous s
	Propan-2-ol ( 2.4.24, System A ): maximum 1.0 €per cent .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 5.0 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Alfacalcidol
	Alfacalcidolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ): use the n

	ASSAY
	STORAGE
	IMPURITIES

	Alfadex
	Alfadexum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.000 €g in carbon dioxide-free water €R
	Appearance of solution . Solution € S is clear ( 2.2.1 ).
	pH ( 2.2.3 ): 5.0 to 8.0.
	Specific optical rotation ( 2.2.7 ): +€ 147 to +€ 152 (dried sub
	Reducing sugars: maximum 0.2 €per cent .
	Light-absorbing impurities . Examine solution€S between 230 €nm 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 11 €per cent, determined on 1
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Alfentanil hydrochloride
	Alfentanili hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): 3.0 €per cent to 4.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Alfuzosin hydrochloride
	Alfuzosini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.500 €g in carbon dioxide-free water €R
	pH ( 2.2.3 ). The pH of freshly prepared solution€S is 4.0 to € 
	Optical rotation ( 2.2.7 ). The angle of optical rotation, deter
	Related substances . Examine by liquid chromatography ( 2.2.29 )
	Water ( 2.5.12 ). Not more than 2.0 €per cent, determined on 0.5
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Alginic acid
	Acidum alginicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Chlorides: maximum 1,0 €per cent .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 15.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 8.0 €per cent (dried substance
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY

	Allantoin
	Allantoinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g in carbon dioxide-free water €R, 
	Acidity or alkalinity . To 5 €ml of solution€S add 5 €ml of carb
	Optical rotation ( 2.2.7 ). The angle of optical rotation, deter
	Reducing substances . Shake 1.0 €g with 10 €ml of water €R for 2
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.1 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	IMPURITIES

	Allopurinol
	Allopurinolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Use fresh
	Impurities € D and E . Liquid chromatography ( 2.2.29 ). Use fre
	Impurity € F . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Almagate
	Almagatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 9.1 to 9.7.
	Neutralising capacity . Carry out the test at 37 €°C . Disperse 
	Chlorides ( 2.4.4 ): maximum 0.1 €per cent .
	Sulphates ( 2.4.13 ): maximum 0.4 €per cent .
	Sodium: maximum 1.50 € × € 10 2 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on ignition: 43.0 €per cent to 49.0 €per cent, determined o
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	Aluminium . Dissolve 1.000 €g in 5 €ml of hydrochloric acid €R, 
	Magnesium . Introduce 10.0 €ml of solution € A prepared in the a
	Carbonic acid: 12.5 €per cent to 14.5 €per cent .

	STORAGE

	Almond oil, refined
	Amygdalae oleum raffinatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific absorbance ( 2.2.25 ): 0.2 to 6.0, determined at the ab
	Acid value ( 2.5.1 ): maximum 0.5, determined on 5.0 €g .
	Peroxide value ( 2.5.5 ): maximum 5.0.
	Unsaponifiable matter ( 2.5.7 ): maximum 0.9 €per cent, determin
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Sterols ( 2.4.23 ).
	Water ( 2.5.32 ): maximum 0.1 €per cent, determined on 5.000 €g,

	STORAGE
	LABELLING

	Almond oil, virgin
	Amygdalae oleum virginale
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Absorbance ( 2.2.25 ): maximum € 0.2 by measuring at the absorpt
	Acid value ( 2.5.1 ): maximum 2.0, determined on 5.0 €g .
	Peroxide value ( 2.5.5 ): maximum 15.0.
	Unsaponifiable matter ( 2.5.7 ): maximum 0.9 €per cent, determin
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Sterols ( 2.4.23 ).

	STORAGE

	Aloes, Barbados
	Aloe barbadensis
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 2.0 €per cent .

	ASSAY
	STORAGE

	Aloes, Cape
	Aloe capensis
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Barbados aloes . Thin-layer chromatography ( 2.2.27 ).
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 2.0 €per cent .

	ASSAY
	STORAGE

	Aloes dry extract, standardised
	Aloes extractum siccum normatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.8.17 ): maximum 4.0 €per cent € m/m .
	Total ash ( 2.4.16 ). Not more than 2.0 €per cent .

	ASSAY

	Alprazolam
	Alprazolamum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Alprenolol hydrochloride
	Alprenololi hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 10 €ml of solution€S add 0.2 €ml of m
	Impurity € C: maximum 0.1 €per cent .
	Related substances
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Alprostadil
	Alprostadilum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	System A
	System B
	Water ( 2.5.32 ): maximum 0.5 €per cent, determined on 50 €mg .

	ASSAY
	STORAGE
	IMPURITIES

	Alteplase for injection
	Alteplasum ad iniectabile
	DEFINITION
	PRODUCTION
	Protein content . The protein concentration of alteplase solutio
	Potency . The potency of alteplase is determined in an in-vitro 
	N -terminal sequence . N -terminal sequencing is applied to dete
	Isoelectric focusing . The consistency in the microheterogeneity
	Single-chain alteplase content . The alteplase produced by CHO (
	Tryptic-peptide mapping . The primary structure of the alteplase
	Monomer content . The monomer content of alteplase is measured b
	Type I/Type II alteplase content . CHO cells produce two glycosy
	SDS-PAGE . SDS-PAGE (silver staining) is used to demonstrate pur
	Bacterial endotoxins ( 2.6.14 ): less than 1 €IU per milligram o
	Sialic acids . Dialyse samples and alteplase reference standard 
	Neutral sugars . Dilute alteplase samples and the reference stan

	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The reconstituted preparation is clear 
	pH ( 2.2.3 ): 7.1 to 7.5.
	Solubility . Add the €volume of the liquid stated on the label. 
	Protein content . Prepare a solution of the substance to be exam
	Single-chain content . Examine by liquid chromatography( 2.2.29 
	Monomer content . Examine by liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ). Not more than 4.0 €per cent, determined by the
	Bacterial endotoxins ( 2.6.14 ): less than 1 €IU per milligram o
	Sterility ( 2.6.1 ). It complies with the test for sterility.

	ASSAY
	STORAGE
	LABELLING

	Alum
	Alumen
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in water €R and dilute to 50 €ml 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 3.0 to 3.5.
	Ammonium ( 2.4.1 ): maximum 0.2 €per cent .
	Iron ( 2.4.9 ): maximum 100 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .

	ASSAY

	Aluminium chloride hexahydrate
	Aluminii chloridum hexahydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S1 . Dissolve 10.0 €g in distilled water €R and dilut
	Solution € S2 . Dilute 50 €ml of solution € S1 to 100 €ml with w
	Appearance of solution . Solution € S2 is clear ( 2.2.1 ) and no
	Sulphates ( 2.4.13 ): maximum 100 €ppm, determined on solution €
	Iron ( 2.4.9 ): maximum 10 €ppm, determined on solution € S1.
	Alkali and alkaline-earth metals: maximum 0.5 €per cent . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Water ( 2.5.12 ): 42.0 €per cent to 48.0 €per cent, determined o

	ASSAY
	STORAGE

	Aluminium hydroxide, hydrated, for adsorption
	Aluminii hydroxidum hydricum ad € adsorptionem
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Add 1 €g to 4 €ml of hydrochloric acid €R . Heat 
	pH€ ( 2.2.3 ): 5.5 to 8.5.
	Adsorption power . Dilute the substance to be examined with dist
	Sedimentation . If necessary, adjust the substance to be examine
	Chlorides ( 2.4.4 ): maximum 0.33 €per cent . 
	Nitrates: maximum 100 €ppm . 
	Sulphates ( 2.4.13 ): maximum 0.5 €per cent . 
	Ammonium ( 2.4.1, Method € B ): maximum 50 €ppm, determined on 1
	Arsenic ( 2.4.2, Method € A ): maximum 1 €ppm, determined on 1 €
	Iron ( 2.4.9 ): maximum 15 €ppm, determined on 0.67 €g .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Bacterial endotoxins ( 2.6.14 ): less than 5 €IU of endotoxin pe

	ASSAY
	STORAGE
	LABELLING

	Aluminium magnesium silicate
	Aluminii magnesii silicas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 9.0 to 10.0. 
	Arsenic ( 2.4.2, Method € A ): maximum 3 €ppm . 
	Lead: maximum 15 .0 €ppm .
	Loss on drying ( 2.2.32 ): maximum 8.0 €per cent, determined on 
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	Aluminium . Atomic absorption spectrometry ( 2.2.23, Method € I 
	Magnesium . Atomic absorption spectrometry ( 2.2.23, Method € I 

	LABELLING

	Aluminium oxide, hydrated
	Aluminii oxidum hydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in 15 €ml of hydrochloric acid €R
	Appearance of solution . Solution € S is not more opalescent tha
	Alkaline impurities . Shake 1.0 €g with 20 €ml of carbon dioxide
	Neutralising capacity . Carry out the test at 37 €°C . Disperse 
	Chlorides ( 2.4.4 ): maximum 1 €per cent . 
	Sulphates ( 2.4.13 ): maximum 1 €per cent . 
	Arsenic ( 2.4.2, Method € A ): maximum 4 €ppm, determined on 10 
	Heavy metals ( 2.4.8 ): maximum 60 €ppm .
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	STORAGE

	Aluminium phosphate gel
	Aluminii phosphatis liquamen
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.00 €g in dilute hydrochloric acid €R a
	pH ( 2.2.3 ): 6.0 to 8.0.
	Peroxides: maximum 150 €ppm, expressed as hydrogen peroxide.
	Chlorides ( 2.4.4 ): maximum 500 €ppm .
	Soluble phosphates: maximum 0.5 €per cent, expressed as € PO 4 .
	Sulphates ( 2.4.13 ): maximum 0.2 €per cent .
	Soluble aluminium: maximum 50 €ppm .
	Arsenic ( 2.4.2, Method € A ): maximum 1 €ppm, determined on 1.0
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Acid neutralising capacity . Add 2.0 €g to 30 €ml of 0.1 €M hydr
	Residue on ignition: 19.0 €per cent to 23.0 €per cent .
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	STORAGE

	Aluminium phosphate, hydrated
	Aluminii phosphas hydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.00 €g in dilute hydrochloric acid €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 5.5 to 7.2
	Chlorides ( 2.4.4 ): maximum 1.3 €per cent .
	Soluble phosphates: maximum 1.0 €per cent, calculated as PO 4 3-
	Sulphates ( 2.4.13 ): maximum 0.6 €per cent .
	Arsenic ( 2.4.2 ): maximum 1 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on ignition . 10.0 €per cent to 20.0 €per cent, determined 
	Neutralising capacity . Add 0.50 €g to 30 €ml of 0.1 €M hydrochl

	ASSAY
	STORAGE

	Aluminium sulphate
	Aluminii sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in water €R and dilute to 50 €ml 
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ): 2.5 to 4.0. 
	Alkali and alkaline-earth metals: maximum 0.4 €per cent . 
	Ammonium ( 2.4.1 ): maximum 500 €ppm . 
	Iron ( 2.4.9 ): maximum 100 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 50 €ppm . 

	ASSAY
	STORAGE

	Alverine citrate
	Alverini citras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 3.5 to 4.5.
	Related substances . Gas chromatography ( 2.2.28 ): use the norm
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Amantadine hydrochloride
	Amantadini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . Dilute 2 €ml of solution€S to 10 €ml wit
	Related substances . Gas chromatography ( 2.2.28 ): use the norm
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 2.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY

	Ambroxol hydrochloride
	Ambroxoli hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.75 €g in methanol €R and dilute to 15 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.5 to 6.0.
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Amfetamine sulphate
	Amfetamini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 25 €ml of solution€S add 0.1 €ml of m
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Amidotrizoic acid dihydrate
	Acidum amidotrizoicum dihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in dilute sodium hydrox
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Halides . Dissolve 0.55 €g in a mixture of 4 €ml of dilute sodiu
	Free aromatic amines . Maintain the solutions and reagents in ic
	Heavy metals ( 2.4.8 ). Dissolve 2.0 €g in 4 €ml of dilute sodiu
	Loss on drying ( 2.2.32 ): 4.5 €per cent to 7.0 €per cent, deter
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Amikacin
	Amikacinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 9.5 to 11.5.
	Specific optical rotation ( 2.2.7 ): +€ 97 to +€ 105 (anhydrous 
	Related substances . Liquid chromatography ( 2.2.29 ). Maintain 
	Water ( 2.5.12 ): maximum 8.5 €per cent, determined on 0.200 €g 
	Sulphated ash ( 2.4.14 )): maximum 0.5 €per cent, determined on 

	ASSAY
	IMPURITIES

	Amikacin sulphate
	Amikacini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 2.0 to 4.0. 
	Specific optical rotation ( 2.2.7 ): +€ 76 to +€ 84 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ). Maintain 
	Sulphate: 23.3 €per cent to 25.8 €per cent (dried substance). 
	Loss on drying ( 2.2.32 ): maximum 13.0 €per cent, determined on
	Pyrogens ( 2.6.8 ). If intended for use in the manufacture of pa

	ASSAY
	STORAGE
	IMPURITIES

	Amiloride hydrochloride
	Amiloridi hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Free acid . Dissolve 1.0 €g in a mixture of 50 €ml of methanol €
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): 11.0 €per cent to 13.0 €per cent, determined o
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	4-Aminobenzoic acid
	Acidum 4-aminobenzoicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ).
	Impurity € C and impurity € D . Gas chromatography ( 2.2.28 ).
	Iron ( 2.4.9 ): maximum 40 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 0.2 €per cent, determined on 1.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Aminocaproic acid
	Acidum aminocaproicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is colourless ( 2.2.2, Met
	pH ( 2.2.3 ). The pH of solution€S is 7.5 to 8.0.
	Absorbance ( 2.2.25 ).
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Heavy metals ( 2.4.8 ). 12 €ml of solution€S complies with limit
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Aminoglutethimide
	Aminoglutethimidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in methanol €R and dilute to 20.0
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ).
	Impurity € D . Liquid chromatography ( 2.2.29 ). Carry out the t
	Sulphates ( 2.4.13 ): maximum 500 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Amiodarone hydrochloride
	Amiodaroni hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.2 to 3.8. 
	Impurity € H . Thin-layer chromatography ( 2.2.27 ). Prepare the
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Iodides: maximum 150 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Amisulpride
	Amisulpridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more opalescent tha
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° .
	Impurity € A . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Examine by liquid chromatography ( 2.2.29 )
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Amitriptyline hydrochloride
	Amitriptylini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Acidity or alkalinity . Dissolve 0.20 €g in carbon dioxide-free 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Amlodipine besilate
	Amlodipini besilas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° .
	Related substances
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 3.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ammonia solution, concentrated
	Ammoniae solutio concentrata
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Evaporate 220 €ml almost to dryness on a water-ba
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Oxidisable substances . Cautiously add, whilst cooling, 8.8 €ml 
	Pyridine and related substances: maximum 2 €ppm, calculated as p
	Carbonates: maximum 60 €ppm .
	Chlorides ( 2.4.4 ): maximum 1 €ppm .
	Sulphates ( 2.4.13 ): maximum 5 €ppm .
	Iron ( 2.4.9 ): maximum 0.25 €ppm .
	Heavy metals ( 2.4.8 ): maximum 1 €ppm .
	Residue on evaporation: maximum 20 €mg/l . 

	ASSAY
	STORAGE

	Ammonio methacrylate copolymer (type € A)
	Ammonio methacrylatis copolymerum A
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve a quantity of the substance to be examin
	Viscosity ( 2.2.10 ): maximum 15 €mPa·s, determined on solution€
	Appearance of a film . Spread 2 €ml of solution€S evenly on a gl
	Monomers . Liquid chromatography ( 2.2.29 ).
	Methanol ( 2.4.24, System A ): maximum 1.5 €per cent .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 3.0 €per cent, determined on 

	ASSAY
	IMPURITIES

	Ammonio methacrylate copolymer (type € B)
	Ammonio methacrylatis copolymerum B
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve a quantity of the substance to be examin
	Viscosity ( 2.2.10 ): maximum 15 €mPa·s, determined on solution€
	Appearance of a film . Spread 2 €ml of solution€S evenly on a gl
	Monomers . Liquid chromatography ( 2.2.29 ).
	Methanol ( 2.4.24, System A ): maximum 1.5 €per cent .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 3.0 €per cent, determined on 

	ASSAY
	IMPURITIES

	Ammonium bromide
	Ammonii bromidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.05 €ml of 
	Bromates . To 10 €ml of solution€S add 1 €ml of starch solution 
	Chlorides: maximum 0.6 €per cent . 
	Iodides . To 5 €ml of solution€S add 0.15 €ml of ferric chloride
	Sulphates ( 2.4.13 ): maximum 100 €ppm . 
	Iron ( 2.4.9 ): maximum 20 €ppm . 
	Magnesium and alkaline-earth metals ( 2.4.7 ): maximum 200 €ppm,
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Ammonium chloride
	Ammonii chloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.05 €ml of 
	Bromides and iodides . To 10 €ml of solution€S add 0.1 €ml of di
	Sulphates ( 2.4.13 ): maximum 150 €ppm .
	Calcium ( 2.4.3 ): maximum 200 €ppm .
	Iron ( 2.4.9 ): maximum 20 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 2

	ASSAY

	Ammonium glycyrrhizate
	Ammonii glycyrrhizas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): +€ 49.0 to +€ 54.0 (anhydro
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Water ( 2.5.12 ): maximum 6.0 €per cent, determined on 0.250 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ammonium hydrogen carbonate
	Ammonii hydrogenocarbonas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 14.0 €g in 100 €ml of distilled water €R
	Chlorides ( 2.4.4 ): maximum 70 €ppm .
	Sulphates ( 2.4.13 ): maximum 70 €ppm, determined on solution € 
	Iron ( 2.4.9 ): maximum 40 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .

	ASSAY
	STORAGE

	Amobarbital
	Amobarbitalum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in a mixture of 4 €ml o
	Acidity or alkalinity . To 1.0 €g add 50 €ml of water €R and boi
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Amobarbital sodium
	Amobarbitalum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in alcohol (50 €per cent € V/V ) 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). Dissolve 5.0 €g in carbon dioxide-free water €R an
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 3.0 €per cent, determin

	ASSAY
	STORAGE

	Amoxicillin sodium
	Amoxicillinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more opalescent tha
	pH ( 2.2.3 ): 8.0 to 10.0. 
	Specific optical rotation ( 2.2.7 ): +€ 240 to +€ 290 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ). 
	N, N -Dimethylaniline ( 2.4.26, Method € A or € B ): maximum 20 
	2-Ethylhexanoic acid ( 2.4.28 ): maximum 0.8 €per cent € m/m .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 0.400 €g 
	Bacterial endotoxins ( 2.6.14 ): less than 0.25 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Amoxicillin trihydrate
	Amoxicillinum trihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . With the aid of ultrasound or gentle heating, dis
	Appearance of solution . The solutions are not more opalescent t
	pH ( 2.2.3 ): 3.5 to 5.5 for solution € S. 
	Specific optical rotation ( 2.2.7 ): +€ 290 to +€ 315 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	N,N -Dimethylaniline ( 2.4.26, Method € A or B ): maximum 20 €pp
	Water ( 2.5.12 ): 11.5 €per cent to 14.5 €per cent, determined o
	Sulphated ash ( 2.4.14 ): maximum 1.0 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Amphotericin B
	Amphotericinum € B
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Content of tetraenes . Not more than 10.0 €per cent and not more
	Loss on drying ( 2.2.32 ). Not more than 5.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 3.0 €per cent and not mo
	Bacterial endotoxins ( 2.6.14 ): less than 1.0 €IU /mg, if inten

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Ampicillin, anhydrous 
	Ampicillinum anhydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solutions are not more opalescent t
	pH ( 2.2.3 ): 3.5 to 5.5.
	Specific optical rotation ( 2.2.7 ): +€ 280 to +€ 305 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	N,N -Dimethylaniline ( 2.4.26, Method € B ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 2.0 €per cent, determined on 0.300 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ampicillin sodium
	Ampicillinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Solutions A and B are not more opalesce
	pH ( 2.2.3 ): 8.0 to 10.0. 
	Specific optical rotation ( 2.2.7 ): +€ 258 to +€ 287 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ). 
	N,N -Dimethylaniline ( 2.4.26, Method € B ): maximum 20 €ppm .
	2-Ethylhexanoic acid ( 2.4.28 ): maximum 0.8 €per cent € m/m .
	Methylene chloride . Gas chromatography ( 2.2.28 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Water ( 2.5.12 ): maximum 2.0 €per cent, determined on 0.300 €g 
	Bacterial endotoxins ( 2.6.14 ): less than 0.15 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Ampicillin trihydrate
	Ampicillinum trihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solutions are not more opalescent t
	pH ( 2.2.3 ): 3.5 to 5.5. 
	Specific optical rotation ( 2.2.7 ): +€ 280 to +€ 305 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ). 
	N,N -Dimethylaniline ( 2.4.26, Method € B ): maximum 20 €ppm .
	Water ( 2.5.12 ): 12.0 €per cent to 15.0 €per cent, determined o
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Angelica root
	Angelicae radix
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Lovage root . Thin-layer chromatography ( 2.2.27 ).
	Foreign matter ( 2.8.2 ): maximum 5 €per cent of leaf bases and 
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 2.0 €per c

	ASSAY

	Anise oil
	Anisi aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.980 to € 0.990.
	Refractive index ( 2.2.6 ): 1.552 to 1.561.
	Freezing point ( 2.2.18 ): 15 €°C to 19 €°C .
	Fenchone . Gas chromatography ( 2.2.28 ) as described in the tes
	Foeniculin . Gas chromatography ( 2.2.28 ) as described in the t
	Fatty oils and resinified essential oils ( 2.8.7 ). It complies 
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the

	STORAGE

	Aniseed
	Anisi fructus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Water ( 2.2.13 ): maximum 70 €ml /kg, determined on 20.0 €g of t
	Total ash ( 2.4.16 ): maximum 12.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 2.5 €per c

	ASSAY

	Antazoline hydrochloride
	Antazolini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 10 €ml of solution€S add 0.2 €ml of m
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	IMPURITIES

	Anticoagulant and preservative solutions for human blood 
	Solutiones anticoagulantes et sanguinem humanum conservantes
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ). The pH of the solution to be examined is 4.7 to € 
	Hydroxymethylfurfural . To 2.0 €ml add 5.0 €ml of a 100 €g/l sol
	Sterility ( 2.6.1 ). They comply with the test for sterility.
	Pyrogens ( 2.6.8 ). They comply with the test for pyrogens. Dilu

	ASSAY
	Citric acid . To 10.0 €ml (for formula € A) or to 20.0 €ml (for 
	Sodium citrate . Prepare a chromatography column 0.10 €m long an
	Reducing sugars . Dilute 5.0 €ml (for formula € A) or 10.0 €ml (

	STORAGE
	LABELLING
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ). The pH of the solution is 5.3 to 5.9.
	Hydroxymethylfurfural . To 2.0 €ml add 5.0 €ml of a 100 €g/l sol
	Sterility ( 2.6.1 ). They comply with the test for sterility.
	Pyrogens ( 2.6.8 ). They comply with the test for pyrogens. Dilu

	ASSAY
	Sodium dihydrogen phosphate . Dilute 10.0 €ml to 100.0 €ml with 
	Citric acid . To 20.0 €ml add 0.1 €ml of phenolphthalein solutio
	Sodium citrate . Prepare a chromatography column 0.10 €m long an
	Reducing sugars . Dilute 5.0 €ml to 100.0 €ml with water €R . In

	STORAGE
	LABELLING

	Anti-T lymphocyte immunoglobulin for human use, animal
	Immunoglobulinum anti-T lymphocytorum ex animale ad usum humanum
	DEFINITION
	PRODUCTION
	GENERAL PROVISIONS
	ANIMALS
	IMMUNISATION
	COLLECTION OF BLOOD OR PLASMA
	Tests for contaminating viruses . Each pool is tested for contam

	PURIFICATION AND VIRAL INACTIVATION
	FINAL BULK
	FINAL LOT

	CHARACTERS
	IDENTIFICATION
	TESTS
	Solubility . To a container of the preparation to be examined, a
	Extractable volume ( 2.9.17 ). It complies with the requirement 
	pH ( 2.2.3 ). The pH is within the limits approved for the parti
	Osmolality ( 2.2.35 ): minimum 240 mosmol/kg after dilution, whe
	Proteins ( 2.5.33 ): 90 €per cent to 110 €per cent of the amount
	Stabiliser . Determine the amount of stabiliser by a suitable ph
	Distribution of molecular size . Size exclusion chromatography (
	Purity . Polyacrylamide gel electrophoresis ( 2.2.31 ), under no
	Anti-A and anti-B haemagglutinins ( 2.6.20 ). The 1 € to € 64 di
	Haemolysins . Prepare a 1 € to € 64 dilution of the preparation 
	Thrombocyte antibodies . Examined by a suitable method, the leve
	Water ( 2.5.12 ): maximum 3 €per cent .
	Sterility ( 2.6.1 ). It complies with the test for sterility.
	Pyrogens ( 2.6.8 ). Unless otherwise justified and authorised, i

	ASSAY
	STORAGE
	LABELLING

	Apomorphine hydrochloride
	Apomorphini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.25 €g without heating in carbon dioxid
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.0 to 5.0 for solution€S .
	Specific optical rotation ( 2.2.7 ): − 48 to − 52 (dried substan
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): 2.5 €per cent to 4.2 €per cent, deter
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Aprotinin
	Aprotininum
	DEFINITION
	PRODUCTION
	Abnormal toxicity ( 2.6.9 ). Inject into each mouse a quantity o
	Histamine ( 2.6.10 ): maximum 0.2 €µg of histamine base per 3 € 

	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Prepare a solution of the substance to be examine
	Appearance of solution . Solution € S is clear ( 2.2.1 ).
	Absorbance ( 2.2.25 ): maximum 0.80 by measuring at the absorpti
	Protein impurities of higher molecular mass . Size-exclusion chr
	Loss on drying ( 2.2.32 ): maximum 6.0 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14 ): less than 0.14 €IU per European

	ASSAY
	STORAGE
	LABELLING

	Aprotinin concentrated solution
	Aprotinini solutio concentrata
	DEFINITION
	PRODUCTION
	Abnormal toxicity ( 2.6.9 ). Inject into each mouse a quantity o
	Histamine ( 2.6.10 ): maximum 0.2 €µg of histamine base per 3 € 

	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Prepare a solution containing 15 € Ph. € Eur. € U
	Appearance of solution . Solution € S is clear ( 2.2.1 ).
	Absorbance ( 2.2.25 ): maximum 0.80 by measuring at the absorpti
	Protein impurities of higher molecular mass . Size-exclusion chr
	Specific activity of the dry residue: minimum 3.0 € Ph. € Eur. €
	Bacterial endotoxins ( 2.6.14 ): less than 0.14 €IU per European

	ASSAY
	STORAGE
	LABELLING

	Arachis oil, hydrogenated
	Arachidis oleum hydrogenatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Drop point ( 2.2.17 ): 32 €°C to 43 €°C . Within this range the 
	Acid value ( 2.5.1 ). Not more than 0.5. Dissolve 10.0 €g in 50 
	Peroxide value ( 2.5.5 ). Not more than 5.0. Dissolve 5.0 €g in 
	Unsaponifiable matter ( 2.5.7 ). Not more than 1.0 €per cent . 
	Alkaline impurities ( 2.4.19 ). It complies with the test for al
	Composition of fatty acids ( 2.4.22, Method € A ). 
	Nickel . Not more than 1.0 €ppm of Ni, determined by atomic abso
	Water ( 2.5.12 ). Not more than 0.3 €per cent, determined on 1.0

	STORAGE
	LABELLING

	Arachis oil, refined
	Arachidis oleum raffinatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 0.5, determined on 10.0 €g .
	Peroxide value ( 2.5.5 ): maximum 5.0. 
	Unsaponifiable matter ( 2.5.7 ): maximum 1.0 €per cent, determin
	Alkaline impurities ( 2.4.19 ). It complies with the test for al
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Water ( 2.5.12 ): maximum 0.3 €per cent, determined on 3.00 €g, 

	STORAGE
	LABELLING

	Arginine
	Argininum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in distilled water €R and dilute 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ). Dissolve 2.00 €g in hydroch
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Chlorides ( 2.4.4 ). To 5 €ml of solution€S add 0.5 €ml of dilut
	Sulphates ( 2.4.13 ). To 10 €ml of solution€S, add 1.7 €ml of di
	Ammonium ( 2.4.1 ). 50 €mg complies with limit test € B for ammo
	Iron ( 2.4.9 ). In a separating funnel, dissolve 1.0 €g in 10 €m
	Heavy metals ( 2.4.8 ). Dissolve 2.0 €g in water €R and dilute t
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Arginine aspartate
	Arginini aspartas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 6.0 to 7.0 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 25 to +€ 27 (dried subst
	Ninhydrin-positive substances . Thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 300 €ppm .
	Ammonium ( 2.4.1 ): maximum 100 €ppm, determined on 100 €mg .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY

	Arginine hydrochloride
	Arginini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in distilled water €R and dilute 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ). Dissolve 2.00 €g in hydroch
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Sulphates ( 2.4.13 ). Dilute 10 €ml of solution€S to 15 €ml with
	Ammonium ( 2.4.1 ). 50 €mg complies with limit test € B for ammo
	Iron ( 2.4.9 ). In a separating funnel, dissolve 1.0 €g in 10 €m
	Heavy metals ( 2.4.8 ). Dissolve 2.0 €g in water €R and dilute t
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Arnica flower
	Arnicae flos
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 5.0 €per cent .
	Calendula officinalis € L. - Heterotheca inuloides . Thin-layer 
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 10.0 €per cent . 

	ASSAY

	Arnica tincture
	Arnicae tinctura
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Calendula officinalis - Heterotheca inuloides . Thin-layer chrom
	Ethanol ( 2.9.10 ): the final alcohol concentration is not less 
	Methanol and 2-propanol ( 2.9.11 ): maximum 0.05 €per cent € V/V
	Dry residue ( 2.8.16 ): minimum of 1.7 €per cent .

	ASSAY

	Articaine hydrochloride
	Articaini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.50 €g in water €R and dilute to 10 €ml
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.2 to 5.2. 
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 5 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Artichoke leaf
	Cynarae folium
	DEFINITION
	IDENTIFICATION
	TESTS
	Total ash ( 2.4.16 ): maximum 20.0 €per cent .
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on

	ASSAY

	Ascorbic acid
	Acidum ascorbicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ). Dissolve 2.50 €g in water €
	Oxalic acid . Dissolve 0.25 €g in 5 €ml of water €R . Neutralise
	Related substances . The thresholds indicated under Related subs
	Copper . Not more than 5.0 €ppm of Cu, determined by atomic abso
	Iron . Not more than 2.0 €ppm of Fe, determined by atomic absorp
	Heavy metals ( 2.4.8 ). Dissolve 2.0 €g in water €R and dilute t
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Ascorbyl palmitate
	Ascorbylis palmitas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in methanol €R and dilute to 25.
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): +€ 21 to +€ 24 (dried subst
	Related substances . The thresholds indicated under Related subs
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Ash leaf
	Fraxini folium
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 3.0 €per cent of stems and max
	Fraxinus ornus L . Thin-layer chromatography ( 2.2.27 ).
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 12.0 €per cent .

	ASSAY

	Asparagine monohydrate
	Asparaginum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve with heating 2.0 €g in carbon dioxide-fr
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 4.0 to 6.0 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 33.7 to +€ 36.0 (dried s
	Ninhydrin-positive substances . Thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 200 €ppm .
	Ammonium ( 2.4.1, Method € B ): maximum 0.1 €per cent, determine
	Iron ( 2.4.9 ): maximum 10 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): 10.5 €per cent to 12.5 €per cent, det
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Aspartame
	Aspartamum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.8 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Conductivity ( 2.2.38 ): maximum   30   µS·cm − 1 .
	Specific optical rotation ( 2.2.7 ): +€ 14.5 to +€ 16.5 (dried s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 4.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Aspartic acid
	Acidum asparticum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.5 €g in 1 €M hydrochloric ac
	Specific optical rotation ( 2.2.7 ). Dissolve 2.000 €g in hydroc
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Chlorides ( 2.4.4 ). Dissolve 0.25 €g in 3 €ml of dilute nitric 
	Sulphates ( 2.4.13 ). Dissolve 0.5 €g in 4 €ml of hydrochloric a
	Ammonium .( 2.4.1 ) 50 €mg complies with limit test € B (200 €pp
	Iron ( 2.4.9 ). In a separating funnel, dissolve 1.0 €g in 10 €m
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € D (10 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Astemizole
	Astemizolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and is 
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Atenolol
	Atenololum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.10 €g in water €R and dilute to 10 €ml
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Optical rotation ( 2.2.7 ). Determined on solution€S, the angle 
	Related substances . Examine by liquid chromatography ( 2.2.29 )
	Chlorides ( 2.4.4 ). Dissolve 50 €mg in a mixture of 1 €ml of di
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	IMPURITIES

	Atracurium besilate
	Atracurii besilas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.00 €g in water €R and dilute to 100 €m
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ).
	Impurity € J . Liquid chromatography ( 2.2.29 ) as described in 
	Isomer composition . Liquid chromatography ( 2.2.29 ) as describ
	Water ( 2.5.12 ): maximum 5.0 €per cent, determined on 1.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Atropine
	Atropinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Optical rotation ( 2.2.7 ): − 0.70 ° to +  0.05 ° .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Column:
	Loss on drying ( 2.2.32 ): maximum 0.2 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Atropine sulphate
	Atropini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ). Dissolve 0.6 €g in carbon dioxide-free water €R an
	Optical rotation ( 2.2.7 ). Dissolve 2.50 €g in water €R and dil
	Foreign alkaloids and decomposition products . Examine by thin-l
	Apoatropine . Dissolve 0.10 €g in 0.01 €M hydrochloric acid and 
	Water ( 2.5.12 ). 2.0 €per cent to 4.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Azaperone for veterinary use
	Azaperonum ad usum veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Azathioprine
	Azathioprinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . To 0.5 €g add 25 €ml of carbon dioxide-f
	Chloromethylnitroimidazole and mercaptopurine . Thin-layer chrom
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Azelastine hydrochloride
	Azelastini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution € S add 0.2 €ml of
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	IMPURITIES

	Azithromycin
	Azithromycinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.500 €g in anhydrous ethanol €R and dil
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 9.0 to 11.0.
	Specific optical rotation ( 2.2.7 ): − 45 to − 49 (anhydrous sub
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 25 €ppm .
	Water ( 2.5.12 ): 1.8 €per cent to 6.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES
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	Bacampicillin hydrochloride
	Bacampicillini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.200 €g in 20 €ml of water €R
	pH ( 2.2.3 ): 3.0 to 4.5. 
	Specific optical rotation ( 2.2.7 ): +€ 175 to +€ 195 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Butyl acetate and ethyl acetate ( 2.4.24, System A ): maximum 2.
	N, N -Dimethylaniline ( 2.4.26, Method € A ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 0.8 €per cent, determined on 0.300 €g 
	Sulphated ash ( 2.4.14 ): maximum 1.5 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Bacitracin
	Bacitracinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.25 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ).
	pH ( 2.2.3 ): 6.0 to 7.0 for solution € S.
	Composition . Liquid chromatography ( 2.2.29 ): use the normalis
	Related peptides . Liquid chromatography ( 2.2.29 ) as described
	Impurity € E . Liquid chromatography ( 2.2.29 ) as described in 
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 1.0 €per cent, determined on 1
	Sterility ( 2.6.1 ). If intended for the preparation of ophthalm
	Bacterial endotoxins ( 2.6.14 ): less than 0.8 €IU /mg, if inten

	ASSAY
	STORAGE
	IMPURITIES

	Bacitracin zinc
	Bacitracinum zincum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 6.0 to 7.5.
	Composition . Liquid chromatography ( 2.2.29 ): use the normalis
	Related peptides . Liquid chromatography ( 2.2.29 ) as described
	Impurity € E . Liquid chromatography ( 2.2.29 ) as described in 
	Zinc: 4.0 €per cent to 6.0 €per cent (dried substance).
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Sterility ( 2.6.1 ). If intended for administration by spraying 
	Pyrogens ( 2.6.8 ). If intended for administration by spraying i

	ASSAY
	STORAGE
	IMPURITIES

	Baclofen
	Baclofenum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more opalescent tha
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Bambuterol hydrochloride
	Bambuteroli hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 4.0 €g in carbon dioxide-free water €R a
	Acidity or alkalinity . To 10 €ml of solution€S add 0.2 €ml of m
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Barbital
	Barbitalum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in a mixture of 4 €ml o
	Acidity . Boil 1.0 €g with 50 €ml of water €R for 2 €min, allow 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Barium sulphate
	Barii sulfas
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 20.0 €g add 40 €ml of distilled water €R and 6
	Acidity or alkalinity . Heat 5.0 €g with 20 €ml of carbon dioxid
	Acid-soluble substances: maximum 0.3 €per cent . 
	Oxidisable sulphur compounds . Shake 1.0 €g with 5 €ml of water 
	Soluble barium salts: maximum 10 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on ignition: maximum 2.0 €per cent, determined on 1.0 €g at


	Basic butylated methacrylate copolymer
	Copolymerum methacrylatis butylati basicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 12.5 €g in a mixture of 35.0 €g of aceto
	Viscosity ( 2.2.10 ): 3 €mPa·s to 6 €mPa·s, determined on soluti
	Absorbance ( 2.2.25 ): maximum 0.30 at 420 €nm, determined on so
	Appearance of film . Spread evenly 1.0 €ml of solution€S on a gl
	Monomers: maximum 0.3 €per cent, for the sum of contents of buty
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 2.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Bearberry leaf
	Uvae ursi folium
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 5 €per cent of stems and maxim
	Leaves of different colour: maximum 10 €per cent, determined in 
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 5.0 €per cent .

	ASSAY

	Beclometasone dipropionate, anhydrous
	Beclometasoni dipropionas anhydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 108 to +€ 115 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Beclometasone dipropionate monohydrate
	Beclometasoni dipropionas monohydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 108 to +€ 115 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): 2.8 €per cent to 3.8 €per cent, deter

	ASSAY
	STORAGE
	IMPURITIES

	Beeswax, white
	Cera alba
	DEFINITION
	CHARACTERS
	TESTS
	Drop point ( 2.2.17 ): 61 €°C to 66 €°C . 
	Acid value: 17.0 to 24.0. 
	Ester value ( 2.5.2 ): 70 to 80.
	Saponification value: 87 to 104. 
	Ceresin, paraffins and certain other waxes . To 3.0 €g, in a 100
	Glycerol and other polyols: maximum 0.5 €per cent € m/m, calcula


	Beeswax, yellow
	Cera flava
	DEFINITION
	CHARACTERS
	TESTS
	Drop point ( 2.2.17 ): 61 €°C to 66 €°C . 
	Acid value: 17.0 to 22.0. 
	Ester value ( 2.5.2 ): 70 to 80.
	Saponification value: 87 to 102. 
	Ceresin, paraffins and certain other waxes . To 3.0 €g, in a 100
	Glycerol and other polyols: maximum 0.5 €per cent € m/m, calcula


	Belladonna leaf
	Belladonnae folium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Chromatography . Thin-layer chromatography ( 2.2.27 ).
	Foreign matter ( 2.8.2 ): maximum 3 €per cent of stems with a di
	Total ash ( 2.4.16 ): maximum 16.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 4.0 €per c

	ASSAY

	Belladonna leaf dry extract, standardised
	Belladonnae folii extractum siccum normatum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Atropine . Examine by thin-layer chromatography ( 2.2.27 ), usin
	Loss on drying ( 2.8.17 ): maximum 5.0 €per cent . 
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	STORAGE

	Belladonna leaf tincture, standardised
	Belladonnae folii tinctura normata
	DEFINITION
	PRODUCTION
	IDENTIFICATION
	TESTS
	Atropine . Thin-layer chromatography ( 2.2.27 ). 
	Ethanol ( 2.9.10 ): 64 €per cent € V/V to 69 €per cent € V/V .

	ASSAY

	Belladonna, prepared
	Belladonnae pulvis normatus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Chromatography . Examine by thin-layer chromatography ( 2.2.27 )
	Loss on drying ( 2.2.32 ). Not more than 5.0 €per cent, determin
	Total ash ( 2.4.16 ). Not more than 16.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ). Not more than 4.0 

	ASSAY
	STORAGE

	Bendroflumethiazide
	Bendroflumethiazidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Benfluorex hydrochloride
	Benfluorexi hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° .
	Impurity € B . Gas chromatography ( 2.2.28 ): use the normalisat
	Related substances, other than impurity € B . Liquid chromatogra
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Benperidol
	Benperidolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Benserazide hydrochloride
	Benserazidi hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). The pH of solution€S is 4.0 to 5.0.
	Optical rotation ( 2.2.7 ). The angle of optical rotation, deter
	Related substances . Examine by liquid chromatography ( 2.2.29 )
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Water ( 2.5.12 ). Not more than 1.0 €per cent, determined on 0.5
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Bentonite
	Bentonitum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Alkalinity . To 2 €g add 100 €ml of carbon dioxide-free water €R
	Coarse particles: maximum 0.5 €per cent .
	Sedimentation €volume . To 6.0 €g add 200 €ml of water €R and mi
	Swelling power with water . Add 2.0 €g in 20 € portions to 100 €
	Heavy metals ( 2.4.8 ): maximum 50 €ppm .
	Loss on drying ( 2.2.32 ): maximum 15 €per cent, determined on 1
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 


	Benzalkonium chloride
	Benzalkonii chloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 50 €ml of solution€S add 0.1 €ml of b
	Amines and amine salts . Dissolve 5.0 €g with heating in 20 €ml 
	Water ( 2.5.12 ). Not more than 10 €per cent, determined on 0.30
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Benzalkonium chloride solution
	Benzalkonii chloridi solutio
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dilute 2.0 €g to 100 €ml with carbon dioxide-free
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 50 €ml of solution€S add 0.1 €ml of b
	Amines and amine salts . Mix 10.0 €g, while heating, with 20 €ml
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	LABELLING

	Benzbromarone
	Benzbromaronum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Acidity or alkalinity . Shake 0.5 €g with 10 €ml of carbon dioxi
	Related substances . Liquid chromatography ( 2.2.29 ).
	Halides expressed as chlorides ( 2.4.4 ): maximum 400 €ppm .
	Iron ( 2.4.9 ): maximum 125 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Benzethonium chloride
	Benzethonii chloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 25 €ml of solution€S add 0.1 €ml of p
	Volatile bases and salts of volatile bases ( 2.4.1, Method € B )
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Benzocaine
	Benzocainum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Acidity or alkalinity . Dissolve 0.5 €g in 10 €ml of ethanol (96
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Benzoic acid
	Acidum benzoicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in ethanol (96 €per cent ) €R and
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Carbonisable substances . Dissolve 0.5 €g with shaking in 5 €ml 
	Oxidisable substances . Dissolve 0.2 €g in 10 €ml of boiling wat
	Halogenated compounds and halides: maximum 300 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY

	Benzoin, Siam
	Benzoe tonkinensis
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Styrax benzoin
	Matter insoluble in ethanol: maximum 5 €per cent .
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Total ash ( 2.4.16 ): maximum 2.0 €per cent .

	ASSAY

	Benzoin, Sumatra
	Benzoe sumatranus
	DEFINITION
	IDENTIFICATION
	TESTS
	Dammar gum . Thin-layer chromatography ( 2.2.27 ).
	Styrax tonkinensis
	Matter insoluble in ethanol: maximum 20.0 €per cent . 
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Total ash ( 2.4.16 ): maximum 2.0 €per cent .

	ASSAY

	Benzoin tincture, Siam
	Benzois tonkinensis tinctura
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Sumatra benzoin tincture . Thin-layer chromatography ( 2.2.27 ).
	Ethanol ( 2.9.10 ): 95 €per cent to 105 €per cent of the content

	ASSAY

	Benzoin tincture, Sumatra
	Benzois sumatrani tinctura
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Siam benzoin tincture . Thin-layer chromatography ( 2.2.27 ). 
	Ethanol ( 2.9.10 ): 95 €per cent to 105 €per cent of the content

	ASSAY

	Benzoyl peroxide, hydrous
	Benzoylis peroxidum cum aqua
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity . Dissolve a quantity of the substance to be examined co
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Chlorides ( 2.4.4 ): maximum 0.4 €per cent . 

	ASSAY
	Dibenzoyl peroxide . To 5.0 €ml of solution € (a) add 20 €ml of 
	Water ( 2.5.12 ). Carry out the semi-micro determination of wate

	STORAGE
	IMPURITIES
	01/2008: 0256

	Benzyl alcohol
	Alcohol benzylicus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Shake 2.0 €ml with 60 €ml of water €R .
	Acidity . To 10 €ml add 10 €ml of ethanol (96 €per cent ) €R and
	Refractive index ( 2.2.6 ): 1.538 to 1.541.
	Peroxide value ( 2.5.5 ): maximum 5.
	Related substances . Gas chromatography ( 2.2.28 ).
	Residue on evaporation: maximum 0.05 €per cent .

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Benzyl benzoate
	Benzylis benzoas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity . Dissolve 2.0 €g in ethanol (96 €per cent ) €R and dilu
	Relative density ( 2.2.5 ): 1.118 to 1.122.
	Refractive index ( 2.2.6 ): 1.568 to 1.570.
	Freezing point ( 2.2.18 ): minimum 17.0 €°C .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Benzylpenicillin, benzathine
	Benzylpenicillinum benzathinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . To 0.50 €g add 100 €ml of carbon dioxide
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Water ( 2.5.12 ): 5.0 €per cent to 8.0 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14, Method € E ): less than 0.13 €IU 

	ASSAY
	STORAGE
	IMPURITIES

	Benzylpenicillin potassium
	Benzylpenicillinum kalicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.5 to € 7.5.
	Specific optical rotation ( 2.2.7 ): +€ 270 to +€ 300 (dried sub
	Absorbance ( 2.2.25 ). Dissolve 94.0 €mg in water €R and dilute 
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14, Method € E ): less than 0.16 €IU 

	ASSAY
	STORAGE
	IMPURITIES

	Benzylpenicillin, procaine
	Benzylpenicillinum procainum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.0 to 7.5.
	Specific optical rotation ( 2.2.7 ): +€ 165 to +€ 180 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Water ( 2.5.12 ): 2.8 €per cent to 4.2 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14, Method € E ): less than 0.10 €IU 

	ASSAY
	STORAGE
	IMPURITIES

	Benzylpenicillin sodium
	Benzylpenicillinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.5 to 7.5.
	Specific optical rotation ( 2.2.7 ): +€ 285 to +€ 310 (dried sub
	Absorbance ( 2.2.25 ). Dissolve 90.0 €mg in water €R and dilute 
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	2-Ethylhexanoic acid ( 2.4.28 ): maximum 0.5 €per cent € m/m .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14, Method € E ): less than 0.16 €IU 

	ASSAY
	STORAGE
	IMPURITIES

	Betacarotene
	Betacarotenum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Determine the absorbance ( 2.2.25 ) of test
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.2 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE

	Betadex
	Betadexum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.000 €g in carbon dioxide-free water €R
	Appearance of solution . Solution € S is clear ( 2.2.1 ).
	pH ( 2.2.3 ): 5.0 to 8.0.
	Specific optical rotation ( 2.2.7 ): +€ 160 to +€ 164 (dried sub
	Reducing sugars: maximum 0.2 €per cent .
	Light-absorbing impurities . Examine solution€S between 230 €nm 
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Residual solvents . Head-space gas chromatography ( 2.2.28 ): us
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 16.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Betahistine dihydrochloride
	Betahistini dihydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R, 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 2.0 to 3.0 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Betahistine mesilate
	Betahistini mesilas
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 2.0 to 3.0 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ).
	2-Propanol ( 2.4.24 ): maximum 0.5 €per cent .
	Chlorides ( 2.4.4 ): maximum 35 €ppm .
	Sulphates ( 2.4.13 ): maximum 250 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 2.0 €per cent, determined on 0.50 €g .

	ASSAY
	STORAGE
	IMPURITIES

	Betamethasone
	Betamethasonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 118 to +€ 126 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Betamethasone acetate
	Betamethasoni acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 120 to +€ 128 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 4.0 €per cent, determined on 0.100 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Betamethasone dipropionate
	Betamethasoni dipropionas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 63 to +€ 70 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE

	Betamethasone sodium phosphate
	Betamethasoni natrii phosphas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 7.5 to 9.0. 
	Specific optical rotation ( 2.2.7 ): +€ 98 to +€ 104 (anhydrous 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Inorganic phosphate: maximum 1 €per cent . 
	Water ( 2.5.12 ): maximum 8.0 €per cent, determined on 0.200 €g 

	ASSAY
	STORAGE

	Betamethasone valerate
	Betamethasoni valeras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ). Dissolve 0.250 €g in dioxan
	Related substances . Examine by liquid chromatography ( 2.2.29 )
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin

	ASSAY
	STORAGE

	Betaxolol hydrochloride
	Betaxololi hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Acidity or alkalinity . Dissolve 0.20 €g in carbon dioxide-free 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Bezafibrate
	Bezafibratum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in dimethylformamide €R and dilut
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4 ): maximum 300 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Bifonazole
	Bifonazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° . 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Bilberry fruit, dried
	Myrtilli fructus siccus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 5.0 €per cent .

	ASSAY

	Bilberry fruit, fresh
	Myrtilli fructus recens
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Total ash ( 2.4.16 ): maximum 0.6 €per cent .
	Loss on drying ( 2.2.32 ): 80.0 €per cent to 90.0 €per cent, det

	ASSAY
	STORAGE

	Biotin
	Biotinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.250 €g in a 4 €g/l solution of sodium 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Specific optical rotation ( 2.2.7 ). The specific optical rotati
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Biperiden hydrochloride
	Biperideni hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.10 €g in carbon dioxide-free water €R,
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ): 5.0 to 6.5 for solution€S .
	Related substances . Gas chromatography ( 2.2.28 ).
	Impurity € F ( 2.4.24 ): maximum 2 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Birch leaf
	Betulae folium
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 3 €per cent of fragments of fe
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 5.0 €per cent .

	ASSAY

	Bisacodyl
	Bisacodylum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . To 1.0 €g add 20 €ml of carbon dioxide-f
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Bismuth subcarbonate
	Bismuthi subcarbonas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Shake 5.0 €g with 10 €ml of water €R and add 20 €
	Appearance of solution . Solution € S is not more opalescent tha
	Chlorides ( 2.4.4 ): maximum 500 €ppm .
	Nitrates: maximum 0.4 €per cent .
	Alkali and alkaline-earth metals: maximum 1.0 €per cent .
	Arsenic ( 2.4.2, Method € A ): maximum 5 €ppm .
	Copper: maximum 50 €ppm .
	Lead: maximum 20. 0 €ppm .
	Silver: maximum 25 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE

	Bismuth subgallate
	Bismuthi subgallas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . In a porcelain or quartz dish, ignite 1.0 €g, inc
	Acidity . Shake 1.0 €g with 20 €ml of water €R for 1 €min and fi
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Nitrates: maximum 0.2 €per cent .
	Copper: maximum 50.0 €ppm .
	Lead: maximum 20.0 €ppm .
	Silver: maximum 25.0 €ppm .
	Substances not precipitated by ammonia: maximum 1.0 €per cent .
	Loss on drying ( 2.2.32 ): maximum 7.0 €per cent, determined on 

	ASSAY
	STORAGE

	Bismuth subnitrate, heavy
	Bismuthi subnitras ponderosus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S1 . Shake 5.0 €g by gently heating in 10 €ml of wate
	Solution € S2 . Place 1.00 €g in a 20 €ml volumetric flask and a
	Acidity . Suspend 1.0 €g in 15 €ml of water €R and shake several
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Copper: maximum 50. 0 €ppm .
	Lead: maximum 20. 0 €ppm .
	Silver: maximum 25. 0 €ppm .
	Substances not precipitated by ammonia: maximum 1.0 €per cent .
	Loss on drying ( 2.2.32 ): maximum 3.0 €per cent, determined on 

	ASSAY

	Bismuth subsalicylate
	Bismuthi subsalicylas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . In a porcelain or quartz dish, ignite 1.0 €g, inc
	Acidity . Shake 2.0 €g with 30 €ml of ether €R for 1 €min and fi
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Nitrates: maximum 0.4 €per cent .
	Copper: maximum 50.0 €ppm .
	Lead: maximum 20.0 €ppm .
	Silver: maximum 25.0 €ppm .
	Soluble bismuth: maximum 40.0 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE

	Bistort rhizome
	Bistortae rhizoma
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Paris polyphylla or Paris quadrifolia . Examine the powdered dru
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 9.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 1.0 €per c

	ASSAY

	Bitter-fennel fruit oil
	Foeniculi amari fructus aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.961 to 0.975.
	Refractive index ( 2.2.6 ): 1.528 to 1.539.
	Optical rotation ( 2.2.7 ): +€ 10.0 ° to +€ 24.0 ° .
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the

	STORAGE

	Bitter-orange epicarp and mesocarp
	Aurantii amari epicarpium et mesocarpium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Water ( 2.2.13 ): maximum 10.0 €per cent, determined on 20.0 €g 
	Total ash ( 2.4.16 ): maximum 7.0 €per cent 
	Extractable matter: minimum 6.0 €per cent . 

	ASSAY

	Bitter-orange-epicarp and mesocarp tincture
	Aurantii amari epicarpii et mesocarpii tinctura
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Ethanol content ( 2.9.10 ): 63 €per cent to 67 €per cent € V/V .
	Methanol and 2-propanol ( 2.9.11 ): maximum 0.05 €per cent € V/V
	Dry residue: minimum 6.0 €per cent € m/m, determined on 2.00 €g 


	Bitter-orange flower
	Aurantii amari flos
	DEFINITION
	IDENTIFICATION
	TESTS
	Sweet-orange flower . Thin-layer chromatography ( 2.2.27 ).
	Loss on drying ( 2.2.32 ): maximum 11.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .

	ASSAY

	Black horehound
	Ballotae nigrae herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 13.0 €per cent .

	ASSAY

	Bleomycin sulphate
	Bleomycini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and its
	pH ( 2.2.3 ): 4.5 to 6.0. 
	Composition . Liquid chromatography ( 2.2.29 ): use the normalis
	Copper: maximum 2.00 € × € 10 2 €ppm .
	Loss on drying ( 2.2.32 ): maximum 3.0 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14 ): less than 5 €IU /mg, if intende

	ASSAY
	STORAGE
	IMPURITIES

	Bogbean leaf
	Menyanthidis trifoliatae folium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .
	Bitterness value ( 2.8.15 ): minimum 3000.


	Boldo leaf
	Boldi folium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Essential oil ( 2.8.12 ): maximum 40 €ml /kg (anhydrous drug).
	Foreign matter ( 2.8.2 ): maximum 4 €per cent of twigs and maxim
	Water ( 2.2.13 ): maximum 100 €ml /kg, determined by distillatio
	Total ash ( 2.4.16 ): maximum 13.0 €per cent .

	ASSAY
	Alkaloids . Liquid chromatography ( 2.2.29 ).


	Borage (starflower) oil, refined
	Boragonis officinalis oleum raffinatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 0.5. If intended for use in the ma
	Peroxide value ( 2.5.5, Method € A ): maximum 10.0. If intended 
	Unsaponifiable matter ( 2.5.7 ): maximum 2.0 €per cent, determin
	Alkaline impurities ( 2.4.19 ). It complies with the test for al
	Composition of fatty acids ( 2.4.22, Method € A ). Use the mixtu
	Brassicasterol ( 2.4.23 ): maximum 0.3 €per cent in the sterol f
	Water ( 2.5.32 ): maximum 0.1 €per cent, if intended for use in 

	STORAGE
	LABELLING

	Borax
	Borax
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 4.0 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 9.0 to 9.6 for solution € S.
	Sulphates ( 2.4.13 ): maximum 50 €ppm, determined on solution € 
	Ammonium ( 2.4.1 ): maximum 10 €ppm .
	Arsenic ( 2.4.2, Method € A ): maximum 5 €ppm, determined on 5 €
	Calcium ( 2.4.3 ): maximum 100 €ppm, determined on solution€S . 
	Heavy metals ( 2.4.8 ): maximum 25 €ppm .

	ASSAY

	Boric acid
	Acidum boricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 3.3 €g in 80 €ml of boiling distilled wa
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 3.8 to 4.8 for solution € S.
	Solubility in ethanol (96 €per cent ) . The solution is not more
	Organic matter . It does not darken on progressive heating to du
	Sulphates ( 2.4.13 ): maximum 450 €ppm .
	Heavy metals ( 2.4.8 ): maximum 15 €ppm .

	ASSAY

	Botulinum toxin type € A for € injection
	Toxinum botulinicum typum A ad € iniectabile
	DEFINITION
	PRODUCTION
	GENERAL PROVISIONS
	BACTERIAL SEED LOTS
	Identification . Each seed lot is identified as containing pure 
	Microbial purity . Each seed lot complies with the requirements 
	Phenotypic parameters . Each seed lot must have a known fatty ac
	Genetic purity . Each seed lot must have information on the toxi
	Production of active toxin . A bacterial strain producing a high

	Manufacturer's reference preparations
	bulk Purified toxin
	Residual reagents . Removal of residual reagents used in purific
	Nucleic acids . Removal of nucleic acids is confirmed by suitabl
	Immunological identity . The presence of specific type € A toxin
	Specific activity . The specific activity is confirmed in a mous
	Protein . The total protein concentration is determined by a sui
	Protein profile . Identity and protein composition are determine
	Total viable count . It complies with the limits approved for th

	Final bulk
	Final lot
	pH ( 2.2.3 ). The pH of the reconstituted product is within ±€ 0
	Water: not more than the limit approved for the particular produ


	IDENTIFICATION
	TESTS
	Sterility ( 2.6.1 ). It complies with the test for sterility.
	Bacterial endotoxins ( 2.6.14 ): less than 10 €IU per vial.

	ASSAY
	LABELLING

	Bovine serum
	Serum bovinum
	DEFINITION
	PRODUCTION
	INACTIVATION
	QUALITY CONTROL TESTS APPLIED TO EACH BATCH
	Tests carried out on the batch prior to treatment
	Tests carried out on the batch post-treatment


	IDENTIFICATION
	TESTS
	Osmolality ( 2.2.35 ): 280 € mosmol/kg to 365 € mosmol/kg for fo
	Total protein ( 2.5.33 ): 30 €mg/ml to 45 €mg/ml for foetal bovi
	Haemoglobin: maximum 4 €mg/ml, determined by a validated method,
	Bacterial endotoxins ( 2.6.14 ): less than 10 €IU/ml for donor b
	Sterility ( 2.6.1 ). It complies with the test. Use 10 €ml for e
	Mycoplasmas ( 2.6.7 ). It complies with the test.

	STORAGE
	LABELLING

	Bromazepam
	Bromazepamum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 0.2 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Bromhexine hydrochloride
	Bromhexini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Bromocriptine mesilate
	Bromocriptini mesilas
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.1 to 3.8. 
	Specific optical rotation ( 2.2.7 ): +€ 95 to +€ 105 (dried subs
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 3.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Bromperidol
	Bromperidolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Bromperidol decanoate
	Bromperidoli decanoas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Brompheniramine maleate
	Brompheniramini maleas 
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.0 to 5.0. 
	Optical rotation ( 2.2.7 ): − 0.2 ° to +  0.2 ° (measured in a 2
	Related substances . Gas chromatography ( 2.2.28 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Brotizolam
	Brotizolamum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Buckwheat herb
	Fagopyri herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 15.0 €per cent .

	ASSAY

	Budesonide
	Budesonidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Examine by liquid chromatography ( 2.2.29 )
	Epimer A . Examine by liquid chromatography ( 2.2.29 ) as descri
	Methanol . Not more than 0.1 €per cent, determined by head-space
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin

	ASSAY
	IMPURITIES

	Bufexamac
	Bufexamacum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Buflomedil hydrochloride
	Buflomedili hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 5.0 to 6.5 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Bumetanide
	Bumetanidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Bupivacaine hydrochloride
	Bupivacaini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.2 €ml of 0
	Related substances . Gas chromatography ( 2.2.28 ).
	2,6-Dimethylaniline: maximum 100 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): 4.5 €per cent to 6.0 €per cent, deter
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Buprenorphine
	Buprenorphinum 
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.250 €g in ethanol €R and dilute to 25.
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Specific optical rotation ( 2.2.7 ): − 103 to − 107, determined 
	Related substances . Examine by liquid chromatography ( 2.2.29 )
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin

	ASSAY
	STORAGE
	IMPURITIES

	Buprenorphine hydrochloride
	Buprenorphini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.250 €g in 5.0 €ml of methanol €R and w
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10.0 €ml of add 0.05 €ml of methyl re
	Specific optical rotation ( 2.2.7 ). Dissolve 0.100 €g in methan
	Related substances . Examine by liquid chromatography ( 2.2.29 )
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin

	ASSAY
	STORAGE
	IMPURITIES

	Buserelin
	Buserelinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . A 10 €g/l solution is clear ( 2.2.1 ) a
	Specific optical rotation ( 2.2.7 ): − 49 to − 58 (anhydrous, ac
	Specific absorbance ( 2.2.25 ): 49 to 56, measured at the absorp
	Related substances . Liquid chromatography ( 2.2.29 ).
	Acetic acid ( 2.5.34 ): 3.0 €per cent to 7.0 €per cent .
	Water ( 2.5.12 ): maximum 4.0 €per cent, determined on 80.0 €mg 
	Bacterial endotoxins ( 2.6.14 ): less than 55.5 €IU /mg, if inte

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Buspirone hydrochloride
	Buspironi hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Busulfan
	Busulfanum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Acidity . Dissolve 0.20 €g with heating in 50 €ml of anhydrous e
	Loss on drying ( 2.2.32 ): maximum 2.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Butcher's broom
	Rusci rhizoma
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 5 €per cent .
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 12.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 5.0 €per c

	ASSAY

	Butylhydroxyanisole
	Butylhydroxyanisolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in alcohol €R and dilute to 25 €m
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	STORAGE
	IMPURITIES

	Butylhydroxytoluene
	Butylhydroxytoluenum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in methanol €R and dilu
	Freezing-point ( 2.2.18 ): 69 €°C to 70 €°C .
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine


	Butyl parahydroxybenzoate
	Butylis parahydroxybenzoas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in alcohol €R and dilute to 10 €m
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity . To 2 €ml of solution€S add 3 €ml of alcohol €R, 5 €ml 
	Related substances . Thin-layer chromatography ( 2.2.27 ). 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES
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	toc
	Cabergoline
	Cabergolinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): − 77 to − 83 (anhydrous sub
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.000 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Caffeine
	Coffeinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g with heating in 50 €ml of carbon 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity . To 10 €ml of solution€S add 0.05 €ml of bromothymol bl
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Sulphates ( 2.4.13 ). 15 €ml of solution€S complies with the lim
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	IMPURITIES

	Caffeine monohydrate
	Coffeinum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g with heating in 50 €ml of carbon 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity . To 10 €ml of solution€S add 0.05 €ml of bromothymol bl
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Sulphates ( 2.4.13 ). 15 €ml of solution€S complies with the lim
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). 5.0 €per cent to 9.0 €per cent, deter
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	IMPURITIES

	Calcifediol
	Calcifediolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ): use the n
	Water ( 2.5.32 ): 3.8 €per cent to 5.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Calcipotriol, anhydrous
	Calcipotriolum anhydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances
	Loss on drying: maximum 1.0 €per cent, determined on 5 €mg by th

	ASSAY
	STORAGE
	IMPURITIES

	Calcipotriol monohydrate
	Calcipotriolum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances
	Water ( 2.5.12 ): 3.3 €per cent to 5.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Calcitonin (salmon)
	Calcitoninum salmonis
	DEFINITION
	PRODUCTION
	Host-cell-derived proteins . The limit is approved by the compet
	Host-cell or vector-derived DNA . The limit is approved by the c

	CHARACTERS
	IDENTIFICATION
	TESTS
	Acetic acid ( 2.5.34 ): 4.0 €per cent to 15.0 €per cent .
	Related substances . Liquid chromatography ( 2.2.29 ): use the n
	Water ( 2.5.32 ): maximum 10.0 €per cent .
	Acetic acid and water: maximum 20 €per cent, calculated by addin
	Bacterial endotoxins ( 2.6.14 ): less than 25 €IU /mg, if intend

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Calcitriol
	Calcitriolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ): use the n

	ASSAY
	STORAGE
	IMPURITIES

	Calcium acetate
	Calcii acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 7.2 to 8.2.
	Readily oxidisable substances . Dissolve 2.0 €g in boiling water
	Chlorides ( 2.4.4 ): maximum 330 €ppm .
	Nitrates . Dissolve 1.0 €g in water €R and dilute to 10 €ml with
	Sulphates ( 2.4.13 ): maximum 600 €ppm .
	Aluminium ( 2.4.17 ): maximum 1 €ppm .
	Arsenic ( 2.4.2 ): maximum 2 €ppm .
	Barium: maximum 50.0 €ppm .
	Magnesium: maximum 5.00 € × € 10 2 €ppm .
	Potassium: maximum 0.10 €per cent .
	Sodium: maximum 0.50 €per cent .
	Strontium: maximum 5.00 € × € 10 2 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 7.0 €per cent, determined on 0.100 €g 

	ASSAY
	STORAGE

	Calcium ascorbate
	Calcii ascorbas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.00 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 6.8 to 7.4 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 95 to +€ 97 (dried subst
	Related substances . The thresholds indicated under Related subs
	Fluorides: maximum 10.0 €ppm .
	Copper: maximum 5.0 €ppm .
	Iron: maximum 2.0 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.1 €per cent, determined on 

	ASSAY
	STORAGE

	Calcium carbonate
	Calcii carbonas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in 80 €ml of dilute acetic acid €
	Substances insoluble in acetic acid: maximum 0.2 €per cent .
	Chlorides ( 2.4.4 ): maximum 330 €ppm .
	Sulphates ( 2.4.13 ): maximum 0.25 €per cent .
	Arsenic ( 2.4.2, Method € A ): maximum 4 €ppm, determined on 5 €
	Barium . To 10 €ml of solution€S add 10 €ml of calcium sulphate 
	Iron ( 2.4.9 ): maximum 200 €ppm .
	Magnesium and alkali metals: maximum 1.5 €per cent .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 2.0 €per cent, determined on 

	ASSAY

	Calcium chloride dihydrate
	Calcii chloridum dihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 10 €ml of freshly prepared solution€S
	Sulphates ( 2.4.13 ): maximum 300 €ppm .
	Aluminium . To 10 €ml of solution€S add 2 €ml of ammonium chlori
	Barium . To 10 €ml of solution€S add 1 €ml of calcium sulphate s
	Iron ( 2.4.9 ): maximum 10 €ppm, determined on solution € S.
	Magnesium and alkali metals: maximum 0.5 €per cent . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .

	ASSAY
	LABELLING
	STORAGE

	Calcium chloride hexahydrate
	Calcii chloridum hexahydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 15.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 10 €ml of freshly prepared solution€S
	Sulphates ( 2.4.13 ): maximum 200 €ppm .
	Aluminium . To 10 €ml of solution€S add 2 €ml of ammonium chlori
	Barium . To 10 €ml of solution€S add 1 €ml of calcium sulphate s
	Iron ( 2.4.9 ): maximum 7 €ppm, determined on solution € S.
	Magnesium and alkali metals: maximum 0.3 €per cent .
	Heavy metals ( 2.4.8 ): maximum 15 €ppm .

	ASSAY
	LABELLING

	Calcium dobesilate monohydrate
	Calcii dobesilas monohydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S, when freshly prepared, is
	pH ( 2.2.3 ). The pH of solution€S is 4.5 to 6.0.
	Hydroquinone . Examine by thin-layer chromatography ( 2.2.27 ), 
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Iron ( 2.4.9 ). 10 €ml of solution€S complies with the limit tes
	Water ( 2.5.12 ): 4.0 €per cent to 6.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Calcium folinate
	Calcii folinas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.25 €g in carbon dioxide-free water €R,
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and its
	pH ( 2.2.3 ): 6.8 to 8.0 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 14.4 to +€ 18.0 (anhydro
	Acetone, ethanol and methanol . Head-space gas chromatography ( 
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Chlorides ( 2.4.4 ): maximum 0.5 €per cent . 
	Heavy metals ( 2.4.8 ): maximum 50 €ppm . 
	Platinum: maximum 20.0 €ppm . 
	Water ( 2.5.12 ): maximum 17.0 €per cent, determined on 0.200 €g
	Bacterial endotoxins ( 2.6.14 ): less than 0.5 €IU /mg, if inten

	ASSAY
	Calcium . Dissolve 0.400 €g in 150 €ml of water €R and dilute to
	Calcium folinate . Liquid chromatography ( 2.2.29 ) as described

	STORAGE
	IMPURITIES

	Calcium glucoheptonate
	Calcii glucoheptonas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 6.0 to 8.0 for solution€S . 
	Reducing sugars: maximum 1 €per cent, expressed as glucose.
	Cyanide . Dissolve 5.0 €g in 50 €ml of water €R and add 2.0 €g o
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Sulphates ( 2.4.13 ): maximum 100 €ppm, determined on solution €
	Iron ( 2.4.9 ): maximum 40 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14 ): less than 167 €IU /g, if intend

	ASSAY
	STORAGE

	Calcium gluconate
	Calcii gluconas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in water €R heated to 60 €°C and 
	Appearance of solution . At 60 €°C, solution€S is not more inten
	Organic impurities and boric acid . Introduce 0.5 €g into a porc
	Sucrose and reducing sugars . Dissolve 0.5 €g in a mixture of 2 
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 100 €ppm .
	Magnesium and alkali metals: maximum 0.4 €per cent .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY

	Calcium gluconate for injection
	Calcii gluconas ad iniectabile
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 10.0 €g add 90 €ml of boiling distilled water 
	Appearance of solution . At 60 €°C, solution € S is not more int
	pH ( 2.2.3 ): 6.4 to 8.3. 
	Organic impurities and boric acid . Introduce 0.5 €g into a porc
	Oxalates . Liquid chromatography ( 2.2.29 ).
	Sucrose and reducing sugars . Dissolve 0.5 €g in a mixture of 2 
	Chlorides ( 2.4.4 ): maximum 50 €ppm . 
	Phosphates ( 2.4.11 ): maximum 100 €ppm . 
	Sulphates ( 2.4.13 ): maximum 50 €ppm, determined on previously 
	Iron: maximum 5 .0 €ppm . 
	Magnesium and alkali metals: maximum 0.4 €per cent . 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Bacterial endotoxins ( 2.6.14 ): less than 167 €IU /g.
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY

	Calcium glycerophosphate
	Calcii glycerophosphas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.5 €g at room temperature in carbon dio
	Appearance of solution . Solution € S is not more opalescent tha
	Acidity or alkalinity . To 100 €ml of solution€S add 0.1 €ml of 
	Citric acid . Shake 5.0 €g with 20 €ml of carbon dioxide-free wa
	Glycerol and ethanol (96 €per cent )-soluble substances: maximum
	Chlorides ( 2.4.4 ): maximum 500 €ppm .
	Phosphates ( 2.4.11 ): maximum 400 €ppm .
	Sulphates ( 2.4.13 ): maximum 0.1 €per cent, determined on solut
	Arsenic ( 2.4.2, Method € A ): maximum 3 €ppm .
	Iron ( 2.4.9 ): maximum 50 €ppm, detemined on 0.20 €g .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on

	ASSAY

	Calcium hydrogen phosphate, anhydrous
	Calcii hydrogenophosphas anhydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in 20 €ml of dilute hydrochloric 
	Acid-insoluble substances: maximum 0.2 €per cent . 
	Carbonates . Shake 0.5 €g with 5 €ml of carbon dioxide-free wate
	Chlorides: maximum 0.25 €per cent .
	Fluorides: maximum 100 €ppm .
	Sulphates: maximum 0.5 €per cent . 
	Arsenic ( 2.4.2, Method € A ): maximum 10 €ppm, determined on 2 
	Barium . To 0.5 €g, add 10 €ml of water €R and heat to boiling. 
	Iron ( 2.4.9 ): maximum 400 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 40 €ppm . 
	Loss on ignition: 6.6 €per cent to 8.5 €per cent, determined on 

	ASSAY

	Calcium hydrogen phosphate dihydrate
	Calcii hydrogenophosphas dihydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in 20 €ml of dilute hydrochloric 
	Acid-insoluble substances: maximum 0.2 €per cent . 
	Carbonates . Shake 0.5 €g with 5 €ml of carbon dioxide-free wate
	Chlorides: maximum 0.25 €per cent .
	Fluorides: maximum 100 €ppm .
	Sulphates: maximum 0.5 €per cent . 
	Arsenic ( 2.4.2, Method € A ): maximum 10 €ppm, determined on 2 
	Barium . To 0.5 €g, add 10 €ml of water €R and heat to boiling. 
	Iron ( 2.4.9 ): maximum 400 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 40 €ppm . 
	Loss on ignition: 24.5 €per cent to 26.5 €per cent, determined o

	ASSAY

	Calcium hydroxide
	Calcii hydroxidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Matter insoluble in hydrochloric acid: maximum 0.5 €per cent .
	Carbonates: maximum 5.0 €per cent of CaCO 3 .
	Chlorides ( 2.4.4 ): maximum 330 €ppm .
	Sulphates ( 2.4.13 ): maximum 0.4 €per cent .
	Arsenic ( 2.4.2, Method € A ): maximum 4 €ppm .
	Magnesium and alkali metals: maximum 4.0 €per cent calculated as
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .

	ASSAY

	Calcium lactate, anhydrous
	Calcii lactas anhydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g with heating in carbon dioxide-fr
	Appearance of solution . Solution € S is not more opalescent tha
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of p
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 400 €ppm .
	Barium . To 10 €ml of solution€S add 1 €ml of calcium sulphate s
	Iron ( 2.4.9 ): maximum 50 €ppm .
	Magnesium and alkali salts: maximum 1 €per cent . 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 3.0 €per cent, determined on 

	ASSAY

	Calcium lactate monohydrate
	Calcii lactas monohydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.4 €g (equivalent to 5.0 €g of the drie
	Appearance of solution . Solution € S is not more opalescent tha
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of p
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 400 €ppm .
	Barium . To 10 €ml of solution€S add 1 €ml of calcium sulphate s
	Iron ( 2.4.9 ): maximum 50 €ppm .
	Magnesium and alkali salts: maximum 1 €per cent . 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): 5.0 €per cent to 8.0 €per cent, deter

	ASSAY

	Calcium lactate pentahydrate
	Calcii lactas pentahydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 7.1 €g (equivalent to 5.0 €g of the drie
	Appearance of solution . Solution € S is not more opalescent tha
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of p
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 400 €ppm .
	Barium . To 10 €ml of solution€S add 1 €ml of calcium sulphate s
	Iron ( 2.4.9 ): maximum 50 €ppm .
	Magnesium and alkali salts: maximum 1 €per cent . 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): 22.0 €per cent to 27.0 €per cent, det

	ASSAY

	Calcium lactate trihydrate
	Calcii lactas trihydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 6.2 €g (equivalent to 5.0 €g of the drie
	Appearance of solution . Solution € S is not more opalescent tha
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of p
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 400 €ppm .
	Barium . To 10 €ml of solution€S add 1 €ml of calcium sulphate s
	Iron ( 2.4.9 ): maximum 50 €ppm .
	Magnesium and alkali salts: maximum 1 €per cent . 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): 15.0 €per cent to 20.0 €per cent, det

	ASSAY

	Calcium levofolinate pentahydrate
	Calcii levofolinas pentahydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.40 €g in carbon dioxide-free water €R,
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and its
	pH ( 2.2.3 ): 7.5 to 8.5 for solution€S .
	Specific optical rotation ( 2.2.7 ): − 10 to − 15 (anhydrous sub
	Acetone and ethanol . Head-space gas chromatography ( 2.2.28 ): 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Impurity € H . Liquid chromatography ( 2.2.29 ): use the normali
	Chlorides: maximum 0.5 €per cent .
	Platinum: maximum 10.0 €ppm .
	Heavy metals ( 2.4.8 ): maximum 50 €ppm .
	Water ( 2.5.12 ): 10.0 €per cent to 17.0 €per cent, determined o
	Bacterial endotoxins ( 2.6.14 ): less than 0.5 €IU /mg, if inten

	ASSAY
	Calcium . Dissolve 0.400 €g in 150 €ml of water €R and dilute to
	Calcium folinate . Liquid chromatography ( 2.2.29 ) as described

	STORAGE
	IMPURITIES

	Calcium levulinate dihydrate
	Calcii laevulinas dihydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 6.8 to 7.8 for solution € S.
	Oxidisable substances . To 1 €ml of solution€S, add 10 €ml of wa
	Sucrose and reducing sugars . To 5 €ml of solution€S add 2 €ml o
	Chlorides ( 2.4.4 ): maximum 50 €ppm .
	Sulphates ( 2.4.13 ): maximum 200 €ppm .
	Magnesium and alkali metals: maximum 1.0 €per cent .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): 11.0 €per cent to 12.5 €per cent, det
	Pyrogens ( 2.6.8 ). If intended for use in the manufacture of pa

	ASSAY
	STORAGE

	Calcium pantothenate
	Calcii pantothenas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ). The pH of solution€S is 6.8 to 8.0.
	Specific optical rotation ( 2.2.7 ): +€ 25.5 to +€ 27.5, determi
	3-Aminopropionic acid . Examine by thin-layer chromatography ( 2
	Chlorides ( 2.4.4 ). 5 €ml of solution€S diluted to 15 €ml with 
	Heavy metals ( 2.4.8 ). 12 €ml of solution€S complies with limit
	Loss on drying ( 2.2.32 ). Not more than 3.0 €per cent, determin

	ASSAY
	STORAGE

	Calcium phosphate
	Tricalcii phosphas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in 20 €ml of dilute hydrochloric
	Chlorides ( 2.4.4 ): maximum 0.15 €per cent . 
	Fluorides: maximum 75 €ppm . 
	Sulphates ( 2.4.13 ): maximum 0.5 €per cent . 
	Arsenic ( 2.4.2, Method € A ): maximum 4 €ppm, determined on 5 €
	Iron ( 2.4.9 ): maximum 400 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 30 €ppm . 
	Acid-insoluble matter: maximum 0.2 €per cent . 
	Loss on ignition: maximum 8.0 €per cent, determined on 1.000 €g 

	ASSAY

	Calcium stearate
	Calcii stearas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 5.0 €g add 50 €ml of peroxide-free ether €R, 2
	Acidity or alkalinity . To 1.0 €g add 20 €ml of carbon dioxide-f
	Chlorides ( 2.4.4 ): maximum 0.1 €per cent .
	Sulphates ( 2.4.13 ): maximum 0.3 €per cent .
	Cadmium: maximum 3.0 €ppm .
	Lead: maximum 10.0 €ppm .
	Nickel: maximum 5.0 €ppm .
	Loss on drying ( 2.2.32 ): maximum 6.0 €per cent, determined on 
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	Calcium . To 0.500 €g in a 250 €ml conical flask add 50 €ml of a
	Composition of fatty acids . Gas chromatography ( 2.2.28 ): use 


	Calcium sulphate dihydrate
	Calcii sulfas dihydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in 50 €ml of a 10 €per cent € V/V
	Acidity or alkalinity . Shake 1.5 €g with 15 €ml of carbon dioxi
	Chlorides ( 2.4.4 ): maximum 300 €ppm .
	Arsenic ( 2.4.2, Method € A ): maximum 10 €ppm, determined on 5 
	Iron ( 2.4.9 ): maximum 100 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on ignition: 18.0 €per cent to 22.0 €per cent, determined o

	ASSAY

	Calendula flower
	Calendulae flos
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 5 €per cent of bracts and maxi
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .

	ASSAY

	d -Camphor
	d -Camphora
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in 10 €ml of alcohol €R and dilu
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of p
	Specific optical rotation ( 2.2.7 ): +€ 40.0 to +€ 43.0, determi
	Related substances . Gas chromatography ( 2.2.28 ).
	Halogens: maximum 100 €ppm .
	Residue on evaporation ( 2.8.9 ): maximum 0.05 €per cent .
	Water . Dissolve 1 €g in 10 €ml of light petroleum €R . The solu

	IMPURITIES

	Camphor, racemic
	Camphora racemica
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in 10 €ml of ethanol (96 €per ce
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . Dissolve 1.0 €g in 10 €ml of ethanol (96
	Optical rotation ( 2.2.7 ): − 0.15 ° to +  0.15 °, determined on
	Related substances . Gas chromatography ( 2.2.28 ).
	Halogens: maximum 100 €ppm .
	Water . Dissolve 1 €g in 10 €ml of light petroleum €R . The solu
	Residue on evaporation: maximum 0.05 €per cent .


	Caprylic acid
	Acidum caprylicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Relative density ( 2.2.5 ): 0.909 to 0.912. 
	Related substances . Gas chromatography ( 2.2.28 ): use the norm
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 0.7 €per cent, determined on 1.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Caprylocaproyl macrogolglycerides
	Macrogolglyceridorum caprylocaprates
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Viscosity ( 2.2.9 ). Carry out the determination at 20 € ±€ 0.5 
	Acid value ( 2.5.1 ): maximum 2.0, determined on 2.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ). Use 1.0 €g .
	Peroxide value ( 2.5.5, Method € A ): maximum 6.0, determined on
	Saponification value ( 2.5.6 ). Use 2.0 €g .
	Alkaline impurities . Introduce 5.0 €g into a test-tube and care
	Free glycerol: maximum 5.0 €per cent .
	Composition of fatty acids ( 2.4.22, Method € A ).
	Ethylene oxide and dioxan ( 2.4.25 ): maximum 1 €ppm of ethylene
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.0 €g . 
	Total ash ( 2.4.16 ): maximum 0.1 €per cent .

	LABELLING

	Capsicum
	Capsici fructus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Nonivamide . Liquid chromatography ( 2.2.29 ).
	Foreign matter ( 2.8.2 ): maximum 2 €per cent € m/m . Fruits of 
	Loss on drying ( 2.2.32 ): maximum 11.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .

	ASSAY

	Capsicum oleoresin, refined and quantified
	Capsici oleoresina raffinata et quantificata
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Nonivamide . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 8.0 €per cent, determined on 5.00 €g .

	ASSAY

	Capsicum tincture, standardised
	Capsici tinctura normata
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Nonivamide . Liquid chromatography ( 2.2.29 ).
	Ethanol ( 2.9.10 ): 95 €per cent to 105 €per cent of the content
	Methanol and 2-propanol ( 2.9.11 ): maximum 0.05 €per cent € V/V

	ASSAY

	Captopril
	Captoprilum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 2.0 to 2.6 for solution€S .
	Specific optical rotation ( 2.2.7 ): − 127 to − 132 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Caraway fruit
	Carvi fructus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Water ( 2.2.13 ): maximum 100 €ml /kg, determined on 10.0 €g of 
	Total ash ( 2.4.16 ): maximum 7.0 €per cent .

	ASSAY

	Caraway oil
	Carvi aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.904 to 0.920.
	Refractive index ( 2.2.6 ): 1.484 to 1.490.
	Optical rotation ( 2.2.7 ): +€ 65 ° to +€ 81 ° .
	Acid value ( 2.5.1 ): maximum 1.0, determined on 5.00 €g .
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the
	Chiral purity . Gas chromatography ( 2.2.28 ).

	STORAGE
	01/2008: 1971

	Carbachol
	Carbacholum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 2.0 €ml of solution€S, add 0.05 €ml o
	Related substances . Thin-layer chromatography ( 2.2.27 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Carbamazepine
	Carbamazepinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . To 1.0 €g add 20 €ml of carbon dioxide-f
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4 ): maximum 140 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Carbasalate calcium
	Carbasalatum calcicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more opalescent tha
	Related substances: maximum 0.1 €per cent, expressed as acetylsa
	Impurity € C: maximum 0.5 €per cent .
	Sodium: maximum 0.10 €per cent .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 0.1 €per cent, determined on 1.000 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Carbidopa
	Carbidopum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): − 22.5 to − 26.5 (dried sub
	Hydrazine . Thin-layer chromatography ( 2.2.27 ).
	Methyldopa and methylcarbidopa . Liquid chromatography ( 2.2.29 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): 6.9 €per cent to 7.9 €per cent, deter
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Carbimazole
	Carbimazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurity € A and other related substances . Liquid chromatograph
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Carbocisteine
	Carbocisteinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Disperse 5.00 €g in 20 €ml of water €R and add dr
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ). Shake 0.2 €g with 20 €ml of carbon dioxide-free wa
	Specific optical rotation ( 2.2.7 ): − 32.5 to − 35.5, determine
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Chlorides ( 2.4.4 ). Dissolve 33 €mg in 5 €ml of dilute nitric a
	Sulphates ( 2.4.13 ). Dissolve 0.5 €g in 5 €ml of dilute hydroch
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.3 €per cent, determine

	ASSAY
	STORAGE

	Carbomers
	Carbomera
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Apparent viscosity: the nominal apparent viscosity is in the ran
	Free acrylic acid . Liquid chromatography ( 2.2.29 ).
	Benzene . Gas chromatography ( 2.4.24, System A ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 3.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 4.0 €per cent, determined on 1

	ASSAY
	STORAGE
	LABELLING

	Carbon dioxide
	Carbonei dioxidum
	DEFINITION
	CHARACTERS
	PRODUCTION
	Carbon monoxide . Gas chromatography ( 2.2.28 ).
	Nitrogen monoxide and nitrogen dioxide: maximum 2 €ppm € V/V in 
	Total sulphur: maximum 1 €ppm € V/V, determined using an ultravi
	Water: maximum 67 €ppm € V/V, determined using an electrolytic h
	Assay . Infrared analyser ( 2.5.24 ).

	IDENTIFICATION
	TESTS
	Carbon monoxide: maximum 5 €ppm € V/V, determined using a carbon
	Hydrogen sulphide: maximum 1 €ppm € V/V, determined using a hydr
	Nitrogen monoxide and nitrogen dioxide: maximum 2 €ppm € V/V in 
	Sulphur dioxide: maximum 2 €ppm € V/V, determined using a sulphu
	Water vapour: maximum 67 €ppm € V/V, determined using a water va

	STORAGE
	IMPURITIES

	Carboplatin
	Carboplatinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S1 . Dissolve 0.25 €g in carbon dioxide-free water €R
	Solution € S2 . Dissolve 1.0 €g in water €R, heating slightly if
	Appearance of solution . Solution € S1 is clear ( 2.2.1 ) and co
	Impurity € B and acidity: maximum 0.5 €per cent, calculated as i
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Ammonium ( 2.4.1, Method € B ): maximum 100 €ppm, determined on 
	Silver: maximum 10 .0 €ppm .
	Soluble barium: maximum 10 .0 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Carboprost trometamol
	Carboprostum trometamolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 18 to +€ 24 (anhydrous s
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Water ( 2.5.32 ): maximum 0.5 €per cent, determined on 50 €mg .

	ASSAY
	STORAGE
	IMPURITIES

	Carisoprodol
	Carisoprodolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° .
	Related substances . Thin-layer chromatography ( 2.2.27 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Carmellose calcium
	Carmellosum calcicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Shake 1.0 €g with 50 €ml of distilled water €R, a
	Alkalinity . Shake 1.0 €g thoroughly with 50 €ml of carbon dioxi
	Chlorides ( 2.4.4 ): maximum 0.36 €per cent .
	Sulphates ( 2.4.13 ): maximum 1 €per cent .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): 10.0 €per cent to 20.0 €per cent, dete

	STORAGE

	Carmellose sodium
	Carmellosum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Sprinkle a quantity of the substance to be examin
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ). The pH of solution€S is 6.0 to 8.0.
	Apparent viscosity . While stirring, introduce a quantity of the
	Sodium glycollate . Place a quantity of the substance to be exam
	Chlorides ( 2.4.4 ). Dilute 2 €ml of solution€S to 15 €ml with w
	Heavy metals ( 2.4.8 ). To the residue obtained in the determina
	Loss on drying ( 2.2.32 ). Not more than 10.0 €per cent, determi
	Sulphated ash ( 2.4.14 ): 20.0 €per cent to 33.3 €per cent, dete

	LABELLING

	Carmellose sodium, low-substituted
	Carmellosum natricum, substitutum humile
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 6.0 to 8.5.
	Sodium chloride and sodium glycollate: maximum 0.5 €per cent (dr
	Water-soluble substances: maximum 70.0 €per cent .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): 6.5 €per cent to 13.5 €per cent (dried

	functionality-related characteristics
	Settling €volume: 15.0 €ml to 35.0 €ml .


	Carmustine
	Carmustinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	1,3-bis(2-chloroethyl)urea (impurity € A) . Examine by thin-laye
	Water ( 2.5.12 ). Not more than 1.0 €per cent, determined on 0.5

	ASSAY
	STORAGE
	IMPURITIES

	Carnauba wax
	Cera carnauba
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Melting point ( 2.2.15 ): 80 €°C to 88 €°C . 
	Acid value: 2 to 7. 
	Saponification value: 78 to 95. 
	Total ash ( 2.4.16 ): maximum 0.25 €per cent, determined on 2.0 

	STORAGE

	Carteolol hydrochloride
	Carteololi hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 5.0 to 6.0. 
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Carvedilol
	Carvedilolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Cascara
	Rhamni purshianae cortex
	DEFINITION
	IDENTIFICATION
	TESTS
	Other species of Rhamnus; anthrones . Thin-layer chromatography 
	Foreign matter ( 2.8.2 ): maximum 1 €per cent .
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 7.0 €per cent .

	ASSAY
	Hydroxyanthracene glycosides other than cascarosides . Transfer 
	Cascarosides . Dilute the aqueous layer to 50.0 €ml with water €


	Cascara dry extract, standardised
	Rhamni purshianae extractum € siccum € normatum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.8.17 ): maximum 5.0 €per cent . 

	ASSAY
	Hydroxyanthracene glycosides other than cascarosides . Transfer 
	Cascarosides . Dilute the aqueous layer to 50.0 €ml with water €

	LABELLING

	Cassia oil
	Cinnamomi cassiae aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 1.052 to 1.070.
	Refractive index ( 2.2.6 ): 1.600 to 1.614.
	Optical rotation ( 2.2.7 ): − 1 ° to +  1 ° .
	Chromatographic profile . Examine by gas chromatography ( 2.2.28

	STORAGE

	Castor oil, hydrogenated
	Ricini oleum hydrogenatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 4.0, determined on 10.0 €g dissolv
	Hydroxyl value ( 2.5.3, Method € A ): 145 to 165, determined on 
	Iodine value ( 2.5.4, Method € A ): maximum 5.0. 
	Alkaline impurities . Dissolve 1.0 €g by gentle heating in a mix
	Composition of fatty acids ( 2.4.22 ). Use the mixture of calibr
	Nickel ( 2.4.31 ): maximum 1 €ppm .

	STORAGE
	IMPURITIES

	Castor oil, refined
	Ricini oleum raffinatum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Optical rotation ( 2.2.7 ): +€ 3.5 ° to +€ 6.0 ° .
	Specific absorbance ( 2.2.25 ): maximum 1.5, determined in ethan
	Acid value ( 2.5.1 ): maximum 0.8.
	Hydroxyl value ( 2.5.3, Method€A ): minimum 150.
	Peroxide value ( 2.5.5, Method € A ): maximum 5.0.
	Unsaponifiable matter ( 2.5.7 ): maximum 0.8 €per cent, determin
	Oil obtained by extraction and adulteration . In a ground-glass-
	Composition of fatty acids . Gas chromatography ( 2.4.22 ) with 
	Water ( 2.5.32 ): maximum 0.2 €per cent, determined on 5.00 €g, 

	STORAGE
	LABELLING

	Castor oil, virgin
	Ricini oleum virginale
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Optical rotation ( 2.2.7 ): +€ 3.5 ° to +€ 6.0 ° .
	Specific absorbance ( 2.2.25 ): maximum 1.0, determined at the a
	Acid value ( 2.5.1 ): maximum 2.0. 
	Hydroxyl value ( 2.5.3, Method € A ): minimum 150.
	Peroxide value ( 2.5.5 ): maximum 10.0.
	Unsaponifiable matter ( 2.5.7 ): maximum 0.8 €per cent, determin
	Composition of fatty acids . Gas chromatography ( 2.4.22 ) with 
	Water ( 2.5.12 ): maximum 0.3 €per cent, determined on 5.0 €g .

	STORAGE

	Cefaclor
	Cefaclorum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 3.0 to 4.5.
	Specific optical rotation ( 2.2.7 ): +€ 101 to +€ 111 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 30 €ppm . 
	Water ( 2.5.12 ): 3.0 €per cent to 6.5 €per cent, determined on 

	ASSAY
	IMPURITIES

	Cefadroxil monohydrate
	Cefadroxilum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 4.0 to 6.0. 
	Specific optical rotation ( 2.2.7 ): +€ 165 to +€ 178 (anhydrous
	Absorbance ( 2.2.25 ). Dissolve 20.0 €mg in phosphate buffer sol
	Related substances . Liquid chromatography ( 2.2.29 ). 
	N,N -Dimethylaniline ( 2.4.26, Method € B ): maximum 20 €ppm .
	Water ( 2.5.12 ): 4.0 €per cent to 6.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Cefalexin monohydrate
	Cefalexinum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 4.0 to 5.5. 
	Specific optical rotation ( 2.2.7 ): +€ 149 to +€ 158 (anhydrous
	Absorbance ( 2.2.25 ). Dissolve 50 €mg in water €R and dilute to
	Related substances . Liquid chromatography ( 2.2.29 ).
	N,N -Dimethylaniline ( 2.4.26, Method € B ): maximum 20 €ppm .
	Water ( 2.5.12 ): 4.0 €per cent to 8.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Cefalotin sodium
	Cefalotinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and its
	pH ( 2.2.3 ): 4.5 to 7.0 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 124 to +€ 134 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	N, N -Dimethylaniline ( 2.4.26, Method € B ): maximum 20 €ppm .
	2-Ethylhexanoic acid ( 2.4.28 ): maximum 0.5 €per cent .
	Water ( 2.5.12 ): maximum 1.5 €per cent, determined on 0.500 €g 
	Bacterial endotoxins ( 2.6.14 ): less than 0.13 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Cefamandole nafate
	Cefamandoli nafas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and its
	pH: 6.0 to 8.0 for solution€S, measured after 30 €min .
	Specific optical rotation ( 2.2.7 ): − 35.0 to − 45.0 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	€
	2-Ethylhexanoic acid ( 2.4.28 ): maximum 0.3 €per cent € m/m .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Water ( 2.5.12 ): maximum 2.0 €per cent, determined on 0.500 €g 
	Bacterial endotoxins ( 2.6.14 ): less than 0.15 €IU /mg, if inte

	ASSAY
	Cefamandole nafate . Liquid chromatography ( 2.2.29 ). Prepare t
	Sodium carbonate . Dissolve 0.500 €g in 50 €ml of water €R . Tit

	STORAGE
	LABELLING
	IMPURITIES
	01/2008: 1650

	Cefapirin sodium
	Cefapirinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 2.0 €g in water €R and dilute 
	pH ( 2.2.3 ): 6.5 to 8.5. 
	Specific optical rotation ( 2.2.7 ): +€ 150 to +€ 165 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	N,N -Dimethylaniline ( 2.4.26, Method € B ): maximum 20 €ppm .
	2-Ethylhexanoic acid ( 2.4.28 ): maximum 0.5 €per cent .
	Water ( 2.5.12 ): maximum 2.0 €per cent, determined on 0.300 €g 
	Bacterial endotoxins ( 2.6.14 ): less than 0.17 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Cefatrizine propylene glycol
	Cefatrizinum propylen glycolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 63 to +€ 69 (anhydrous s
	Propylene glycol . Gas chromatography ( 2.2.28 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 1.5 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Cefazolin sodium
	Cefazolinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and its
	pH ( 2.2.3 ): 4.0 to 6.0 for solution€S .
	Specific optical rotation ( 2.2.7 ): − 15 to − 24 (anhydrous sub
	Absorbance ( 2.2.25 ). Dissolve 0.100 €g in water €R and dilute 
	Related substances . Liquid chromatography ( 2.2.29 ).
	N,N -Dimethylaniline ( 2.4.26, Method € B ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 6.0 €per cent, determined on 0.300 €g 
	Bacterial endotoxins ( 2.6.14 ): less than 0.15 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Cefepime dihydrochloride monohydrate
	Cefepimi dihydrochloridum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): +€ 40 to +€ 45 (anhydrous s
	Impurity € G . Liquid chromatography ( 2.2.29 ). Prepare the sol
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Water ( 2.5.12 ): 3.0 €per cent to 4.5 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14 ): less than 0.04 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Cefixime
	Cefiximum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 2.6 to 4.1.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Ethanol ( 2.4.24 ). Head-space gas chromatography ( 2.2.28 ): us
	Water ( 2.5.12 ): 9.0 €per cent to 12.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Cefoperazone sodium
	Cefoperazonum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and its
	pH ( 2.2.3 ): 4.5 to 6.5.
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Acetone ( 2.4.24, System B ): maximum 2.0 €per cent . 
	Heavy metals ( 2.4.8 ): maximum 5 €ppm .
	Water ( 2.5.12 ): maximum 5.0 €per cent, determined on 0.200 €g 
	Bacterial endotoxins ( 2.6.14 ): less than 0.20 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Cefotaxime sodium
	Cefotaximum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ). Add 1 
	pH ( 2.2.3 ): 4.5 to 6.5 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 58.0 to +€ 64.0 (anhydro
	Absorbance ( 2.2.25 ): maximum 0.40 at 430 €nm for solution€S .
	Specific absorbance ( 2.2.25 ): 360 to 390, determined at the ab
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Ethanol ( 2.4.24, System A ): maximum 1.0 €per cent .
	N,N -Dimethylaniline ( 2.4.26, Method € B ): maximum 20 €ppm .
	2-Ethylhexanoic acid ( 2.4.28 ): maximum 0.5 €per cent € m/m .
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 0.300 €g 
	Bacterial endotoxins ( 2.6.14 ): less than 0.05 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Cefoxitin sodium
	Cefoxitinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.2 to 7.0. 
	Specific optical rotation ( 2.2.7 ): +€ 206 to +€ 214 (anhydrous
	Absorbance ( 2.2.25 ). Dissolve 0.100 €g in water €R and dilute 
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 0.500 €g 
	Bacterial endotoxins ( 2.6.14 ): less than 0.13 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Cefradine
	Cefradinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in sodium carbonate solution €R 
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ): 3.5 to 6.0.
	Specific optical rotation ( 2.2.7 ): +€ 80.0 to +€ 90.0 (anhydro
	Related substances . Liquid chromatography ( 2.2.29 ).
	N, N -Dimethylaniline ( 2.4.26, Method € B ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 6.0 €per cent, determined on 0.300 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ceftazidime
	Ceftazidimum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.25 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ). The pH of solution€S is 3.0 to 4.0.
	Related substances
	Impurity € F . Not more than 500 €ppm, determined by liquid chro
	Water ( 2.5.12 ): 13.0 €per cent to 15.0 €per cent, determined o
	Bacterial endotoxins ( 2.6.14 ): less than 0.10 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Ceftriaxone sodium
	Ceftriaxonum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.40 €g in carbon dioxide-free water €R 
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 6.0 to 8.0 for solution€S .
	Specific optical rotation ( 2.2.7 ): − 155 to − 170 (anhydrous s
	Related substances . Liquid chromatography ( 2.2.29 ). 
	N,N -Dimethylaniline ( 2.4.26, Method € B ): maximum 20 €ppm .
	2-Ethylhexanoic acid ( 2.4.28 ): maximum 0.8 €per cent € m/m .
	Water ( 2.5.12 ): 8.0 €per cent to 11.0 €per cent, determined on
	Bacterial endotoxins ( 2.6.14 ): less than 0.08 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Cefuroxime axetil
	Cefuroximum axetili
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ): use the n
	Diastereoisomer ratio . Liquid chromatography ( 2.2.29 ) as desc
	Acetone ( 2.4.24 ): maximum 1.1 €per cent .
	Water ( 2.5.12 ): maximum 1.5 €per cent, determined on 0.400 €g 

	ASSAY
	STORAGE
	IMPURITIES 

	Cefuroxime sodium
	Cefuroximum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ): 5.5 to 8.5.
	Specific optical rotation ( 2.2.7 ): +€ 59 to +€ 66 (anhydrous s
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	N, N -Dimethylaniline ( 2.4.26, Method € B ): maximum 20 €ppm .
	2-Ethylhexanoic acid ( 2.4.28 ): maximum 0.5 €per cent € m/m .
	Water ( 2.5.12 ): maximum 3.5 €per cent, determined on 0.400 €g 
	Bacterial endotoxins ( 2.6.14 ): less than 0.10 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Celiprolol hydrochloride
	Celiprololi hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° .
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Cellulose acetate
	Cellulosi acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Free acid: maximum 0.1 €per cent, calculated as acetic acid (dri
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	STORAGE
	LABELLING

	Cellulose acetate butyrate
	Cellulosi acetas butyras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity . To 5.00 €g in a 250 €ml conical flask, add 150 €ml of 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 2.0 €per cent, determined on 
	Total ash ( 2.4.16 ): maximum 0.1 €per cent .

	ASSAY
	STORAGE
	LABELLING

	Cellulose acetate phthalate
	Cellulosi acetas phthalas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Viscosity ( 2.2.9 ): 45 €mPa·s to 90 €mPa·s for the apparent vis
	Free acid: maximum 3.0 €per cent, calculated as phthalic acid (a
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 5.0 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	Phthaloyl groups . Dissolve 1.000 €g in 50 €ml of a mixture of 2
	Acetyl groups . To 0.100 €g add 25.0 €ml of 0.1 €M sodium hydrox

	STORAGE

	Cellulose, microcrystalline
	Cellulosum microcristallinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solubility . Dissolve 50 €mg in 10 €ml of ammoniacal solution of
	pH ( 2.2.3 ): 5.0 to 7.5 for the supernatant liquid. 
	Conductivity ( 2.2.38 ). The conductivity of the test solution d
	Ether-soluble substances: maximum 0.05 €per cent (5 €mg ) for th
	Water-soluble substances: maximum 0.25 €per cent (12.5 €mg ) for
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 7.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	FUNCTIONALITY-RELATED CHARACTERISTICS
	Degree of polymerisation: see Identification € B.
	Crystallinity ( 2.9.33 ).
	Particle-size distribution ( 2.9.31 or 2.9.38 ).
	Powder flow ( 2.9.36 ).


	Cellulose, powdered
	Cellulosi pulvis
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solubility . Dissolve 50 €mg in 10 €ml of ammoniacal solution of
	pH ( 2.2.3 ): 5.0 to 7.5 for the supernatant liquid.
	Ether-soluble substances: maximum 0.15 €per cent (15 €mg ) for t
	Water-soluble substances: maximum 1.5 €per cent (15.0 €mg ) for 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 6.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.3 €per cent, determined on 1
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	FUNCTIONALITY-RELATED CHARACTERISTICS
	Degree of polymerisation: see Identification € B.
	Crystallinity ( 2.9.33 ).
	Particle-size distribution ( 2.9.31 or 2.9.38 ).
	Powder flow ( 2.9.36 ).
	Table   0315.-1. – Intrinsic viscosity table


	Centaury
	Centaurii herba
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 3 €per cent .
	Bitterness value ( 2.8.15 ): minimum 2000.
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 6.0 €per cent .


	Centella
	Centellae asiaticae herba
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 7 €per cent, of which maximum 
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 12.0 €per cent .

	ASSAY

	Cetirizine dihydrochloride
	Cetirizini dihydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 1.2 to 1.8 for solution € S.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Cetostearyl alcohol
	Alcohol cetylicus et stearylicus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Melting point ( 2.2.14 ): 49 €°C to 56 €°C .
	Acid value ( 2.5.1 ): maximum 1.0.
	Hydroxyl value ( 2.5.3, Method € A ): 208 to 228.
	Iodine value ( 2.5.4, Method € A ): maximum 2.0.
	Saponification value ( 2.5.6 ): maximum 2.0.

	ASSAY

	Cetostearyl alcohol (type € A), emulsifying
	Alcohol cetylicus et stearylicus emulsificans € A
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum € 2.0.
	Iodine value ( 2.5.4, Method € A ): maximum € 3.0.
	Saponification value ( 2.5.6 ): maximum € 2.0.
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 2.50 €g .

	ASSAY
	Cetostearyl alcohol . Gas chromatography ( 2.2.28 ).
	Sodium cetostearyl sulphate . Disperse 0.300 €g in 25 €ml of met

	LABELLING

	Cetostearyl alcohol (type € B), emulsifying
	Alcohol cetylicus et stearylicus emulsificans € B
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum € 2.0.
	Iodine value ( 2.5.4, Method € A ): maximum € 3.0.
	Saponification value ( 2.5.6 ): maximum 2.0.
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 2.50 €g .

	ASSAY
	Cetostearyl alcohol . Gas chromatography ( 2.2.28 ).

	Sodium laurilsulfate . Disperse 0.300 €g in 25 €ml of methylene 
	LABELLING

	Cetostearyl isononanoate
	Cetostearylis isononanoas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Acid value ( 2.5.1 ): maximum € 1.0, determined on 5.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ): maximum € 5.0.
	Iodine value ( 2.5.4, Method € A ): maximum € 1.0.
	Saponification value ( 2.5.6 ): 135 to 148, determined on 1.0 €g
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 0.2 €per cent, determined on 10.0 €g .
	Total ash ( 2.4.16 ): maximum 0.2 €per cent, determined on 2.0 €


	Cetrimide
	Cetrimidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 50 €ml of solution€S add 0.1 €ml of b
	Amines and amine salts . Dissolve 5.0 €g in 30 €ml of a mixture 
	Loss on drying ( 2.2.32 ): maximum 2.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1

	ASSAY

	Cetyl alcohol
	Alcohol cetylicus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Melting point ( 2.2.14 ): 46 €°C to 52 €°C .
	Acid value ( 2.5.1 ): maximum 1.0.
	Hydroxyl value ( 2.5.3, Method € A ): 218 to 238.
	Iodine value ( 2.5.4, Method € A ): maximum 2.0.
	Saponification value ( 2.5.6 ): maximum 2.0.

	ASSAY

	Cetyl palmitate
	Cetylis palmitas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more intensely colo
	Acid value ( 2.5.1 ): maximum 4.0.
	Hydroxyl value ( 2.5.3, Method € A ): maximum 20.0.
	Iodine value ( 2.5.4, Method € A ): maximum 2.0.
	Saponification value ( 2.5.6 ): 105 to 120.
	Alkaline impurities . Dissolve 2.0  g ‘with gentle heating' in a
	Nickel ( 2.4.31 ): maximum 1 €ppm .
	Water ( 2.5.12 ): maximum 0.3 €per cent, determined on 1.0 €g us
	Total ash ( 2.4.16 ): maximum 0.2 €per cent, determined on 1.0 €

	ASSAY
	STORAGE
	LABELLING

	Cetylpyridinium chloride
	Cetylpyridinii chloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is not more opalescent tha
	Acidity . To 50 €ml of solution€S add 0.1 €ml of phenolphthalein
	Amines and amine salts . Dissolve 5.0 €g with heating in 20 €ml 
	Water ( 2.5.12 ): 4.5 €per cent to 5.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ). Not more than 0.2 €per cent, determine

	ASSAY

	Chamomile flower, Roman
	Chamomillae romanae flos
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Diameter of the flower-heads: maximum 3 €per cent of flower-head
	Deteriorated flower-heads: brown or darkened flower-heads are ab
	Loss on drying ( 2.2.32 ): maximum 11.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 8.0 €per cent .

	ASSAY

	Charcoal, activated
	Carbo activatus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 2.0 €g in a conical flask with a ground-glass 
	Acidity or alkalinity . To 2.0 €g add 40 €ml of water €R and boi
	Acid-soluble substances: maximum 3 €per cent .
	Alkali-soluble coloured substances . To 0.25 €g add 10 €ml of di
	Ethanol (96 €per cent ) soluble substances: maximum 0.5 €per cen
	Fluorescent substances . In an intermittent-extraction apparatus
	Sulphides . To 1.0 €g in a conical flask add 5 €ml of hydrochlor
	Copper: maximum 25.0 €ppm .
	Lead: maximum 10.0 €ppm .
	Zinc: maximum 25.0 €ppm .
	Loss on drying ( 2.2.32 ): maximum 15 €per cent, determined on 1
	Sulphated ash ( 2.4.14 ): maximum 5.0 €per cent, determined on 1
	Adsorption power . To 0.300 €g in a 100 €ml ground-glass-stopper
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	STORAGE

	Chenodeoxycholic acid 
	Acidum chenodeoxycholicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ). Dissolve 0.500 €g in methan
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 1.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	IMPURITIES

	Chitosan hydrochloride
	Chitosani hydrochloridum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in 100 €ml of water €R and stir v
	Appearance of solution . Solution € S is not more opalescent tha
	Matter insoluble in water: maximum 0.5 €per cent . 
	pH ( 2.2.3 ): 4.0 to 6.0 for solution€S .
	Viscosity ( 2.2.10 ): 80 €per cent to 120 €per cent of the value
	Degree of deacetylation
	Chlorides: 10.0 €per cent to 20.0 €per cent .
	Heavy metals ( 2.4.8 ): maximum 40 €ppm .
	Loss on drying ( 2.2.32 ): maximum 10 €per cent, determined on 1
	Sulphated ash ( 2.4.14 ): maximum 1.0 €per cent, determined on 1

	STORAGE
	LABELLING

	Chloral hydrate
	Chlorali hydras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 3.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 3.5 to 5.5 for solution € S.
	Chloral alcoholate . Warm 1.0 €g with 10 €ml of dilute sodium hy
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Non-volatile residue: maximum 0.1 €per cent .

	ASSAY
	STORAGE

	Chlorambucil
	Chlorambucilum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Water ( 2.5.12 ). Not more than 0.5 €per cent, determined on 1.0
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Chloramphenicol
	Chloramphenicolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . To 0.1 €g add 20 €ml of carbon dioxide-f
	Specific optical rotation ( 2.2.7 ). Dissolve 1.50 €g in ethanol
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ). To 1.00 €g add 20 €ml of water €R and 10 €m
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine
	Pyrogens ( 2.6.8 ). If intended for use in the manufacture of a 

	ASSAY
	STORAGE

	Chloramphenicol palmitate
	Chloramphenicoli palmitas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity . Dissolve 1.0 €g in 5 €ml of a mixture of equal €volume
	Specific optical rotation ( 2.2.7 ). Dissolve 1.25 €g in anhydro
	Free chloramphenicol: maximum 450 €ppm . Dissolve 1.0 €g, with g
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Chloramphenicol sodium succinate
	Chloramphenicoli natrii succinas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 6.4 to 7.0. 
	Specific optical rotation ( 2.2.7 ): +€ 5.0 to +€ 8.0 (anhydrous
	Chloramphenicol and chloramphenicol disodium disuccinate . Liqui
	Water ( 2.5.12 ): maximum 2.0 €per cent, determined on 0.500 €g 
	Pyrogens ( 2.6.8 ). If intended for use in the manufacture of a 

	ASSAY
	STORAGE

	Chlorcyclizine hydrochloride
	Chlorcyclizini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.5 €g in water €R and dilute 
	pH ( 2.2.3 ). Dissolve 0.10 €g in carbon dioxide-free water €R a
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Chlordiazepoxide
	Chlordiazepoxidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Chlordiazepoxide hydrochloride
	Chlordiazepoxidi hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Chlorhexidine diacetate
	Chlorhexidini diacetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Chloroaniline: maximum 500 €ppm .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 3.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.15 €per cent, determined on 

	ASSAY
	IMPURITIES

	Chlorhexidine digluconate solution
	Chlorhexidini digluconatis solutio
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 1.06 to 1.07.
	pH ( 2.2.3 ): 5.5 to 7.0.
	Chloroaniline: maximum 0.25 €per cent, calculated with reference
	Related substances . Liquid chromatography ( 2.2.29 ).

	ASSAY
	STORAGE
	IMPURITIES

	Chlorhexidine dihydrochloride
	Chlorhexidini dihydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Chloroaniline: maximum 500 €ppm .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Chlorobutanol, anhydrous
	Chlorobutanolum anhydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5 €g in ethanol (96 €per cent ) €R and d
	Appearance of solution . Solution € S is not more opalescent tha
	Acidity . To 4 €ml of solution€S add 15 €ml of ethanol (96 €per 
	Chlorides ( 2.4.4 ): maximum 300 €ppm .
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 2.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Chlorobutanol hemihydrate
	Chlorobutanolum hemihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5 €g in ethanol (96 €per cent ) €R and d
	Appearance of solution . Solution € S is not more opalescent tha
	Acidity . To 4 €ml of solution€S add 15 €ml of ethanol (96 €per 
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Water ( 2.5.12 ): 4.5 €per cent to 5.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Chlorocresol
	Chlorocresolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 3.0 €g, finely powdered, add 60 €ml of carbon 
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Acidity . To 10 €ml of solution€S add 0.1 €ml of methyl red solu
	Related substances . Gas chromatography ( 2.2.28 ): use the norm
	Non-volatile matter: maximum 0.1 €per cent .

	ASSAY
	STORAGE

	Chloroquine phosphate
	Chloroquini phosphas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). The pH of solution€S is 3.8 to 4.3.
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). Dissolve 2.0 €g in 10 €ml of water €R . 
	Loss on drying ( 2.2.32 ): maximum 2.0 €per cent, determined on 

	ASSAY
	STORAGE

	Chloroquine sulphate
	Chloroquini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). The pH of solution€S is 4.0 to 5.0.
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). Dissolve 2.0 €g in 10 €ml of water €R . 
	Water ( 2.5.12 ): 3.0 €per cent to 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Chlorothiazide
	Chlorothiazidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 1.0 €g of the powdered substance to be examine
	Acidity or alkalinity . To 10 €ml of solution€S add 0.2 €ml of 0
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ). 15 €ml of solution€S complies with the limi
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Chlorphenamine maleate
	Chlorphenamini maleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in water €R and dilute to 20.0 €m
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Chlorpromazine hydrochloride
	Chlorpromazini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 3.5 to 4.5. Carry out the test protected from ligh
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Chlorpropamide
	Chlorpropamidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). Dissolve 2.0 €g in a mixture of 15 €volu
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Chlorprothixene hydrochloride
	Chlorprothixeni hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.25 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 4.4 to 5.2 for solution € S.
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Chlortalidone
	Chlortalidonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	€

	TESTS
	€
	Acidity . Dissolve 1.0 €g with heating in a mixture of 25 €ml of
	€
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4 ): maximum 350 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Chlortetracycline hydrochloride
	Chlortetracyclini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 2.3 to 3.3.
	Specific optical rotation ( 2.2.7 ): − 235 to − 250 (anhydrous s
	Absorbance ( 2.2.25 ): maximum 0.40 at 460 €nm .
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 50 €ppm .
	Water ( 2.5.12 ): maximum 2.0 €per cent, determined on 0.300 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 1 €IU /mg, if intende

	ASSAY
	STORAGE
	IMPURITIES

	Cholecalciferol
	Cholecalciferolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 105 to +€ 112, determine
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t

	ASSAY
	STORAGE
	IMPURITIES

	Cholecalciferol concentrate (oily form)
	Cholecalciferolum densatum oleosum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 2.0.
	Peroxide value ( 2.5.5, Method € A ): maximum 20.

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Cholecalciferol concentrate (powder form)
	Cholecalciferoli pulvis
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Cholecalciferol concentrate (water-dispersible form)
	Cholecalciferolum in aqua dispergibile
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Cholesterol
	Cholesterolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solubility in ethanol (96 €per cent ) . In a stoppered flask, di
	Acidity . Dissolve 1.0 €g in 10 €ml of ether €R, add 10.0 €ml of
	Loss on drying ( 2.2.32 ): maximum 0.3 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Chondroitin sulphate sodium
	Chondroitini natrii sulfas
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S1 . Dissolve 2.500 €g in 50.0 €ml of carbon dioxide-
	Solution € S2 . Dilute 1.0 €ml of solution € S1 to 10.0 €ml with
	pH ( 2.2.3 ): 5.5 to 7.5 for solution € S1.
	Specific optical rotation ( 2.2.7 ): − 20 to − 30 (terrestrial o
	Intrinsic viscosity: 0.01 €m 3 /kg to 0.15 €m 3 /kg.
	Related substances . Electrophoresis ( 2.2.31 ). 
	Protein ( 2.5.33, Method € 2 ): maximum 3.0 €per cent (dried sub
	Chlorides ( 2.4.4 ): maximum 0.5 €per cent .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	STORAGE
	LABELLING

	Chymotrypsin
	Chymotrypsinum
	DEFINITION
	PRODUCTION
	Histamine ( 2.6.10 ). Not more than 1 €µg (calculated as histami

	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.10 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ). The pH of solution€S is 3.0 to 5.0.
	Absorbance ( 2.2.25 ). Dissolve 30.0 €mg in 0.001 €M hydrochlori
	Trypsin . Transfer to a depression in a white spot plate 0.05 €m
	Loss on drying ( 2.2.32 ). Not more than 5.0 €per cent, determin

	ASSAY
	STORAGE
	LABELLING

	Ciclopirox
	Ciclopiroxum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 1.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ciclopirox olamine
	Ciclopirox olaminum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 8.0 to 9.0.
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	2-Aminoethanol . Dissolve 0.250 €g in 25 €ml of anhydrous acetic
	Ciclopirox . Dissolve 0.200 €g in 2 €ml of methanol €R . Add 38 

	STORAGE
	IMPURITIES

	Ciclosporin
	Ciclosporinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): − 185 to − 193 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 2.0 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14 ): less than 0.84 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Cilastatin sodium
	Cilastatinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 6.5 to 7.5 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 41.5 to +€ 44.5 (anhydro
	Related substances . Liquid chromatography ( 2.2.29 ).
	Impurity € D, acetone and methanol . Gas chromatography ( 2.2.28
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 2.0 €per cent, determined on 0.50 €g .
	Bacterial endotoxins ( 2.6.14 ): less than 0.17 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Cilazapril
	Cilazaprilum
	DEFINITION
	CHARACTERS
	IDENTIFICATION 
	TESTS
	Specific optical rotation ( 2.2.7 ): − 383 to − 399 (anhydrous s
	Impurity € A . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): 3.5 €per cent to 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Cimetidine
	Cimetidinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 3.0 €g in 12 €ml of 1 €M hydro
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.2 €per cent, determine

	ASSAY
	STORAGE

	Cimetidine hydrochloride
	Cimetidini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 3.0 €g in 12 €ml of 1 €M hydro
	pH ( 2.2.3 ). Dissolve 100 €mg in carbon dioxide-free water €R a
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.2 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Cinchocaine hydrochloride
	Cinchocaini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). Dilute 10 €ml of solution€S to 50 €ml with carbon 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 12 €ml of solution€S complies with limit
	Loss on drying ( 2.2.32 ). Not more than 2.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Cinchona bark
	Cinchonae cortex
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Total ash ( 2.4.16 ): maximum 6.0 €per cent .
	Loss on drying ( 2.2.32 ): maximum 10 €per cent, determined on 1

	ASSAY

	Cinchona liquid extract, standardised
	Cinchonae extractum fluidum normatum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Ethanol ( 2.9.10 ): 95 €per cent to 105 €per cent of the content
	Methanol and 2-propanol ( 2.9.11 ): maximum 0.05 €per cent € V/V
	Dry residue ( 2.8.16 ): minimum 12.0 €per cent for glycerol-free

	ASSAY
	LABELLING

	Cineole
	Cineolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dilute 2.00 €g to 10.0 €ml with alcohol €R .
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Chiral impurities . The optical rotation ( 2.2.7 ) of solution€S
	Refractive index ( 2.2.6 ): 1.456 to 1.460.
	Related substances . Gas chromatography ( 2.2.28 ). 
	Residue on evaporation: maximum 0.1 €per cent . 

	STORAGE
	IMPURITIES

	Cinnamon
	Cinnamomi cortex
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Total ash ( 2.4.16 ): maximum 6.0 €per cent .

	ASSAY

	Cinnamon bark oil, Ceylon
	Cinnamomi zeylanicii corticis aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 1.000 to 1.030.
	Refractive index ( 2.2.6 ): 1.572 to 1.591.
	Optical rotation ( 2.2.7 ): − 2 ° to +  1 ° .
	Chromatographic profile . Examine by gas chromatography ( 2.2.28

	STORAGE

	Cinnamon leaf oil, Ceylon
	Cinnamomi zeylanici folii aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 1.030 to 1.059.
	Refractive index ( 2.2.6 ): 1.527 to 1.540.
	Optical rotation ( 2.2.7 ): − 2.5 ° to +  2.0 ° .
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the

	STORAGE
	01/2008: 1819

	Cinnamon tincture
	Cinnamomi corticis tinctura
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Ethanol ( 2.9.10 ): 64 €per cent € V/V to 70 €per cent € V/V .
	Methanol and 2-propanol ( 2.9.11 ): maximum 0.05 €per cent € V/V
	Dry residue ( 2.8.16 ): minimum 1.5 €per cent € m/m, determined 


	Cinnarizine
	Cinnarizinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Acidity or alkalinity . Suspend 0.5 €g in 15 €ml of water €R . B
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ciprofibrate
	Ciprofibratum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4 ): maximum 350 €ppm .
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ciprofloxacin
	Ciprofloxacinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Impurity € A . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ciprofloxacin hydrochloride
	Ciprofloxacini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g in carbon dioxide-free water €R a
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.5 to 4.5 for solution€S .
	Impurity € A . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 6.7 €per cent, determined on 0.200 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Cisapride monohydrate
	Cisapridum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.20 €g in methylene chloride €R and dil
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Optical rotation ( 2.2.7 ): − 0.1 ° to +  0.1 °, determined on s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): 3.4 €per cent to 4.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Cisapride tartrate
	Cisapridi tartras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 5.0 to +€ 10.0 (dried su
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Cisplatin
	Cisplatinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S1 . Dissolve 25 €mg in a 9 €g/l solution of sodium c
	Solution € S2 . Dissolve 0.20 €g in dimethylformamide €R and dil
	Appearance of solution € S1 . Solution € S1 is clear ( 2.2.1 ) a
	Appearance of solution € S2 . Solution € S2 is clear ( 2.2.1 ).
	pH ( 2.2.3 ). The pH of solution € S1, measured immediately afte
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Silver . Not more than 2.5 € × € 10 2 €ppm of Ag, determined by 

	ASSAY
	STORAGE

	Citric acid, anhydrous
	Acidum citricum anhydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Readily carbonisable substances . To 1.0 €g in a cleaned test tu
	Oxalic acid: maximum 360 €ppm, calculated as anhydrous oxalic ac
	Sulphates ( 2.4.13 ): maximum 150 €ppm . 
	Aluminium ( 2.4.17 ): maximum 0.2 €ppm, if intended for use in t
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 2.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 0.5 €IU /mg, if inten

	ASSAY
	LABELLING

	Citric acid monohydrate
	Acidum citricum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Readily carbonisable substances . To 1.0 €g in a cleaned test tu
	Oxalic acid: maximum 360 €ppm, calculated as anhydrous oxalic ac
	Sulphates ( 2.4.13 ): maximum 150 €ppm . 
	Aluminium ( 2.4.17 ): maximum 0.2 €ppm, if intended for use in t
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): 7.5 €per cent to 9.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 0.5 €IU /mg, if inten

	ASSAY
	STORAGE
	LABELLING

	Citronella oil
	Citronellae aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.881 to 0.895.
	Refractive index ( 2.2.6 ): 1.463 to 1.475.
	Optical rotation ( 2.2.7 ): − 4 ° to +  1.5 ° .
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the

	STORAGE
	01/2008: 2174

	Cladribine
	Cladribinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Disperse 0.15 €g in carbon dioxide-free water €R,
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 7.0 to 8.1 for solution € S. 
	Specific optical rotation ( 2.2.7 ): − 21.0 to − 27.0 (anhydrous
	Impurity € E . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.32 ): maximum 0.5 €per cent, determined on 0.100 €g 
	Bacterial endotoxins ( 2.6.14 ): less than 3 €IU /mg, if intende

	ASSAY
	STORAGE
	IMPURITIES

	Clarithromycin
	Clarithromycinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.500 €g in methylene chloride €R and di
	Appearance of solution . Solution € S is clear or not more opale
	Specific optical rotation ( 2.2.7 ): − 94 to − 102 (anhydrous su
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 2.0 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 0

	ASSAY
	IMPURITIES

	Clary sage oil
	Salviae sclareae aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.890 to 0.908.
	Refractive index ( 2.2.6 ): 1.456 to 1.466.
	Optical rotation ( 2.2.7 ): − 26 ° to − 10 ° .
	Acid value ( 2.5.1 ): maximum 1.0.
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the

	STORAGE

	Clazuril for veterinary use
	Clazurilum ad usum veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Clebopride malate
	Clebopridi malas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S, examined immediately afte
	pH ( 2.2.3 ): 3.8 to 4.2 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides: maximum 100 €ppm . 
	Sulphates: maximum 100 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Clemastine fumarate
	Clemastini fumaras
	DEFINITION
	CHARACTERS
	IDENTIFICATION 
	TESTS
	Solution € S . Dissolve 0.500 €g in methanol €R and dilute to 50
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.2 to 4.2.
	Specific optical rotation ( 2.2.7 ): +€ 15.0 to +€ 18.0 (dried s
	Related substances . Thin-layer chromatography ( 2.2.27 ).
	Impurity € C . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Clenbuterol hydrochloride
	Clenbuteroli hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g in 10 €ml of carbon dioxide-free 
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ): 5.0 to 7.0 for solution€S .
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° . 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Clindamycin hydrochloride
	Clindamycini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 3.0 to 5.0.
	Specific optical rotation ( 2.2.7 ): +€ 135 to +€ 150 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): 3.0 €per cent to 6.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Clindamycin phosphate
	Clindamycini phosphas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.00 €g in carbon dioxide-free water €R 
	Appearance of the solution . Solution € S is clear ( 2.2.1 ) and
	pH ( 2.2.3 ): 3.5 to 4.5.
	Specific optical rotation ( 2.2.7 ): +€ 115 to +€ 130 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 6.0 €per cent, determined on 0.250 €g 
	Bacterial endotoxins ( 2.6.14 ): less than 0.6 €IU /mg, if inten

	ASSAY
	STORAGE
	IMPURITIES

	Clioquinol
	Clioquinolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . Shake 0.5 €g with 10 €ml of carbon dioxi
	Related substances . Liquid chromatography ( 2.2.29 ).
	Halides: maximum 140 €ppm, expressed as chlorides.
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Clobazam
	Clobazamum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on t

	ASSAY
	IMPURITIES

	Clobetasol propionate
	Clobetasoli propionas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 112 to +€ 118 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Clobetasone butyrate
	Clobetasoni butyras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ). Dissolve 0.250 €g in dioxan
	Related substances . Prepare the solutions immediately before us
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin

	ASSAY
	STORAGE
	IMPURITIES

	Clofazimine
	Clofaziminum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Clofibrate
	Clofibratum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 1.138 to 1.147.
	Refractive index ( 2.2.6 ): 1.500 to 1.505.
	Acidity . To 1.0 €g add 10 €ml of anhydrous ethanol €R and 0.1 €
	Volatile related substances . Gas chromatography ( 2.2.28 ).
	4-Chlorophenol . Gas chromatography ( 2.2.28 ) as described in t


	Clomifene citrate
	Clomifeni citras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	( Z )-isomer . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.000 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Clomipramine hydrochloride
	Clomipramini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.5 to 5.0 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Clonazepam
	Clonazepamum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Clonidine hydrochloride
	Clonidini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.25 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.0 to 5.0 for solution € S.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Closantel sodium dihydrate for veterinary use
	Closantelum natricum dihydricum ad € usum € veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Water ( 2.5.12 ): 4.8 €per cent to 5.8 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Clotrimazole
	Clotrimazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.25 €g in alcohol €R and dilu
	(2-Chlorophenyl)diphenylmethanol . Examine by thin-layer chromat
	Imidazole . Examine by thin-layer chromatography ( 2.2.27 ), usi
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Clove
	Caryophylli flos
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 6 €per cent of peduncles, peti
	Total ash ( 2.4.16 ): maximum 7.0 €per cent .

	ASSAY

	Clove oil
	Caryophylli floris aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 1.030 to 1.063.
	Refractive index ( 2.2.6 ): 1.528 to 1.537.
	Optical rotation ( 2.2.7 ): 0 ° to − 2 ° .
	Fatty oils and resinified essential oils ( 2.8.7 ). It complies 
	Solubility in alcohol ( 2.8.10 ). 1.0 €ml is soluble in 2.0 €ml 
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the

	STORAGE

	Cloxacillin sodium
	Cloxacillinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and its
	pH ( 2.2.3 ): 5.0 to 7.0 for solution € S.
	Specific optical rotation ( 2.2.7 ): +€ 160 to +€ 169 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	N, N -Dimethylaniline ( 2.4.26, Method € B ): maximum 20 €ppm .
	2-Ethylhexanoic acid ( 2.4.28 ): maximum 0.8 €per cent € m/m .
	Water ( 2.5.12 ): 3.0 €per cent to 4.5 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14 ): less than 0.20 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Clozapine
	Clozapinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Cocaine hydrochloride
	Cocaini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g in water €R and dilute to 25 €ml 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity . To 10 €ml of solution€S add 0.05 €ml of methyl red sol
	Specific optical rotation ( 2.2.7 ): − 70 to − 73 (dried substan
	Readily carbonisable substances . To 0.2 €g add 2 €ml of sulphur
	Related substances . Examine by liquid chromatography ( 2.2.29 )
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on t

	ASSAY
	STORAGE
	IMPURITIES

	Coconut oil, refined
	Cocois oleum raffinatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Melting point ( 2.2.14 ): 23 €°C to 26 €°C .
	Acid value ( 2.5.1 ). Not more than 0.5, determined on 20.0 €g .
	Peroxide value ( 2.5.5 ). Not more than 5.0.
	Unsaponifiable matter ( 2.5.7 ). Not more than 1.0 €per cent, de
	Alkaline impurities in fatty oils ( 2.4.19 ). It complies with t
	Composition of fatty acids ( 2.4.22, Method € B ). Coconut oil i

	STORAGE

	Cocoyl caprylocaprate
	Cocoylis caprylocapras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is not more intensely 
	Acid value ( 2.5.1 ): maximum 0.5, determined on 5.00 €g . 
	Hydroxyl value ( 2.5.3, Method € A ): maximum 5.0. 
	Iodine value ( 2.5.4, Method € A ): maximum 1.0. 
	Saponification value ( 2.5.6 ): 160 to 173.
	Composition of fatty acids and fatty alcohols ( 2.4.22, Method €
	Water ( 2.5.12 ): maximum 0.1 €per cent, determined on 5.00 €g .
	Total ash ( 2.4.16 ): maximum 0.1 €per cent, determined on 1.0 €


	Codeine
	Codeinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 50 €mg in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Specific optical rotation ( 2.2.7 ): − 142 to − 146 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): 4.0 €per cent to 6.0 €per cent, deter
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Codeine hydrochloride dihydrate
	Codeini hydrochloridum dihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.00 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 5 €ml of solution€S add 5 €ml of carb
	Specific optical rotation ( 2.2.7 ): − 117 to − 121 (anhydrous s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Sulphates ( 2.4.13 ): maximum 0.1 €per cent .
	Water ( 2.5.12 ): 8.0 €per cent to 10.5 €per cent, determined on

	ASSAY
	STORAGE
	IMPURITIES

	Codeine phosphate hemihydrate
	Codeini phosphas hemihydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.00 €g in carbon dioxide-free water €R 
	pH ( 2.2.3 ): 4.0 to 5.0 for solution€S .
	Specific optical rotation ( 2.2.7 ): − 98 to − 102 (dried substa
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Sulphates ( 2.4.13 ): maximum 0.1 €per cent .
	Loss on drying ( 2.2.32 ): 1.5 €per cent to 3.0 €per cent, deter

	ASSAY
	STORAGE
	IMPURITIES

	Codeine phosphate sesquihydrate
	Codeini phosphas sesquihydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.00 €g in carbon dioxide-free water €R 
	pH ( 2.2.3 ): 4.0 to 5.0 for solution€S .
	Specific optical rotation ( 2.2.7 ): − 98 to − 102 (dried substa
	Related substances . Liquid chromatography ( 2.2.29 ).
	Sulphates ( 2.4.13 ): maximum 0.1 €per cent .
	Loss on drying ( 2.2.32 ): 5.0 €per cent to 7.5 €per cent, deter

	ASSAY
	STORAGE
	IMPURITIES

	Codergocrine mesilate
	Codergocrini mesilas
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 4.2 to 5.2.
	Composition . Liquid chromatography ( 2.2.29 ): use the normalis
	Related substances . Thin-layer chromatography ( 2.2.27 ). Perfo
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 

	ASSAY
	STORAGE

	Cod-liver oil (type € A)
	Iecoris aselli oleum A
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Colour: not more intensely coloured than a reference solution pr
	Relative density ( 2.2.5 ): 0.917 to 0.930.
	Refractive index ( 2.2.6 ): 1.477 to 1.484.
	Acid value ( 2.5.1 ): maximum 2.0.
	Anisidine value ( 2.5.36 ): maximum 30.0.
	Iodine value ( 2.5.4, Method € B ): 150 to 180.
	Peroxide value ( 2.5.5, Method € B ): maximum 10.0.
	Unsaponifiable matter ( 2.5.7 ): maximum 1.5 €per cent, determin
	Stearin . 10 €ml remains clear after cooling in iced water for 3
	Composition of fatty acids . Gas chromatography ( 2.2.28 ). 

	ASSAY
	Vitamin € A . Carry out the test as rapidly as possible, avoidin
	Method a
	Method b

	Vitamin € D 3 . Liquid chromatography ( 2.2.29 ). Carry out the 
	Purification
	Determination

	STORAGE
	LABELLING

	Cod-liver oil (type € B)
	Iecoris aselli oleum B
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Colour: not more intensely coloured than a reference solution pr
	Relative density ( 2.2.5 ): 0.917 to 0.930.
	Refractive index ( 2.2.6 ): 1.477 to 1.484.
	Acid value ( 2.5.1 ): maximum 2.0.
	Iodine value ( 2.5.4, Method € B ): 150 to 180.
	Peroxide value ( 2.5.5, Method € B ): maximum 10.0.
	Unsaponifiable matter ( 2.5.7 ): maximum 1.5 €per cent, determin
	Stearin . 10 €ml remains clear after cooling in iced water for 3
	Composition of fatty acids . Gas chromatography ( 2.2.28 ). 

	ASSAY
	Vitamin € A . Carry out the test as rapidly as possible, avoidin
	Method a
	METHOD b

	Vitamin € D 3 . Liquid chromatography ( 2.2.29 ). Carry out the 
	Purification
	Determination

	STORAGE
	LABELLING

	Cola
	Colae semen
	DEFINITION
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 9.0 €per cent .

	ASSAY

	Colchicine
	Colchicinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.10 €g in water €R and dilute to 20 €ml
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of b
	Specific optical rotation ( 2.2.7 ): − 235 to − 250 (anhydrous s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Colchiceine: maximum 0.2 €per cent . 
	Chloroform ( 2.4.24 ): maximum 500 €ppm .
	Ethyl acetate ( 2.4.24 ): maximum 6.0 €per cent € m/m .
	Water ( 2.5.12 ): maximum 2.0 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 0

	ASSAY
	STORAGE
	IMPURITIES

	Colestyramine
	Colestyraminum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 4.0 to 6.0.
	Dialysable quaternary amines: maximum 500 €ppm, expressed as ben
	Impurity € A . Liquid chromatography ( 2.2.29 ).
	Chloride: 13.0 €per cent to 17.0 €per cent (dried substance).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 12 €per cent, determined on 1
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	Exchange capacity . Liquid chromatography ( 2.2.29 ).

	STORAGE
	IMPURITIES

	Colistimethate sodium
	Colistimethatum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ).
	pH ( 2.2.3 ): 6.5 to 8.5.
	Specific optical rotation ( 2.2.7 ): − 46 to − 51 (dried substan
	Free colistin . Dissolve 80 €mg in 3 €ml of water €R . Add 0.1 €
	Total sulphite . Work in a fume cupboard . Dissolve 0.100 €g in 
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): 16 €per cent to 21 €per cent, determin
	Pyrogens ( 2.6.8 ). If intended for use in the manufacture of pa

	ASSAY
	STORAGE

	Colistin sulphate
	Colistini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 4.0 to 6.0. 
	Specific optical rotation ( 2.2.7 ): − 63 to − 73 (dried substan
	Related substances . Liquid chromatography ( 2.2.29 ): use the n
	Sulphate: 16.0 €per cent to 18.0 €per cent (dried substance). 
	Loss on drying ( 2.2.32 ): maximum 3.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 1.0 €per cent, determined on 1

	ASSAY
	STORAGE

	Colophony
	Colophonium
	DEFINITION
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): 145 to 180, determined on 1.0 €g .
	Total ash ( 2.4.16 ): maximum 0.2 €per cent .

	STORAGE

	Copovidone
	Copovidonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10 €g in water €R and dilute to 100 €ml 
	Appearance of solution . Solution € S is not more opalescent tha
	Aldehydes: maximum 500 €ppm, expressed as acetaldehyde.
	Peroxides: maximum 400 €ppm, expressed as H 2 O 2 .
	Hydrazine . Thin-layer chromatography ( 2.2.27 ). Use freshly pr
	Monomers: maximum 0.1 €per cent .
	Impurity € A . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
	Viscosity, expressed as K -value . Dilute 5.0 €ml of solution€S 

	ASSAY
	Ethenyl acetate . Determine the saponification value ( 2.5.6 ) o
	Nitrogen . Carry out the determination of nitrogen ( 2.5.9 ) usi

	STORAGE
	LABELLING
	IMPURITIES

	Copper sulphate, anhydrous
	Cupri sulfas anhydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.6 €g in water €R and dilute to 50 €ml 
	Appearance of solution . Solution € S is clear ( 2.2.1 ).
	Chlorides ( 2.4.4 ): maximum 150 €ppm . 
	Iron: maximum 1.50 € × € 10 2 €ppm .
	Lead: maximum 80.0 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE

	Copper sulphate pentahydrate
	Cupri sulfas pentahydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5 €g in water €R and dilute to 100 €ml w
	Appearance of solution . Solution € S is clear ( 2.2.1 ).
	Chlorides ( 2.4.4 ): maximum 100 €ppm . 
	Iron: maximum 1.00 € × € 10 2 €ppm . 
	Lead: maximum 50.0 €ppm . 
	Loss on drying ( 2.2.32 ): 35.0 €per cent to 36.5 €per cent, det

	ASSAY

	Coriander
	Coriandri fructus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ). It complies with the test. None of the
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 8.0 €per cent .

	ASSAY

	Coriander oil
	Coriandri aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.860 to 0.880.
	Refractive index ( 2.2.6 ): 1.462 to 1.470.
	Optical rotation ( 2.2.7 ): +€ 7 ° to +€ 13 ° .
	Acid value ( 2.5.1 ): maximum 3.0, determined on 5.00 €g of the 
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the
	Chiral purity . Gas chromatography ( 2.2.28 ).

	STORAGE

	Cortisone acetate
	Cortisoni acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 211 to +€ 220 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Cotton, absorbent
	Lanugo gossypii absorbens
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Place 15.0 €g in a suitable vessel, add 150 €ml o
	Acidity or alkalinity . To 25 €ml of solution€S add 0.1 €ml of p
	Foreign fibres . Examined under a microscope, it is seen to cons
	Fluorescence . Examine a layer about 5 €mm in thickness under ul
	Neps . Spread about 1 €g evenly between 2 colourless transparent
	Absorbency
	Ether-soluble substances . Not more than 0.50 €per cent . In an 
	Extractable colouring matter . In a narrow percolator, slowly ex
	Surface-active substances . Introduce the 10 €ml portion of solu
	Water-soluble substances . Not more than 0.50 €per cent . Boil 5
	Loss on drying ( 2.2.32 ). Not more than 8.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.40 €per cent . Introdu

	STORAGE

	Cottonseed oil, hydrogenated 
	Gossypii oleum hydrogenatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Melting point ( 2.2.14 ): 57 €°C to 70 €°C .
	Acid value ( 2.5.1 ). Not more than 0.5, determined on 10.0 €g .
	Peroxide value ( 2.5.5 ). Not more than 5.0.
	Unsaponifiable matter ( 2.5.7 ). Not more than 1.0 €per cent, de
	Alkaline impurities . Dissolve by gentle heating 2.0 €g of the s
	Composition of fatty acids ( 2.4.22, Method € A ).
	Nickel . Not more than 1.0 €ppm of Ni, determined by atomic abso

	STORAGE

	Couch grass rhizome
	Graminis rhizoma
	DEFINITION
	IDENTIFICATION
	TESTS
	Cynodon dactylon, Imperata cylindrica . Examine under a microsco
	Foreign matter ( 2.8.2 ): maximum 15 €per cent of greyish-black 
	Water-soluble extractive: minimum 25 €per cent .
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 5.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 1.5 €per c


	Cresol, crude
	Cresolum crudum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 2.5 €g of the substance to be examined add 50 
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of m
	Relative density ( 2.2.5 ): 1.029 to 1.044.
	Distillation range ( 2.2.11 ): a maximum of 2.0 €per cent € V/V 
	Sulphur compounds . Place 20 €ml in a small conical flask. Over 
	Residue on evaporation: maximum 0.1 €per cent .

	STORAGE

	Croscarmellose sodium
	Carmellosum natricum conexum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.0 to 7.0 for the suspension. 
	Sodium chloride and sodium glycollate: maximum 0.5 €per cent (dr
	Water-soluble substances: maximum 10.0 €per cent .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): 14.0 €per cent to 28.0 €per cent (drie
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	FUNCTIONALITY-RELATED CHARACTERISTICS
	Settling €volume . Place 75 €ml of water €R in a 100 €ml graduat
	Degree of substitution: 0.60 to 0.85 (dried substance). 
	Particle size distribution ( 2.9.31 or 2.9.38 ).
	Hausner ratio ( 2.9.36 ).


	Crospovidone
	Crospovidonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Peroxides . Type A: maximum 400 €ppm expressed as H 2 O 2; type 
	Water-soluble substances: maximum 1.0 €per cent . 
	Impurity € A . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Crotamiton
	Crotamitonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 1.006 to 1.011. 
	Refractive index ( 2.2.6 ): 1.540 to 1.542.
	Free amines: maximum 500 €ppm, expressed as ethylaminotoluene. 
	Chlorides: maximum 100 €ppm . 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Cyanocobalamin
	Cyanocobalaminum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on

	ASSAY
	STORAGE

	Cyclizine hydrochloride
	Cyclizini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ). Dissolve 0.5 €g in a mixture of 40 €volumes of alc
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Cyclopentolate hydrochloride
	Cyclopentolati hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ). Dissolve 0.2 €g in carbon dioxide-free water €R an
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Cyclophosphamide
	Cyclophosphamidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). The pH of solution€S is 4.0 to 6.0, determined imm
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ). Dissolve 0.15 €g in water €R and dilute to 
	Phosphates ( 2.4.11 ). Dissolve 0.10 €g in water €R and dilute t
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Water ( 2.5.12 ): 6.0 €per cent to 7.0 €per cent, determined on 

	ASSAY

	Cyproheptadine hydrochloride
	Cyproheptadini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity . Dissolve 0.10 €g in water €R and dilute to 25 €ml with
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Water ( 2.5.12 ): 7.0 €per cent to 9.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Cyproterone acetate
	Cyproteroni acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 152 to +€ 157 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Cysteine hydrochloride monohydrate
	Cysteini hydrochloridum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in distilled water €R and dilute 
	Appearance of solution . Dilute 10 €ml of solution€S to 20 €ml w
	Specific optical rotation ( 2.2.7 ). Dissolve 2.00 €g in hydroch
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Sulphates ( 2.4.13 ). Dilute 10 €ml of solution€S to 15 €ml with
	Ammonium ( 2.4.1 ). 50 €mg complies with limit test € B for ammo
	Iron ( 2.4.9 ). In a separating funnel, dissolve 0.50 €g in 10 €
	Heavy metals ( 2.4.8 ). Dissolve 2.0 €g in water €R . Adjust to 
	Loss on drying ( 2.2.32 ): 8.0 €per cent to 12.0 €per cent, dete
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Cystine
	Cystinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in dilute hydrochloric 
	Specific optical rotation ( 2.2.7 ). Dissolve 0.50 €g in 1 €M hy
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Chlorides ( 2.4.4 ). Dissolve 0.25 €g in 5 €ml of dilute nitric 
	Sulphates ( 2.4.13 ). Dissolve 0.5 €g in 5 €ml of dilute hydroch
	Ammonium ( 2.4.1 ). 0.10 €g complies with limit test € B for amm
	Iron ( 2.4.9 ). In a separating funnel, dissolve 1.0 €g in 10 €m
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Cytarabine
	Cytarabinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in water €R and dilute 
	Specific optical rotation ( 2.2.7 ). Dissolve 0.250 €g in water 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.5 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES
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	Dacarbazine
	Dacarbazinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances
	Impurity € D . Head-space gas chromatography ( 2.2.28 ).
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Dalteparin sodium
	Dalteparinum natricum
	DEFINITION
	PRODUCTION
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1 €g in 10 €ml of water €R . T
	Nitrite . Not more than 5 €ppm . Examine by liquid chromatograph
	Boron . Not more than 1 €ppm, determined by inductively coupled 
	Loss on drying ( 2.2.32 ). Not more than 5.0 €per cent, determin


	Danaparoid sodium
	Danaparoidum natricum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.5 to 7.0.
	Anti-factor IIa activity: maximum 0.5 € units per milligram (dri
	Chondroitin sulphate and dermatan sulphate . Chondroitin sulphat
	Molecular mass distribution . Size-exclusion chromatography ( 2.
	Nitrogen ( 2.5.9 ): 2.4 €per cent to 3.0 €per cent (dried substa
	Nucleic acids: maximum 0.5 €per cent (dried substance).
	Total protein ( 2.5.33, Method € 2 ): maximum 0.5 €per cent .
	Sodium: 9.0 €per cent to 11.0 €per cent (dried substance).
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14 ): less than 0.02 €IU per € unit o

	ASSAY
	STORAGE
	LABELLING

	Dapsone
	Dapsonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 1.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Daunorubicin hydrochloride
	Daunorubicini hydrochloridum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 4.5 to 6.5.
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Butanol ( 2.4.24, System B ): maximum 1.0 €per cent .
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 0.100 €g 
	Bacterial endotoxins ( 2.6.14 ): less than 4.3 €IU /mg, if inten

	ASSAY
	STORAGE
	IMPURITIES

	Decyl oleate
	Decylis oleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.860 to 0.870.
	Acid value ( 2.5.1 ): maximum 1.0, determined on 10.0 €g .
	Iodine value ( 2.5.4, Method € A ): 55 to 70.
	Peroxide value ( 2.5.5, Method € A ): maximum 10.0.
	Saponification value ( 2.5.6 ): 130 to 140, determined on 2.0 €g
	Oleic acid ( 2.4.22, Method € A ): minimum 60.0 €per cent in the
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.00 €g .
	Total ash ( 2.4.16 ): maximum 0.1 €per cent, determined on 2.0 €

	STORAGE

	Deferoxamine mesilate
	Deferoxamini mesilas
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.7 to € 5.5 for freshly prepared solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Chlorides ( 2.4.4 ): maximum 330 €ppm . 
	Sulphates ( 2.4.13 ): maximum 400 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 2.0 €per cent, determined on 1.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 0.025 €IU /mg, if int

	ASSAY
	STORAGE
	IMPURITIES

	Dembrexine hydrochloride monohydrate for € veterinary € use
	Dembrexini hydrochloridum monohydricum ad usum veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Water ( 2.5.12 ): 3.5 €per cent to 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Demeclocycline hydrochloride
	Demeclocyclini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 2.0 to 3.0. 
	Specific optical rotation ( 2.2.7 ): − 248 to − 263 (anhydrous s
	Specific absorbance ( 2.2.25 ): 340 to 370 determined at the max
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 50 €ppm . 
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 1.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Deptropine citrate
	Deptropini citras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ). Suspend 0.25 €g in carbon dioxide-free water €R, d
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 2.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Dequalinium chloride
	Dequalinii chloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.2 €g in 90 €ml of carbon dioxide-free 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 5 €ml of solution€S add 0.1 €ml of br
	Related substances . Examine by liquid chromatography ( 2.2.29 )
	Readily carbonisable substances . Dissolve 20 €mg in 2 €ml of su
	Loss on drying ( 2.2.32 ). Not more than 7.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES
	01/2008: 0481

	Desipramine hydrochloride
	Desipramini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.25 €g in carbon dioxide-free water €R,
	Appearance of solution . Solution € S, examined immediately afte
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of m
	Related substances . Carry out the test protected from bright li
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Deslanoside
	Deslanosidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.20 €g in a mixture of equal €volumes o
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Specific optical rotation ( 2.2.7 ). Dissolve 0.200 €g in anhydr
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 5.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Desmopressin
	Desmopressinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): − 72 to − 82 (anhydrous and
	Related substances . Liquid chromatography ( 2.2.29 ): use the n
	Acetic acid ( 2.5.34 ): 3.0 €per cent to 8.0 €per cent .
	Water ( 2.5.32 ): maximum 6.0 €per cent, determined on 20.0 €mg 
	Bacterial endotoxins ( 2.6.14 ): less than 500 €IU /mg, if inten

	ASSAY
	STORAGE
	LABELLING

	Desogestrel
	Desogestrelum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 53 to +€ 57 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Desoxycortone acetate
	Desoxycortoni acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 171 to +€ 179 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE

	Detomidine hydrochloride for € veterinary use
	Detomidini hydrochloridum ad € usum € veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Devil's claw dry extract
	Harpagophyti extractum siccum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	ASSAY

	Devil's claw root
	Harpagophyti radix
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Starch . Examine the powdered drug (355) ( 2.9.12 ) under a micr
	Loss on drying ( 2.2.32 ). Not more than 12.0 €per cent, determi
	Total ash ( 2.4.16 ). Not more than 10.0 €per cent .

	ASSAY

	Dexamethasone
	Dexamethasonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 75 to +€ 80 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE

	Dexamethasone acetate
	Dexamethasoni acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 84 to +€ 90 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE

	Dexamethasone isonicotinate
	Dexamethasoni isonicotinas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 142 to +€ 146 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare s
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	IMPURITIES

	Dexamethasone sodium phosphate
	Dexamethasoni natrii phosphas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 7.5 to 9.5.
	Specific optical rotation ( 2.2.7 ): +€ 75 to +€ 83 (anhydrous s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Inorganic phosphates: maximum 1 €per cent .
	Ethanol . Gas chromatography ( 2.2.28 ).
	Ethanol and water: maximum 13.0 €per cent € m/m for the sum of t

	ASSAY
	STORAGE
	IMPURITIES

	Dexchlorpheniramine maleate
	Dexchlorpheniramini maleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in water €R and dilute to 20.0 €m
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.5 to 5.5.
	Specific optical rotation ( 2.2.7 ): +€ 22 to +€ 23 (dried subst
	Related substances . Gas chromatography ( 2.2.28 ).
	Enantiomeric purity . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Dexpanthenol
	Dexpanthenolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.500 €g in carbon dioxide-free water €R
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). The pH of solution€S is not greater than 10.5.
	Specific optical rotation ( 2.2.7 ). The specific optical rotati
	3-Aminopropanol . Examine by thin-layer chromatography ( 2.2.27 
	Heavy metals ( 2.4.8 ). 12 €ml of solution€S complies with limit
	Water ( 2.5.12 ). Not more than 1.0 €per cent, determined on 1.0
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Dextran € 1 for injection
	Dextranum 1 ad iniectabile 
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 7.5 €g in carbon dioxide-free water €R, 
	Absorbance ( 2.2.25 ): maximum 0.12, determined at 375 €nm on so
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of p
	Nitrogen-containing substances: maximum 110 €ppm of N. 
	Sodium chloride: maximum 1.5 €per cent . 
	Molecular-mass distribution . Size-exclusion chromatography ( 2.
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14 ): less than 25 €IU /g.
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 


	Dextran € 40 for injection
	Dextranum 40 ad iniectabile
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in distilled water €R, heating on
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of p
	Nitrogen-containing substances: maximum 110 €ppm N. 
	Residual solvents . Gas chromatography ( 2.2.28 ).
	Molecular-mass distribution ( 2.2.39 ). The average molecular ma
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 7.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.3 €per cent, determined on 0
	Bacterial endotoxins ( 2.6.14 ): less than 10 €IU /g.
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 


	Dextran € 60 for injection
	Dextranum 60 ad iniectabile
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in distilled water €R, heating on
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of p
	Nitrogen-containing substances: maximum 110 €ppm of N. 
	Residual solvents . Gas chromatography ( 2.2.28 ).
	Molecular-mass distribution ( 2.2.39 ). The average molecular ma
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 7.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.3 €per cent, determined on 0
	Bacterial endotoxins ( 2.6.14 ): less than 16 €IU /g.
	Microbial contamination . Total viable count ( 2.6.12 ) not more


	Dextran € 70 for injection
	Dextranum 70 ad iniectabile
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in distilled water €R, heating on
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of p
	Nitrogen-containing substances: maximum 110 €ppm of N. 
	Residual solvents . Gas chromatography ( 2.2.28 ).
	Molecular-mass distribution ( 2.2.39 ). The average molecular ma
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 7.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.3 €per cent, determined on 0
	Bacterial endotoxins ( 2.6.14 ): less than 16 €IU /g.
	Microbial contamination . Total viable count ( 2.6.12 ) not more


	Dextranomer
	Dextranomerum
	DEFINITION
	CHARACTERS
	PRODUCTION
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.3 to 7.5.
	Boron: maximum 30 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 30 €ppm .
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent .
	Sulphated ash ( 2.4.14 ): maximum 0.4 €per cent, determined on 1
	Microbial contamination . Total aerobic microbial count (TAMC) (


	Dextrin
	Dextrinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 2.0 to 8.0. 
	Chlorides: maximum 0.2 €per cent . 
	Reducing sugars: maximum 10 €per cent, calculated as glucose C 6
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 13.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1


	Dextromethorphan hydrobromide
	Dextromethorphani hydrobromidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in alcohol €R and dilute to 20 €m
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . Dissolve 0.4 €g in carbon dioxide-free w
	Specific optical rotation ( 2.2.7 ). +€ 28 to +€ 30 ( anhydrous 
	Related substances . Liquid chromatography ( 2.2.29 ). 
	N,N -Dimethylaniline: maximum 10 €ppm . 
	Water ( 2.5.12 ): 4.0 €per cent to 5.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Dextromoramide tartrate
	Dextromoramidi tartras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ). Dissolve 0.2 €g in carbon dioxide-free water €R an
	Specific optical rotation ( 2.2.7 ). Dissolve 0.50 €g in 0.1 €M 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Dextropropoxyphene hydrochloride
	Dextropropoxypheni hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . Dilute 10 €ml of solution € S to 25 €ml 
	Specific optical rotation ( 2.2.7 ). Dissolve 0.100 €g in water 
	Related substances . Examine by liquid chromatography ( 2.2.29 )
	Heavy metals ( 2.4.8 ). 12 €ml of solution€S complies with limit
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Diazepam
	Diazepamum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Diazoxide
	Diazoxidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.4 €g in 2 €ml of 1 €M sodium
	Acidity or alkalinity . To 0.5 €g of the powdered substance to b
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Dibrompropamidine diisetionate
	Dibrompropamidini diisetionas
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.0 to 6.0.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 2.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Dibutyl phthalate
	Dibutylis phthalas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Acidity . Dissolve 20.0 €g in 50 €ml of ethanol (96 €per cent ) 
	Related substances . Gas chromatography ( 2.2.28 ).
	Water ( 2.5.12 ): maximum 0.2 €per cent, determined on 10.00 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Diclazuril for veterinary use
	Diclazurilum ad usum veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Diclofenac potassium
	Diclofenacum kalicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and its
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Diclofenac sodium
	Diclofenacum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and its
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Dicloxacillin sodium
	Dicloxacillinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and its
	pH ( 2.2.3 ): 5.0 to 7.0 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 128 to +€ 143 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	N,N -Dimethylaniline ( 2.4.26, Method € B ): maximum 20 €ppm .
	2-Ethylhexanoic acid ( 2.4.28 ): maximum 0.8 €per cent € m/m .
	Water ( 2.5.12 ): 3.0 €per cent to 4.5 €per cent, determined on 
	Pyrogens ( 2.6.8 ). If intended for use in the manufacture of pa

	ASSAY
	STORAGE
	IMPURITIES

	Dicycloverine hydrochloride
	Dicycloverini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ). Dissolve 0.5 €g in water €R and dilute to 50 €ml w
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	IMPURITIES

	Didanosine
	Didanosinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 2.0 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Dienestrol
	Dienestrolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Melting range . Determined by the capillary method ( 2.2.14 ), t
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Diethyl phthalate
	Diethylis phthalas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Acidity . Dissolve 20.0 €g in 50 €ml of ethanol (96 €per cent ) 
	Related substances . Gas chromatography ( 2.2.28 ).
	Water ( 2.5.12 ): maximum 0.2 €per cent, determined on 5.0 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Diethylcarbamazine citrate
	Diethylcarbamazini citras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Shake 2.5 €g with water €R until dissolved and di
	Appearance of solution . Solution € S is not more opalescent tha
	Impurities A and B . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Diethylene glycol monoethyl ether
	Diethylenglycoli aether monoethilicus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 0.1.
	Peroxide value ( 2.5.5 ): maximum 8.0, determined on 2.00 €g .
	Related substances. Gas chromatography ( 2.2.28 ).
	Ethylene oxide . Head-space gas chromatography ( 2.2.28 ).
	Water ( 2.5.12 ): maximum 0.1 €per cent, determined on 10.0 €g .

	STORAGE
	LABELLING

	Diethylene glycol palmitostearate
	Diethylenglycoli palmitostearas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Melting point ( 2.2.15 ): 43 €°C to 50 €°C . 
	Acid value ( 2.5.1 ): maximum 4.0. 
	Iodine value ( 2.5.4, Method € A ): maximum 3.0. 
	Saponification value ( 2.5.6 ): 155 to 180, determined on 2.0 €g
	Composition of fatty acids ( 2.4.22, Method € A ). Use the mixtu
	Free diethylene glycol: maximum 2.5 €per cent, determined as des
	Total ash ( 2.4.16 ): maximum 0.1 €per cent . 

	ASSAY
	STORAGE

	Diethylstilbestrol
	Diethylstilbestrolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	4,4′-Dihydroxystilbene and related ethers . Dissolve 0.100  g in
	Mono- and dimethyl ethers . Examine by thin-layer chromatography
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Diflunisal
	Diflunisalum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.3 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Digitalis leaf
	Digitalis purpureae folium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ). There are no leaves with few or no tri
	Loss on drying ( 2.2.32 ): maximum 6.0 €per cent, determined on 
	Total ash ( 2.4.16 ): maximum 12.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 5.0 €per c

	ASSAY
	STORAGE

	Digitoxin
	Digitoxinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 50 €mg in a mixture of equal €
	Specific optical rotation ( 2.2.7 ). Dissolve 0.25 €g in chlorof
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 1.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Digoxin
	Digoxinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Specific optical rotation ( 2.2.7 ): +€ 13.9 to +€ 15.9 (dried s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on t

	ASSAY
	STORAGE
	IMPURITIES

	Dihydralazine sulphate, hydrated
	Dihydralazini sulfas hydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Impurity € B . Liquid chromatography ( 2.2.29 ). Prepare the sol
	Iron ( 2.4.9 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): 13.0 €per cent to 15.0 €per cent, det
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Dihydrocodeine hydrogen tartrate
	Dihydrocodeini hydrogenotartras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.2 to 4.2 for solution€S .
	Specific optical rotation ( 2.2.7 ): − 70.5 to − 73.5 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 0.7 €per cent, determined on 1.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Dihydroergocristine mesilate
	Dihydroergocristini mesilas
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.0 to 5.0.
	Specific optical rotation ( 2.2.7 ): − 37 to − 43 (dried substan
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Loss on drying ( 2.2.32 ): maximum 3.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Dihydroergotamine mesilate
	Dihydroergotamini mesilas
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.4 to 5.4.
	Specific optical rotation ( 2.2.7 ): − 42 to − 47 (dried substan
	Related substances . Thin-layer chromatography ( 2.2.27 ). Prepa
	Loss on drying ( 2.2.32 ): maximum 4.0 €per cent, determined on 

	ASSAY
	STORAGE

	Dihydroergotamine tartrate
	Dihydroergotamini tartras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.0 to 5.5 for the clear supernatant.
	Specific optical rotation ( 2.2.7 ): − 52 to − 57 (dried substan
	Related substances . Thin-layer chromatography ( 2.2.27 ). Prepa
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 

	ASSAY
	STORAGE

	Dihydrostreptomycin sulphate for veterinary use
	Dihydrostreptomycini sulfas ad € usum € veterinarium
	DEFINITION
	PRODUCTION
	Abnormal toxicity ( 2.6.9 ). Inject into each mouse 1 €mg dissol

	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is not more intensely colo
	pH ( 2.2.3 ): 5.0 to 7.0 for solution€S .
	Specific optical rotation ( 2.2.7 ): − 83.0 to − 91.0 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 1.0 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 0.50 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Dihydrotachysterol
	Dihydrotachysterolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 99 to +€ 103 .
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Water ( 2.5.32 ): maximum 0.1 €per cent, determined on 40.0 €mg 

	ASSAY
	STORAGE
	IMPURITIES

	Diltiazem hydrochloride
	Diltiazemi hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.00 €g in carbon-dioxide free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 4.3 to 5.3.
	Specific optical rotation ( 2.2.7 ): +€ 115 to +€ 120 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Dimenhydrinate
	Dimenhydrinatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in alcohol €R and dilut
	pH ( 2.2.3 ). To 0.4 €g add 20 €ml of carbon dioxide-free water 
	Theophylline and substances related to diphenhydramine . Examine
	Heavy metals ( 2.4.8 ). Dissolve 2.5 €g in a mixture of 15 €volu
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.2 €per cent, determine

	ASSAY
	Diphenhydramine . Dissolve 0.200 €g in 60 €ml of anhydrous aceti
	8-Chlorotheophylline . To 0.800 €g add 50 €ml of water €R, 3 €ml


	Dimercaprol
	Dimercaprolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . It is clear ( 2.2.1 ) and not more intensely colour
	Acidity or alkalinity . Dissolve 0.2 €g in carbon dioxide-free w
	Refractive index ( 2.2.6 ): 1.568 to 1.574.
	Halides . To 2.0 €g add 25 €ml of alcoholic potassium hydroxide 

	ASSAY
	STORAGE

	Dimethyl sulfoxide
	Dimethylis sulfoxidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity . Dissolve 50.0 €g in 100 €ml of carbon dioxide-free wat
	Relative density ( 2.2.5 ): 1.100 to 1.104.
	Refractive index ( 2.2.6 ): 1.478 to 1.479.
	Freezing point ( 2.2.18 ): minimum 18.3 €°C .
	Absorbance ( 2.2.25 ). Purge with nitrogen €R for 15 €min . The 
	Related substances . Gas chromatography ( 2.2.28 ).
	Water ( 2.5.12 ): maximum 0.2 €per cent, determined on 10.0 €g .

	STORAGE

	Dimethylacetamide
	Dimethylacetamidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Acidity . Dilute 50 €ml with 50 €ml of water €R previously adjus
	Alkalinity . To 50 €ml add 50 €ml of water €R previously adjuste
	Related substances . Gas chromatography ( 2.2.28 ): use the norm
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Non-volatile matter: maximum 20 €ppm .
	Water ( 2.5.32 ): maximum 0.1 €per cent, determined on 0.100 €g 

	STORAGE
	IMPURITIES

	Dimeticone
	Dimeticonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity . To 2.0 €g add 25 €ml of a mixture of equal €volumes of
	Viscosity ( 2.2.9 ): 90 €per cent to 110 €per cent of the nomina
	Mineral oils . Place 2 €g in a test-tube and examine in ultravio
	Phenylated compounds . Dissolve 5.0 €g with shaking in 10 €ml of
	Heavy metals: maximum 5 €ppm .
	Volatile matter: maximum 0.3 €per cent, for dimeticones with a n

	LABELLING

	Dimetindene maleate
	Dimetindeni maleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.20 €g in methanol €R and dilute to 20.
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Gas chromatography ( 2.2.28 ).
	Loss on drying ( 2.2.32 ): maximum 0.1 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Dinoprost trometamol
	Dinoprostum trometamolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 0.500 €g 

	ASSAY
	IMPURITIES

	Dinoprostone
	Dinoprostonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 0.50 €g .

	ASSAY
	STORAGE
	IMPURITIES
	01/2008: 1611

	Diosmin
	Diosminum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Iodine: maximum 0.1 €per cent .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 6.0 €per cent, determined on 0.300 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Diphenhydramine hydrochloride
	Diphenhydramini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S and a fivefold dilution of
	Acidity or alkalinity . To 10 €ml of solution€S add 0.15 €ml of 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Diphenoxylate hydrochloride
	Diphenoxylati hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in methylene chloride €
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Dipivefrine hydrochloride
	Dipivefrini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurities A and B . Liquid chromatography ( 2.2.29 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Dipotassium clorazepate
	Dikalii clorazepas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Thin-layer chromatography ( 2.2.27 ). Prepa
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Dipotassium phosphate
	Dikalii phosphas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in distilled water €R and dilute 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Reducing substances . To 5 €ml of solution€S add 5 €ml of dilute
	Monopotassium phosphate: maximum 2.5 €per cent .
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 0.1 €per cent .
	Arsenic ( 2.4.2, Method € A ): maximum 2 €ppm, determined on 5 €
	Iron ( 2.4.9 ): maximum 10 €ppm, determined on solution€S .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Sodium: maximum 0.10 €per cent, if intended for use in the manuf
	Loss on drying ( 2.2.32 ): maximum 2.0 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14 ): less than 1.1 €IU /mg, if inten

	ASSAY
	STORAGE
	LABELLING

	Diprophylline
	Diprophyllinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.25 €ml of 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ). Dilute 2.5 €ml of solution€S to 15 €ml with
	Heavy metals ( 2.4.8 ). 12 €ml of solution€S complies with limit
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Dipyridamole
	Dipyridamolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Dirithromycin
	Dirithromycinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Dirithromycin 15 S -epimer . Liquid chromatography ( 2.2.29 ) as
	Acetonitrile ( 2.4.24, System A ): maximum 0.1 €per cent .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Disodium edetate
	Dinatrii edetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 4.0 to 5.5 for solution€S .
	Impurity € A . Liquid chromatography ( 2.2.29 ). Carry out the t
	Iron ( 2.4.9 ): maximum 80 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .

	ASSAY
	STORAGE
	IMPURITIES

	Disodium phosphate, anhydrous
	Dinatrii phosphas anhydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in distilled water €R and dilute 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Reducing substances . To 10 €ml of solution€S add 5 €ml of dilut
	Monosodium phosphate: maximum 2.5 €per cent .
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 500 €ppm .
	Arsenic ( 2.4.2, Method € A ): maximum 2 €ppm, determined on sol
	Iron ( 2.4.9 ): maximum 20 €ppm, determined on solution€S .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE

	Disodium phosphate dihydrate
	Dinatrii phosphas dihydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in distilled water €R and dilute 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Reducing substances . To 5 €ml of solution€S add 5 €ml of dilute
	Monosodium phosphate: maximum 2.5 €per cent .
	Chlorides ( 2.4.4 ): maximum 400 €ppm .
	Sulphates ( 2.4.13 ): maximum 0.1 €per cent .
	Arsenic ( 2.4.2, Method € A ): maximum 4 €ppm, determined on 5 €
	Iron ( 2.4.9 ): maximum 40 €ppm
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): 19.5 €per cent to 21.0 €per cent, det

	ASSAY

	Disodium phosphate dodecahydrate
	Dinatrii phosphas dodecahydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in distilled water €R and dilute 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Reducing substances . To 5 €ml of solution€S add 5 €ml of dilute
	Monosodium phosphate: maximum 2.5 €per cent .
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 500 €ppm .
	Arsenic ( 2.4.2, Method € A ): maximum 2 €ppm, determined on 5 €
	Iron ( 2.4.9 ): maximum 20 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): 57.0 €per cent to 61.0 €per cent, determined o

	ASSAY

	Disopyramide
	Disopyramidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.2 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Disopyramide phosphate
	Disopyramidi phosphas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ). The pH of solution€S is 4.0 to 5.0.
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin

	ASSAY
	STORAGE
	IMPURITIES

	Disulfiram
	Disulfiramum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Diethyldithiocarbamate . Dissolve 0.20 €g in 10 €ml of peroxide-
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Dithranol
	Dithranolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Dobutamine hydrochloride
	Dobutamini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . Dissolve 0.1 €g in water €R with gentle 
	Optical rotation ( 2.2.7 ): − 0.05 ° to +  0.05 ° .
	Absorbance ( 2.2.25 ): maximum 0.04 at 480 €nm .
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Docusate sodium
	Natrii docusas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Alkalinity . Dissolve 1.0 €g in 100 €ml of a mixture of equal vo
	Related non-ionic substances . Gas chromatography ( 2.2.28 ).
	Chlorides: maximum 350 €ppm .
	Sodium sulphate: maximum 2 €per cent .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 0.250 €g 

	ASSAY
	STORAGE

	Dodecyl gallate
	Dodecylis gallas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurity € A . Thin-layer chromatography ( 2.2.27 ).
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Dog rose
	Rosae pseudo-fructus
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 1 €per cent .
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 7.0 €per cent .

	ASSAY

	Domperidone
	Domperidonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Domperidone maleate
	Domperidoni maleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Dopamine hydrochloride
	Dopamini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Acidity or alkalinity . Dissolve 0.5 €g in carbon dioxide-free w
	Related substances . Liquid chromatography ( 2.2.29 ). Protect t
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Dopexamine dihydrochloride
	Dopexamini dihydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.7 to € 5.7.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Impurity € J . Liquid chromatography ( 2.2.29 ) as described in 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 10 €IU /mg.

	ASSAY
	STORAGE
	IMPURITIES

	Dorzolamide hydrochloride
	Dorzolamidi hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurity € A . Liquid chromatography ( 2.2.29 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Dosulepin hydrochloride
	Dosulepini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.2 to 5.2.
	Impurity € E and related substances . Liquid chromatography ( 2.
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Doxapram hydrochloride
	Doxaprami hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.500 €g in carbon dioxide-free water €R
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 3.5 to 5.0.
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): 3.0 €per cent to 4.5 €per cent, deter
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Doxazosin mesilate
	Doxazosini mesilas
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 1.5 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Doxepin hydrochloride
	Doxepini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Dilute 10 €ml of solution€S to 25 €ml w
	Acidity . To 10 €ml of solution€S add 0.1 €ml of methyl red solu
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Z- Isomer . 13.0 €per cent to 18.5 €per cent of the Z -isomer, d
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € D (20 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Doxorubicin hydrochloride
	Doxorubicini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 4.0 to 5.5.
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Ethanol ( 2.4.24, System B ): maximum 1.0 €per cent .
	Water ( 2.5.12 ): maximum 4.0 €per cent, determined on 0.100 €g 
	Bacterial endotoxins ( 2.6.14 ): less than 2.2 €IU /mg, if inten

	ASSAY
	STORAGE
	IMPURITIES

	Doxycycline hyclate
	Doxycyclini hyclas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 2.0 to 3.0. 
	Specific optical rotation ( 2.2.7 ): − 105 to − 120 (anhydrous s
	Specific absorbance ( 2.2.25 ): 300 to 335, determined at the ab
	Light-absorbing impurities . The absorbance ( 2.2.25 ), determin
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Ethanol . Gas chromatography ( 2.2.28 ).
	Heavy metals ( 2.4.8 ): maximum 50 €ppm . 
	Water ( 2.5.12 ): 1.4 €per cent to 2.8 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.4 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 1.14 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Doxycycline monohydrate
	Doxycyclinum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.0 to 6.5. 
	Specific optical rotation ( 2.2.7 ): − 113 to − 130 (anhydrous s
	Specific absorbance ( 2.2.25 ): 325 to 363 determined at the max
	Light-absorbing impurities . The absorbance ( 2.2.25 ) determine
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 50 €ppm . 
	Water ( 2.5.12 ): 3.6 €per cent to 4.6 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.4 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Doxylamine hydrogen succinate
	Doxylamini hydrogenosuccinas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Optical rotation ( 2.2.7 ): - 0.10 ° to +€ 0.10 ° .
	Related substances . Gas chromatography ( 2.2.28 ).
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 2.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Droperidol
	Droperidolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Dwarf pine oil
	Pini pumilionis aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.857 to 0.868.
	Refractive index ( 2.2.6 ): 1.474 to 1.480.
	Optical rotation ( 2.2.7 ): − 7 ° to − 15 ° .
	Acid value ( 2.5.1 ): maximum 1.0.
	Peroxide value ( 2.5.5 ): maximum 20.
	Fatty oils and resinified oils ( 2.8.7 ). It complies with the t
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the

	STORAGE
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	Ebastine
	Ebastinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Keep the 
	Sulphates ( 2.4.13 ): maximum 100 €ppm .
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Econazole
	Econazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Econazole nitrate
	Econazoli nitras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Edetic acid
	Acidum edeticum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in 20 €ml of dilute sodium hydrox
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Impurity € A . Liquid chromatography ( 2.2.29 ). Carry out the t
	Chlorides ( 2.4.4 ): maximum 200 €ppm . 
	Iron ( 2.4.9 ): maximum 80 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Edrophonium chloride
	Edrophonii chloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 4.0 to 5.0.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 8.3 €IU /mg.

	ASSAY
	STORAGE
	IMPURITIES

	Elder flower
	Sambuci flos
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ). maximum 8 €per cent of fragments of co
	Sambucus ebulus L . Thin-layer chromatography ( 2.2.27 ).
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .

	ASSAY

	Eleutherococcus
	Eleutherococci radix
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 3 €per cent . 
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 8.0 €per cent . 
	ASSAY


	Emedastine difumarate
	Emedastini difumaras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.0 to 4.5.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Emetine hydrochloride heptahydrate
	Emetini hydrochloridum heptahydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.25 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). Dilute 4 €ml of solution€S to 10 €ml with carbon d
	Specific optical rotation ( 2.2.7 ). Dissolve in water €R a quan
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). 15.0 €per cent to 19.0 €per cent, det
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Emetine hydrochloride pentahydrate
	Emetini hydrochloridum pentahydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.25 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). Dilute 4 €ml of solution€S to 10 €ml with carbon d
	Specific optical rotation ( 2.2.7 ). Dissolve in water €R a quan
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). 11.0 €per cent to 15.0 €per cent, det
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Enalapril maleate
	Enalaprili maleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.25 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 2.4 to 2.9 for solution€S .
	Specific optical rotation ( 2.2.7 ): − 48 to − 51 (dried substan
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Enalaprilat dihydrate
	Enalaprilatum dihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Specific optical rotation ( 2.2.7 ): − 53.0 to − 56.0 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ). Use fresh
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): 7.0 €per cent to 11.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 0.1 €IU/mg .

	ASSAY
	STORAGE
	IMPURITIES

	Enilconazole for veterinary use
	Enilconazolum ad usum veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° . 
	Related substances . Gas chromatography ( 2.2.28 ). Prepare the 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Enoxaparin sodium
	Enoxaparinum natricum
	DEFINITION
	PRODUCTION
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 6.2 to 7.7.
	Specific absorbance ( 2.2.25 ): 14.0 to 20.0 (dried substance), 
	Benzyl alcohol . Liquid chromatography ( 2.2.29 ).
	Sodium ( 2.2.23, Method € I ): 11.3 €per cent to 13.5 €per cent 


	Enoxolone
	Enoxolonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): +€ 145 to +€ 154 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ephedrine, anhydrous
	Ephedrinum anhydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.25 €g in water €R and dilute
	Specific optical rotation ( 2.2.7 ). Dissolve 2.25 €g in 15 €ml 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Chlorides . Dissolve 0.17 €g in 10 €ml of water €R . Add 5 €ml o
	Water ( 2.5.12 ). Not more than 0.5 €per cent, determined on 2.0
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Ephedrine hemihydrate
	Ephedrinum hemihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.25 €g in water €R and dilute
	Specific optical rotation ( 2.2.7 ). Dissolve 2.25 €g in 15 €ml 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Chlorides . Dissolve 0.18 €g in 10 €ml of water €R . Add 5 €ml o
	Water ( 2.5.12 ): 4.5 €per cent to 5.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Ephedrine hydrochloride
	Ephedrini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.00 €g in distilled water €R and dilute
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of m
	Specific optical rotation ( 2.2.7 ): − 33.5 to − 35.5 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Sulphates ( 2.4.13 ): maximum 100 €ppm, determined on solution€S
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ephedrine hydrochloride, racemic
	Ephedrini racemici hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.00 €g in distilled water €R and dilute
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of m
	Angle of optical rotation ( 2.2.7 ): +  0.2 ° to − 0.2 °, determ
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Sulphates ( 2.4.13 ). 15 €ml of solution€S complies with the lim
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Epirubicin hydrochloride
	Epirubicini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 4.0 to 5.5.
	Related substances . Liquid chromatography ( 2.2.29 ). Allow the
	Acetone ( 2.4.24 ): maximum 1.5 €per cent .
	Water ( 2.5.12 ): maximum 4.0 €per cent, determined on 0.100 €g 
	Bacterial endotoxins ( 2.6.14 ): less than 1.1 €IU /mg, if inten

	ASSAY
	STORAGE
	IMPURITIES

	Equisetum stem
	Equiseti herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 5 €per cent of stems from othe
	Other Equisetum species and hybrids . Thin-layer chromatography 
	Loss on drying ( 2.2.32 ): maximum 10 €per cent, determined on 1
	Ash insoluble in hydrochloric acid ( 2.8.1 ): minimum 3.0 €per c
	Total ash ( 2.4.16 ): minimum 12.0 €per cent and maximum 27.0 €p

	ASSAY

	Ergocalciferol
	Ergocalciferolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ). Dissolve 0.200 €g rapidly a
	Reducing substances . Dissolve 0.1 €g in aldehyde-free alcohol €
	Ergosterol . Examine by thin-layer chromatography ( 2.2.27 ), us

	ASSAY
	STORAGE
	IMPURITIES

	Ergometrine maleate
	Ergometrini maleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.100 €g, without heating and protected 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). The pH of solution€S is 3.6 to 4.4.
	Specific optical rotation ( 2.2.7 ): +€ 50 to +€ 56, determined 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 2.0 €per cent, determin

	ASSAY
	STORAGE

	Ergotamine tartrate
	Ergotamini tartras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Triturate 30 €mg finely with about 15 €mg of tart
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). Shake 10 €mg, finely powdered, with 4 €ml of carbo
	Specific optical rotation ( 2.2.7 ). Dissolve 0.40 €g in 40 €ml 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 6.0 €per cent, determin

	ASSAY
	STORAGE

	Erythritol
	Erythritolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Conductivity ( 2.2.38 ): maximum 20   µS·cm − 1 . 
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Lead ( 2.4.10 ): maximum 0.5 €ppm .
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.00 €g .
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 
	Bacterial endotoxins ( 2.6.14 ). If intended for use in the manu

	ASSAY
	LABELLING
	IMPURITIES

	Erythromycin
	Erythromycinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): − 71 to − 78 (anhydrous sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Thiocyanate: maximum 0.3 €per cent .
	Water ( 2.5.12 ): maximum 6.5 €per cent, determined on 0.200 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Erythromycin estolate
	Erythromycini estolas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Free erythromycin . Liquid chromatography ( 2.2.29 ). Prepare th
	Dodecyl sulphate: 23.0 €per cent to 25.5 €per cent of C 12 H 26 
	Water ( 2.5.12 ): maximum 4.0 €per cent, determined on 0.300 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 0

	ASSAY
	STORAGE
	IMPURITIES

	Erythromycin ethylsuccinate
	Erythromycini ethylsuccinas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): − 70 to − 82 (anhydrous sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Free erythromycin . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 0.30 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.3 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Erythromycin lactobionate
	Erythromycini lactobionas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 6.5 to 7.5.
	Related substances . Liquid chromatography ( 2.2.29 ). The test 
	Free lactobionic acid: maximum 1.0 €per cent of C 12 H 22 O 12 (
	Water ( 2.5.12 ): maximum 5.0 €per cent, determined on 0.200 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 0.35 €IU /mg of eryth

	ASSAY
	STORAGE
	IMPURITIES

	Erythromycin stearate
	Erythromycini stearas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Free stearic acid: maximum 14.0 €per cent (anhydrous substance) 
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Water ( 2.5.12 ): maximum 4.0 €per cent, determined on 0.300 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Erythropoietin concentrated solution
	Erythropoietini solutio concentrata
	DEFINITION
	PRODUCTION
	Host cell-derived proteins: the limit is approved by the compete
	Host cell- and vector-derived DNA: the limit is approved by the 

	CHARACTERS
	IDENTIFICATION
	TESTS
	Protein ( 2.5.33, Method € I ): 80 €per cent to 120 €per cent of
	Dimers and related substances of higher molecular mass. Size-exc
	Sialic acids: minimum 10 € mol of sialic acids (calculated as N 
	Bacterial endotoxins ( 2.6.14 ): less than 20 €IU in the volume 

	ASSAY
	A. In polycythaemic mice
	B. In normocythaemic mice

	STORAGE
	LABELLING

	Esketamine hydrochloride
	Esketamini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 8.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 3.5 to 4.5.
	Impurity € D . Liquid chromatography ( 2.2.29 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Estradiol benzoate
	Estradioli benzoas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 55.0 to +€ 59.0 (dried s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	IMPURITIES

	Estradiol hemihydrate
	Estradiolum hemihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 76.0 to +€ 83.0 (anhydro
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Water ( 2.5.12 ): 2.9 €per cent to 3.5 €per cent, determined on 
	ASSAY

	IMPURITIES

	Estradiol valerate
	Estradioli valeras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.500 €g in methanol €R and dilute to 20
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Specific optical rotation ( 2.2.7 ): +€ 41 to +€ 47 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES
	01/2008: 1203

	Estriol
	Estriolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 60 to +€ 65 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	IMPURITIES

	Estrogens, conjugated
	Estrogeni coniuncti
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Chromatographic profile . Gas chromatography ( 2.2.28 ).

	ASSAY
	LABELLING
	IMPURITIES AND CONCOMITANTS

	Etacrynic acid
	Acidum etacrynicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Thin-layer chromatography ( 2.2.27 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY

	Etamsylate
	Etamsylatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S, when freshly prepared,is 
	pH ( 2.2.3 ). The pH of solution€S is 4.5 to 5.6.
	Hydroquinone . Examine by thin-layer chromatography ( 2.2.27 ), 
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Iron ( 2.4.9 ). 10 €ml of solution€S complies with the limit tes
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Ethacridine lactate monohydrate
	Ethacridini lactas monohydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in carbon dioxide-free water €R a
	pH ( 2.2.3 ): 5.5 to 7.0 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 50 €ppm .
	Loss on drying ( 2.2.32 ): 4.5 €per cent to 5.5 €per cent, deter
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ethambutol hydrochloride
	Ethambutoli hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ). Dissolve 0.2 €g in 10 €ml of carbon dioxide-free w
	2-Aminobutanol . Examine by thin-layer chromatography ( 2.2.27 )
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Ethanol (96 €per cent )
	Ethanolum (96 per centum)
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . It is clear ( 2.2.1 ) and colourless ( 2.2.2, Metho
	Acidity or alkalinity . To 20 €ml add 20 €ml of carbon dioxide-f
	Relative density ( 2.2.5 ): 0.805 to 0.812.
	Absorbance ( 2.2.25 ): maximum 0.40 at 240 €nm, 0.30 between 250
	Volatile impurities . Gas chromatography ( 2.2.28 ).
	Residue on evaporation: maximum 25 €ppm € m/V .

	STORAGE
	IMPURITIES
	01/2008: 1318

	Ethanol, anhydrous
	Ethanolum anhydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . It is clear ( 2.2.1 ) and colourless ( 2.2.2, Metho
	Acidity or alkalinity . To 20 €ml add 20 €ml of carbon dioxide-f
	Relative density ( 2.2.5 ): 0.790 to 0.793.
	Absorbance ( 2.2.25 ): maximum 0.40 at 240 €nm, 0.30 between 250
	Volatile impurities . Gas chromatography ( 2.2.28 ).
	Residue on evaporation: maximum 25 €ppm € m/V .

	STORAGE
	IMPURITIES

	Ether
	Aether
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity . To 20 €ml of ethanol (96 €per cent ) €R add 0.25 €ml o
	Relative density ( 2.2.5 ): 0.714 to 0.716.
	Distillation range ( 2.2.11 ). Do not distil if the substance to
	Aldehydes . To 10.0 €ml in a ground-glass-stoppered cylinder add
	Peroxides . Place 8 €ml of potassium iodide and starch solution 
	Non-volatile matter: maximum 20 €mg/l . 
	Substances with a foreign odour . Moisten a disc of filter paper
	Water ( 2.5.12 ): maximum 2 €g/l, determined on 20 €ml .

	STORAGE

	Ether, anaesthetic
	Aether anaestheticus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity . To 20 €ml of ethanol (96 €per cent ) €R add 0.25 €ml o
	Relative density ( 2.2.5 ): 0.714 to 0.716.
	Distillation range ( 2.2.11 ). Do not distil if the substance to
	Acetone and aldehydes . To 10.0 €ml in a ground-glass-stoppered 
	Peroxides . Place 8 €ml of potassium iodide and starch solution 
	Non-volatile matter: maximum 20 mg/l. 
	Substances with a foreign odour . Moisten a disc of filter paper
	Water ( 2.5.12 ): maximum 2 €g/l, determined on 20 €ml .

	STORAGE

	Ethinylestradiol
	Ethinylestradiolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): − 27 to − 30 (dried substan
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Ethionamide
	Ethionamidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.5 €g in 10 €ml of methanol €
	Acidity . Dissolve 2.0 €g in 20 €ml of methanol €R, heating to a
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Ethosuximide
	Ethosuximidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in water €R and dilute to 25 €ml 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Cyanide . Liquid chromatography ( 2.2.29 ).
	Related substances . Gas chromatography ( 2.2.28 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ethyl acetate
	Ethylis acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Acidity . To 10 €ml of ethanol (96 €per cent ) €R add 0.1 €ml of
	Relative density ( 2.2.5 ): 0.898 to 0.902.
	Refractive index ( 2.2.6 ): 1.370 to 1.373.
	Reaction with sulphuric acid . Carefully add 2 €ml to 10 €ml of 
	Related substances . Gas chromatography ( 2.2.28 ).
	Residue on evaporation: maximum 30 €ppm .
	Water ( 2.5.12 ): maximum 0.1 €per cent, determined on 10.0 €ml 

	STORAGE
	IMPURITIES

	Ethyl oleate
	Ethylis oleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.866 to 0.874.
	Acid value ( 2.5.1 ): maximum 0.5, determined on 10.0 €g .
	Iodine value ( 2.5.4, Method € A ): 75 to 90.
	Peroxide value ( 2.5.5, Method € A ): maximum 10.0.
	Saponification value ( 2.5.6 ): 177 to 188, determined on 2.0 €g
	Oleic acid ( 2.4.22, Method € A ): minimum 60.0 €per cent in the
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.00 €g .
	Total ash ( 2.4.16 ): maximum 0.1 €per cent, determined on 2.0 €

	STORAGE

	Ethyl parahydroxybenzoate
	Ethylis parahydroxybenzoas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in alcohol €R and dilute to 10 €m
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity . To 2 €ml of solution€S add 3 €ml of alcohol €R, 5 €ml 
	Related substances . Thin-layer chromatography ( 2.2.27 ). 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Ethyl parahydroxybenzoate sodium
	Ethylis parahydroxybenzoas natricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S examined immediately after
	pH ( 2.2.3 ): 9.5 to 10.5.
	Related substances . Thin-layer chromatography ( 2.2.27 ).
	Chlorides ( 2.4.4 ): maximum 350 €ppm .
	Sulphates ( 2.4.13 ): maximum 300 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 5.0 €per cent, determined on 0.500 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Ethylcellulose
	Ethylcellulosum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . To 0.5 €g add 25 €ml of carbon dioxide-f
	Viscosity ( 2.2.9 ): 80.0 €per cent to 120.0 €per cent of that s
	Acetaldehyde: maximum 100 €ppm . 
	Chlorides ( 2.4.4 ): maximum 0.1 €per cent . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 3.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1

	ASSAY
	LABELLING

	Ethylene glycol monopalmitostearate
	Ethylenglycoli monopalmitostearas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Melting point ( 2.2.15 ): 54 €°C to 60 €°C .
	Acid value ( 2.5.1 ): maximum 3.0, determined on 10.0 €g .
	Iodine value ( 2.5.4 ): maximum 3.0.
	Saponification value ( 2.5.6 ): 170 to 195, determined on 2.0 €g
	Composition of fatty acids ( 2.4.22, Method € A ). The fatty aci
	Free ethylene glycol: maximum 5.0 €per cent, determined as presc
	Total ash ( 2.4.16 ): maximum 0.1 €per cent, determined on 1.0 €

	ASSAY
	STORAGE

	Ethylenediamine
	Ethylendiaminum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Mix 10 €g with carbon dioxide-free water €R and d
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Carbonate . A mixture of 4 €ml of solution€S and 6 €ml of calciu
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Ammonia and other bases . Dissolve 1.2 €g in 20 €ml of ethanol (
	Iron ( 2.4.9 ): maximum 10 €ppm, determined on solution€S .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Residue on evaporation: maximum 0.3 €per cent .

	ASSAY
	STORAGE

	Ethylmorphine hydrochloride
	Ethylmorphini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.500 €g in carbon dioxide-free water €R
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 10 €ml of solution€S add 0.05 €ml of 
	Specific optical rotation ( 2.2.7 ): − 102 to − 105 (anhydrous s
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Water ( 2.5.12 ): 8.0 €per cent to 10.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Etidronate disodium
	Dinatrii etidronas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 4.2 € to € 5.2. 
	Impurities A and B . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Water ( 2.5.32 ): maximum 5.0 €per cent . 

	ASSAY
	STORAGE
	IMPURITIES

	Etilefrine hydrochloride
	Etilefrini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . Dilute 4 €ml of solution€S to 10 €ml wit
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Sulphates ( 2.4.13 ): maximum 200 €ppm, determined on 15 €ml of 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY 
	STORAGE
	IMPURITIES

	Etodolac
	Etodolacum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	€
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides: maximum 300 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Etofenamate
	Etofenamatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Impurity € F . Gas chromatography ( 2.2.28 ). 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Etofylline
	Etofyllinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.25 €ml of 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ). Dilute 2.5 €ml of solution€S to 15 €ml with
	Heavy metals ( 2.4.8 ). 12 €ml of solution€S complies with limit
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Etomidate
	Etomidatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.25 €g in anhydrous ethanol €R and dilu
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Specific optical rotation ( 2.2.7 ): +€ 67 to +€ 70 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Etoposide
	Etoposidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): − 106 to − 114 (anhydrous s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Water ( 2.5.12 ): maximum 6.0 €per cent, determined on 0.250 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Eucalyptus leaf
	Eucalypti folium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 3 €per cent of dark and brown 
	Water ( 2.2.13 ): maximum 100 €ml /kg, determined on 20.0 €g of 
	Total ash ( 2.4.16 ): maximum 6.0 €per cent .

	ASSAY

	Eucalyptus oil
	Eucalypti aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.906 to 0.927.
	Refractive index ( 2.2.6 ): 1.458 to 1.470.
	Optical rotation ( 2.2.7 ): 0 ° to +€ 10 ° .
	Solubility in alcohol ( 2.8.10 ). It is soluble in 5 €volumes of
	Aldehydes . Place 10 €ml in a glass-stoppered tube 25 €mm in dia
	Chromatographic profile . Examine by gas chromatography ( 2.2.28

	STORAGE

	Eugenol
	Eugenolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 1.066 to 1.070.
	Refractive index ( 2.2.6 ): 1.540 to 1.542.
	Dimeric and oligomeric compounds . Dissolve 0.150 €g in anhydrou
	Related substances . Gas chromatography ( 2.2.28 ): use the norm
	Hydrocarbons . Dissolve 1 €ml in 5 €ml of dilute sodium hydroxid
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	STORAGE
	IMPURITIES

	Evening primrose oil, refined
	Oenotherae oleum raffinatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 0.5. If intended for use in the ma
	Peroxide value ( 2.5.5, Method € A ): maximum 10.0. If intended 
	Unsaponifiable matter ( 2.5.7 ): maximum 2.5 €per cent, determin
	Alkaline impurities ( 2.4.19 ). It complies with the test for al
	Composition of fatty acids ( 2.4.22, Method € A ). Use the mixtu
	Brassicasterol ( 2.4.23 ): maximum 0.3 €per cent in the sterol f
	Water ( 2.5.32 ): maximum 0.1 €per cent, if intended for use in 

	STORAGE
	LABELLING
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	Famotidine
	Famotidinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.20 €g in a 50 €g/l solution 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Felbinac
	Felbinacum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Protect t
	Chlorides: maximum 110 €ppm .
	Sulphates: maximum 130 €ppm .
	Loss on drying ( 2.2.32 ) : maximum 0.5 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Felodipine
	Felodipinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.00 €g in methanol €R and dilute to 20.
	Appearance of solution . Solution € S is clear ( 2.2.1 ).
	Absorbance ( 2.2.25 ): maximum € 0.10, determined at 440 €nm on 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Felypressin
	Felypressinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): − 35 to − 29, determined at
	Related substances . Liquid chromatography ( 2.2.29 ); use the n
	Acetic acid ( 2.5.34 ): 9.0 €per cent to 13.0 €per cent . 
	Water ( 2.5.32 ): maximum 7.0 €per cent . 
	Bacterial endotoxins ( 2.6.14 ): less than 100 €IU /mg, if inten

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Febantel for veterinary use
	Febantelum ad usum veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Fenbendazole for veterinary use
	Fenbendazolum ad usum veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.3 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Fenbufen
	Fenbufenum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Fennel, bitter
	Foeniculi amari fructus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Estragole . Gas chromatography ( 2.2.28 ): use the normalisation
	Foreign matter ( 2.8.2 ): maximum 1.5 €per cent of peduncles and
	Water ( 2.2.13 ): maximum 80 €ml /kg, determined on 20.0 €g of t
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .

	ASSAY
	Essential oil . Carry out the determination of essential oils in
	Anethole and fenchone . Gas chromatography ( 2.2.28 ) as describ

	STORAGE

	Fennel, sweet
	Foeniculi dulcis fructus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Estragole and fenchone . Gas chromatography ( 2.2.28 ): use the 
	Foreign matter ( 2.8.2 ): maximum 1.5 €per cent of peduncles and
	Water ( 2.2.13 ): maximum 80 €ml /kg, determined on 20.0 €g of t
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .

	ASSAY
	Essential oil . Carry out the determination of essential oils in
	Anethole . Gas chromatography ( 2.2.28 ) as described in the tes

	STORAGE

	Fenofibrate
	Fenofibratum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 5.0 €g, add 25 €ml of distilled water €R and h
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Acidity . Dissolve 1.0 €g in 50 €ml of ethanol (96 €per cent ) €
	Related substances . Liquid chromatography ( 2.2.29 ).
	Halides expressed as chlorides ( 2.4.4 ): maximum 100 €ppm .
	Sulphates ( 2.4.13 ): maximum 100 €ppm, determined on solution€S
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Fenoterol hydrobromide
	Fenoteroli hydrobromidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.00 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.2 to 5.2 for solution€S .
	€
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Iron ( 2.4.9 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Fentanyl
	Fentanylum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Fentanyl citrate
	Fentanyli citras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Fenticonazole nitrate
	Fenticonazoli nitras
	DEFINITION
	CHARACTERS 
	IDENTIFICATION
	TESTS
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Toluene . Head-space gas chromatography ( 2.2.28 ): use the stan
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Fenugreek
	Trigonellae foenugraeci semen
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): minimum 5.0 €per cent .
	Swelling index ( 2.8.4 ): minimum 6, determined on the powdered 


	Ferric chloride hexahydrate
	Ferri chloridum hexahydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10 €g in distilled water €R and dilute t
	Acidity . In a suitable polyethylene container, dissolve 3.0 €g 
	Free chlorine . Heat 5 €ml of solution€S . The vapour does not t
	Sulphates ( 2.4.13 ): maximum 100 €ppm . 
	Ferrous ions: maximum 50 €ppm .
	Heavy metals ( 2.4.8 ): maximum 50 €ppm . 

	ASSAY
	STORAGE

	Ferrous fumarate
	Ferrosi fumaras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in a mixture of 10 €ml of lead-fr
	Sulphates ( 2.4.13 ): maximum 0.2 €per cent .
	Arsenic ( 2.4.2, Method € A ): maximum 5 €ppm .
	Ferric ion: maximum 2.0 €per cent .
	Cadmium: maximum 10.0 €ppm .
	Chromium: maximum 2.00 € × € 10 2 €ppm .
	Lead: maximum 20.0 €ppm .
	Mercury: maximum 1.0 €ppm .
	Nickel: maximum 2.00 € × € 10 2 €ppm .
	Zinc: maximum 5.00 € × € 10 2 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE

	Ferrous gluconate
	Ferrosi gluconas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R p
	Appearance of solution . The solution is clear ( 2.2.1 ). 
	pH ( 2.2.3 ): 4.0 to 5.5 for solution € S, measured 3-4 €h after
	Sucrose and reducing sugars . Dissolve 0.5 €g in 10 €ml of warm 
	Chlorides ( 2.4.4 ): maximum 0.06 €per cent .
	Oxalates . Dissolve 5.0 €g in a mixture of 10 €ml of dilute sulp
	Sulphates ( 2.4.13 ): maximum 500 €ppm .
	Arsenic ( 2.4.2, Method € A ): maximum 2 €ppm, determined on 0.5
	Barium . Dilute 10 €ml of solution€S to 50 €ml with distilled wa
	Ferric ion: maximum 1.0 €per cent .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): 5.0 €per cent to 10.5 €per cent, dete
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	STORAGE

	Ferrous sulphate, dried
	Ferrosi sulfas desiccatus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.00 €g in a 5 €per cent € V/V solution 
	pH ( 2.2.3 ): 3.0 to 4.0.
	Chlorides ( 2.4.4 ): maximum 300 €ppm .
	Chromium: maximum 1.00 € × € 10 2 €ppm .
	Copper: maximum 50.0 €ppm .
	Ferric ions: maximum 0.50 €per cent .
	Manganese: maximum 0.10 €per cent .
	Nickel: maximum 1.00 € × € 10 2 €ppm .
	Zinc: maximum 1.00 € × € 10 2 €ppm .

	ASSAY
	STORAGE

	Ferrous sulphate heptahydrate
	Ferrosi sulfas heptahydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R, 
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ): 3.0 to 4.0.
	Chlorides ( 2.4.4 ): maximum 300 €ppm .
	Ferric ions: maximum 0.5 €per cent .
	Manganese: maximum 0.1 €per cent . 
	Zinc: maximum 500 €ppm .
	Heavy metals ( 2.4.8 ): maximum 50 €ppm .

	ASSAY
	STORAGE

	Feverfew
	Tanaceti parthenii herba
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 10.0 €per cent of stem with a 
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 12.0 €per cent .

	ASSAY

	Fexofenadine hydrochloride
	Fexofenadini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurity € B . Liquid chromatography ( 2.2.29 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.32 ): maximum 0.5 €per cent .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Fibrin sealant kit
	Fibrini glutinum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 6.5 to 8.0.
	Solubility . Freeze-dried concentrates dissolve within 20 €min i
	Stability of solution . No gel formation appears at room tempera
	Water . Determined by a suitable method, such as the semi-microd
	Sterility ( 2.6.1 ). It complies with the test for sterility.

	ASSAY
	Fibrinogen (clottable protein) . The estimated content in millig
	Factor XIII . Where the label indicates that the human coagulati

	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.0 to 8.0.
	Solubility . Freeze-dried preparations dissolve within 5 €min in
	Water . Determined by a suitable method, such as the semi-microd
	Sterility ( 2.6.1 ). It complies with the test for sterility.

	ASSAY
	Thrombin . The estimated activity is not less than 80 €per cent 

	STORAGE
	LABELLING

	Finasteride
	Finasteridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 12.0 to +€ 14.0 (dried s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Fish oil, rich in omega-3 acids
	Piscis oleum omega-3 acidis abundans
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is not more intensely 
	Absorbance ( 2.2.25 ): maximum 0.70 at 233 €nm .
	Acid value ( 2.5.1 ): maximum 0.5, determined on 20.0 €g in 50 €
	Anisidine value: maximum 30.0. 
	Peroxide value ( 2.5.5, Method € A ): maximum 10.0.
	Unsaponifiable matter ( 2.5.7 ): maximum 1.5 €per cent, determin
	Stearin . 10 €ml remains clear after cooling at 0 €°C for 3 €h .
	Oligomers . Size-exclusion chromatography ( 2.2.30 ).

	ASSAY
	EPA and DHA ( 2.4.29 ). See Figure € 1912.-2.
	Total omega-3 acids ( 2.4.29 ). See Figure € 1912.-2.

	STORAGE
	LABELLING

	Flavoxate hydrochloride
	Flavoxati hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Use fresh
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Flecainide acetate
	Flecainidi acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 6.7 to 7.1. 
	Impurity € B . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Flubendazole
	Flubendazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Flucloxacillin sodium
	Flucloxacillinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and its
	pH ( 2.2.3 ): 5.0 to 7.0 for solution € S.
	Specific optical rotation ( 2.2.7 ): +€ 158 to +€ 168 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	N,N -Dimethylaniline ( 2.4.26, Method € B ): maximum 20 €ppm .
	2-Ethylhexanoic acid ( 2.4.28 ): maximum 0.8 €per cent € m/m .
	Water ( 2.5.12 ): 3.0 €per cent to 4.5 €per cent, determined on 
	Pyrogens ( 2.6.8 ). If intended for use in the manufacture of pa

	ASSAY
	STORAGE
	IMPURITIES

	Fluconazole
	Fluconazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Flucytosine
	Flucytosinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Fluoride . Not more than 200 €ppm . Carry out a potentiometric d
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Fludarabine phosphate
	Fludarabini phosphas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): +€ 10.0 to +€ 14.0 (anhydro
	Related substances . Liquid chromatography ( 2.2.29 ): use the n
	Ethanol ( 2.4.24, System A ): maximum 1.0 €per cent .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 0.200 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Fludrocortisone acetate
	Fludrocortisoni acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 148 to +€ 156 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY

	Flumazenil
	Flumazenilum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and is 
	Impurity € C: maximum 1 €per cent .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Flumequine
	Flumequinum
	DEFINITION
	CHARACTERS 
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.00 €g in 0.5 €M sodium hydroxide and d
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Flumetasone pivalate
	Flumetasoni pivalas
	DEFINITION
	CHARACTERS
	IDENTIFICATION 
	TESTS
	Solution € S . Dissolve 0.50 €g in acetone €R and dilute to 25.0
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): +€ 69 to +€ 77 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Flunarizine dihydrochloride
	Flunarizini dihydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Flunitrazepam
	Flunitrazepamum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Flunixin meglumine for € veterinary use
	Flunixini megluminum ad € usum € veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 7.0 to 9.0 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Fluocinolone acetonide
	Fluocinoloni acetonidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 100 to +€ 104 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Fluocortolone pivalate
	Fluocortoloni pivalas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 100 to +€ 105 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Fluorescein
	Fluoresceinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Suspend 1.0 €g in 35.0 €ml of water €R and add dr
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and ora
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Chlorides ( 2.4.4 ): maximum 0.25 €per cent .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES
	01/2008: 1213

	Fluorescein sodium
	Fluoresceinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and ora
	pH ( 2.2.3 ): 7.0 to 9.0 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Chlorides ( 2.4.4 ): maximum 0.25 €per cent .
	Sulphates ( 2.4.13 ): maximum 1.0 €per cent .
	Zinc . Dilute 5 €ml of solution€S to 10 €ml with water €R . Add 
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on

	ASSAY
	STORAGE
	IMPURITIES

	Fluorouracil
	Fluorouracilum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.5 to 5.0 for solution€S .
	Impurities F and G . Thin-layer chromatography ( 2.2.27 ). 
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Fluoxetine hydrochloride
	Fluoxetini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in a mixture of 15 €volumes of wa
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 4.5 to 6.5. 
	Optical rotation ( 2.2.7 ): − 0.05 ° to +  0.05 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ).
	Acetonitrile . Gas chromatography ( 2.2.28 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Flupentixol dihydrochloride
	Flupentixoli dihydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 2.0 to 3.0.
	Related substances . Thin-layer chromatography ( 2.2.27 ). Carry
	Impurity € F . Liquid chromatography ( 2.2.29 ). Carry out the t
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 2.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	Flupentixol dihydrochloride . Dissolve 0.200 €g in 30 €ml of alc
	Z -Isomer . Liquid chromatography ( 2.2.29 ).

	STORAGE
	IMPURITIES

	Fluphenazine decanoate
	Fluphenazini decanoas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Fluphenazine enantate
	Fluphenazini enantas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Fluphenazine dihydrochloride
	Fluphenazini dihydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 1.9 to 2.4.
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Flurazepam monohydrochloride
	Flurazepami monohydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.0 to 6.0. 
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Fluorides ( 2.4.5 ): maximum 500 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Flurbiprofen
	Flurbiprofenum
	DEFINITION
	CHARACTERS
	IDENTIFICATION 
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Optical rotation ( 2.2.7 ): − 0.1 ° to +  0.1 ° . 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Fluspirilene
	Fluspirilenum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Flutamide
	Flutamidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Fluticasone propionate
	Fluticasoni propionas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 32 to +€ 36 (anhydrous s
	Related substances . Liquid chromatography ( 2.2.29 ): use the n
	Acetone . Gas chromatography ( 2.2.28 ).
	Water ( 2.5.12 ): maximum 0.5 €per cent determined on 0.250 €g .

	ASSAY
	STORAGE
	IMPURITIES

	Flutrimazole
	Flutrimazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.00 €g in methanol €R and dilute to 50.
	Appearance of solution . Solution € S is not more opalescent tha
	Optical rotation ( 2.2.7 ): − 0.05 ° to +  0.05 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Folic acid
	Acidum folicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Water ( 2.5.12 ): 5.0 €per cent to 8.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Formaldehyde solution (35 €per cent )
	Formaldehydi solutio (35 per centum)
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dilute 10 €ml, filtered if necessary, to 50 €ml w
	Appearance of solution . Solution € S is colourless ( 2.2.2, Met
	Acidity . To 10 €ml of solution€S add 1 €ml of phenolphthalein s
	Methanol . Gas chromatography ( 2.2.28 ).
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Formoterol fumarate dihydrate
	Formoteroli fumaras dihydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.5 to 6.5.
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Impurity € I . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): 4.0 €per cent to 5.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Foscarnet sodium hexahydrate
	Foscarnetum natricum hexahydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ): 9.0 to 11.0 for solution€S .
	Impurity € D . Gas chromatography ( 2.2.28 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Phosphate and phosphite . Liquid chromatography ( 2.2.29 ).
	Heavy metals: maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): 35.0 €per cent to 37.0 €per cent, det
	Bacterial endotoxins ( 2.6.14 ): less than 83.3 €IU /g, if inten

	ASSAY
	STORAGE
	IMPURITIES

	Fosfomycin calcium
	Fosfomycinum calcicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 8.1 to 9.6.
	Specific optical rotation ( 2.2.7 ): − 11.0 to − 13.0 (anhydrous
	Impurity € A: maximum 1.5 €per cent .
	Chlorides ( 2.4.4 ): maximum 0.2 €per cent .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): 8.5 €per cent to 11.5 €per cent, determined on

	ASSAY
	STORAGE
	IMPURITIES

	Fosfomycin sodium
	Fosfomycinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 9.0 to 10.5.
	Specific optical rotation ( 2.2.7 ): − 13.0 to − 15.0 (anhydrous
	Impurity € A: maximum 1.0 €per cent .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 0.50 €g .
	Bacterial endotoxins ( 2.6.14 ): less than 0.083 €IU /mg, if int

	ASSAY
	STORAGE
	IMPURITIES

	Fosfomycin trometamol
	Fosfomycinum trometamolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.00 €g in carbon dioxide-free water €R 
	pH ( 2.2.3 ): 3.5 to 5.5 for solution € S.
	Specific optical rotation ( 2.2.7 ): − 13.5 to − 12.5 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Phosphates: maximum 500 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 0.500 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Framycetin sulphate
	Framycetini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 6.0 to 7.0.
	Specific optical rotation ( 2.2.7 ): +€ 52.5 to +€ 55.5 (dried s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Sulphate: 27.0 €per cent to 31.0 €per cent (dried substance).
	Loss on drying ( 2.2.32 ): maximum 8.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 1.0 €per cent, determined on 1
	Sterility ( 2.6.1 ). If intended for introduction into body cavi
	Bacterial endotoxins ( 2.6.14, Method € D ): less than 1.3 €IU /

	ASSAY
	STORAGE
	IMPURITIES

	Frangula bark
	Frangulae cortex
	DEFINITION
	IDENTIFICATION
	TESTS
	Other species of Rhamnus; anthrones . Thin-layer chromatography 
	Foreign matter ( 2.8.2 ): maximum 1 €per cent .
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 6.0 €per cent .

	ASSAY

	Frangula bark dry extract, standardised
	Frangulae corticis extractum siccum normatum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.8.17 ): maximum 5.0 €per cent . 
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	STORAGE
	LABELLING

	Fructose
	Fructosum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in distilled water €R and dilute
	Appearance of solution . Dissolve 5.0 €g in water €R and dilute 
	Acidity or alkalinity . Dissolve 6.0 €g in 25 €ml of carbon diox
	Specific optical rotation ( 2.2.7 ): − 91.0 to − 93.5 (anhydrous
	Foreign sugars . Dissolve 5.0 €g in water €R and dilute to 10 €m
	5-Hydroxymethylfurfural and related compounds . To 5 €ml of solu
	Barium . To 10 €ml of solution€S add 1 €ml of dilute sulphuric a
	Lead ( 2.4.10 ): maximum 0.5 €ppm .
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.00 €g .
	Sulphated ash : maximum 0.1 €per cent . 


	Fumitory
	Fumariae herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 15.0 €per cent .

	ASSAY

	Furosemide
	Furosemidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 300 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Fusidic acid
	Acidum fusidicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): 1.4 €per cent to 2.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
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	Galactose
	Galactosum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve, with heating in a water-bath at 50 €°C,
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 30 €ml of solution€S add 0.3 €ml of p
	Specific optical rotation ( 2.2.7 ): +€ 78.0 to +€ 81.5 (anhydro
	Barium . Dilute 5 €ml of solution€S to 10 €ml with distilled wat
	Lead ( 2.4.10 ): maximum 0.5 €ppm .
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.00 €g .
	Sulphated ash: maximum 0.1 €per cent . 
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 


	Gallamine triethiodide
	Gallamini triethiodidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.6 €g in water €R and dilute to 30 €ml 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and imm
	Acidity or alkalinity . To 50 €ml of water €R add 0.2 €ml of met
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Garlic powder
	Allii sativi bulbi pulvis
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Starch . Examine the powdered drug under a microscope using wate
	Loss on drying ( 2.2.32 ): maximum 7.0 €per cent, determined on 
	Total ash ( 2.4.16 ): maximum 5.0 €per cent .

	ASSAY

	Gelatin
	Gelatina
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.00 €g in carbon dioxide-free water €R 
	pH ( 2.2.3 ): 3.8 to 7.6 for solution€S .
	Conductivity ( 2.2.38 ): maximum 1   mS·cm − 1, determined on a 
	Sulphur dioxide ( 2.5.29 ): maximum 50 €ppm .
	Peroxides: maximum 10 €ppm, determined using peroxide test strip
	Gel strength (Bloom value): 80 to 120 €per cent of the labelled 
	Iron: maximum 30.0 €ppm .
	Chromium: maximum 10.0 €ppm .
	Zinc: maximum 30.0 €ppm .
	Loss on drying ( 2.2.32 ): maximum 15.0 €per cent, determined on
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	STORAGE
	LABELLING

	Gemcitabine hydrochloride
	Gemcitabini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.00 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 2.0 to 3.0 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 43.0 to +€ 50.0, determi
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 0.05 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Gemfibrozil
	Gemfibrozilum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 0.25 €per cent, determined on 2.000 €g
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 2

	ASSAY
	STORAGE
	IMPURITIES

	Gentamicin sulphate
	Gentamicini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.8 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.5 to 5.5 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 107 to +€ 121 (anhydrous
	Composition . Liquid chromatography ( 2.2.29 ): use the normalis
	Related substances . Liquid chromatography ( 2.2.29 ) as describ
	Methanol ( 2.4.24, System B ): maximum 1.0 €per cent .
	Sulphate: 32.0 €per cent to 35.0 €per cent (anhydrous substance)
	Water ( 2.5.12 ): maximum 15.0 €per cent, determined on 0.300 €g
	Sulphated ash ( 2.4.14 ): maximum 1.0 €per cent, determined on 0
	Bacterial endotoxins ( 2.6.14 ): less than 0.71 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Gentian root
	Gentianae radix
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Other species of Gentiana . Examine the chromatograms obtained i
	Total ash ( 2.4.16 ): maximum 6.0 €per cent .
	Bitterness value ( 2.8.15 ): minimum € 10 € 000. 
	Water-soluble extractive: minimum 33 €per cent .

	01/2008: 1870

	Gentian tincture
	Gentianae tinctura
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Ethanol content ( 2.9.10 ): 62 €per cent € V/V to 67 €per cent €
	Bitterness value ( 2.8.15 ): minimum 1000.
	Dry residue ( 2.8.16 ): minimum 5.0 €per cent € m/m, determined 


	Ginger
	Zingiberis rhizoma
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Water ( 2.2.13 ): maximum 100 €ml /kg, determined by distillatio
	Total ash ( 2.4.16 ): maximum 6.0 €per cent .

	ASSAY

	Ginkgo leaf
	Ginkgonis folium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 5 €per cent of stems and 2 €pe
	Loss on drying ( 2.2.32 ): maximum 11.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 11.0 €per cent .

	ASSAY
	Flavonoids . Liquid chromatography ( 2.2.29 ).


	Ginseng
	Ginseng radix
	DEFINITION
	IDENTIFICATION
	TESTS
	Panax quinquefolium . Examine the chromatograms obtained in the 
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 7.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 1.0 €per c

	ASSAY

	Glibenclamide
	Glibenclamidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Gliclazide
	Gliclazidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Impurity € B . Liquid chromatography ( 2.2.29 ) as described in 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.25 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Glimepiride
	Glimepiridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Store the
	Impurity € A . Liquid chromatography ( 2.2.29 ). Prepare the sol
	Water ( 2.5.32 ): maximum 0.5 €per cent .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Glipizide
	Glipizidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Impurity € B . Gas chromatography ( 2.2.28 ).
	Impurity € C . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Glucagon, human
	Glucagonum humanum
	DEFINITION
	PRODUCTION
	Host-cell-derived proteins . The limit is approved by the compet
	Host-cell- and vector-derived DNA . The limit is approved by the

	CHARACTERS
	IDENTIFICATION
	TESTS
	€
	Deamidated glucagon . Liquid chromatography ( 2.2.29 ): use the 
	Related proteins. Liquid chromatography ( 2.2.29 ): use the norm
	Water ( 2.5.12 ): maximum 10 €per cent, determined on 50 €mg .
	Bacterial endotoxins ( 2.6.14 ): less than 10 €IU /mg.

	ASSAY
	STORAGE

	Glucose, anhydrous
	Glucosum anhydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in distilled water €R and dilute
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Acidity or alkalinity . Dissolve 6.0 €g in 25 €ml of carbon diox
	Specific optical rotation ( 2.2.7 ): +€ 52.5 to +€ 53.3 (anhydro
	Foreign sugars, soluble starch, dextrins . Dissolve 1.0 €g by bo
	Sulphites: maximum 15 €ppm, expressed as SO 2 .
	Chlorides ( 2.4.4 ): maximum 125 €ppm .
	Sulphates ( 2.4.13 ): maximum 200 €ppm .
	Arsenic ( 2.4.2, Method € A ): maximum 1 €ppm, determined on 1.0
	Barium . To 10 €ml of solution€S add 1 €ml of dilute sulphuric a
	Calcium ( 2.4.3 ): maximum 200 €ppm . 
	Lead ( 2.4.10 ): maximum 0,5 €ppm .
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 0.50 €g .
	Sulphated ash: maximum 0.1 €per cent . 
	Pyrogens ( 2.6.8 ). If intended for use in the manufacture of la


	Glucose, liquid
	Glucosum liquidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 25.0 €g in carbon dioxide-free water €R 
	pH ( 2.2.3 ): 4.0 to € 6.0.
	Sulphur dioxide ( 2.5.29 ): maximum 20 €ppm; maximum 400 €ppm if
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 30.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1
	Dextrose equivalent (DE): within 10 €per cent of the nominal val

	LABELLING

	Glucose, liquid, spray-dried
	Glucosum liquidum dispersione desiccatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 12.5 €g in carbon dioxide-free water €R 
	pH ( 2.2.3 ): 4.0 to € 7.0.
	Sulphur dioxide ( 2.5.29 ): maximum 20 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 6.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1
	Dextrose equivalent (DE): within 10 €per cent of the nominal val
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	LABELLING

	Glucose monohydrate
	Glucosum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in distilled water €R and dilute
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Acidity or alkalinity . Dissolve 6.0 €g in 25 €ml of carbon diox
	Specific optical rotation ( 2.2.7 ): +€ 52.5 to +€ 53.3 (anhydro
	Foreign sugars, soluble starch, dextrins . Dissolve 1.0 €g by bo
	Sulphites: maximum 15 €ppm, expressed as SO 2 .
	Chlorides ( 2.4.4 ): maximum 125 €ppm .
	Sulphates ( 2.4.13 ): maximum 200 €ppm .
	Arsenic ( 2.4.2, Method € A ): maximum 1 €ppm, determined on 1.0
	Barium . To 10 €ml of solution€S add 1 €ml of dilute sulphuric a
	Calcium ( 2.4.3 ): maximum 200 €ppm .
	Lead ( 2.4.10 ): maximum 0.5 €ppm .
	Water ( 2.5.12 ): 7.0 €per cent to 9.5 €per cent, determined on 
	Sulphated ash: maximum 0.1 €per cent . 
	Pyrogens ( 2.6.8 ). If intended for use in the manufacture of la


	Glutamic acid
	Acidum glutamicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.00 €g in 1 €M hydrochloric acid with g
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Specific optical rotation ( 2.2.7 ): +€ 30.5 to +€ 32.5, determi
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Chlorides ( 2.4.4 ). Dissolve 0.25 €g in 3 €ml of dilute nitric 
	Sulphates ( 2.4.13 ). Dilute 5 €ml of solution€S to 15 €ml with 
	Ammonium ( 2.4.1 ). 50 €mg complies with limit test € B for ammo
	Iron ( 2.4.9 ). In a separating funnel, dissolve 1.0 €g in 10 €m
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Glutathione
	Glutathionum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in distilled water €R and dilute 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Specific optical rotation ( 2.2.7 ): − 15.5 to − 17.5 (dried sub
	Related substances . Capillary electrophoresis ( 2.2.47 ). Prepa
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 300 €ppm . 
	Ammonium ( 2.4.1, Method € B ): maximum 200 €ppm, determined on 
	Iron ( 2.4.9 ): maximum 10 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Glycerol
	Glycerolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dilute 100.0 €g to 200.0 €ml with carbon dioxide-
	Appearance of solution . Solution € S is clear ( 2.2.1 ). Dilute
	Acidity or alkalinity . To 50 €ml of solution€S add 0.5 €ml of p
	Refractive index ( 2.2.6 ): 1.470 to 1.475.
	Aldehydes: maximum 10 €ppm .
	Esters . Add 10.0 €ml of 0.1 €M sodium hydroxide to the final so
	Impurity € A and related substances . Gas chromatography ( 2.2.2
	Halogenated compounds: maximum 35 €ppm .
	Sugars . To 10 €ml of solution€S add 1 €ml of dilute sulphuric a
	Chlorides ( 2.4.4 ): maximum 10 €ppm .
	Heavy metals ( 2.4.8 ): maximum 5 €ppm .
	Water ( 2.5.12 ): maximum 2.0 €per cent, determined on 1.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.01 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Glycerol (85 €per cent )
	Glycerolum (85 per centum)
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dilute 117.6 €g to 200.0 €ml with carbon dioxide-
	Appearance of solution . Solution € S is clear ( 2.2.1 ). Dilute
	Acidity or alkalinity . To 50 €ml of solution€S add 0.5 €ml of p
	Refractive index ( 2.2.6 ): 1.449 to 1.455.
	Aldehydes: maximum 10 €ppm .
	Esters . Add 10.0 €ml of 0.1 €M sodium hydroxide to the final so
	Impurity € A and related substances . Gas chromatography ( 2.2.2
	Halogenated compounds: maximum 30 €ppm .
	Sugars . To 10 €ml of solution€S add 1 €ml of dilute sulphuric a
	Chlorides ( 2.4.4 ): maximum 10 €ppm .
	Heavy metals ( 2.4.8 ): maximum 5 €ppm .
	Water ( 2.5.12 ): 12.0 €per cent to 16.0 €per cent, determined o
	Sulphated ash ( 2.4.14 ): maximum 0.01 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Glycerol dibehenate
	Glyceroli dibehenas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 4.0, determined on 1.0 €g, using a
	Iodine value ( 2.5.4, Method € A ): maximum 3.0.
	Saponification value ( 2.5.6 ): 145 to 165.
	Free glycerol: maximum 1.0 €per cent, determined as described un
	Composition of fatty acids ( 2.4.22, Method € C ). Raise the tem
	Nickel ( 2.4.31 ): maximum 1 €ppm . 
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.00 €g .
	Total ash ( 2.4.16 ): maximum 0.1 €per cent, determined on 1.00 

	ASSAY

	Glycerol distearate
	Glyceroli distearas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 6.0, determined on 1.0 €g . 
	Iodine value ( 2.5.4, Method € A ): maximum € 3.0.
	Saponification value ( 2.5.6 ): 165 to 195, determined on 2.0 €g
	Free glycerol: maximum 1.0 €per cent, determined as described un
	Composition of fatty acids ( 2.4.22, Method € C ). Use the mixtu
	Nickel ( 2.4.31 ): maximum 1 €ppm . 
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.00 €g .
	Total ash ( 2.4.16 ): maximum 0.1 €per cent .

	ASSAY
	LABELLING

	Glycerol monocaprylate
	Glyceroli monocaprylas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 3.0.
	Composition of fatty acids ( 2.4.22, Method € C ). Use the mixtu
	Free glycerol: maximum 3.0 €per cent .
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.00 €g .
	Total ash ( 2.4.16 ): maximum 0.5 €per cent .

	ASSAY
	LABELLING

	Glycerol monocaprylocaprate
	Glyceroli monocaprylocapras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 3.0.
	Composition of fatty acids ( 2.4.22, Method € C ). Use the mixtu
	Free glycerol : maximum 3.0 €per cent .
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.00 €g .
	Total ash ( 2.4.16 ): maximum 0.5 €per cent .

	ASSAY
	LABELLING

	Glycerol monolinoleate
	Glyceroli monolinoleas 
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 6.0, determined on 1.0 €g .
	Iodine value ( 2.5.4, Method € A ): 100 to 140.
	Peroxide value ( 2.5.5, Method € A ): maximum 12.0, determined o
	Saponification value ( 2.5.6 ): 160 to 180, determined on 2.0 €g
	Free glycerol: maximum 6.0 €per cent, determined as described in
	Composition of fatty acids ( 2.4.22, Method € C ).
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.00 €g .
	Total ash ( 2.4.16 ): maximum 0.1 €per cent .

	ASSAY
	STORAGE

	Glycerol mono-oleate
	Glyceroli mono-oleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 6.0, determined on 1.0 €g .
	Iodine value ( 2.5.4, Method € A ): 65.0 to 95.0.
	Peroxide value ( 2.5.5, Method € A ): maximum 12.0, determined o
	Saponification value ( 2.5.6 ): 150 to 170, determined on 2.0 €g
	Free glycerol: maximum 6.0 €per cent, determined as described in
	Composition of fatty acids ( 2.4.22, Method € C ).
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.00 €g .
	Total ash ( 2.4.16 ): maximum 0.1 €per cent .

	ASSAY
	STORAGE
	LABELLING

	Glycerol monostearate 40-55
	Glyceroli monostearas 40-55
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum € 3.0, determined on 1.0 €g .
	Iodine value ( 2.5.4, Method € A ): maximum € 3.0.
	Saponification value ( 2.5.6 ): 158 to 177, determined on 2.0 €g
	Free glycerol: maximum 6.0 €per cent, determined as described un
	Composition of fatty acids ( 2.4.22, Method € C ). Use the mixtu
	Nickel ( 2.4.31 ): maximum 1 €ppm . 
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.00 €g .
	Total ash ( 2.4.16 ): maximum 0.1 €per cent .

	ASSAY
	LABELLING

	Glyceryl trinitrate solution
	Glyceroli trinitratis solutio
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . If necessary dilute the solution to be 
	Inorganic nitrates . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Glycine
	Glycinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 5.9 to 6.4.
	Ninhydrin-positive substances . Thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ): maximum 75 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY

	Goldenrod
	Solidaginis herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 5 €per cent of brownish parts 
	Loss on drying ( 2.2.32 ): maximum 10 €per cent, determined on 0
	Total ash ( 2.4.16 ): maximum 7.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 1.0 €per c

	ASSAY
	Stock solution . In a 100 €ml round-bottomed flask, introduce 0.


	Goldenrod, European
	Solidaginis virgaureae herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 5 €per cent of brown coloured 
	Solidago gigantea and Solidago canadensis . Thin-layer chromatog
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 8.0 €per cent .

	ASSAY

	Goldenseal rhizome
	Hydrastis rhizoma
	DEFINITION
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 8.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 4.0 €per c

	ASSAY

	Gonadorelin acetate
	Gonadorelini acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . A 10 €g/l solution is clear ( 2.2.1 ) a
	Specific optical rotation ( 2.2.7 ). Dissolve 10.0 €mg in 1.0 €m
	Absorbance ( 2.2.25 ). Dissolve 10.0 €mg in water €R and dilute 
	Amino acids . Examine by means of an amino-acid analyser. Standa
	Related substances . Examine by liquid chromatography ( 2.2.29 )
	Acetic acid ( 2.5.34 ): 4.0 €per cent to 7.5 €per cent .
	Water ( 2.5.12 ). Not more than 7.0 €per cent, determined on 0.2
	Bacterial endotoxins ( 2.6.14 ): less than 70 €IU /mg, if intend

	ASSAY
	STORAGE
	LABELLING

	Gonadotrophin, chorionic
	Gonadotropinum chorionicum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Water ( 2.5.32 ): maximum 5.0 €per cent .
	Bacterial endotoxins ( 2.6.14 ): less than 0.02 €IU per €IU of c

	ASSAY
	STORAGE
	LABELLING

	Gonadotrophin, equine serum, for veterinary use
	Gonadotropinum sericum equinum ad € usum veterinarium
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Water ( 2.5.12 ): maximum 10.0 €per cent, determined on 80 €mg .
	Bacterial endotoxins ( 2.6.14, method € C ): less than 0.035 €IU

	ASSAY
	STORAGE
	LABELLING

	Goserelin
	Goserelinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): − 52 to − 56 (anhydrous and
	Related substances . Liquid chromatography ( 2.2.29 ).
	Acetic acid ( 2.5.34 ): 4.5 €per cent to 15.0 €per cent .
	Water ( 2.5.32 ): maximum 10.0 €per cent .
	Bacterial endotoxins ( 2.6.14 ): less than 16 € IU/mg, if intend

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Gramicidin
	Gramicidinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Composition. Liquid chromatography ( 2.2.29 ): use the normalisa
	Related substances . Liquid chromatography ( 2.2.29 ) as describ
	Loss on drying ( 2.2.32 ): maximum 3.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 1.0 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Granisetron hydrochloride
	Granisetroni hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.2 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 4.0 to 6.5 for solution€S .
	Impurity € E . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Greater celandine
	Chelidonii herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 10.0 €per cent .
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 13.0 €per cent . 

	ASSAY

	Griseofulvin
	Griseofulvinum
	DEFINITION
	PRODUCTION
	Abnormal toxicity . To each of 5 healthy mice, each weighing 17-

	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Acidity . Suspend 0.25 €g in 20 €ml of ethanol (96 €per cent ) €
	Specific optical rotation ( 2.2.7 ): +€ 354 to +€ 364 (dried sub
	Related substances . Gas chromatography ( 2.2.28 ).
	Substances soluble in light petroleum: maximum 0.2 €per cent .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY

	Guaiacol
	Guaiacolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.00 €g in ethanol (96 €per cent ) €R an
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 5.0 €ml of solution€S, add 10 €ml of 
	Impurity € A . Liquid chromatography ( 2.2.29 ).
	Related substances . Gas chromatography ( 2.2.28 ): use the norm
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 2.000 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Guaifenesin
	Guaifenesinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R, 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.05 €ml of 
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Chlorides and monochlorhydrins: maximum of 250 €ppm . 
	Heavy metals ( 2.4.8 ): maximum of 25 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Guanethidine monosulphate
	Guanethidini monosulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.4 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is not more intensely colo
	pH ( 2.2.3 ): 4.7 to 5.5 for solution € S.
	Oxidisable substances . In a conical, ground-glass-stoppered fla
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Guar
	Cyamopsidis seminis pulvis
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Tragacanth, sterculia gum, agar, alginates, carrageenan . To a s
	Protein . Not more than 8.0 €per cent . Carry out the determinat
	Apparent viscosity . Moisten 1.00 €g calculated with reference t
	Loss on drying ( 2.2.32 ). Not more than 15.0 €per cent, determi
	Total ash ( 2.4.16 ). Not more than 1.8 €per cent .
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	LABELLING 

	Guar galactomannan
	Guar galactomannanum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Moisten 1.0 €g with 2 €ml of 2-propanol €R . Whil
	pH ( 2.2.3 ). The pH of solution€S is 5.5 to 7.5.
	Apparent viscosity . Moisten a quantity of the substance to be e
	Insoluble matter . In a 250 €ml flask disperse, while stirring, 
	Protein . Not more than 5.0 €per cent . Carry out the determinat
	Tragacanth, sterculia gum, agar, alginates and carrageenan . To 
	Loss on drying ( 2.2.32 ). Not more than 15.0 €per cent, determi
	Total ash ( 2.4.16 ). Not more than 1.8 €per cent, determined on
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	LABELLING
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	Haemodialysis solutions, concentrated, water for diluting
	Aqua ad dilutionem solutionum concentratarum ad haemodialysim
	DEFINITION
	CHARACTERS
	TESTS
	Acidity or alkalinity . To 10 €ml of the water to be examined, f
	Oxidisable substances . To 100 €ml of the water to be examined a
	Total available chlorine: maximum 0.1 €ppm .
	Chlorides ( 2.4.4 ): maximum 50 €ppm .
	Fluorides: maximum 0.2 €ppm .
	Nitrates: maximum 2 €ppm .
	Sulphates ( 2.4.13 ): maximum 50 €ppm .
	Aluminium ( 2.4.17 ): maximum 10 €µg /l.
	Ammonium: maximum 0.2 €ppm .
	Calcium: maximum 2.0 €ppm .
	Magnesium: maximum 2.0 €ppm .
	Mercury: maximum 0.001 €ppm .
	Potassium: maximum 2.0 €ppm .
	Sodium: maximum 50.0 €ppm .
	Zinc: maximum 0.1 €ppm .
	Heavy metals ( 2.4.8 ): maximum 0.1 €ppm .
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 
	Bacterial endotoxins ( 2.6.14 ): less than 0.25 €IU /ml.


	Haemodialysis, solutions for
	Solutiones ad haemodialysim
	DEFINITION
	Concentrated haemodialysis solutions are prepared and stored usi
	1. Concentrated solutions with acetate or lactate
	2. Concentrated acidic solutions
	3. Concentrated solutions without buffer

	IDENTIFICATION
	TESTS
	Appearance of solution . The solution to be examined is clear ( 
	Aluminium ( 2.4.17 ): maximum 0.1 €mg/l .
	Extractable volume ( 2.9.17 ). The volume measured is not less t
	Sterility ( 2.6.1 ). If the label states that the concentrated h
	Bacterial endotoxins ( 2.6.14 ): less than 0.5 €IU /ml in the so
	Pyrogens ( 2.6.8 ). Solutions for which a validated test for bac

	ASSAY
	Sodium: 97.5 €per cent to 102.5 €per cent of the content of sodi
	Potassium: 95.0 €per cent to 105.0 €per cent of the content of p
	Calcium: 95.0 €per cent to 105.0 €per cent of the content of cal
	Magnesium: 95.0 €per cent to 105.0 €per cent of the content of m
	Total chloride: 95.0 €per cent to 105.0 €per cent of the content
	Acetate: 95.0 €per cent to 105.0 €per cent of the content of ace
	Lactate: 95.0 €per cent to 105.0 €per cent of the content of lac
	Sodium hydrogen carbonate: 95.0 €per cent to 105.0 €per cent of 
	Reducing sugars (expressed as anhydrous glucose): 95.0 €per cent

	STORAGE
	LABELLING

	Haemofiltration and for haemodiafiltration, solutions € for
	Solutiones ad haemocolaturam haemodiacolaturamque
	DEFINITION
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ). If it 
	pH ( 2.2.3 ). The pH of the solution is 5.0 to 7.5. If the solut
	Hydroxymethylfurfural . To a €volume of the solution containing 
	Aluminium ( 2.4.17 ). Take 200 €ml, adjust to pH€ 6.0 and add 10
	Particulate contamination . Carry out the test for sub-visible p
	Extractable €volume ( 2.9.17 ). The solution complies with the t
	Sterility ( 2.6.1 ). The solution complies with the test for ste
	Bacterial endotoxins ( 2.6.14 ): less than 0.25 €IU /ml.
	Pyrogens ( 2.6.8 ). Solutions for which a validated test for bac

	ASSAY
	Sodium: 97.5 €per cent to 102.5 €per cent of the content of sodi
	Potassium . 95.0 €per cent to 105.0 €per cent of the content of 
	Calcium . 95.0 €per cent to 105.0 €per cent of the content of ca
	Magnesium . 95.0 €per cent to 105.0 €per cent of the content of 
	Total chloride: 95.0 €per cent to 105.0 €per cent of the content
	Acetate: 95.0 €per cent to 105.0 €per cent of the content of ace
	Lactate: 95.0 €per cent to 105.0 €per cent of the content of lac
	Sodium hydrogen carbonate: 95.0 €per cent to 105.0 €per cent of 
	Lactate and hydrogen carbonate: 95.0 €per cent to 105.0 €per cen
	Reducing sugars (expressed as anhydrous glucose). 95.0 €per cent

	STORAGE
	LABELLING

	Halofantrine hydrochloride
	Halofantrini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° .
	Absorbance ( 2.2.25 ): maximum 0.085 at 450 €nm .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Haloperidol
	Haloperidolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Haloperidol decanoate
	Haloperidoli decanoas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Halothane
	Halothanum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . To 20 €ml add 20 €ml of carbon dioxide-f
	Relative density ( 2.2.5 ): 1.872 to 1.877.
	Distillation range ( 2.2.11 ): it distils completely between 49.
	Volatile related substances . Gas chromatography ( 2.2.28 ).
	Thymol . Gas chromatography ( 2.2.28 ).
	Bromides and chlorides . To 10 €ml add 20 €ml of water €R and sh
	Bromine and chlorine . To 10 €ml of the aqueous layer obtained i
	Non-volatile matter: maximum 20 €mg/l .

	STORAGE
	IMPURITIES

	Hamamelis leaf
	Hamamelidis folium
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 7 €per cent of stems and maxim
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 7.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 2.0 €per c

	ASSAY

	Hard fat
	Adeps solidus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Alkaline impurities . Dissolve 2.00 €g in a mixture of 1.5 €ml o
	Melting point ( 2.2.15 ): 30 €°C to 45 €°C, and within 2 €°C of 
	Acid value ( 2.5.1 ): maximum 0.5.
	Hydroxyl value ( 2.5.3, Method € A ): maximum 50, and within 5 €
	Iodine value ( 2.5.4, Method € A ): maximum 3.
	Peroxide value ( 2.5.5, Method € A ): maximum 3.
	Saponification value ( 2.5.6 ): 210 to 260, and within 5 €per ce
	Unsaponifiable matter ( 2.5.7 ): maximum 0.6 €per cent, determin
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Total ash ( 2.4.16 ): maximum 0.05 €per cent, determined on 2.00

	STORAGE
	LABELLING

	Hawthorn berries
	Crataegi fructus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 5 €per cent of deteriorated fa
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 5.0 €per cent .

	ASSAY

	Hawthorn leaf and flower
	Crataegi folium cum flore
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 8 €per cent of lignified branc
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .

	ASSAY

	Hawthorn leaf and flower dry extract
	Crataegi folii cum flore extractum siccum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Methanol ( 2.9.11 ): maximum 0.05 €per cent € V/V .
	Loss on drying ( 2.2.32 ): maximum 6.0 €per cent, determined on 

	ASSAY

	Hawthorn leaf and flower liquid extract, quantified
	Crataegi folii cum flore extractum € fluidum € quantificatum
	DEFINITION
	PRODUCTION
	IDENTIFICATION
	TESTS
	Ethanol ( 2.9.10 ): 95 €per cent € V/V to 105 €per cent € V/V of

	ASSAY

	Helium
	Helium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Methane: maximum 50.0 €ppm € V/V .
	Oxygen: maximum 50.0 €ppm € V/V, determined using an oxygen anal
	Water ( 2.5.28 ): maximum 67 €ppm € V/V .
	ASSAY

	STORAGE
	IMPURITIES

	Heparin calcium
	Heparinum calcicum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve a quantity equivalent to 50 € 
	pH ( 2.2.3 ). Dissolve 0.1 €g in carbon dioxide-free water €R an
	Protein and nucleotidic impurities . Dissolve 40 €mg in 10 €ml o
	Nitrogen . Not more than 2.5 €per cent, calculated with referenc
	Calcium: 9.5 €per cent to 11.5 €per cent of Ca, calculated with 
	Heavy metals ( 2.4.8 ). 0.5 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 8.0 €per cent, determin
	Sulphated ash ( 2.4.14 ): 32 €per cent to 40 €per cent, determin
	Bacterial endotoxins ( 2.6.14 ): less than 0.01 €IU per €IU of h

	ASSAY
	STORAGE
	LABELLING

	Heparin sodium
	Heparinum natricum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve a quantity equivalent to 50 € 
	pH ( 2.2.3 ). Dissolve 0.1 €g in carbon dioxide-free water €R an
	Protein and nucleotidic impurities . Dissolve 40 €mg in 10 €ml o
	Nitrogen . Not more than 2.5 €per cent, calculated with referenc
	Sodium: 9.5 €per cent to 12.5 €per cent of Na, calculated with r
	Heavy metals ( 2.4.8 ). 0.5 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 8.0 €per cent, determin
	Sulphated ash ( 2.4.14 ): 30 €per cent to 43 €per cent, determin
	Bacterial endotoxins ( 2.6.14 ): less than 0.01 €IU per €IU of h

	ASSAY
	STORAGE
	LABELLING

	Heparins, low-molecular-mass
	Heparina massae molecularis minoris
	DEFINITION
	PRODUCTION
	Nucleotide and protein impurities of the source material . Disso

	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.5 to 8.0.
	Nitrogen ( 2.5.9 ): 1.5 €per cent to 2.5 €per cent (dried substa
	Calcium ( 2.5.11 ): 9.5 €per cent to 11.5 €per cent (dried subst
	Sodium: 9.5 €per cent to 12.5 €per cent (dried substance), if pr
	Molar ratio of sulphate ions to carboxylate ions ( 2.2.38 ): min
	Heavy metals ( 2.4.8 ): maximum 30 €ppm .
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Bacterial endotoxins ( 2.6.14 ): less than 0.01 €IU per Internat

	ASSAY
	ANTI-FACTOR X a ACTIVITY
	Reference and test solutions
	Procedure

	ANTI-FACTOR II a ACTIVITY
	Reference and test solutions
	Procedure


	LABELLING
	STORAGE

	Heptaminol hydrochloride
	Heptaminoli hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of m
	Related substances . Thin-layer chromatography ( 2.2.27 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Hexamidine diisetionate
	Hexamidini diisetionas
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.50 €g in carbon dioxide-free
	Acidity or alkalinity . Dissolve 2.0 €g in water €R heating at a
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Hexetidine
	Hexetidinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is clear ( 2.2.1 )and 
	Relative density ( 2.2.5 ): 0.864 to 0.870.
	Refractive index ( 2.2.6 ): 1.461 to 1.467.
	Optical rotation ( 2.2.7 ). Dissolve 1.0 €g in ethanol €R and di
	Absorbance ( 2.2.25 ). Dissolve 0.50 €g in heptane €R and dilute
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). Dissolve 2.0 €g in a mixture of 15 €volu
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Hexobarbital
	Hexobarbitalum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in a mixture of 4 €ml o
	Acidity . Boil 1.0 €g with 50 €ml of water €R for 2 €min, allow 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Hexylresorcinol
	Hexylresorcinolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in ethanol (96 €per cent ) €R and
	Appearance of solution . Solution € S is clear ( 2.2.1 ).
	Acidity . Dissolve 0.5 €g in a mixture of 25 €ml of carbon dioxi
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Histamine dihydrochloride
	Histamini dihydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). The pH of solution€S is 2.85 to 3.60.
	Histidine . Examine by thin-layer chromatography ( 2.2.27 ), usi
	Sulphates ( 2.4.13 ). 3 €ml of solution€S diluted to 15 €ml with
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Histamine phosphate
	Histamini phosphas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). The pH of solution€S is 3.75 to 3.95.
	Histidine . Examine by thin-layer chromatography ( 2.2.27 ), usi
	Sulphates ( 2.4.13 ). 3 €ml of solution€S diluted to 15 €ml with
	Water ( 2.5.12 ). 5.0 €per cent to 6.2 €per cent, determined on 

	ASSAY
	STORAGE

	Histidine
	Histidinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in distilled water €R, heating in
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): +€ 11.4 to +€ 12.4 (dried s
	Ninhydrin-positive substances . Thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ): maximum 200 €ppm . 
	Sulphates ( 2.4.13 ): maximum 300 €ppm . 
	Ammonium ( 2.4.1, Method € B ): maximum 200 €ppm, determined on 
	Iron ( 2.4.9 ): maximum 10 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Histidine hydrochloride monohydrate
	Histidini hydrochloridum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). The pH of solution€S is 3.0 to 5.0.
	Specific optical rotation ( 2.2.7 ). Dissolve 2.75 €g in 12.0 €m
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Sulphates ( 2.4.13 ). Dilute 10 €ml of solution€S to 15 €ml with
	Ammonium ( 2.4.1 ). 50 €mg complies with limit test € B for ammo
	Iron ( 2.4.9 ). In a separating funnel, dissolve 1.0 €g in 10 €m
	Heavy metals ( 2.4.8 ). Dissolve 2.0 €g in water €R and dilute t
	Loss on drying ( 2.2.32 ): 7.0 €per cent to 10.0 €per cent, dete
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Homatropine hydrobromide
	Homatropini hydrobromidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.25 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 5.0 to 6.5 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Homatropine methylbromide
	Homatropini methylbromidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.25 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 4.5 to 6.5 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Honey
	Mel
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Refractive index ( 2.2.6 ): minimum 1.487 (equivalent to a maxim
	Conductivity ( 2.2.38 ): maximum 800  µS·cm − 1 . 
	Optical rotation ( 2.2.7 ): maximum +€ 0.6 ° . 
	5-Hydroxymethylfurfural: maximum 80 €ppm, calculated on dry soli
	Chlorides ( 2.4.4 ): maximum 350 €ppm, determined on 15 €ml of a
	Sulphates ( 2.4.13 ): maximum 250 €ppm, determined on 15 €ml of 


	Hop strobile
	Lupuli flos
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Matter extractable by ethanol (70 €per cent € V/V ): minimum 25.
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 12.0 €per cent .


	Human albumin solution
	Albumini humani solutio
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 6.7 to 7.3. 
	Total protein . Dilute the preparation to be examined with a 9 €
	Protein composition . Zone electrophoresis ( 2.2.31 ).
	Molecular size distribution . Liquid chromatography ( 2.2.29 ).
	Haem . Dilute the preparation to be examined using a 9 €g/l solu
	Prekallikrein activator ( 2.6.15 ): maximum 35 €IU /ml.
	Aluminium: maximum 2.0 € × € 10 2 €µg /l.
	Potassium: maximum 0.05 € mmol of K per gram of protein. 
	Sodium: maximum 1.60 € × € 10 2 € mmol/l and not less than 95 €p
	Sterility ( 2.6.1 ). It complies with the test for sterility.
	Pyrogens ( 2.6.8 ). It complies with the test for pyrogens. For 

	STORAGE
	LABELLING

	Human anti-D immunoglobulin
	Immunoglobulinum humanum anti-D
	DEFINITION
	PRODUCTION
	Erythrocyte donors
	Immunisation
	Pooled plasma
	B19 virus DNA: maximum 10.0 €IU /µl.


	POTENCY
	STORAGE
	LABELLING

	Human anti-D immunoglobulin for intravenous administration
	Immunoglobulinum humanum anti-D ad € usum intravenosum
	DEFINITION
	PRODUCTION
	Human anti-D immunoglobulin is preferably obtained from the plas
	Erythrocyte donors
	Immunisation
	Pooled plasma
	B19 virus DNA: maximum 10.0 €IU /µl.


	POTENCY
	STORAGE
	LABELLING

	Human antithrombin III concentrate
	Antithrombinum III humanum densatum
	DEFINITION
	PRODUCTION
	VALIDATION TEST

	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 6.0 to 7.5.
	Solubility . It dissolves completely under gentle swirling withi
	Osmolality ( 2.2.35 ): minimum 240 mosmol/kg.
	Total protein . If necessary, dilute an accurately measured volu
	Heparin ( 2.7.5 ): maximum 0.1 €IU of heparin activity per Inter
	Water . Determined by a suitable method, such as the semi-micro 
	Sterility ( 2.6.1 ). It complies with the test for sterility.
	Pyrogens ( 2.6.8 ). It complies with the test for pyrogens. Inje

	ASSAY
	STORAGE
	LABELLING

	Human coagulation factor € VII
	Factor € VII coagulationis humanus
	DEFINITION
	PRODUCTION
	CONSISTENCY OF THE METHOD OF PRODUCTION

	CHARACTERS
	IDENTIFICATION
	TESTS
	Solubility . To a container of the preparation to be examined ad
	pH ( 2.2.3 ): 6.5 to 7.5.
	Osmolality ( 2.2.35 ): minimum 240 mosmol/kg.
	Total protein . If necessary, dilute an accurately measured volu
	Activated coagulation factors ( 2.6.22 ). For each of the diluti
	Heparin . If heparin has been added during preparation, determin
	Thrombin . If the preparation to be examined contains heparin, d
	Factor € II . Carry out the assay of human coagulation factor € 
	Factor € IX . Carry out the assay of human coagulation factor € 
	Factor € X . Carry out the assay of human coagulation factor € X
	Water . Determined by a suitable method, such as the semi-micro 
	Sterility ( 2.6.1 ). It complies with the test for sterility.
	Pyrogens ( 2.6.8 ). It complies with the test for pyrogens. Inje

	ASSAY
	STORAGE
	LABELLING

	Human coagulation factor € VIII
	Factor € VIII coagulationis humanus
	DEFINITION
	PRODUCTION
	validation studies

	CHARACTERS
	IDENTIFICATION
	TESTS
	Solubility . To a container of the preparation to be examined ad
	pH ( 2.2.3 ): 6.5 to 7.5.
	Osmolality ( 2.2.35 ): minimum 240 € mosmol/kg.
	Total protein . If necessary, dilute an accurately measured volu
	Anti-A and anti-B haemagglutinins ( 2.6.20 ). Dilute the prepara
	Water . Determined by a suitable method, such as the semi-micro 
	Sterility ( 2.6.1 ). It complies with the test for sterility.
	Pyrogens ( 2.6.8 ). It complies with the test for pyrogens. Inje

	ASSAY
	Factor € VIII ( 2.7.4 ). The estimated potency is not less than 
	von Willebrand factor ( 2.7.21 ). Carry out the assay of human v

	STORAGE
	LABELLING

	Human coagulation factor € VIII ( r DNA)
	Factor € VIII coagulationis humanus (ADNr)
	DEFINITION
	PRODUCTION
	manufacturer's REFERENCE PREPARATIONS
	PURIFIED BULK factor € VIII (r dna)
	Specific biological activity or ratio of factor € VIII activity 
	Protein composition . The protein composition is determined by a
	Molecular size distribution . Using size-exclusion chromatograph
	Peptide mapping ( 2.2.55 ). There is no significant difference b
	Carbohydrates/sialic acid . To monitor batch-to-batch consistenc

	final lot
	Excipients: 80 €per cent to 120 €per cent of the stated content,


	CHARACTERS
	IDENTIFICATION
	TESTS
	Solubility . It dissolves within 5 €min at 20-25 €°C, giving a c
	pH ( 2.2.3 ): 6.5 to 7.5.
	Osmolality ( 2.2.35 ): minimum 240 € mosmol/kg.
	Water . Determined by a suitable method, such as the semi-micro 
	Sterility ( 2.6.1 ). It complies with the test for sterility.
	Bacterial endotoxins ( 2.6.14 ): less than 3 €IU in the volume t

	ASSAY
	STORAGE
	LABELLING

	Human coagulation factor € IX
	Factor € IX coagulationis humanus
	DEFINITION
	PRODUCTION
	CONSISTENCY OF THE METHOD OF PRODUCTION

	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 6.5 to 7.5.
	Solubility . To a container of the preparation to be examined ad
	Osmolality ( 2.2.35 ): minimum 240 mosmol/kg.
	Total protein . If necessary, dilute an accurately measured volu
	Activated coagulation factors ( 2.6.22 ). If necessary, dilute t
	Heparin . If heparin has been added during preparation, determin
	Water . Determined by a suitable method, such as the semi-micro 
	Sterility ( 2.6.1 ). It complies with the test for sterility.
	Pyrogens ( 2.6.8 ). It complies with the test for pyrogens. Inje

	ASSAY
	STORAGE
	LABELLING

	Human coagulation factor XI
	Factor XI coagulationis humanus
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solubility . To a container of the preparation to be examined, a
	pH ( 2.2.3 ): 6.8 to 7.4.
	Osmolality ( 2.2.35 ): minimum 240 mosmol/kg.
	Total protein . If necessary, dilute an accurately measured volu
	Activated coagulation factors ( 2.6.22 ). For each of the diluti
	Heparin ( 2.7.12 ). If heparin has been added, the preparation t
	Antithrombin III ( 2.7.17 ). If antithrombin III has been added,
	C 1 -esterase inhibitor . If C 1 -esterase inhibitor has been ad
	Anti-A and anti-B haemagglutinins ( 2.6.20 ). The 1 to 64 diluti
	Water . Determined by a suitable method, such as the semi-micro 
	Sterility ( 2.6.1 ). The reconstituted preparation complies with
	Pyrogens ( 2.6.8 ). The reconstituted preparation complies with 

	ASSAY
	STORAGE
	LABELLING

	Human fibrinogen
	Fibrinogenum humanum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 6.5 to 7.5.
	Osmolality ( 2.2.35 ): minimum 240 € mosmol/kg.
	Solubility . Add the volume of solvent stated on the label to th
	Stability of solution . Allow the reconstituted solution to stan
	Water . Determined by a suitable method, such as the semi-micro 
	Sterility ( 2.6.1 ). The reconstituted preparation complies with
	Pyrogens ( 2.6.8 ). The reconstituted preparation complies with 

	ASSAY
	STORAGE
	LABELLING

	Human haematopoietic stem cells
	Cellulae stirpes haematopoieticae humanae
	DEFINITION
	PRODUCTION
	Donors
	Collection
	Cryopreservation
	Substances used in production
	Quality assurance . All substances must be produced within a rec
	Quality specifications . A suitable quality specification must b
	Viral safety . The requirements of chapter 5.1.7. apply.
	Transmissible spongiform encephalopathies . A risk assessment of
	Water . Water used in the preparation of cellular products compl


	TESTS
	Nucleated cell count . Nucleated cells are counted using a valid
	Viability . Viability is assessed for products that are not infu
	CD34 +€ cell count . For peripheral blood stem cells, CD34 +€ ce
	Colony-forming cell (CFC) assay . Proliferative capacity is esta
	Microbiological control . Examine as prescribed in general metho


	Human hepatitis € A immunoglobulin
	Immunoglobulinum humanum hepatitidis € A
	DEFINITION
	POTENCY
	STORAGE
	LABELLING

	Human hepatitis € B immunoglobulin
	Immunoglobulinum humanum hepatitidis € B
	DEFINITION
	POTENCY
	STORAGE
	LABELLING

	Human hepatitis € B immunoglobulin for intravenous administratio
	Immunoglobulinum humanum hepatitidis € B ad usum intravenosum
	DEFINITION
	POTENCY
	STORAGE
	LABELLING

	Human measles immunoglobulin
	Immunoglobulinum humanum morbillicum
	DEFINITION
	POTENCY
	STORAGE
	LABELLING

	Human normal immunoglobulin
	Immunoglobulinum humanum normale
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solubility . For the freeze-dried preparation, add the volume of
	pH ( 2.2.3 ): 5.0 to 7.2.
	Total protein . Dilute the preparation to be examined with a 9 €
	Protein composition . Examine by zone electrophoresis ( 2.2.31 )
	Distribution of molecular size . Liquid chromatography ( 2.2.29 
	Water . Determined by a suitable method, such as the semi-micro 
	Sterility ( 2.6.1 ). It complies with the test for sterility.
	Pyrogens ( 2.6.8 ). It complies with the test for pyrogens. Inje
	Antibody to hepatitis € B surface antigen . Not less than 0.5 €I
	Antibody to hepatitis € A virus . If intended for use in the pro

	STORAGE
	LABELLING

	Human normal immunoglobulin for intravenous administration
	Immunoglobulinum humanum normale ad € usum intravenosum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solubility . For the freeze-dried preparation, add the volume of
	pH ( 2.2.3 ): 4.0 to 7.4. 
	Osmolality ( 2.2.35 ): minimum 240 mosmol/kg.
	Total protein: minimum 30 €g/l and between 90 €per cent and 110 
	Protein composition . Zone electrophoresis ( 2.2.31 ).
	Distribution of molecular size . Liquid chromatography ( 2.2.29 
	Anticomplementary activity ( 2.6.17 ). The consumption of comple
	Prekallikrein activator ( 2.6.15 ): maximum 35 €IU /ml, calculat
	Anti-A and anti-B haemagglutinins ( 2.6.20 ). Carry out the test
	Anti-D antibodies ( 2.6.26 ). It complies with the test for anti
	Antibody to hepatitis € B surface antigen: minimum 0.5 €IU /g of
	Water . Determined by a suitable method, such as the semi-micro 
	Sterility ( 2.6.1 ). It complies with the test for sterility.
	Pyrogens ( 2.6.8 ). It complies with the test for pyrogens. Inje

	STORAGE
	LABELLING

	Human plasma for fractionation
	Plasma humanum ad separationem
	DEFINITION
	PRODUCTION
	DONORS
	Immunisation of donors . Immunisation of donors to obtain immuno
	Records . Records of donors and donations made are kept in such 
	Laboratory tests . Laboratory tests are carried out for each don

	INDIVIDUAL PLASMA UNITS
	Total protein . Carry out the test using a pool of not fewer tha
	Factor € VIII . Carry out the test using a pool of not fewer tha

	STORAGE AND TRANSPORT
	POOLED PLASMA

	CHARACTERS
	LABELLING

	Human plasma (pooled and treated for virus inactivation)
	Plasma humanum coagmentatum conditumque ad exstinguendum virum
	DEFINITION
	PRODUCTION
	B19 virus DNA . The plasma pool contains not more than 10.0 €IU 

	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 6.5 to 7.6.
	Osmolality ( 2.2.35 ): minimum 240 € mosmol/kg.
	Total protein: minimum 45 €g/l .
	Activated coagulation factors ( 2.6.22 ). It complies with the t
	Anti-A and anti-B haemagglutinins ( 2.6.20 ). The presence of ha
	Hepatitis € A virus antibodies: minimum 2 €IU /ml, determined by
	Irregular erythrocyte antibodies . The preparation to be examine
	Citrate . Liquid chromatography ( 2.2.29 ).
	Calcium: maximum 5.0 € mmol/l.
	Potassium: maximum 5.0 € mmol/l.
	Sodium: maximum 2.00 € × € 10 2 € mmol/l.
	Water: for the freeze-dried product: determined by a suitable me
	Sterility ( 2.6.1 ). It complies with the test for sterility.
	Pyrogens ( 2.6.8 ). It complies with the test for pyrogens. Inje

	ASSAY
	Factor € VIII . Carry out the assay of coagulation factor € VIII
	Factor V . Using imidazole buffer solution pH€ 7.3 €R, prepare 3
	Factor XI . Carry out the assay of human coagulation factor € XI

	LABELLING

	Human prothrombin complex
	Prothrombinum multiplex humanum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solubility . To a container of the preparation to be examined ad
	pH ( 2.2.3 ): 6.5 to 7.5.
	Osmolality ( 2.2.35 ): minimum 240 mosmol/kg.
	Total protein . If necessary, dilute an accurately measured volu
	Activated coagulation factors ( 2.6.22 ). If necessary, dilute t
	Heparin . If heparin has been added during preparation, determin
	Thrombin . If the preparation to be examined contains heparin, d
	Water . Determined by a suitable method, such as the semi-micro 
	Sterility ( 2.6.1 ). It complies with the test for sterility.
	Pyrogens ( 2.6.8 ). It complies with the test for pyrogens. Inje

	ASSAY
	Factor € IX . Carry out the assay of human coagulation factor € 
	Factor € II . Carry out the assay of human coagulation factor € 
	Factor € VII . If the label states that the preparation contains
	Factor € X . If the label states that the preparation contains f

	STORAGE
	LABELLING

	Human rabies immunoglobulin
	Immunoglobulinum humanum rabicum
	DEFINITION
	POTENCY
	STORAGE
	LABELLING

	Human rubella immunoglobulin
	Immunoglobulinum humanum rubellae
	DEFINITION
	POTENCY
	STORAGE
	LABELLING

	Human tetanus immunoglobulin
	Immunoglobulinum humanum tetanicum
	DEFINITION
	PRODUCTION
	POTENCY
	STORAGE
	LABELLING

	Human varicella immunoglobulin
	Immunoglobulinum humanum varicellae
	DEFINITION
	POTENCY
	STORAGE
	LABELLING

	Human varicella immunoglobulin for intravenous administration
	Immunoglobulinum humanum varicellae ad usum intravenosum
	DEFINITION
	POTENCY
	STORAGE
	LABELLING

	Human von Willebrand factor
	Factor humanus von Willebrandi
	DEFINITION
	PRODUCTION
	Validation studies
	von Willebrand factor multimers . The distribution of the differ
	von Willebrand factor activity ( 2.7.21 ). The von Willebrand fa
	von Willebrand factor activity/antigen ratio . Consistency of th


	CHARACTERS
	IDENTIFICATION
	TESTS
	Solubility . To a container of the preparation to be examined ad
	pH ( 2.2.3 ): 6.5 to 7.5.
	Osmolality ( 2.2.35 ): minimum 240 mosmol/kg.
	Total protein . If necessary, dilute an accurately measured volu
	Anti-A and anti-B haemagglutinins ( 2.6.20 ). Dilute the prepara
	Water . Determined by a suitable method, such as the semi-micro 
	Sterility ( 2.6.1 ). It complies with the test for sterility.
	Pyrogens ( 2.6.8 ). It complies with the test for pyrogens. Inje

	ASSAY
	von Willebrand factor ( 2.7.21 ). The estimated potency is not l
	Factor € VIII ( 2.7.4 ). The assay is carried out where the fact

	STORAGE
	LABELLING

	Hyaluronidase 
	Hyaluronidasum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.10 €g of the substance to be
	pH ( 2.2.3 ). Dissolve 30 €mg in 10 €ml of carbon dioxide-free w
	Loss on drying ( 2.2.32 ). Not more than 5.0 €per cent, determin
	Bacterial endotoxins ( 2.6.14 ): less than 0.2 €IU € per €IU of 

	ASSAY
	STORAGE
	LABELLING

	Hydralazine hydrochloride
	Hydralazini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g in carbon dioxide-free water €R a
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.5 to 4.2 for solution€S .
	Hydrazine . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ). The solut
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Hydrochloric acid, concentrated
	Acidum hydrochloridum concentratum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . To 2 €ml add 8 €ml of water €R . The so
	Free chlorine: maximum 4 €ppm .
	Sulphates ( 2.4.13 ): maximum 20 €ppm .
	Heavy metals ( 2.4.8 ): maximum 2 €ppm .
	Residue on evaporation: maximum 0.01 €per cent .

	ASSAY
	STORAGE

	Hydrochloric acid, dilute
	Acidum hydrochloridum dilutum
	DEFINITION
	PREPARATION
	IDENTIFICATION
	TESTS
	Appearance . It is clear ( 2.2.1 ) and colourless ( 2.2.2, Metho
	Free chlorine: maximum 1 €ppm .
	Sulphates ( 2.4.13 ): maximum 5 €ppm .
	Heavy metals ( 2.4.8 ): maximum 2 €ppm .
	Residue on evaporation: maximum 0.01 €per cent .

	ASSAY

	Hydrochlorothiazide
	Hydrochlorothiazidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . Shake 0.5 €g of the powdered substance t
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Hydrocodone hydrogen tartrate 2.5-hydrate
	Hydrocodoni hydrogenotartras 2.5-hydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.2 to 3.8.
	Specific optical rotation ( 2.2.7 ): − 87 to − 91 (anhydrous sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): 7.0 €per cent to 12.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Hydrocortisone
	Hydrocortisonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ). Dissolve 0.250 €g in dioxan
	Related substances . Examine by liquid chromatography ( 2.2.29 )
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin

	ASSAY
	STORAGE
	IMPURITIES

	Hydrocortisone acetate
	Hydrocortisoni acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 158 to +€ 167 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE

	Hydrocortisone hydrogen succinate
	Hydrocortisoni hydrogenosuccinas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ). 
	Specific optical rotation ( 2.2.7 ): +€ 147 to +€ 153 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 4.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Hydrogen peroxide solution (3 € per € cent)
	Hydrogenii peroxidum 3 € per € centum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity . To 10 €ml add 20 €ml of water €R and 0.25 €ml of methy
	Organic stabilisers: maximum 250 €ppm .
	Non-volatile residue: maximum 2 €g/l .

	ASSAY
	STORAGE
	LABELLING
	CAUTION

	Hydrogen peroxide solution (30 € per € cent)
	Hydrogenii peroxidum 30 € per € centum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity . To 10 €ml add 100 €ml of water €R and 0.25 €ml of meth
	Organic stabilisers: maximum 500 €ppm .
	Non-volatile residue: maximum 2 €g/l .

	ASSAY
	STORAGE
	LABELLING
	CAUTION

	Hydromorphone hydrochloride
	Hydromorphoni hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.250 €g in carbon dioxide-free water €R
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 2 €ml of solution € S add 0.1 €ml of 
	Specific optical rotation ( 2.2.7 ): − 136 to − 140 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on t

	ASSAY
	STORAGE
	IMPURITIES

	Hydroxocobalamin acetate
	Hydroxocobalamini acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Use fresh
	Loss on drying ( 2.2.32 ): 8.0 €per cent to 12.0 €per cent, dete

	ASSAY
	STORAGE

	Hydroxocobalamin chloride
	Hydroxocobalamini chloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Use fresh
	Loss on drying ( 2.2.32 ): 8.0 €per cent to 12.0 €per cent, dete

	ASSAY
	STORAGE

	Hydroxocobalamin sulphate
	Hydroxocobalamini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Use fresh
	Loss on drying ( 2.2.32 ): 8.0 €per cent to 16.0 €per cent, dete

	ASSAY
	STORAGE

	Hydroxycarbamide
	Hydroxycarbamidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Urea . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4 ): maximum 50 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 2.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Hydroxyethyl salicylate
	Hydroxyethylis salicylas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in 40 €ml of alcohol €R and dilut
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 2 €ml of solution€S add 0.1 €ml of me
	Relative density ( 2.2.5 ): 1.252 to 1.257.
	Refractive index ( 2.2.6 ): 1.548 to 1.551.
	Related substances . Thin-layer chromatography ( 2.2.27 ). 
	Chlorides ( 2.4.4 ): maximum 100 €ppm . 
	Sulphates ( 2.4.13 ): maximum 250 €ppm . 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES
	01/2008: 0336

	Hydroxyethylcellulose
	Hydroxyethylcellulosum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Disperse a quantity of the substance to be examin
	pH ( 2.2.3 ): 5.5 to 8.5 for solution€S . 
	Apparent viscosity ( 2.2.10 ): 75 €per cent to 140 €per cent of 
	Chlorides ( 2.4.4 ): maximum 1.0 €per cent . 
	Nitrates: maximum 3.0 €per cent (dried substance), if hydroxyeth
	Glyoxal: maximum 20 €ppm . 
	Ethylene oxide . Head-space gas chromatography ( 2.4.25 ). 
	2-Chloroethanol . Head-space gas chromatography ( 2.2.28 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 4.0 €per cent, determined on 1

	LABELLING

	Hydroxypropylbetadex
	Hydroxypropylbetadexum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R p
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Conductivity ( 2.2.38 ): maximum 200 µS·cm -1 .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Molar substitution . Nuclear magnetic resonance spectrometry ( 2
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 
	Bacterial endotoxins ( 2.6.14 ): less than 10 € IU/g, if intende

	LABELLING
	IMPURITIES

	Hydroxypropylcellulose
	Hydroxypropylcellulosum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . While stirring, introduce a quantity of the subst
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ): 5.0 to 8.5 for solution€S .
	Apparent viscosity ( 2.2.10 ): 75 €per cent to 140 €per cent of 
	Silica: maximum 0.6 €per cent .
	Chlorides ( 2.4.4 ): maximum 0.5 €per cent .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 7.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 1.6 €per cent, determined on 1

	LABELLING

	Hydroxyzine hydrochloride
	Hydroxyzini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in water €R and dilute to 20.0 €m
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Hymecromone
	Hymecromonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Absorbance ( 2.2.25 ). Dissolve 50 €mg in 10 €ml of ammonium chl
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Hyoscine
	Hyoscinum
	Scopolaminum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): − 33 to − 39 (anhydrous sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Hyoscine butylbromide
	Hyoscini butylbromidum Scopolamini butylbromidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.25 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 5.5 to 6.5 for solution€S .
	Specific optical rotation ( 2.2.7 ): − 18 to − 20 (dried substan
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Loss on drying ( 2.2.32 ): maximum 2.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 0

	ASSAY
	IMPURITIES

	Hyoscine hydrobromide
	Hyoscini hydrobromidum Scopolamini hydrobromidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	pH ( 2.2.3 ): 4.0 to 5.5 for solution€S .
	Specific optical rotation ( 2.2.7 ): − 24 to − 27 (anhydrous sub
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Water ( 2.5.12 ): 10.0 €per cent to 13.0 €per cent, determined o
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Hyoscyamine sulphate
	Hyoscyamini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in water €R and dilute to 50.0 €
	Appearance of solution . Solution € S is not more intensely colo
	pH ( 2.2.3 ): 4.5 to 6.2.
	Specific optical rotation ( 2.2.7 ): − 24 to − 29 (anhydrous sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): 2.0 €per cent to 5.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Hypromellose
	Hypromellosum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . While stirring, introduce a quantity of the subst
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ): 5.0 to 8.0 for the solution prepared as described 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 1.5 €per cent, determined on 1

	functionality-related characteristics
	Apparent viscosity: minimum 80 €per cent and maximum 120 €per ce
	Degree of substitution . Gas chromatography ( 2.2.28 ).
	Apparent viscosity: see test above.
	Degree of substitution: see test above.
	Molecular mass distribution ( 2.2.30 ).
	Particle-size distribution ( 2.9.31 ).
	Powder flow ( 2.9.36 ).


	Hypromellose phthalate
	Hypromellosi phthalas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Free phthalic acid . Liquid chromatography ( 2.2.29 ).
	Chlorides: maximum 0.07 €per cent .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 5.0 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	FUNCTIONALITY-RELATED CHARACTERISTICS
	Apparent viscosity ( 2.2.9 ): 80 €per cent to 120 €per cent of t
	Solubility . 0.2 €g dissolves quickly and completely in 100 €ml 
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	Ibuprofen
	Ibuprofenum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in methanol €R and dilute to 20 €
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Angle of optical rotation ( 2.2.7 ): − 0.05 ° to +  0.05 ° . 
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Impurity € F . Gas chromatography ( 2.2.28 ): use the normalisat
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Iceland moss
	Lichen islandicus
	DEFINITION
	IDENTIFICATION 
	TESTS
	Foreign matter ( 2.8.2 ): maximum 5 €per cent .
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 3.0 €per cent .
	Swelling value ( 2.8.4 ): minimum 4.5, determined on the powdere


	Ichthammol
	Ichthammolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . To 10.0 €ml of the clear filtrate obtain
	Relative density ( 2.2.5 ): 1.040 to 1.085, determined on a mixt
	Sulphated ash ( 2.4.14 ): maximum 0.3 €per cent, determined on 1

	ASSAY
	Dry matter . Weigh 1.000 €g in a tared flask containing 2 €g of 
	Total ammonia . Dissolve 2.50 €g in 25 €ml of warm water €R . Ri
	Organically combined sulphur . Mix 0.500 €g with 4 €g of anhydro
	Sulphur in the form of sulphate . Dissolve 2.000 €g in 100 €ml o


	Idoxuridine
	Idoxuridinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.500 €g in 1 €M sodium hydroxide and di
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ). Dissolve 0.10 €g in carbon dioxide-free water €R a
	Specific optical rotation ( 2.2.7 ): +€ 28 to +€ 32, determined 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Iodide . Dissolve 0.25 €g in 25 €ml of 0.1 €M sodium hydroxide, 
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Ifosfamide
	Ifosfamidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . Dilute 5 €ml of solution€S to 50 €ml wit
	Optical rotation ( 2.2.7 ). The angle of optical rotation, deter
	Related substances
	Chlorides ( 2.4.4 ). Dilute 5 €ml of solution€S to 15 €ml with w
	Heavy metals ( 2.4.8 ). 12 €ml of solution€S complies with limit
	Water ( 2.5.12 ). Not more than 0.5 €per cent, determined on 1.0

	ASSAY
	STORAGE
	IMPURITIES
	Related substances test € A
	Related substances test € B


	Imipenem
	Imipenemum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more opalescent tha
	pH ( 2.2.3 ): 4.5 to 7.0.
	Specific optical rotation ( 2.2.7 ): +€ 84 to +€ 89 (anhydrous s
	Related substances . Liquid chromatography ( 2.2.29 ). Keep the 
	Water ( 2.5.12 ): 5.0 €per cent to 8.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 0.17 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Imipramine hydrochloride
	Imipramini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 3.0 €g add 20 €ml of carbon dioxide-free water
	Appearance of solution . Solution € S is clear ( 2.2.1 ). Immedi
	pH ( 2.2.3 ). The pH of solution€S, measured immediately after p
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Indapamide
	Indapamidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Optical rotation ( 2.2.7 ): − 0.02 ° to +  0.02 ° .
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Impurity € A . Liquid chromatography ( 2.2.29 ). Carry out the t
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 0.100 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Indian frankincense
	Olibanum indicum
	DEFINITION
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 8.0 €per cent, determined on 
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .

	ASSAY

	Indinavir sulphate
	Indinaviri sulfas
	DEFINITION
	Production
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Ethanol . Gas chromatography ( 2.2.28 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 1.5 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Indometacin
	Indometacinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Insulin aspart
	Insulinum aspartum
	DEFINITION
	PRODUCTION
	Host-cell-derived proteins . The limit is approved by the compet
	Single-chain precursor . The limit is approved by the competent 

	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurities with molecular masses greater than that of insulin as
	Related proteins . Liquid chromatography ( 2.2.29 ) as described
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 6.0 €per cent, determined on 0
	Bacterial endotoxins ( 2.6.14 ): less than 10 €IU /mg, if intend

	ASSAY
	STORAGE

	Insulin, bovine
	Insulinum bovinum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurities with molecular masses greater than that of insulin . 
	Related proteins . Liquid chromatography ( 2.2.29 ) as described
	Bovine proinsulin-like immunoreactivity (PLI): maximum 10 €ppm (
	Zinc: maximum 1.0 €per cent (dried substance).
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 2.5 €per cent (dried substance
	Bacterial endotoxins ( 2.6.14 ): less than 10 €IU /mg, if intend

	ASSAY
	STORAGE

	Insulin, human
	Insulinum humanum
	DEFINITION
	PRODUCTION
	Host-cell-derived proteins . The limit is approved by the compet
	Single chain precursor . The limit is approved by the competent 

	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurities with molecular masses greater than that of insulin . 
	Related proteins . Liquid chromatography ( 2.2.29 ) as described
	Proinsulin-like immunoreactivity (PLI): maximum 10 €ppm, calcula
	Zinc: maximum 1.0 €per cent (dried substance).
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 2.5 €per cent, determined on 0
	Bacterial endotoxins ( 2.6.14 ): less than 10 €IU /mg, if intend

	ASSAY
	STORAGE
	LABELLING

	Insulin injection, biphasic
	Insulinum biphasicum iniectabile
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ). The pH of the suspension to be examined is 6.6 € t
	Insulin in the supernatant: 22.0 €per cent to 28.0 €per cent of 
	Total zinc: 26.0 €µg to 37.5 €µg per 100 €IU of insulin. Determi


	Insulin injection, biphasic isophane
	Insulinum isophanum biphasicum iniectabile
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Total zinc . Not more than 40.0 €µg per 100 €IU of insulin, dete

	LABELLING

	Insulin injection, isophane
	Insulinum isophanum iniectabile
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Total zinc . Not more than 40.0 €µg per 100 €IU of insulin, dete


	Insulin injection, soluble
	Insulinum solubile iniectabile
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Total zinc . Not more than 40.0 €µg per 100 €IU of insulin.


	Insulin lispro
	Insulinum lisprum
	DEFINITION
	PRODUCTION
	Host-cell-derived proteins . The limit is approved by the compet
	Single-chain precursor . The limit is approved by the competent 

	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurities with molecular masses greater than that of insulin li
	Related proteins . Liquid chromatography ( 2.2.29 ): use the nor
	Zinc: maximum 1.0 €per cent (dried substance).
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 2.5 €per cent, determined on 0
	Bacterial endotoxins ( 2.6.14, Method € D ): less than 10 €IU /m

	ASSAY
	STORAGE

	Insulin, porcine
	Insulinum porcinum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurities with molecular masses greater than that of insulin . 
	Related proteins . Liquid chromatography ( 2.2.29 ) as described
	Porcine proinsulin-like immunoreactivity (PLI): maximum 10 €ppm 
	Zinc: maximum 1.0 €per cent (dried substance).
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 2.5 €per cent (dried substance
	Bacterial endotoxins ( 2.6.14 ): less than 10 €IU /mg, if intend

	ASSAY
	STORAGE

	Insulin preparations, injectable
	Praeparationes insulini iniectabiles
	DEFINITION
	PRODUCTION
	TESTS
	pH ( 2.2.3 ). The pH of the solution or suspension is 6.9 to 7.8
	Insulin in the supernatant . For injectable insulin preparations
	Impurities with molecular masses greater than that of insulin . 
	Related proteins . Examine by liquid chromatography ( 2.2.29 ) a
	Total zinc . Not more than the amount stated in the individual m
	Zinc in solution . Where applicable, not more than the amount st
	Bacterial endotoxins ( 2.6.14 ): less than 80 €IU per 100 €IU of

	ASSAY
	STORAGE
	LABELLING

	Insulin zinc injectable suspension
	Insulini zinci suspensio iniectabilis
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Insulin not extractable with buffered acetone solution: 63 €per 
	Total zinc: 0.12 €mg to 0.25 €mg per 100 €IU of insulin, determi
	Zinc in solution: 20 €per cent to 65 €per cent of the total zinc


	Insulin zinc injectable suspension (amorphous)
	Insulini zinci amorphi suspensio iniectabilis
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Total zinc . 0.12 €mg to 0.25 €mg per 100 €IU of insulin, determ
	Zinc in solution . 20 €per cent to 65 €per cent of the total zin


	Insulin zinc injectable suspension (crystalline)
	Insulini zinci cristallini suspensio iniectabilis
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Insulin not extractable with buffered acetone solution . Not les
	Total zinc: 0.12 €mg to 0.25 €mg per 100 €IU of insulin, determi
	Zinc in solution: 20 €per cent to 65 €per cent of the total zinc


	Interferon alfa-2 concentrated solution
	Interferoni alfa-2 solutio concentrata
	DEFINITION
	PRODUCTION
	Host-cell-derived proteins . The limit is approved by the compet
	Host-cell- or vector-derived DNA . The limit is approved by the 

	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurities of molecular masses differing from that of interferon
	Related proteins . Examine by liquid chromatography ( 2.2.29 ).
	Bacterial endotoxins ( 2.6.14 ): less than 100 €IU in the volume

	ASSAY
	Protein
	Potency

	STORAGE
	LABELLING

	Interferon gamma-1 b concentrated solution
	Interferoni gamma-1b solutio concentrata
	DEFINITION
	PRODUCTION
	Host-cell derived proteins . The limit is approved by the compet
	Host-cell- and vector-derived DNA . The limit is approved by the

	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The preparation to be examined is clear ( 2.2.1 ) a
	pH ( 2.2.3 ). The pH of the preparation to be examined is 4.5 to
	Covalent dimers and oligomers . Not greater than 2 €per cent, de
	Monomer and aggregates . Examine by size-exclusion chromatograph
	Deamidated and oxidised forms and heterodimers . Examine by liqu
	Impurities of molecular masses differing from that of interferon
	Norleucine . Not more than 0.2 mole of norleucine per mole of in
	Bacterial endotoxins ( 2.6.14 ): less than 5 €IU in the volume t

	ASSAY
	Protein ( 2.2.25 ). Dilute the substance to be examined in water
	Potency . The potency of interferon gamma-1b is estimated by eva

	STORAGE

	Iodine
	Iodum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Triturate 3.0 €g with 20 €ml of water €R, filter,
	Bromides and chlorides: maximum 250 €ppm .
	Non-volatile substances: maximum 0.1 €per cent .

	ASSAY

	Iohexol
	Iohexolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in water €R and dilute to 50.0 €m
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Related substances
	3-Chloropropane-1,2-diol . Gas chromatography ( 2.2.28 ).
	Free aromatic amine: maximum 500 €ppm . 
	Iodide: maximum 10 €ppm .
	Ionic compounds ( 2.2.38 ): maximum 0.01 €per cent € m/m calcula
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 4.0 €per cent, determined on 1.00 €g .

	ASSAY
	STORAGE
	IMPURITIES

	Iopamidol
	Iopamidolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Acidity or alkalinity . Dissolve 10.0 €g in carbon dioxide-free 
	Specific optical rotation ( 2.2.7 ): − 4.6 to − 5.2 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ).
	Free aromatic amines: maximum 200 €ppm . 
	Free iodine: maximum 10 €ppm . 
	Iodide: maximum 10 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 1.4 €IU /g, if intend

	ASSAY
	STORAGE
	IMPURITIES

	Iopanoic acid
	Acidum iopanoicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in 1 €M sodium hydroxid
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Halides . To 0.46 €g add 10 €ml of nitric acid €R and 15 €ml of 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Iotalamic acid
	Acidum iotalamicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in 1 €M sodium hydroxid
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Halides . Dissolve 0.55 €g in a mixture of 4 €ml of dilute sodiu
	Impurity € A . Not more than 0.05 €per cent € m/m determined by 
	Iodide . Not more than 20 €ppm, determined by potentiometric tit
	Heavy metals ( 2.4.8 ). Dissolve 2.0 €g in 4 €ml of dilute sodiu
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Iotrolan
	Iotrolanum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Conductivity ( 2.2.28 ): maximum 25  µS·cm − 1 .
	Primary aromatic amines . Protect the solutions from light throu
	Related substances . Thin-layer chromatography ( 2.2.27 ). Prepa
	Isomer distribution . Liquid chromatography ( 2.2.29 ) as descri
	Free iodine . Dissolve 0.20 €g in 1 €ml of water €R in a glass-s
	Iodide: maximum 20 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 3.5 €per cent, determined on 0.250 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 0.7 €IU /g.

	ASSAY
	STORAGE
	IMPURITIES

	Ioxaglic acid
	Acidum ioxaglicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ). 
	Absorbance ( 2.2.25 ): maximum 0.18, calculated for a solution c
	Related substances . Liquid chromatography ( 2.2.29 ): use the n
	Iodides: maximum 50 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 5.0 €per cent, determined on 0.100 €g 
	Sulphated ash € ( 2.4.14 ): maximum 0.1 €per cent, determined on

	ASSAY
	STORAGE
	IMPURITIES

	Ipecacuanha liquid extract, standardised
	Ipecacuanhae extractum fluidum normatum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Ethanol ( 2.9.10 ): 95 €per cent to 105 €per cent of the quantit

	ASSAY

	Ipecacuanha, prepared
	Ipecacuanhae pulvis normatus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ). Not more than 5.0 €per cent, determin
	Total ash ( 2.4.16 ). Not more than 5.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ). Not more than 3.0 

	ASSAY
	STORAGE

	Ipecacuanha root
	Ipecacuanhae radix
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 5.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 3.0 €per c

	ASSAY
	STORAGE

	Ipecacuanha tincture, standardised
	Ipecacuanhae tinctura normata
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Ethanol ( 2.9.10 ): 95 €per cent to 105 €per cent of the quantit

	ASSAY

	Ipratropium bromide
	Ipratropii bromidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 5.0 to 7.5 for solution€S .
	Impurity € A . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): 3.9 €per cent to 4.4 €per cent, determined € o
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Isoconazole
	Isoconazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.20 €g in methanol €R and dilute to 20.
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Isoconazole nitrate
	Isoconazoli nitras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.20 €g in methanol €R and dilute to 20.
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Isoflurane
	Isofluranum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . To 20 €ml add 20 €ml of carbon dioxide-f
	Related substances . Gas chromatography ( 2.2.28 ).
	Chlorides ( 2.4.4 ): maximum 10 €ppm .
	Fluorides: maximum 10 €ppm .
	Non-volatile matter: maximum 200 €mg/l .
	Water ( 2.5.12 ): maximum 1.0 €mg/ml, determined on 10.0 €ml .

	STORAGE
	IMPURITIES

	Isoleucine
	Isoleucinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.5 €g in 1 €M hydrochloric ac
	Specific optical rotation ( 2.2.7 ). Dissolve 1.00 €g in hydroch
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Chlorides ( 2.4.4 ). Dissolve 0.25 €g in water €R and dilute to 
	Sulphates ( 2.4.13 ). Dissolve 0.5 €g in 3 €ml of dilute hydroch
	Ammonium ( 2.4.1 ). 50 €mg complies with limit test € B for ammo
	Iron ( 2.4.9 ). In a separating funnel, dissolve 1.0 €g in 10 €m
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Isomalt
	Isomaltum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Conductivity ( 2.2.38 ): maximum 20   µS·cm − 1 . 
	Reducing sugars: maximum 0.3 €per cent, expressed as glucose equ
	Related products . Liquid chromatography ( 2.2.29 ).
	Lead ( 2.4.10 ): maximum 0.5 €ppm .
	Nickel ( 2.4.15 ): maximum 1 €ppm .
	Water ( 2.5.12 ): maximum 7.0 €per cent, determined on 0.3 €g . 

	ASSAY
	LABELLING
	IMPURITIES

	Isoniazid
	Isoniazidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). The pH of solution€S is 6.0 to 8.0.
	Hydrazine and related substances . Examine by thin-layer chromat
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Isoprenaline hydrochloride
	Isoprenalini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.3 to 5.5. 
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Isoprenaline sulphate
	Isoprenalini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.3 to 5.5.
	Isoprenalone: the absorbance ( 2.2.25 ) is not greater than 0.20
	Water ( 2.5.12 ): 5.0 €per cent to 7.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Isopropyl alcohol
	Alcohol isopropylicus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Acidity or alkalinity . Gently boil 25 €ml for 5 €min . Add 25 €
	Absorbance ( 2.2.25 ): maximum 0.30 at 230 €nm, 0.10 at 250 €nm,
	Benzene and related substances . Gas chromatography ( 2.2.28 ).
	Peroxides . In a 12 €ml test-tube with a ground-glass stopper an
	Non-volatile substances: maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 5.0 €g .

	STORAGE
	IMPURITIES

	Isopropyl myristate
	Isopropylis myristas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Refractive index ( 2.2.6 ): 1.434 to 1.437.
	Viscosity ( 2.2.9 ): 5 €mPa·s to 6 €mPa·s .
	Acid value ( 2.5.1 ): maximum 1.0.
	Iodine value ( 2.5.4 ): maximum 1.0.
	Saponification value ( 2.5.6 ): 202 to 212.
	Water ( 2.5.12 ): maximum 0.1 €per cent, determined on 5.0 €g .
	Total ash ( 2.4.16 ): maximum 0.1 €per cent, determined on 1.0 €

	ASSAY
	STORAGE

	Isopropyl palmitate
	Isopropylis palmitas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Refractive index ( 2.2.6 ): 1.436 to 1.440.
	Viscosity ( 2.2.9 ): 5 €mPa·s to 10 €mPa·s .
	Acid value ( 2.5.1 ): maximum 1.0.
	Iodine value ( 2.5.4 ): maximum 1.0.
	Saponification value ( 2.5.6 ): 183 to 193.
	Water ( 2.5.12 ): maximum 0.1 €per cent, determined on 5.0 €g .
	Total ash ( 2.4.16 ): maximum 0.1 €per cent, determined on 1.0 €

	ASSAY
	STORAGE

	Isosorbide dinitrate, diluted 
	Isosorbidi dinitras dilutus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurity € A . Thin-layer chromatography ( 2.2.27 ).
	Impurities B and C . Liquid chromatography ( 2.2.29 ).

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Isosorbide mononitrate, diluted 
	Isosorbidi mononitras dilutus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurity € A . Thin-layer chromatography ( 2.2.27 ).
	Impurities B and C . Liquid chromatography ( 2.2.29 ).

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Isotretinoin
	Isotretinoinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Examine by liquid chromatography ( 2.2.29 )
	Heavy metals ( 2.4.8 ). 0.5 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Isoxsuprine hydrochloride
	Isoxsuprini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.50 €g, with gentle heating if necessar
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 4.5 to 6.0 for solution€S .
	Optical rotation ( 2.2.7 ): − 0.05 ° to +  0.05 °, determined on
	Phenones: maximum 1.0 €per cent, calculated as impurity € B. 
	Related substances . Gas chromatography ( 2.2.28 ). Prepare the 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ispaghula husk
	Plantaginis ovatae seminis tegumentum
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ). Carry out the determination using 5.0 
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 4.0 €per cent .
	Swelling index ( 2.8.4 ): minimum 40, determined on 0.1 €g of th


	Ispaghula seed
	Plantaginis ovatae semen
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ). Carry out the determination using 10.0
	Swelling index ( 2.8.4 ): minimum 9.
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 4.0 €per cent .


	Isradipine
	Isradipinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.2 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Itraconazole
	Itraconazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in methylene chloride €R and dilu
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Optical rotation ( 2.2.7 ). The angle of optical rotation is − 0
	Related substances . Examine by liquid chromatography ( 2.2.29 )
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Ivermectin
	Ivermectinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): − 17 to − 20 (anhydrous sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Ethanol and formamide . Gas chromatography ( 2.2.28 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 0.50 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ivy leaf
	Hederae folium
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 10 €per cent of discoloured ma
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .

	ASSAY
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	toc
	Java tea
	Orthosiphonis folium
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 5 €per cent of stems with a di
	Loss on drying ( 2.2.32 ): maximum 11.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 12.5 €per cent .

	ASSAY

	Josamycin
	Josamycinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): − 65 to − 75 (dried substan
	Related substances . Thin-layer chromatography ( 2.2.27 ).
	Heavy metals ( 2.4.8 ): maximum 30 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE

	Josamycin propionate
	Josamycini propionas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): − 65 to − 75 (dried substan
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Juniper
	Iuniperi pseudo-fructus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 5 €per cent of unripe or disco
	Water ( 2.2.13 ): maximum 120 €ml /kg, determined on 20.0 €g of 
	Total ash ( 2.4.16 ): maximum 4.0 €per cent . 

	ASSAY

	Juniper oil
	Iuniperi aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.857 to 0.876.
	Refractive index ( 2.2.6 ): 1.471 to 1.483.
	Optical rotation ( 2.2.7 ): − 15° to − 0.5°.
	Peroxide value ( 2.5.5 ): maximum 20.
	Fatty oils and resinified essential oils ( 2.8.7 ). It complies 
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the

	STORAGE
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	toc
	Kanamycin acid sulphate
	Kanamycini sulfas acidus
	DEFINITION
	PRODUCTION
	Abnormal toxicity ( 2.6.9 ). Inject into each mouse 0.5 €ml of a

	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.20 €g in carbon dioxide-free water €R 
	pH ( 2.2.3 ). The pH of solution€S is 5.5 to 7.5.
	Specific optical rotation ( 2.2.7 ). +103 to +115, determined on
	Kanamycin B . Examine by thin-layer chromatography ( 2.2.27 ), u
	Loss on drying ( 2.2.32 ). Not more than 5.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.5 €per cent, determine
	Sulphate . 23.0 €per cent to 26.0 €per cent of sulphate (SO 4 ),
	Pyrogens ( 2.6.8 ). If intended for use in the manufacture of pa

	ASSAY
	STORAGE

	Kanamycin monosulphate
	Kanamycini monosulfas
	DEFINITION
	PRODUCTION
	Abnormal toxicity ( 2.6.9 ). Inject into each mouse 0.5 €ml of a

	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.20 €g in carbon dioxide-free water €R 
	pH ( 2.2.3 ). The pH of solution€S is 6.5 to 8.5.
	Specific optical rotation ( 2.2.7 ). +112 to +123, determined on
	Kanamycin B . Examine by thin-layer chromatography ( 2.2.27 ), u
	Loss on drying ( 2.2.32 ). Not more than 1.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.5 €per cent, determine
	Sulphate . 15.0 €per cent to 17.0 €per cent of sulphate (SO 4 ),
	Pyrogens ( 2.6.8 ). If intended for use in the manufacture of pa

	ASSAY
	STORAGE

	Kaolin, heavy
	Kaolinum ponderosum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 4 €g add a mixture of 6 €ml of acetic acid €R 
	Acidity or alkalinity . To 1.0 €g add 20 €ml of carbon dioxide-f
	Organic impurities . Heat 0.3 €g to redness in a calcination tub
	Adsorption power . To 1.0 €g in a ground-glass-stoppered test-tu
	Swelling power . Triturate 2 €g with 2 €ml of water €R . The mix
	Substances soluble in mineral acids: maximum 1 €per cent .
	Chlorides ( 2.4.4 ): maximum 250 €ppm .
	Sulphates ( 2.4.13 ): maximum 0.1 €per cent .
	Calcium ( 2.4.3 ): maximum 250 €ppm .
	Heavy metals ( 2.4.8 ): maximum 50 €ppm .
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	LABELLING

	Kelp
	Fucus vel Ascophyllum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Arsenic ( 2.4.27 ) : maximum 90 €ppm .
	Cadmium ( 2.4.27 ) : maximum 4 €ppm .
	Lead ( 2.4.27 ) : maximum 5 €ppm .
	Mercury ( 2.4.27 ) : maximum 0.1 €ppm .
	Swelling index ( 2.8.4 ): minimum 6.
	Loss on drying ( 2.2.32 ): maximum 15.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 24 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 3.0 €per c

	ASSAY
	TOTAL IODINE . To 1.000 €g of the powdered drug, in a tall silic

	LABELLING

	Ketamine hydrochloride
	Ketamini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 3.5 to 4.1
	Optical rotation ( 2.2.7 ): − 0.2 ° to +  0.2 ° .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ketobemidone hydrochloride
	Cetobemidoni hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.250 €g in carbon dioxide-free water €R
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.5 to 5.5 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 0.50 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Ketoconazole
	Ketoconazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in methylene chloride €R and dilu
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ketoprofen
	Ketoprofenum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8: maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Ketorolac trometamol
	Ketorolacum trometamolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.75 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ).
	pH ( 2.2.3 ): 5.7 to 6.7.
	Absorbance ( 2.2.25 ): maximum 0.10, determined at 430 €nm for s
	Related substances . Liquid chromatography ( 2.2.29 ). Protect t
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ketotifen hydrogen fumarate
	Ketotifeni hydrogenofumaras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Knotgrass
	Polygoni avicularis herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 2 €per cent of roots and maxim
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .

	ASSAY
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	toc
	Labetalol hydrochloride
	Labetaloli hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.0 to 5.0 for solution€S .
	Diastereoisomer ratio . Gas chromatography ( 2.2.28 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Lactic acid
	Acidum lacticum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in 42 €ml of 1 €M sodium hydroxid
	Appearance . The substance to be examined is not more intensely 
	Ether-insoluble substances . Dissolve 1.0 €g in 25 €ml of ether 
	Sugars and other reducing substances . To 1 €ml of solution€S ad
	Methanol ( 2.4.24 ): maximum 50 €ppm, if intended for use in the
	Citric, oxalic and phosphoric acids . To 5 €ml of solution€S add
	Sulphates ( 2.4.13 ): maximum 200 €ppm .
	Calcium ( 2.4.3 ): maximum 200 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 5 €IU /g, if intended

	ASSAY
	LABELLING

	( S )-Lactic acid
	Acidum ( S )-lacticum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in 42 €ml of 1 €M sodium hydroxid
	Appearance . The substance to be examined is not more intensely 
	Ether-insoluble substances . Dissolve 1.0 €g in 25 €ml of ether 
	Sugars and other reducing substances . To 1 €ml of solution€S ad
	Methanol ( 2.4.24 ): maximum 50 €ppm, if intended for use in the
	Citric, oxalic and phosphoric acids . To 5 €ml of solution€S add
	Sulphates ( 2.4.13 ): maximum 200 €ppm .
	Calcium ( 2.4.3 ): maximum 200 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 5 €IU /g if intended 

	ASSAY
	( S )-enantiomer

	LABELLING

	Lactitol monohydrate
	Lactitolum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.000 €g in carbon dioxide-free water €R
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 10 €ml of solution€S add 10 €ml of ca
	Specific optical rotation ( 2.2.7 ): +€ 13.5 to +€ 15.5 (anhydro
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Reducing sugars: maximum 0.2 €per cent . 
	Lead ( 2.4.10 ): maximum 0.5 €ppm .
	Nickel ( 2.4.15 ): maximum 1 €ppm .
	Water ( 2.5.12 ): 4.5 €per cent to 5.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	IMPURITIES

	Lactobionic acid
	Acidum lactobionicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): +€ 23.0 to +€ 29.0 (anhydro
	Reducing sugars: maximum 0.2 €per cent, calculated as glucose.
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 5.0 €per cent, determined on 0.50 €g .
	Total ash ( 2.4.16 ): maximum 0.2 €per cent .

	ASSAY

	Lactose, anhydrous
	Lactosum anhydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Acidity or alkalinity . Dissolve 6.0 €g by heating in 25 €ml of 
	Specific optical rotation ( 2.2.7 ): +€ 54.4 to +€ 55.9 (anhydro
	Absorbance ( 2.2.25 ).
	Heavy metals ( 2.4.8 ): maximum 5 €ppm . 
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 0.50 €g, 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	FUNcTIONALITY-RELATED CHARACTERISTICS
	Particle size distribution ( 2.9.31 or 2.9.38 ).
	Bulk and tapped density ( 2.9.15 ). Determine the bulk density a
	-Lactose and -lactose . Gas chromatography ( 2.2.28 ).
	Loss on drying ( 2.2.32 ). Determine on 1.000 €g by drying in an


	Lactose monohydrate
	Lactosum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Acidity or alkalinity . Dissolve 6.0 €g by heating in 25 €ml of 
	Specific optical rotation ( 2.2.7 ): +€ 54.4 to +€ 55.9 (anhydro
	Absorbance ( 2.2.25 ).
	Heavy metals ( 2.4.8 ): maximum 5 €ppm .
	Water ( 2.5.12 ): 4.5 €per cent to 5.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	STORAGE
	FUNcTIONALITY-RELATED CHARACTERISTICS
	Particle size distribution ( 2.9.31 or 2.9.38 ).
	Bulk and tapped density ( 2.9.15 ). Determine the bulk density a


	Lactulose
	Lactulosum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 3.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.0 to 7.0. 
	Specific optical rotation ( 2.2.7 ): − 46.0 to − 50.0 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	Methanol . Head-space gas chromatography ( 2.2.28 ).
	Boron: maximum 9 €ppm . 
	Lead ( 2.4.10 ): maximum 0.5 €ppm .
	Water ( 2.5.12 ): maximum 2.5 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	IMPURITIES

	Lactulose, liquid
	Lactulosum liquidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Mix 10 €g with carbon dioxide-free water €R and d
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.0 to 7.0. 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Methanol . Head-space gas chromatography ( 2.2.28 ). 
	Sulphites: maximum 30 €ppm . 
	Boron: maximum 5 €ppm . 
	Lead ( 2.4.10 ): maximum 0.5 €ppm, calculated with reference to 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	LABELLING
	IMPURITIES

	Lamivudine
	Lamivudinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Absorbance ( 2.2.25 ): maximum 0.3 at 440 €nm, using a path leng
	Related substances . Liquid chromatography ( 2.2.29 ).
	Enantiomeric purity . Liquid chromatography ( 2.2.29 ): use the 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Lansoprazole
	Lansoprazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Water ( 2.5.32 ): maximum 0.1 €per cent, determined on 1.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Lauroyl macrogolglycerides
	Macrogolglyceridorum laurates
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Drop point ( 2.2.17 ). Introduce into the cup the substance to b
	Acid value ( 2.5.1 ): maximum 2.0, determined on 2.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ). Use 1.0 €g .
	Peroxide value ( 2.5.5, Method € A ): maximum 6.0, determined on
	Saponification value ( 2.5.6 ). Use 2.0 €g .
	Alkaline impurities . Introduce 5.0 €g into a test tube and care
	Free glycerol: maximum 3.0 €per cent . 
	Composition of fatty acids ( 2.4.22, Method € A ). 
	Ethylene oxide and dioxan ( 2.4.25 ): maximum 1 €ppm of ethylene
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.0 €g . 
	Total ash ( 2.4.16 ): maximum 0.1 €per cent .

	LABELLING

	Lavender flower
	Lavandulae flos
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 3 €per cent of stems and maxim
	Other species and varieties of lavender . Gas chromatography ( 2
	Water ( 2.2.13 ): maximum 100 €ml /kg, determined on 20.0 €g .
	Total ash ( 2.4.16 ): maximum 9.0 €per cent .

	ASSAY

	Lavender oil
	Lavandulae aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.878 to 0.892.
	Refractive index ( 2.2.6 ): 1.455 to 1.466.
	Optical rotation ( 2.2.7 ): − 12.5 ° to − 7.0 ° .
	Acid value ( 2.5.1 ): maximum 1.0, determined on 5.0 €g of the s
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the
	Chiral purity . Gas chromatography ( 2.2.28 ).

	STORAGE

	Leflunomide
	Leflunomidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Store all
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.3 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Lemon oil
	Limonis aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.850 to 0.858.
	Refractive index ( 2.2.6 ): 1.473 to 1.476.
	Optical rotation ( 2.2.7 ): +€ 57 ° to +€ 70 ° .
	Absorbance ( 2.2.25 ). Dissolve 0.250 €g of the substance to be 
	Fatty oils and resinified essential oils ( 2.8.7 ). It complies 
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the
	Residue on evaporation ( 2.8.9 ): € 1.8 €per cent to € 3.6 €per 
	STORAGE

	LABELLING

	Lemon verbena leaf
	Verbenae citriodoratae folium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Verbena officinalis . Thin-layer chromatography ( 2.2.27 ).
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 13.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 3.5 €per c

	ASSAY
	Acteoside . Liquid chromatography ( 2.2.29 ). 
	Essential oil ( 2.8.12 ). Introduce 25.0 €g of the freshly crush


	Letrozole
	Letrozolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 0.3 €per cent, determined on 1.000 €g 

	ASSAY
	IMPURITIES

	Leucine
	Leucinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.5 €g in 1 €M hydrochloric ac
	Specific optical rotation ( 2.2.7 ). Dissolve 1.00 €g in hydroch
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Chlorides ( 2.4.4 ). Dissolve 0.25 €g in water €R and dilute to 
	Sulphates ( 2.4.13 ). Dissolve 0.5 €g in 3 €ml of dilute hydroch
	Ammonium ( 2.4.1 ). 50 €mg complies with limit test € B for ammo
	Iron ( 2.4.9 ). In a separating funnel, dissolve 1.0 €g in 10 €m
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Leuprorelin
	Leuprorelinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): − 38.0 to − 42.0 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ): use the n
	Acetic acid ( 2.5.34 ): 4.7 €per cent to 9.0 €per cent .
	Water ( 2.5.32 ): maximum 5.0 €per cent .
	Sulphated ash ( 2.4.14 ): maximum 0.3 €per cent .
	Bacterial endotoxins ( 2.6.14, Method € D ): less than 16.7 €IU 

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Levamisole for veterinary use
	Levamisolum ad usum veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in ethanol €R and dilute to 50.0
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): − 85 to − 89 (anhydrous sub
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Levamisole hydrochloride
	Levamisoli hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.0 to 4.5 for solution€S .
	Specific optical rotation ( 2.2.7 ): − 121 to − 128 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Levocabastine hydrochloride
	Levocabastini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.250 €g in methanol €R and dilute to 25
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): − 102 to − 106 (dried subst
	Related substances . Capillary electrophoresis ( 2.2.47 ). Prepa
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Levocarnitine
	Levocarnitinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.00 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 6.5 to 8.5. 
	Specific optical rotation ( 2.2.7 ): − 29.0 to − 32.0 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 300 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 2.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Levodopa
	Levodopum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more intensely colo
	pH ( 2.2.3 ): 4.5 to 7.0. 
	Related substances
	Enantiomeric purity . Liquid chromatography ( 2.2.29 ). Use fres
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Levodropropizine
	Levodropropizinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 9.2 to 10.2. 
	Impurity € B and related substances . Liquid chromatography ( 2.
	Impurity € C . Gas chromatography ( 2.2.28 ). Prepare the soluti
	Enantiomeric purity . Liquid chromatography ( 2.2.29 ). 
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Levomenthol
	Levomentholum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in 10 €ml of ethanol (96 €per ce
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . Dissolve 1.0 €g in ethanol (96 €per cent
	Specific optical rotation ( 2.2.7 ): − 48 to − 51, determined on
	Related substances . Gas chromatography ( 2.2.28 ).
	Residue on evaporation: maximum 0.05 €per cent . 


	Levomepromazine hydrochloride
	Levomepromazini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of b
	Specific optical rotation ( 2.2.7 ): +€ 9.5 to +€ 11.5, determin
	Related substances . Carry out the test protected from bright li
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Levomepromazine maleate
	Levomepromazini maleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ). Carry out the test protected from bright light . I
	Specific optical rotation ( 2.2.7 ). Dissolve 1.25 €g in dimethy
	Related substances . Carry out the test protected from bright li
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Levomethadone hydrochloride
	Levomethadoni hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . Dilute 10 €ml of solution€S to 25 €ml wi
	Specific optical rotation ( 2.2.7 ): − 125 to − 135 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ).
	Dextromethadone . Liquid chromatography ( 2.2.29 ). 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Levonorgestrel
	Levonorgestrelum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ). Dissolve 0.200 €g in chloro
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Levothyroxine sodium
	Levothyroxinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.500 €g in 23 €ml of a gently boiling m
	Appearance of solution . Freshly prepared solution€S is not more
	Specific optical rotation ( 2.2.7 ): +€ 16 to +€ 20, determined 
	Liothyronine and other related substances . Examine the chromato
	Loss on drying ( 2.2.32 ): 6.0 €per cent to 12.0 €per cent, dete

	ASSAY
	STORAGE

	Lidocaine
	Lidocainum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	2,6-Dimethylaniline: maximum 100 €ppm .
	Chlorides ( 2.4.4 ): maximum 35 €ppm .
	Sulphates ( 2.4.13 ): maximum 0.1 €per cent .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY

	Lidocaine hydrochloride
	Lidocaini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 4.0 to 5.5.
	€
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 5 €ppm .
	Water ( 2.5.12 ): 5.5 €per cent to 7.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Lime flower
	Tiliae flos
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 2 €per cent, determined on 30 
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 8.0 €per cent .


	Lincomycin hydrochloride
	Lincomycini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). The pH of solution€S is 3.5 to 5.5.
	Specific optical rotation ( 2.2.7 ). Dissolve 1.000 €g in water 
	Lincomycin B . Examine the chromatogram obtained in the assay wi
	Heavy metals ( 2.4.8 ). 2.0 €g complies with test € C for heavy 
	Water ( 2.5.12 ). 3.1 €per cent to 4.6 €per cent, determined on 
	Sulphated ash ( 2.4.14 ). Not more than 0.5 €per cent, determine
	Bacterial endotoxins ( 2.6.14 ): less than 0.50 €IU /mg, if inte

	ASSAY
	STORAGE

	Lindane
	Lindanum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.50 €g in acetone €R and dilu
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ). To 0.75 €g, finely powdered, add 15 €ml of 
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Linoleoyl macrogolglycerides
	Macrogolglyceridorum linoleates
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 2.0, determined on 2.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ): 45 to 65, determined on 1.
	Iodine value ( 2.5.4, Method € A ): 90 to 110.
	Peroxide value ( 2.5.5, Method € A ): maximum 12.0, determined o
	Saponification value ( 2.5.6 ): 150 to 170, determined on 2.0 €g
	Alkaline impurities . Into a test tube introduce 5.0 €g and care
	Free glycerol: maximum 3.0 €per cent . 
	Composition of fatty acids ( 2.4.22, Method € A ). 
	Ethylene oxide and dioxan ( 2.4.25 ): maximum 1 €ppm of ethylene
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.0 €g . 
	Total ash ( 2.4.16 ): maximum 0.1 €per cent .

	STORAGE
	LABELLING

	Linseed
	Lini semen
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 10 €per cent of seeds with a d
	Swelling index ( 2.8.4 ): minimum 4.
	Cadmium ( 2.4.27 ): maximum 0.5 €ppm .
	Loss on drying ( 2.2.32 ): maximum 8.0 €per cent, determined on 
	Total ash ( 2.4.16 ): maximum 5.0 €per cent .

	01/2008: 1908

	Linseed oil, virgin
	Lini oleum virginale
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 4.5.
	Iodine value ( 2.5.4 ): 160 to 200.
	Peroxide value ( 2.5.5 ): maximum 15.0.
	Saponification value ( 2.5.6 ): 188 to 195. Carry out the saponi
	Unsaponifiable matter ( 2.5.7 ): maximum 1.5 €per cent, determin
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Cadmium ( 2.4.27 ): maximum 0.5 €ppm .
	Water ( 2.5.32 ): maximum 0.1 €per cent, determined on 5.00 €g .

	STORAGE

	Liothyronine sodium
	Liothyroninum natricum 
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.250 €g in a mixture of 1 €volume of 1 
	Appearance of solution . Freshly prepared solution€S is not more
	Specific optical rotation ( 2.2.7 ). +€ 18.0 to +€ 22.0, determi
	Levothyroxine and other related substances . Examine the chromat
	Chlorides . Not more than 2.0 €per cent, expressed as NaCl and c
	Loss on drying ( 2.2.32 ). Not more than 4.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). 9.0 €per cent to 12.2 €per cent, deter

	ASSAY
	STORAGE

	Liquorice ethanolic liquid extract, standardised
	Liquiritiae extractum fluidum ethanolicum € normatum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Ethanol ( 2.9.10 ): 52 €per cent € V/V to 65 €per cent € V/V .
	Methanol and 2-propanol ( 2.9.11 ): maximum 0.05 €per cent € V/V

	ASSAY

	Liquorice root
	Liquiritiae radix
	DEFINITION
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 10.0 €per cent for the unpeeled dr
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 2.0 €per c

	ASSAY
	LABELLING

	Lisinopril dihydrate
	Lisinoprilum dihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): − 43 to − 47 (anhydrous sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): 8.0 €per cent to 9.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Lithium carbonate
	Lithii carbonas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Suspend 10.0 €g in 30 €ml of distilled water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 200 €ppm .
	Arsenic ( 2.4.2, Method € A ): maximum 2 €ppm, determined on 0.5
	Calcium ( 2.4.3 ): maximum 200 €ppm .
	Iron ( 2.4.9 ): maximum 20 €ppm .
	Magnesium ( 2.4.6 ): maximum 150 €ppm .
	Potassium: maximum 3.00 € × € 10 2 €ppm .
	Sodium: maximum 3.00 € × € 10 2 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .

	ASSAY

	Lithium citrate
	Lithii citras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of p
	Readily carbonisable substances . To 0.20 €g of the powdered sub
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Oxalates: maximum 300 €ppm, calculated as anhydrous oxalate ion.
	Sulphates ( 2.4.13 ): maximum 500 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): 24.0 €per cent to 27.0 €per cent, determined o

	ASSAY
	STORAGE

	Lobeline hydrochloride
	Lobelini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.250 €g in carbon dioxide-free water €R
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 4.6 to 6.4 for solution€S .
	Specific optical rotation ( 2.2.7 ): − 55 to − 59 (dried substan
	Foreign alkaloids . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Sulphates ( 2.4.13 ): maximum 0.1 €per cent .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on t

	ASSAY
	STORAGE
	IMPURITIES

	Lomustine
	Lomustinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances
	Chlorides ( 2.4.4 ): maximum 500 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Loosestrife
	Lythri herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 7.0 €per cent .

	ASSAY

	Loperamide hydrochloride
	Loperamidi hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Loperamide oxide monohydrate
	Loperamidi oxidum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): 3.4 €per cent to 4.2 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Loratadine
	Loratadinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Impurity € H . Gas chromatography ( 2.2.28 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Sulphates ( 2.4.13 ): maximum 150 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Lorazepam
	Lorazepamum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Lovage root
	Levistici radix
	DEFINITION
	IDENTIFICATION
	TESTS
	Angelica root . Thin-layer chromatography ( 2.2.27 ). 
	Foreign matter ( 2.8.2 ): maximum 3 €per cent, determined on 50 
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 8.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 2.0 €per c

	ASSAY

	Lovastatin
	Lovastatinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): +€ 325 to +€ 340 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Lymecycline
	Lymecyclinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 7.8 to 8.2.
	Specific optical rotation ( 2.2.7 ): − 180 to − 210 (anhydrous s
	Free tetracycline: maximum 2.5 €per cent (anhydrous and methanol
	Light absorbing impurities: the absorbance ( 2.2.25 ) is not gre
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Methanol ( 2.4.24, System A ): maximum 1.5 €per cent .
	Water ( 2.5.12 ): maximum 5.0 €per cent, determined on 0.200 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Lynestrenol
	Lynestrenolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.2 €g in alcohol €R and dilut
	Specific optical rotation ( 2.2.7 ). Dissolve 0.900 €g in alcoho
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin

	ASSAY
	STORAGE

	Lysine acetate
	Lysini acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in distilled water €R and dilute 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Specific optical rotation ( 2.2.7 ): +€ 8.5 to +€ 10.0 (dried su
	Ninhydrin-positive substances . Thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 300 €ppm .
	Ammonium ( 2.4.1, Method € B ): maximum 200 €ppm, determined on 
	Iron ( 2.4.9 ): maximum 30 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Lysine hydrochloride
	Lysini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ). Dissolve 2.00 €g in hydroch
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Sulphates ( 2.4.13 ). Dilute 5 €ml of solution€S to 15 €ml with 
	Ammonium ( 2.4.1 ). 50 €mg complies with limit test € B for ammo
	Iron ( 2.4.9 ). In a separating funnel, dissolve 0.33 €g in 10 €
	Heavy metals ( 2.4.8 ). 12 €ml of solution€S complies with limit
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
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	Macrogol cetostearyl ether
	Macrogoli aether cetostearylicus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more intensely colo
	Alkalinity . Dissolve 2.0 €g in a hot mixture of 10 €ml of ethan
	Acid value ( 2.5.1 ): maximum 1.0, determined on 5.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ).
	Iodine value ( 2.5.4, Method € A ): maximum 2.0.
	Saponification value ( 2.5.6 ): maximum 3.0, determined on 10.0 
	Ethylene oxide and dioxan ( 2.4.25 ): maximum 1 €ppm of ethylene
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 2.00 €g .
	Total ash ( 2.4.16 ): maximum 0.2 €per cent, determined on 2.0 €

	STORAGE
	LABELLING

	Macrogol € 6 glycerol caprylocaprate
	Macrogol € 6 glyceroli caprylocapras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Alkalinity . Dissolve 2.0 €g in a hot mixture of 10 €ml of ethan
	Acid value ( 2.5.1 ): maximum 5.0, determined on 5.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ): 165 to 225.
	Saponification value ( 2.5.6 ): 85 to 105, determined on 2.0 €g 
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Ethylene oxide and dioxan ( 2.4.25 ): maximum 1 €ppm of ethylene
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.00 €g .
	Total ash ( 2.4.16 ): maximum 0.3 €per cent .


	Macrogolglycerol cocoates
	Macrogolglyceroli cocoates
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Alkalinity . Dissolve 2.0 €g in a hot mixture of 10 €ml of ethan
	Acid value ( 2.5.1 ): maximum 5.0, determined on 5.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ): see Table € 1122.-1.
	Saponification value ( 2.5.6 ): see Table € 1122.-1.
	Iodine value ( 2.5.4, Method € A ): maximum 5.0.
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Ethylene oxide and dioxan ( 2.4.25 ): maximum 1 €ppm of ethylene
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.0 €g .
	Total ash ( 2.4.16 ): maximum 0.3 €per cent .

	LABELLING 

	Macrogolglycerol hydroxystearate
	Macrogolglyceroli hydroxystearas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g of macrogolglycerol hydroxysteara
	Appearance of solution . Solution € S is not more opalescent tha
	Alkalinity . To 2 €ml of solution€S add 0.5 €ml of bromothymol b
	Acid value ( 2.5.1 ): maximum 2.0, determined on 5.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ). See Table € 1083.-1.
	Iodine value ( 2.5.4 ): maximum 5.0.
	Saponification value ( 2.5.6 ). See Table € 1083.-1.
	Residual ethylene oxide and dioxan ( 2.4.25 ): maximum 1 €ppm of
	Heavy metals ( 2.4.8 ).
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 2.000 €g 
	Total ash ( 2.4.16 ): maximum 0.3 €per cent, determined on 2.0 €

	LABELLING

	Macrogol € 20 glycerol monostearate
	Macrogol € 20 glyceroli monostearas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 2.0, determined on 5.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ): 65 to 85, determined on 0.
	Iodine value ( 2.5.4, Method € A ): maximum 2.0.
	Peroxide value ( 2.5.5, Method € A ): maximum 6.0.
	Saponification value ( 2.5.6 ): 40 to 60.
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Ethylene oxide and dioxan ( 2.4.25, Method € A): maximum 1 €ppm 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 1.00 €g .
	Total ash ( 2.4.16 ): maximum 0.2 €per cent .

	STORAGE
	LABELLING

	Macrogolglycerol ricinoleate
	Macrogolglyceroli ricinoleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is not more opalescent tha
	Alkalinity . Dissolve 2.0 €g in a hot mixture of 10 €ml of water
	Acid value ( 2.5.1 ): maximum 2.0, determined on 5.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ). See Table € 1082.-1.
	Iodine value ( 2.5.4 ): 25 to 35.
	Saponification value ( 2.5.6 ). See Table € 1082.-1.
	Residual ethylene oxide and dioxan ( 2.4.25 ): maximum 1 €ppm of
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 2.000 €g 
	Total ash ( 2.4.16 ): maximum 0.3 €per cent, determined on 2.0 €

	STORAGE
	LABELLING

	Macrogol 15 hydroxystearate
	Macrogoli 15 hydroxystearas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more opalescent tha
	Acid value ( 2.5.1 ): maximum 1.0, determined on 2.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ): 90 to 110.
	Iodine value ( 2.5.4, Method € A ): maximum 2.0.
	Peroxide value ( 2.5.5, Method € A ): maximum 5.0.
	Saponification value ( 2.5.6 ): 53 to 63.
	Free macrogols . Size-exclusion chromatography ( 2.2.30 ).
	Ethylene oxide and dioxan ( 2.4.25 ): maximum 1 €ppm of ethylene
	Nickel ( 2.4.31 ): maximum 1 €ppm .
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 2.00 €g .
	Total ash ( 2.4.16 ): maximum 0.3 €per cent, determined on 1.0 €

	STORAGE

	Macrogol lauryl ether
	Macrogoli aether laurilicus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more intensely colo
	Alkalinity . Dissolve 2.0 €g in a hot mixture of 10 €ml of water
	Acid value ( 2.5.1 ): maximum 1.0, determined on 5.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ). 
	Iodine value ( 2.5.4 ): maximum 2.0.
	Saponification value ( 2.5.6 ): maximum 3.0, determined on 10.0 
	Ethylene oxide and dioxan ( 2.4.25 ): maximum 1 €ppm of ethylene
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 2.00 €g .
	Total ash ( 2.4.16 ): maximum 0.2 €per cent, determined on 2.0 €

	STORAGE
	LABELLING

	Macrogol oleate
	Macrogoli oleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Alkalinity . Dissolve 2.0 €g in ethanol (96 €per cent ) €R and d
	Acid value ( 2.5.1 ): maximum 2.0 .
	Hydroxyl value ( 2.5.3, Method € A ): see Table € 1618.-1.
	Iodine value ( 2.5.4, Method € A ): see Table € 1618.-1.
	Peroxide value ( 2.5.5, Method € A ): maximum 12.0.
	Saponification value ( 2.5.6 ): see Table € 1618.-1. 
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Residual ethylene oxide and dioxan ( 2.4.25 ): maximum 1 €ppm of
	Water ( 2.5.12 ): maximum 2.0 €per cent, determined on 1.00 €g u
	Total ash ( 2.4.16 ): maximum 0.3 €per cent, determined on 1.0 €

	STORAGE
	LABELLING

	Macrogol oleyl ether
	Macrogoli aether oleicus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more intensely colo
	Alkalinity . Dissolve 2.0 €g in a hot mixture of 10 €ml of water
	Acid value ( 2.5.1 ): maximum 1.0, determined on 5.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ). See Table € 1125.-1.
	Iodine value ( 2.5.4 ). See Table € 1125.-1. 
	Peroxide value ( 2.5.5 ): maximum 10.0.
	Saponification value ( 2.5.6 ): maximum 3.0.
	Ethylene oxide and dioxan ( 2.4.25 ): maximum 1 €ppm of ethylene
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 2.00 €g .
	Total ash ( 2.4.16 ): maximum 0.2 €per cent, determined on 2.0 €

	STORAGE
	LABELLING

	Macrogols
	Macrogola
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Acidity or alkalinity . Dissolve 5.0 €g in 50 €ml of carbon diox
	Viscosity ( 2.2.9 ). The viscosity is calculated using a density
	Freezing point ( 2.2.18 ). See Table € 1444.-2. 
	Hydroxyl value . Introduce m €g (see Table € 1444.-3) into a dry
	Reducing substances . Dissolve 1 €g in 1 €ml of a 10 €g/l soluti
	Formaldehyde: maximum 30 €ppm . 
	Ethylene glycol and diethylene glycol: carry out this test only 
	Ethylene oxide and dioxan ( 2.4.25 ): maximum 1 €ppm of ethylene
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Water ( 2.5.12 ): maximum 2.0 €per cent for macrogol with a rela
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	STORAGE
	LABELLING

	Macrogol 40 sorbitol heptaoleate
	Macrogol 40 sorbitoli heptaoleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 12.0, determined on 3.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ): 22 to 55.
	Peroxide value: maximum 10.0.
	Saponification value ( 2.5.6 ): 90 to 110, determined on 4.0 €g 
	Composition of fatty acids ( 2.4.22, Method € C ). Use the mixtu
	Ethylene oxide and dioxan ( 2.4.25, Method € A ): maximum 1 €ppm
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 0.50 €g .
	Sulphated ash: maximum 0.25 €per cent .

	STORAGE

	Macrogol stearate
	Macrogoli stearas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Alkalinity . Dissolve 2.0 €g in alcohol €R and dilute to 20 €ml 
	Melting point ( 2.2.15 ). See Table € 1234.-1.
	Acid value ( 2.5.1 ): maximum 2.0, determined on 2.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ). See Table € 1234.-1.
	Iodine value ( 2.5.4 ): maximum 2.0.
	Saponification value ( 2.5.6 ). See Table € 1234.-1.
	Reducing substances . Dissolve or disperse 2.0 €g in water €R an
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Ethylene oxide and dioxan ( 2.4.25 ): maximum 1 €ppm of ethylene
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 0.50 €g .
	Total ash ( 2.4.16 ): maximum 0.3 €per cent, determined on 1.0 €

	STORAGE
	LABELLING

	Macrogol stearyl ether
	Macrogoli aether stearylicus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more intensely colo
	Alkalinity . Dissolve 2.0 €g in a hot mixture of 10 €ml of ethan
	Acid value ( 2.5.1 ): maximum 1.0, determined on 5.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ). 
	Iodine value ( 2.5.4, Method € A ): maximum 2.0.
	Saponification value ( 2.5.6 ): maximum 3.0, determined on 10.0 
	Ethylene oxide and dioxan ( 2.4.25 ): maximum 1 €ppm of ethylene
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 1.00 €g .

	STORAGE
	LABELLING

	Magaldrate
	Magaldratum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Soluble chlorides: maximum 3.5 €per cent .
	Soluble sulphates: maximum 1.9 €per cent .
	Sulphates: 16.0 €per cent to 21.0 €per cent (dried substance).
	Aluminium hydroxide: 32.1 €per cent to 45.9 €per cent (dried sub
	Magnesium hydroxide: 49.2 €per cent to 66.6 €per cent (dried sub
	Sodium: maximum 0.10 €per cent .
	Heavy metals ( 2.4.8 ): maximum 30 €ppm .
	Loss on drying ( 2.2.32 ): 10.0 €per cent to 20.0 €per cent, det

	ASSAY

	Magnesium acetate tetrahydrate
	Magnesii acetas tetrahydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 7.5 to 8.5.
	Chlorides ( 2.4.4 ): maximum 330 €ppm .
	Nitrates: maximum 3 €ppm .
	Sulphates ( 2.4.13 ): maximum 600 €ppm .
	Aluminium ( 2.4.17 ): maximum 1 €ppm .
	Calcium ( 2.4.3 ): maximum 100 €ppm .
	Potassium: maximum 0.10 €per cent .
	Sodium: maximum 0.50 €per cent .
	Heavy metals ( 2.4.8 ): maximum 40 €ppm .
	Readily oxidisable substances . Dissolve 2.0 €g in 100 €ml of bo
	Water ( 2.5.12 ): 33.0 €per cent to 35.0 €per cent, determined o

	ASSAY

	Magnesium aspartate dihydrate
	Magnesii aspartas dihydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ). The pH of solution€S is 6.0 to 8.0.
	Specific optical rotation ( 2.2.7 ). Dissolve 0.50 €g in a 515 €
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Chlorides ( 2.4.4 ). Dilute 10 €ml of solution€S to 15 €ml with 
	Sulphates ( 2.4.13 ). Dilute 12 €ml of solution€S to 15 €ml with
	Ammonium ( 2.4.1 ). 50 €mg complies with limit test € B for ammo
	Iron ( 2.4.9 ). In a separating funnel, dissolve 0.20 €g in 10 €
	Heavy metals ( 2.4.8 ). Dissolve 2.0 €g with gentle heating in 2
	Water ( 2.5.12 ). 10.0 €per cent to 14.0 €per cent, determined o

	ASSAY
	IMPURITIES

	Magnesium carbonate, heavy
	Magnesii subcarbonas ponderosus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in 100 €ml of dilute acetic acid 
	Appearance of solution . Solution € S is not more intensely colo
	Soluble substances: maximum 1.0 €per cent .
	Substances insoluble in acetic acid: maximum 0.05 €per cent .
	Chlorides ( 2.4.4 ): maximum 700 €ppm .
	Sulphates ( 2.4.13 ): maximum 0.6 €per cent .
	Arsenic ( 2.4.2, Method € A ): maximum 2 €ppm, determined on 10 
	Calcium ( 2.4.3 ): maximum 0.75 €per cent .
	Iron ( 2.4.9 ): maximum 400 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .

	ASSAY

	Magnesium carbonate, light
	Magnesii subcarbonas levis
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in 100 €ml of dilute acetic acid 
	Appearance of solution . Solution € S is not more intensely colo
	Soluble substances: maximum 1.0 €per cent .
	Substances insoluble in acetic acid: maximum 0.05 €per cent . 
	Chlorides ( 2.4.4 ): maximum 700 €ppm .
	Sulphates ( 2.4.13 ): maximum 0.3 €per cent .
	Arsenic ( 2.4.2, Method € A ): maximum 2 €ppm, determined on 10 
	Calcium ( 2.4.3 ): maximum 0.75 €per cent .
	Iron ( 2.4.9 ): maximum 400 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .

	ASSAY

	Magnesium chloride hexahydrate
	Magnesii chloridum hexahydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 5 €ml of solution€S add 0.05 €ml of p
	Bromides: maximum 500 €ppm .
	Sulphates ( 2.4.13 ): maximum 100 €ppm, determined on solution €
	Aluminium ( 2.4.17 ): maximum 1 €ppm, if intended for use in the
	Arsenic ( 2.4.2, Method € A ): maximum 2 €ppm, determined on 0.5
	Calcium ( 2.4.3 ): maximum 0,1 €per cent .
	Iron ( 2.4.9 ): maximum 10 €ppm, determined on solution € S.
	Potassium: maximum 5.0 € × € 10 2 €ppm, if intended for use in t
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): 51.0 €per cent to 55.0 €per cent, determined o

	ASSAY
	STORAGE
	LABELLING

	Magnesium chloride 4.5-hydrate
	Magnesii chloridum 4.5-hydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 5 €ml of solution€S add 0.05 €ml of p
	Bromides: maximum 500 €ppm .
	Sulphates ( 2.4.13 ): maximum 100 €ppm, determined on solution€S
	Aluminium ( 2.4.17 ): maximum 1 €ppm, if intended for use in the
	Arsenic ( 2.4.2, Method € A ): maximum 2 €ppm, determined on 0.5
	Calcium ( 2.4.3 ): maximum 0.1 €per cent . 
	Iron ( 2.4.9 ): maximum 10 €ppm, determined on solution€S .
	Potassium: maximum 5.00 € × € 10 2 €ppm, if intended for use in 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): 44.0 €per cent to 48.0 €per cent, determined o

	ASSAY
	STORAGE
	LABELLING

	Magnesium citrate, anhydrous
	Magnesii citras anhydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R, 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 6.0 to 8.5 for solution€S .
	Oxalates: maximum 280 €ppm .
	Sulphates ( 2.4.13 ): maximum 0.2 €per cent .
	Calcium ( 2.4.3 ): maximum 0.2 €per cent .
	Iron ( 2.4.9 ): maximum 100 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 3.5 €per cent, determined on 

	ASSAY
	STORAGE

	Magnesium glycerophosphate
	Magnesii glycerophosphas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S is not more opalescent tha
	Acidity . Dissolve 1.0 €g in 100 €ml of carbon dioxide-free wate
	Glycerol and ethanol (96 €per cent )-soluble substances: maximum
	Chlorides ( 2.4.4 ): maximum 0.15 €per cent .
	Phosphates ( 2.4.11 ): maximum 0.5 €per cent .
	Sulphates ( 2.4.13 ): maximum 0.1 €per cent .
	Iron ( 2.4.9 ): maximum 150 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on

	ASSAY
	STORAGE

	Magnesium hydroxide
	Magnesii hydroxidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in a mixture of 50 €ml of acetic 
	Appearance of solution . Solution € S is not more intensely colo
	Soluble substances: maximum 2.0 €per cent .
	Substances insoluble in acetic acid: maximum 0.1 €per cent .
	Chlorides ( 2.4.4 ): maximum 0.1 €per cent .
	Sulphates ( 2.4.13 ): maximum 0.5 €per cent .
	Arsenic ( 2.4.2 ): maximum 4 €ppm .
	Calcium ( 2.4.3 ): maximum 1.5 €per cent .
	Iron ( 2.4.9 ): maximum 0.07 €per cent .
	Heavy metals ( 2.4.8 ): maximum 30 €ppm .
	Loss on ignition: 29.0 €per cent to 32.5 €per cent .

	ASSAY

	Magnesium lactate dihydrate
	Magnesii lactas dihydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g with heating in carbon dioxide-fr
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ): 6.5 to 8.5 for solution€S .
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 400 €ppm .
	Iron ( 2.4.9 ): maximum 50 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): 14.0 €per cent to 17.0 €per cent, det

	ASSAY

	Magnesium oxide, heavy
	Magnesii oxidum ponderosum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in a mixture of 30 €ml of distill
	Appearance of solution . Solution € S is not more intensely colo
	Soluble substances: maximum 2.0 €per cent .
	Substances insoluble in acetic acid: maximum 0.1 €per cent .
	Chlorides ( 2.4.4 ): maximum 0.1 €per cent .
	Sulphates ( 2.4.13 ): maximum 1.0 €per cent .
	Arsenic ( 2.4.2, Method € A ): maximum 4 €ppm, determined on 5 €
	Calcium ( 2.4.3 ): maximum 1.5 €per cent .
	Iron ( 2.4.9 ): maximum 0.07 €per cent . 
	Heavy metals ( 2.4.8 ): maximum 30 €ppm .
	Loss on ignition: maximum 8.0 €per cent, determined on 1.00 €g a

	ASSAY

	Magnesium oxide, light
	Magnesii oxidum leve
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in a mixture of 30 €ml of distill
	Appearance of solution . Solution € S is not more intensely colo
	Soluble substances: maximum 2.0 €per cent .
	Substances insoluble in acetic acid: maximum 0.1 €per cent .
	Chlorides ( 2.4.4 ): maximum 0.15 €per cent .
	Sulphates ( 2.4.13 ): maximum 1.0 €per cent .
	Arsenic ( 2.4.2, Method € A ): maximum 4 €ppm, determined on 5 €
	Calcium ( 2.4.3 ): maximum 1.5 €per cent .
	Iron ( 2.4.9 ): maximum 0.1 €per cent .
	Heavy metals ( 2.4.8 ): maximum 30 €ppm .
	Loss on ignition: maximum 8.0 €per cent, determined on 1.00 €g a

	ASSAY
	01/2008: 1540

	Magnesium peroxide
	Magnesii peroxidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S1 . Dissolve cautiously 5.0 €g in 40 €ml of hydrochl
	Solution € S2 . Dilute 5 €ml of solution € S1 to 25 €ml with dis
	Appearance of solution . Solution € S1 is not more intensely col
	Acidity or alkalinity . To 2.0 €g add 100 €ml of carbon dioxide-
	Acid insoluble substances: maximum 0.1 €per cent .
	Soluble substances: maximum 1.5 €per cent .
	Chlorides ( 2.4.4 ): maximum 0.1 €per cent .
	Sulphates ( 2.4.13 ): maximum 0.5 €per cent .
	Arsenic ( 2.4.2, Method € A ): maximum 4 €ppm, determined on 5 €
	Calcium ( 2.4.3 ): maximum 1.0 €per cent .
	Iron ( 2.4.9 ): maximum 500 €ppm .
	Heavy metals ( 2.4.8 ): maximum 30 €ppm .

	ASSAY
	STORAGE

	Magnesium pidolate
	Magnesii pidolas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.00 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 5.5 to 7.0 for solution€S .
	Specific optical rotation ( 2.2.7 ): − 23.3 to − 26.5 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	Impurity € A . Thin-layer chromatography ( 2.2.27 ).
	Chlorides ( 2.4.4 ): maximum 500 €ppm .
	Nitrates . Examine the chromatogram obtained with the test solut
	Sulphates ( 2.4.13 ): maximum 0.1 €per cent .
	Arsenic ( 2.4.2 ): maximum 2 €ppm .
	Iron ( 2.4.9 ): maximum 200 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 8.0 €per cent, determined on 0.200 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Magnesium stearate
	Magnesii stearas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 5.0 €g add 50 €ml of peroxide-free ether €R, 2
	Acidity or alkalinity . To 1.0 €g add 20 €ml of carbon dioxide-f
	Chlorides ( 2.4.4 ). 0.5 €ml of solution€S diluted to 15 €ml wit
	Sulphates ( 2.4.13 ). 0.3 €ml of solution€S diluted to 15 €ml wi
	Cadmium . Not more than 3.0 €ppm of Cd, determined by atomic abs
	Lead . Not more than 10.0 €ppm of Pb, determined by atomic absor
	Nickel . Not more than 5.0 €ppm of Ni, determined by atomic abso
	Loss on drying ( 2.2.32 ). Not more than 6.0 €per cent, determin
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	Magnesium . To 0.500 €g in a 250 €ml conical flask add 50 €ml of
	Fatty acid composition . Examine by gas chromatography ( 2.2.28 

	FUNCTIONALITY-RELATED CHARACTERISTICS
	Specific surface area ( 2.9.26, Method € I ). Determine the spec


	Magnesium sulphate heptahydrate
	Magnesii sulfas heptahydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in water €R and dilute to 50 €ml 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.05 €ml of 
	Chlorides ( 2.4.4 ): maximum 300 €ppm .
	Arsenic ( 2.4.2, Method € A ): maximum 2 €ppm, determined on 0.5
	Iron ( 2.4.9 ): maximum 20 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): 48.0 €per cent to 52.0 €per cent, det

	ASSAY

	Magnesium trisilicate
	Magnesii trisilicas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 2.0 €g add a mixture of 4 €ml of nitric acid €
	Alkalinity . To 10.0 €g in a 200 €ml conical flask, add 100.0 €g
	Water-soluble salts: maximum 1.5 €per cent . 
	Chlorides ( 2.4.4 ): maximum 500 €ppm . 
	Sulphates ( 2.4.13 ): maximum 0.5 €per cent . 
	Arsenic ( 2.4.2, method € A ): maximum 4 €ppm, determined on 2.5
	Heavy metals ( 2.4.8 ): maximum 40 €ppm . 
	Loss on ignition: 17 €per cent to 34 €per cent, determined on 0.
	Acid-absorbing capacity . Suspend 0.25 €g in 0.1 €M hydrochloric

	ASSAY
	Magnesium oxide . To 1.000 €g in a 200 €ml conical flask, add 35
	Silicon dioxide . To 0.700 €g add 10 €ml of dilute sulphuric aci


	Maize oil, refined
	Maydis oleum raffinatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ). Not more than 0.5, determined on 10.0 €g .
	Peroxide value ( 2.5.5 ). Not more than 10.0. If intended for us
	Unsaponifiable matter ( 2.5.7 ). Not more than 2.8 €per cent, de
	Alkaline impurities ( 2.4.19 ). It complies with the test for al
	Composition of fatty acids ( 2.4.22, Method € A ). The fatty-aci
	Sterols . Determined by gas chromatography ( 2.4.23 ), the stero
	Water ( 2.5.32 ). If intended for use in the manufacture of pare

	STORAGE
	LABELLING

	Maize starch
	Maydis amylum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 4.0 to 7.0.
	Foreign matter . Examined under a microscope using a mixture of 
	Oxidising substances ( 2.5.30 ): maximum 20 €ppm, calculated as 
	Sulphur dioxide ( 2.5.29 ): maximum 50 €ppm .
	Iron ( 2.4.9 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 15.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.6 €per cent, determined on 1
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	01/2008: 1343

	Malathion
	Malathionum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 1.220 to 1.240.
	Optical rotation ( 2.2.7 ): − 0.1 ° to +  0.1 ° .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 0.1 €per cent, determined on 2.000 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Maleic acid
	Acidum maleicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in water €R and dilute to 50 €ml 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Fumaric acid . Examine by thin-layer chromatography ( 2.2.27 ), 
	Iron . To 10 €ml of solution€S add 2 €ml of dilute hydrochloric 
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € D for 
	Water ( 2.5.12 ). Not more than 2.0 €per cent, determined on 1.0
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Malic acid
	Acidum malicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.00 €g in water €R and dilute to 25 €ml
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Water-insoluble substances: maximum 0.1 €per cent . 
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 2.0 €per cent, determined on 1.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Mallow flower
	Malvae sylvestris flos
	DEFINITION
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 14.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 2.0 €per c
	Swelling index ( 2.8.4 ): minimum 15, determined on 0.2 €g of th


	Maltitol
	Maltitolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Conductivity ( 2.2.38 ): maximum 20   µS·cm − 1 .
	Reducing sugars: maximum 0.2 €per cent, expressed as glucose equ
	Related substances . Liquid chromatography ( 2.2.29 ).
	Lead ( 2.4.10 ): maximum 0.5 €ppm .
	Nickel ( 2.4.15 ): maximum 1 €ppm .
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.00 €g .
	Microbial contamination . If intended for use in the manufacture
	Bacterial endotoxins ( 2.6.14 ). If intended for use in the manu

	ASSAY
	LABELLING
	IMPURITIES

	Maltitol, liquid
	Maltitolum liquidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dilute 7.0 €g to 50 €ml with water €R .
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Conductivity ( 2.2.38 ): maximum 10   µS·cm − 1, measured on und
	Reducing sugars: maximum 0.2 €per cent, calculated as glucose eq
	Lead ( 2.4.10 ): maximum 0.5 €ppm .
	Nickel ( 2.4.15 ): maximum 1 €ppm .
	Water ( 2.5.12 ): 15.0 €per cent € m/m to 32.0 €per cent € m/m, 

	ASSAY
	LABELLING

	Maltodextrin
	Maltodextrinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 12.5 €g in carbon dioxide-free water €R 
	pH ( 2.2.3 ): 4.0 to 7.0. 
	Sulphur dioxide ( 2.5.29 ): maximum 20 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 6.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1
	Dextrose equivalent (DE): within 2 € DE € units of the nominal v
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	LABELLING

	Mandarin oil
	Citri reticulatae aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.848 to 0.855.
	Refractive index ( 2.2.6 ): 1.474 to 1.478.
	Optical rotation ( 2.2.7 ): +€ 64 ° to +€ 75 ° .
	Fatty oils and resinified essential oils ( 2.8.7 ). It complies 
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the
	Residue on evaporation ( 2.8.9 ): 1.6 €per cent to 4.0 €per cent

	STORAGE

	Manganese glycerophosphate, hydrated
	Mangani glycerophosphas hydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in 20 €ml of dilute hydrochloric 
	Glycerol and ethanol (96 €per cent )-soluble substances: maximum
	Chlorides ( 2.4.4 ): maximum 0.15 €per cent .
	Phosphates ( 2.4.11 ): maximum 0.3 €per cent .
	Sulphates ( 2.4.13 ): maximum 0.2 €per cent .
	Iron ( 2.4.9 ): maximum 50 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on

	ASSAY
	STORAGE

	Manganese sulphate monohydrate
	Mangani sulfas monohydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in distilled water €R and dilute
	Appearance of solution . Solution € S is not more opalescent tha
	Chlorides ( 2.4.4 ): maximum 100 €ppm . 
	Iron ( 2.4.9 ): maximum 10 €ppm, determined on solution€S .
	Zinc: maximum 50 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on ignition: 10.0 €per cent to 12.0 €per cent, determined o

	ASSAY

	Mannitol
	Mannitolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Conductivity ( 2.2.38 ): maximum 20   µS·cm − 1 .
	Reducing sugars: maximum 0.2 €per cent (calculated as glucose eq
	Related substances . Liquid chromatography ( 2.2.29 ).
	Lead ( 2.4.10 ): maximum 0.5 €ppm .
	Nickel ( 2.4.15 ): maximum 1 €ppm . 
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.00 €g .
	Microbial contamination: if intended for use in the manufacture 
	Bacterial endotoxins ( 2.6.14 ): if intended for use in the manu

	ASSAY
	LABELLING
	IMPURITIES

	Maprotiline hydrochloride
	Maprotilini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in methanol €R and dilute to 20 €
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Marshmallow leaf
	Althaeae folium
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 4 €per cent of leaves infected
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 18.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 2.0 €per c
	Swelling index ( 2.8.4 ): minimum 12, determined on 0.2 €g of th


	Marshmallow root
	Althaeae radix
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 2 €per cent of brown deteriora
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 6.0 €per cent for the peeled root 
	Swelling index ( 2.8.4 ): minimum 10, determined on the powdered


	Mastic
	Mastix
	DEFINITION
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): 50 to 70, determined on 1.0 €g .
	Water ( 2.2.13 ): maximum 10 €ml /kg, determined on 25.0 €g of t
	Total ash ( 2.4.16 ): maximum 0.5 €per cent .


	ASSAY
	Essential oil ( 2.8.12 ). Use a 500 €ml round-bottomed flask and

	STORAGE

	Matricaria flower
	Matricariae flos
	DEFINITION
	IDENTIFICATION
	TESTS
	Broken drug: maximum 25 €per cent, determined on 20.0 €g, passes
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 13.0 €per cent .

	ASSAY
	Essential oil ( 2.8.12 ). Use 30 €g of whole drug, a 1000 €ml fl
	Total apigenin 7-glucoside . Liquid chromatography ( 2.2.29 ).


	Matricaria liquid extract
	Matricariae extractum fluidum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Ethanol ( 2.9.10 ): 38 €per cent € V/V to 53 €per cent € V/V .
	Dry residue ( 2.8.16 ): minimum 12.0 €per cent .

	ASSAY

	Matricaria oil
	Matricariae aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the

	STORAGE
	LABELLING

	Meadowsweet
	Filipendulae ulmariae herba
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 5.0 €per cent of stems with a 
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 7.0 €per cent .

	ASSAY

	Mebendazole
	Mebendazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Meclozine hydrochloride
	Meclozini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.50 €g in alcohol €R and dilu
	Acidity or alkalinity . Calculate the acidity or alkalinity from
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Water ( 2.5.12 ). Not more than 5.0 €per cent, determined on 0.2
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Medroxyprogesterone acetate
	Medroxyprogesteroni acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 47 to +€ 53 (dried subst
	Impurity € F . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Mefenamic acid
	Acidum mefenamicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Examine by thin-layer chromatography ( 2.2.
	2,3-Dimethylaniline
	Copper . Not more than 10.0 €ppm of Cu, determined by atomic abs
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	IMPURITIES

	Mefloquine hydrochloride
	Mefloquini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in methanol €R and dilute to 50.
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Optical rotation ( 2.2.7 ): − 0.2 ° to +  0.2 °, determined on s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 1.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Megestrol acetate
	Megestroli acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 14.0 to +€ 17.0 (dried s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Meglumine
	Megluminum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 20.0 €g in distilled water €R and dilute
	Appearance of solution . The solution is clear ( 2.2.1 ) and its
	Specific optical rotation ( 2.2.7 ): − 16.0 to − 17.0 (dried sub
	Reducing substances: maximum 0.2 €per cent, expressed as glucose
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Sulphates ( 2.4.13 ): maximum 150 €ppm .
	Iron: maximum 10 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 1.5 €IU /g, if intend

	ASSAY

	Melilot
	Meliloti herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 2 €per cent of stems with a di
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .

	ASSAY

	Melissa leaf
	Melissae folium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 10 €per cent of stems with a d
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 12.0 €per cent .

	ASSAY

	Menadione
	Menadionum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Carry out the test protected from bright li
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Menthol, racemic
	Mentholum racemicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in 10 €ml of ethanol (96 €per ce
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . Dissolve 1.0 €g in ethanol (96 €per cent
	Optical rotation ( 2.2.7 ): − 0.2 ° to +  0.2 °, determined on s
	Related substances . Gas chromatography ( 2.2.28 ).
	Residue on evaporation: maximum 0.05 €per cent .


	Mepivacaine hydrochloride
	Mepivacaini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.0 to 5.0. 
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Impurity € A: maximum 100 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 5 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Meprobamate
	Meprobamatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in 20 €ml of ethanol €R
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). Dissolve 2.0 €g in a mixture of 15 €volu
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Mepyramine maleate
	Mepyramini maleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R a
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.9 to 5.2. 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4 ): maximum 100 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.25 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on t

	ASSAY
	STORAGE
	IMPURITIES

	Mercaptopurine
	Mercaptopurinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Hypoxanthine . Examine by thin-layer chromatography ( 2.2.27 ), 
	Water ( 2.5.12 ). 10.0 €per cent to 12.0 €per cent, determined o
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Mercuric chloride
	Hydrargyri dichloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is not more opalescent tha
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of m
	Mercurous chloride . Dissolve 1.0 €g in 30 €ml of ether €R . The
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE

	Mesalazine
	Mesalazinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Maintain the solutions at 40 €°C during
	Reducing substances . Dissolve 0.10 €g in dilute hydrochloric ac
	Related substances . Liquid chromatography ( 2.2.29 ). Use fresh
	Impurity € A and impurity € C . Liquid chromatography ( 2.2.29 )
	Impurity € K . Liquid chromatography ( 2.2.29 ). 
	Chlorides: maximum 0.1 €per cent . 
	Sulphates ( 2.4.13 ): maximum 200 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Mesna
	Mesnum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ): 4.5 to 6.0.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4 ): maximum 250 €ppm .
	Sulphates ( 2.4.13 ): maximum 300 €ppm . 
	Disodium edetate: maximum 500 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Mesterolone
	Mesterolonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 20 to +€ 24 (dried subst
	Impurity € B: maximum 0.5 €per cent . 
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	Liquid chromatography ( 2.2.29 ) as described in the test for re

	IMPURITIES

	Mestranol
	Mestranolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ). Dissolve 0.100 €g in anhydr
	Absorbance ( 2.2.25 ). Dissolve 25.0 €mg in alcohol €R and dilut
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin

	ASSAY
	STORAGE

	Metacresol
	Metacresolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Freshly prepared solution€S is not more
	Acidity . To 25 €ml of solution€S add 0.15 €ml of methyl red sol
	Related substances . Gas chromatography ( 2.2.28 ): use the norm
	Residue on evaporation: maximum 0.1 €per cent .

	STORAGE
	IMPURITIES

	Metamizole sodium
	Metamizolum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and imm
	Acidity or alkalinity . To 5 €ml of solution€S, add 0.1 €ml of p
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Sulphates ( 2.4.13 ): maximum 0.1 €per cent . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): 4.9 €per cent to 5.3 €per cent, deter

	ASSAY
	STORAGE
	IMPURITIES

	Metformin hydrochloride
	Metformini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in water €R and dilute to 20 €ml 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Methacrylic acid - ethyl acrylate copolymer (1:1)
	Acidi methacrylici et ethylis acrylatis polymerisatum 1:1
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Ethyl acrylate and methacrylic acid . Liquid chromatography ( 2.
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.4 €per cent (type € A) or 0.

	ASSAY
	LABELLING
	FUNCTIONALITY-related CHARACTERISTICS
	Apparent viscosity: 
	Solubility of a film . Place 1 €ml of the solution (type € A) or


	Methacrylic acid - ethyl acrylate copolymer (1:1) dispersion 30 
	Acidi methacrylici et ethylis acrylatis polymerisati 1:1 dispers
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Apparent viscosity ( 2.2.10 ): maximum 15 €mPa·s, determined usi
	Appearance of a film . Place 1 €ml on a glass plate and allow to
	Particulate matter . Filter 100.0 €g through a tared stainless s
	Ethyl acrylate and methacrylic acid . Liquid chromatography ( 2.
	Residue on evaporation: 28.5 €per cent to 31.5 €per cent .
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	STORAGE
	LABELLING

	Methacrylic acid - methyl methacrylate copolymer (1:1)
	Acidi methacrylici et methylis methacrylatis polymerisatum 1:1
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Apparent viscosity ( 2.2.10 ): 50 €mPa·s to 200 €mPa·s .
	Appearance of a film . Place 1 €ml of the solution prepared in t
	Methyl methacrylate and methacrylic acid . Liquid chromatography
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY

	Methacrylic acid - methyl methacrylate copolymer (1:2)
	Acidi methacrylici et methylis methacrylatis polymerisatum 1:2
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Apparent viscosity ( 2.2.10 ): 50 €mPa·s to 200 €mPa·s .
	Appearance of a film . Place 1 €ml of the solution prepared for 
	Methyl methacrylate and methacrylic acid . Liquid chromatography
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY

	Methadone hydrochloride
	Methadoni hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . Dilute 10 €ml of solution€S to 25 €ml wi
	Optical rotation ( 2.2.7 ): − 0.05 ° to +  0.05 °, determined on
	Related substances . Gas chromatography ( 2.2.28 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Methanol
	Methanolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . It is clear ( 2.2.1 ) and colourless ( 2.2.2, Metho
	Acidity or alkalinity . To 25 €ml add 25 €ml of water €R and 0.2
	Relative density ( 2.2.5 ): 0.791 to € 0.793.
	Absorbance ( 2.2.25 ): maximum 0.15 at 230 €nm, maximum € 0.05 a
	Impurity € A . Gas chromatography ( 2.2.28 ).
	Related substances . Gas chromatography ( 2.2.28 ) as described 
	Reducing substances . To 20 €ml add 0.1 €ml of 0.02 €M potassium
	Residue on evaporation: maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 0.10 €per cent, determined on 10.0 €g 

	STORAGE
	IMPURITIES

	Methaqualone
	Methaqualonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Acidity . Shake 0.6 €g with 30 €ml of carbon dioxide-free water 
	2-Aminobenzoic acid: maximum 20 €ppm .
	o -Toluidine: maximum 10 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Methenamine
	Methenaminum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 5 €ml of solution€S add 0.1 €ml of ph
	Free formaldehyde: maximum 50 €ppm .
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Sulphates ( 2.4.13 ): maximum 100 €ppm, determined on solution€S
	Ammonium ( 2.4.1 ): maximum 50 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 2.0 €per cent, determined on 

	ASSAY
	STORAGE

	Methionine
	Methioninum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ). The pH of solution€S is 5.5 to 6.5.
	Specific optical rotation ( 2.2.7 ). Dissolve 1.00 €g in hydroch
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Chlorides . To 10 €ml of solution€S add 25 €ml of water €R, 5 €m
	Sulphates ( 2.4.13 ). Dissolve 0.5 €g in 3 €ml of dilute hydroch
	Ammonium ( 2.4.1 ). 0.10 €g complies with limit test € B for amm
	Iron ( 2.4.9 ). In a separating funnel, dissolve 1.0 €g in 10 €m
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	dl -Methionine
	dl -Methioninum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ). The pH of solution€S is 5.4 to 6.1.
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Chlorides . Dissolve 0.25 €g in 35 €ml of water €R . Add 5 €ml o
	Sulphates ( 2.4.13 ). Dissolve 1.0 €g in 20 €ml of distilled wat
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Methotrexate
	Methotrexatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Enantiomeric purity . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 50 €ppm . 
	Water ( 2.5.12 ): maximum 13.0 €per cent, determined on 0.10 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Methylatropine bromide
	Methylatropini bromidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.25 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of p
	Optical rotation ( 2.2.7 ). Dissolve 2.50 €g in water €R and dil
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Apomethylatropine . Dissolve 0.10 €g in 0.01 €M hydrochloric aci
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Methylatropine nitrate
	Methylatropini nitras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.25 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of p
	Optical rotation ( 2.2.7 ). Dissolve 2.50 €g in water €R and dil
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Apomethylatropine . Dissolve 0.10 €g in 0.01 €M hydrochloric aci
	Halides . 15 €ml of solution€S complies with the limit test for 
	Silver . Dissolve 1.0 €g in 10 €ml of water €R and add 0.1 €ml o
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Methylcellulose
	Methylcellulosum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . While stirring, introduce a quantity of the subst
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ): 5.0 to 8.0 for the solution prepared as described 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 1.5 €per cent, determined on 1

	functionality-related characteristics
	Apparent viscosity: minimum 80 €per cent and maximum 120 €per ce
	Degree of substitution: 26.0 €per cent to 33.0 €per cent of meth


	Methyldopa
	Methyldopum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in 1 €M hydrochloric ac
	Acidity . Dissolve 1.0 €g with heating in 100 €ml of carbon diox
	Optical rotation ( 2.2.7 ). Dissolve a quantity equivalent to 2.
	Absorbance ( 2.2.25 ). Dissolve 40.0 €mg in 0.1 €M hydrochloric 
	Methoxymethyldopa and related substances . Examine by thin-layer
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Water ( 2.5.12 ). 10.0 €per cent to 13.0 €per cent, determined o
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Methylene chloride
	Methyleni chloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . It is clear ( 2.2.1 ) and colourless ( 2.2.2, Metho
	Acidity . To 50 €ml of methanol €R previously neutralised to 0.1
	Relative density ( 2.2.5 ): 1.320 to 1.332.
	Refractive index ( 2.2.6 ): 1.423 to 1.425.
	Related substances . Gas chromatography ( 2.2.28 ).
	Free chlorine . Place 5 €ml in a ground-glass-stoppered tube. Ad
	Heavy metals ( 2.4.8 ): maximum 1 €ppm .
	Residue on evaporation: maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 0.05 €per cent € m/m, determined on 10

	STORAGE
	IMPURITIES

	Methylergometrine maleate
	Methylergometrini maleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.100 €g in carbon dioxide-free water €R
	pH ( 2.2.3 ): 4.4 to 5.2. 
	Specific optical rotation ( 2.2.7 ): +€ 44.0 to +€ 50.0 (dried s
	Related substances . Liquid chromatography ( 2.2.29 ): use the n
	Loss on drying ( 2.2.32 ): maximum 2.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Methylhydroxyethylcellulose
	Methylhydroxyethylcellulosum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . While stirring, introduce a quantity of the subst
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ): 5.5 to 8.0 for solution€S .
	Apparent viscosity ( 2.2.10 ): 75 €per cent to 140 €per cent of 
	Chlorides ( 2.4.4 ): maximum 0.5 €per cent .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 1.0 €per cent, determined on 1

	LABELLING

	Methyl nicotinate
	Methylis nicotinas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 2.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Methyl parahydroxybenzoate
	Methylis parahydroxybenzoas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in alcohol €R and dilute to 10 €m
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity . To 2 €ml of solution€S add 3 €ml of alcohol €R, 5 €ml 
	Related substances . Thin-layer chromatography ( 2.2.27 ). 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Methylphenobarbital
	Methylphenobarbitalum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g, with gentle heating, i
	Acidity . Boil 1.0 €g with 50 €ml of water €R for 2 €min, allow 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Methylprednisolone
	Methylprednisolonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 79.0 to +€ 86.0 (dried s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Methylprednisolone acetate
	Methylprednisoloni acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 97 to +€ 105 (dried subs
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Methylprednisolone hydrogen succinate
	Methylprednisoloni hydrogenosuccinas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ). 
	Specific optical rotation ( 2.2.7 ): +€ 87 to +€ 95 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	N -Methylpyrrolidone
	N -Methylpyrrolidonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Alkalinity . Dissolve 50 €ml of the substance to be examined in 
	Related substances . Gas chromatography ( 2.2.28 ): use the norm
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.32 ): maximum 0.1 €per cent, determined on 1.000 €g 

	STORAGE
	IMPURITIES

	Methylrosanilinium chloride
	Methylrosanilinii chloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	N, N -Dimethylaniline ( 2.4.26, Method € A ): maximum 100 €ppm .
	Pentamethyl- p -rosanilinium . Liquid chromatography ( 2.2.29 ):
	Related substances . Liquid chromatography ( 2.2.29 ) as describ
	Substances insoluble in ethanol (90 €per cent € V/V ): maximum 0
	Water ( 2.5.12 ): maximum 10.0 €per cent, determined on 0.100 €g
	Sulphated ash ( 2.4.14 ): maximum 1.5 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Methyl salicylate
	Methylis salicylas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Acidity . Dissolve 5.0 €g in a mixture of 0.2 €ml of bromocresol
	Relative density ( 2.2.5 ): 1.180 to 1.186.
	Refractive index ( 2.2.6 ): 1.535 to 1.538.

	ASSAY
	STORAGE

	Methyltestosterone
	Methyltestosteronum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ). Dissolve 0.250 €g in alcoho
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 2.0 €per cent, determin

	ASSAY
	STORAGE

	Methylthioninium chloride
	Methylthioninii chloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Methanol-insoluble substances: maximum 10.0 €mg (1.0 €per cent )
	Related substances . Liquid chromatography ( 2.2.29 ).
	Metals . Atomic emission spectrometry ( 2.2.22 ) in argon plasma
	Loss on drying ( 2.2.32 ): 8.0 €per cent to 22.0 €per cent, dete
	Sulphated ash ( 2.4.14 ): maximum 0.25 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Metixene hydrochloride
	Metixeni hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.40 €g in methanol €R and dil
	pH ( 2.2.3 ). Dissolve 0.18 €g in carbon dioxide-free water €R h
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not less than 4.0 €per cent and not m
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY 
	STORAGE
	IMPURITIES

	Metoclopramide
	Metoclopramidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The freshly prepared solution is clear 
	Related substances 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Metoclopramide hydrochloride
	Metoclopramidi hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 12 €ml of solution€S complies with limit
	Water ( 2.5.12 ): 4.5 €per cent to 5.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Metolazone
	Metolazonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Metoprolol succinate
	Metoprololi succinas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.500 €g in carbon dioxide-free water €R
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ): 7.0 to 7.6 for solution€S .
	Related substances
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Metoprolol tartrate
	Metoprololi tartras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.500 €g in carbon dioxide-free water €R
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 6.0 to 7.0 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 7.0 to +€ 10.0 (dried su
	Related substances
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Metrifonate
	Metrifonatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Acidity . Dissolve 2.5 €g in carbon dioxide-free water €R and di
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides: maximum 500 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 0.3 €per cent, determined on 3.000 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Metronidazole
	Metronidazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more opalescent tha
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Metronidazole benzoate
	Metronidazoli benzoas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more opalescent tha
	Acidity . Dissolve 2.0 €g in a mixture of 20 €ml of dimethylform
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Mexiletine hydrochloride
	Mexiletini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in carbon dioxide-free water €R a
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 4.0 to 5.5 for solution€S .
	Impurity € D . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Mianserin hydrochloride
	Mianserini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ). Dissolve 0.10 €g in carbon dioxide-free water €R a
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Miconazole
	Miconazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.1 €g in methanol €R and dilute to 10 €
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Miconazole nitrate
	Miconazoli nitras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.1 €g in methanol €R and dilute to 10 €
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Microcrystalline cellulose and carmellose sodium
	Cellulosum microcristallinum et carmellosum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solubility . Add 50 €mg to 10 €ml of ammoniacal solution of copp
	pH ( 2.2.3 ): 6.0 to 8.0 for the dispersion obtained in identifi
	Loss on drying ( 2.2.32 ): maximum 8.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 7.4 €per cent, determined on 2

	ASSAY
	LABELLING
	Functionality-related characteristics
	Apparent viscosity ( 2.2.10 ) : 60 €per cent to 140 €per cent of


	Midazolam
	Midazolamum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ).
	Impurity € C . Thin-layer chromatography ( 2.2.27 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Milk-thistle fruit
	Silybi mariani fructus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 8.0 €per cent, determined on 
	Total ash ( 2.4.16 ): maximum 8.0 €per cent .

	ASSAY
	01/2008: 2071

	Milk thistle dry extract, refined and standardised
	Silybi mariani extractum siccum raffinatum € et normatum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.8.17 ): maximum 5.0 €per cent .

	ASSAY

	Minocycline hydrochloride dihydrate
	Minocyclini hydrochloridum dihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.200 €g in carbon dioxide-free water €R
	Appearance of solution . The solution is clear ( 2.2.1 ) and its
	pH ( 2.2.3 ): 3.5 to 4.5 for solution€S .
	Light-absorbing impurities . Carry out the measurement within 1 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 50 €ppm .
	Water ( 2.5.12 ): 5.0 €per cent to 8.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 1.25 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Minoxidil
	Minoxidilum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Mint oil, partly dementholised
	Menthae arvensis aetheroleum partim € mentholum depletum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.888 to 0.910.
	Refractive index ( 2.2.6 ): 1.456 to 1.470.
	Optical rotation ( 2.2.7 ): − 16.0 ° to − 34.0 ° .
	Acid value ( 2.5.1 ): maximum 1.0, determined on 5.00 €g of the 
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the

	STORAGE

	Mirtazapine
	Mirtazapinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° (anhydrous sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 3.5 €per cent, determined on 1.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Misoprostol
	Misoprostolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Diastereoisomers . Liquid chromatography ( 2.2.29 ): use the nor
	Water ( 2.5.32 ): maximum 1.0 €per cent . 

	ASSAY
	STORAGE
	IMPURITIES

	Mitomycin
	Mitomycinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.5 to 7.5. 
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Water ( 2.5.12 ): maximum 2.5 €per cent, determined on 0.30 €g .
	Bacterial endotoxins ( 2.6.14, Method € B ): less than 10 €IU / 

	ASSAY
	STORAGE
	IMPURITIES

	Mitoxantrone hydrochloride
	Mitoxantroni hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Ethanol . Gas chromatography ( 2.2.28 ).
	Water ( 2.5.12 ): maximum 6.0 €per cent, determined on 0.300 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Modafinil
	Modafinilum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Molgramostim concentrated solution
	Molgramostimi solutio concentrata
	DEFINITION
	PRODUCTION
	Host-cell derived proteins: the limit is approved by the compete
	Host-cell or vector derived DNA: the limit is approved by the co

	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurities with molecular masses differing from that of molgramo
	Related proteins . Liquid chromatography ( 2.2.29 ): use the nor
	Bacterial endotoxins ( 2.6.14 ): less than 5 €IU in the volume t

	ASSAY
	Protein . Liquid chromatography ( 2.2.29 ) as described in the t
	Potency . Determination of the biological activity of molgramost

	STORAGE
	LABELLING

	Mometasone furoate
	Mometasoni furoas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 50 to +€ 55 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	IMPURITIES

	Morantel hydrogen tartrate for veterinary use
	Moranteli hydrogenotartras ad € usum € veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.25 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.3 to 3.9 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Morphine hydrochloride
	Morphini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.500 €g in carbon dioxide-free water €R
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 10 €ml of solution€S add 0.05 €ml of 
	Specific optical rotation ( 2.2.7 ): − 110 to − 115 (anhydrous s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): 12.5 €per cent to 15.5 €per cent, determined o
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Morphine sulphate
	Morphini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.500 €g in carbon dioxide-free water €R
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 10 €ml of solution€S add 0.05 €ml of 
	Specific optical rotation ( 2.2.7 ): − 107 to − 110 (anhydrous s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Iron ( 2.4.9 ): maximum 5 €ppm . 
	Water ( 2.5.12 ): 10.4 €per cent to 13.4 €per cent, determined o
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Motherwort
	Leonuri cardiacae herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 2 €per cent of brown or yellow
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 12.0 €per cent .

	ASSAY

	Moxidectin for veterinary use
	Moxidectinum ad usum veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 1.3 €per cent, determined on 0.50 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Moxifloxacin hydrochloride
	Moxifloxacini hydrochloridum
	DEFINITION
	Production
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more opalescent tha
	pH ( 2.2.3 ): 3.9 to 4.6.
	Specific optical rotation ( 2.2.7 ): − 125 to − 138 (anhydrous s
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Water ( 2.5.12 ): maximum 4.5 €per cent, determined on 0.200 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Moxonidine
	Moxonidinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Mullein flower
	Verbasci flos
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 5 €per cent of brown petals an
	Swelling index ( 2.8.4 ): minimum 9, determined on the powdered 
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 6.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 2.0 €per c

	STORAGE

	Mupirocin
	Mupirocinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 3.5 to 4.0 for a freshly prepared saturated soluti
	Specific optical rotation ( 2.2.7 ): − 17 to − 21 (anhydrous sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 0.500 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Mupirocin calcium
	Mupirocinum calcicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): − 16 to − 20 (anhydrous sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4 ): maximum 0.5 €per cent .
	Water ( 2.5.12 ): 3.0 €per cent to 4.5 €per cent, determined on 

	ASSAY
	IMPURITIES

	Mycophenolate mofetil
	Mycophenolas mofetil
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Related substances . Liquid chromatography ( 2.2.29 ). Protect t
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	myo -Inositol
	myo -Inositolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in distilled water €R and dilute
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Conductivity ( 2.2.38 ): maximum 30   µS·cm − 1 .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Barium . To 10 €ml of solution€S add 1 €ml of dilute sulphuric a
	Lead ( 2.4.10 ): maximum 0.5 €ppm . 
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.00 €g .

	ASSAY
	IMPURITIES

	Myrrh
	Myrrha
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Commiphora mukul . Thin-layer chromatography ( 2.2.27 ).
	Matter insoluble in ethanol: maximum 70 €per cent . 
	Loss on drying ( 2.2.32 ): maximum 15.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 7.0 €per cent .


	Myrrh tincture
	Myrrhae tinctura
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Ethanol content ( 2.9.10 ): 82 €per cent € V/V to 88 €per cent €
	Methanol and 2-propanol ( 2.9.11 ): maximum 0.05 €per cent € V/V
	Dry residue ( 2.8.16 ): minimum 4.0 €per cent € m/m .

	STORAGE
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	toc
	Nabumetone
	Nabumetonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION 
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 0.2 €per cent, determined on 1.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Nadolol
	Nadololum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Racemate content . Infrared absorption spectrophotometry ( 2.2.2
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 30 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 2.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Nadroparin calcium
	Nadroparinum calcicum
	DEFINITION
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.5 €g of the substance to be 
	Ethanol . Not more than 1.0 €per cent € m/m, determined by head-
	N-NO groups . Not more than 0.25 €ppm, determined by cleavage of
	Free sulphates . Not more than 0.5 €per cent, determined by liqu
	01/2008: 1594


	Naftidrofuryl hydrogen € oxalate
	Naftidrofuryli hydrogenooxalas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Absorbance ( 2.2.25 ): maximum 0.1 at 430 €nm .
	Related substances
	Diastereoisomer ratio . Gas chromatography ( 2.2.28 ) as describ
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Nalidixic acid
	Acidum nalidixicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Absorbance . Dissolve 1.50 €g in methylene chloride €R and dilut
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Naloxone hydrochloride dihydrate
	Naloxoni hydrochloridum dihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10.0 €ml of solution€S add 0.05 €ml o
	Specific optical rotation ( 2.2.7 ): − 170 to − 181 (anhydrous s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): 7.5 €per cent to 11.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 0

	ASSAY
	STORAGE
	IMPURITIES

	Naltrexone hydrochloride
	Naltrexoni hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.40 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity and alkalinity . To 10 €ml of solution€S, add 0.05 €ml o
	Specific optical rotation ( 2.2.7 ): − 187 to − 195 (anhydrous s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Ethanol ( 2.4.24, System € A ): maximum 3.0 €per cent .
	Water ( 2.5.12 ): maximum 10.0 €per cent, determined on 0.200 €g
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Nandrolone decanoate
	Nandroloni decanoas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): +€ 35.0 to +€ 40.0 (dried s
	Impurities € A, B, C . Thin-layer chromatography ( 2.2.27 ). 
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Naphazoline hydrochloride
	Naphazolini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 20 €ml of solution€S add 0.2 €ml of 0
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Naphazoline nitrate
	Naphazolini nitras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g in carbon dioxide-free water €R, 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 5.0 to 6.5 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4 ): maximum 330 €ppm, determined on solution € 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Naproxen
	Naproxenum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Enantiomeric purity . Liquid chromatography ( 2.2.29 ). Protect 
	Related substances . Liquid chromatography ( 2.2.29 ). Protect t
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Naproxen sodium
	Naproxenum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 7.0 to 9.8.
	Enantiomeric purity . Liquid chromatography ( 2.2.29 ). Protect 
	Related substances . Liquid chromatography ( 2.2.29 ). Protect t
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Narrow-leaved coneflower root
	Echinaceae angustifoliae radix
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 3 €per cent .
	Echinacea purpurea . Thin layer chromatography ( 2.2.27 ).
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 9.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 3.0 €per c

	ASSAY
	STORAGE

	Neohesperidin-dihydrochalcone
	Neohesperidin-dihydrochalconum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 12.0 €per cent, determined on 0.200 €g
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Neomycin sulphate
	Neomycini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.0 to 7.5.
	Specific optical rotation ( 2.2.7 ): +€ 53.5 to +€ 59.0 (dried s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Sulphate: 27.0 €per cent to 31.0 €per cent (dried substance). 
	Loss on drying ( 2.2.32 ): maximum 8.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 1.0 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Neostigmine bromide
	Neostigmini bromidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in distilled water €R and dilute 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Impurity € A: maximum 0.33 €per cent .
	Sulphates ( 2.4.13 ): maximum 200 €ppm, determined on solution€S
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Neostigmine metilsulfate
	Neostigmini metilsulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in distilled water €R and dilute 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 4.0 €ml of solution€S add 6.0 €ml of 
	(3-Hydroxyphenyl)trimethylammonium methyl sulphate . Dissolve 50
	Sulphates ( 2.4.13 ): maximum 200 €ppm, determined on solution€S
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Neroli oil
	Neroli aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.863 to 0.880.
	Refractive index ( 2.2.6 ): 1.464 to 1.474.
	Optical rotation ( 2.2.7 ): +€ 1.5 ° to +€ 11.5 ° .
	Acid value ( 2.5.1 ): maximum 2.0.
	Bergapten . Thin-layer chromatography ( 2.2.27 ).
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the
	Chiral purity . Gas chromatography ( 2.2.28 ).

	STORAGE

	Netilmicin sulphate
	Netilmicini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.80 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and its
	pH ( 2.2.3 ): 3.5 to 5.5 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 88.0 to +€ 96.0 (dried s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Sulphate: 31.5 €per cent to 35.0 €per cent (dried substance).
	Loss on drying ( 2.2.32 ): maximum 15.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 1.0 €per cent, determined on 0
	Bacterial endotoxins ( 2.6.14 ): less than 1.25 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Nettle leaf
	Urticae folium
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 5 €per cent of stems and maxim
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 20.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 4.0 €per c

	ASSAY

	Nevirapine, anhydrous
	Nevirapinum anhydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Nicergoline
	Nicergolinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more opalescent tha
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.32 ): maximum 0.5 €per cent, determined on 0.100 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Niclosamide, anhydrous
	Niclosamidum anhydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	5-Chlorosalicylic acid: maximum 60 €ppm .
	2-Chloro-4-nitroaniline: maximum 100 €ppm .
	Chlorides ( 2.4.4 ): maximum 500 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Niclosamide monohydrate
	Niclosamidum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	5-Chlorosalicylic acid: maximum 60 €ppm .
	2-Chloro-4-nitroaniline: maximum 100 €ppm .
	Chlorides ( 2.4.4 ): maximum 500 €ppm .
	Loss on drying ( 2.2.32 ): 4.5 €per cent to 6.0 €per cent, deter
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Nicotinamide
	Nicotinamidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). The pH of solution€S is 6.0 to 7.5.
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). Dilute 12 €ml of solution€S to 18 €ml wi
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Nicotine
	Nicotinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in water €R and dilute 
	Specific optical rotation ( 2.2.7 ). Dissolve 1.00 €g in ethanol
	Related substances . Examine by liquid chromatography ( 2.2.29 )
	Water ( 2.5.12 ). Not more than 0.5 €per cent, determined on 1.0

	ASSAY
	STORAGE
	IMPURITIES

	Nicotine resinate
	Nicotini resinas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Nicotine release: minimum 70 €per cent of the content determined
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 5.0 €per cent . 

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Nicotinic acid
	Acidum nicotinicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ). Dissolve 0.25 €g in water €R, heating on a 
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Nifedipine
	Nifedipinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurity € D and other basic impurities . Transfer 4 €g to a 250
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Nifuroxazide
	Nifuroxazidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific absorbance ( 2.2.25 ): 940 to 1000 at the absorption ma
	Impurity € A: maximum 0.05 €per cent .
	Related substances . Liquid chromatography ( 2.2.29 ). Use fresh
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Nikethamide
	Nicethamidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance . The substance to be examined, in liquid form or liq
	pH ( 2.2.3 ). The pH of solution€S is 6.0 to 7.8.
	Refractive index ( 2.2.6 ). 1.524 to 1.526.
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). Dilute 10 €ml of solution€S to 25 €ml wi
	Water ( 2.5.12 ). Not more than 0.3 €per cent, determined on 2.0
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Nimesulide
	Nimesulidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Absorbance ( 2.2.25 ): maximum 0.50 at 450 €nm .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Nimodipine
	Nimodipinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in acetone €R and dilute to 20.0 
	Appearance of solution . Solution € S is clear ( 2.2.1 ).
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Nitrazepam
	Nitrazepamum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Carry out the test protected from light . E
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Nitrendipine
	Nitrendipinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Nitric acid
	Acidum nitricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Chlorides ( 2.4.4 ): maximum 0.5 €ppm .
	Sulphates ( 2.4.13 ): maximum 10 €ppm .
	Iron ( 2.4.9 ): maximum 10 €ppm .
	Heavy metals ( 2.4.8 ): maximum 2 €ppm .
	Sulphated ash: maximum 0.01 €per cent .

	ASSAY
	STORAGE

	Nitric oxide
	Nitrogenii oxidum
	DEFINITION
	CHARACTERS
	PRODUCTION
	Carbon dioxide . Not more than 3000 €ppm € V/V, determined by ga
	Nitrogen . Not more than 3000 €ppm € V/V, determined by gas chro
	Nitrogen dioxide . Not more than 400 €ppm € V/V, determined usin
	Nitrous oxide . Not more than 3000 €ppm € V/V, determined by gas
	Water . Not more than 100 €ppm € V/V, determined using an electr
	Assay . Determine the content of nitric oxide by difference usin

	IDENTIFICATION
	STORAGE
	IMPURITIES

	Nitrofural
	Nitrofuralum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.0 to 7.0.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Nitrofurantoin
	Nitrofurantoinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Nitrogen
	Nitrogenium
	DEFINITION
	CHARACTERS
	PRODUCTION
	Carbon dioxide . Not more than 300 €ppm € V/V, determined using 
	Carbon monoxide . Not more than 5 €ppm € V/V, determined using a
	Oxygen . Not more than 50 €ppm € V/V, determined using an oxygen
	Water . Not more than 67 €ppm € V/V, determined using an electro
	Assay . Examine by gas chromatography ( 2.2.28 ).

	IDENTIFICATION
	TESTS
	Carbon dioxide . Not more than 300 €ppm € V/V, determined using 
	Carbon monoxide . Not more than 5 €ppm € V/V, determined using a
	Water vapour . Not more than 67 €ppm € V/V, determined using a w

	STORAGE
	IMPURITIES

	Nitrogen, low-oxygen
	Nitrogenium oxygenio depletum
	DEFINITION
	CHARACTERS
	PRODUCTION
	Oxygen: maximum 5 €ppm € V/V, determined using an oxygen analyse
	Impurities . Gas chromatography ( 2.2.28 ).

	IDENTIFICATION
	STORAGE
	IMPURITIES

	Nitrous oxide
	Dinitrogenii oxidum
	DEFINITION
	CHARACTERS
	PRODUCTION
	Carbon dioxide . Gas chromatography ( 2.2.28 ).
	Carbon monoxide . Gas chromatography ( 2.2.28 ). When the test i
	Nitrogen monoxide and nitrogen dioxide: maximum 2 €ppm € V/V in 
	Water: maximum 67 €ppm € V/V, determined using an electrolytic h
	Assay . Infrared analyser ( 2.5.35 ).

	IDENTIFICATION
	TESTS
	Carbon dioxide: maximum 300 €ppm € V/V, determined using a carbo
	Carbon monoxide: maximum 5 €ppm € V/V, determined using a carbon
	Nitrogen monoxide and nitrogen dioxide: maximum 2 €ppm € V/V, de
	Water vapour: maximum 67 €ppm € V/V, determined using a water va

	STORAGE
	IMPURITIES

	Nizatidine
	Nizatidinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 8.5 to 10.0.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Nomegestrol acetate
	Nomegestroli acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): − 60.0 to − 64.0 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Nonoxinol 9
	Nonoxinolum 9
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . Boil 1.0 €g with 20 €ml of carbon dioxid
	Hydroxyl value ( 2.5.3, Method € A ): 84 to 94.
	Cloud point: 52 €°C to 58 €°C .
	Ethylene oxide and dioxan ( 2.4.25 ): maximum 1 €ppm of ethylene
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 2.00 €g .
	Total ash ( 2.4.16 ): maximum 0.4 €per cent, determined on 1.0 €

	STORAGE

	Noradrenaline hydrochloride
	Noradrenalini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.500 €g in carbon dioxide-free water €R
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.5 to 4.5 for solution€S .
	Specific optical rotation ( 2.2.7 ): − 37 to − 41 (anhydrous sub
	Related substances . Liquid chromatography ( 2.2.29 ). Protect t
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Noradrenaline tartrate
	Noradrenalini tartras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ). Protect t
	Water ( 2.5.12 ): 4.5 €per cent to 5.8 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Norethisterone
	Norethisteronum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): − 32.0 to − 37.0 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	IMPURITIES

	Norethisterone acetate
	Norethisteroni acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ) − 30 to − 35 (dried substanc
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	IMPURITIES

	Norfloxacin
	Norfloxacinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.5 €g in a previously filtere
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Norgestimate
	Norgestimatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 42.0 to +€ 50.0 (dried s
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Ratio of ( E )- to ( Z )-isomers . Liquid chromatography ( 2.2.2
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	IMPURITIES

	Norgestrel
	Norgestrelum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Nortriptyline hydrochloride
	Nortriptylini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.5 €g in water €R with gentle
	Acidity or alkalinity . Dissolve 0.2 €g with gentle heating in c
	Related substances . Prepare the solutions in subdued light and 
	Heavy metals ( 2.4.8 ). 1.0 €g complies with test € C for heavy 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Noscapine
	Noscapinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): +€ 42 to +€ 48 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Noscapine hydrochloride
	Noscapini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): minimum 3.0. 
	Specific optical rotation ( 2.2.7 ): +€ 38.5 to +€ 44.0 (dried s
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Loss on drying ( 2.2.32 ): 2.5 €per cent to 6.5 €per cent, deter
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Notoginseng root
	Notoginseng radix
	DEFINITION
	IDENTIFICATION
	TESTS
	Panax ginseng or Panax quinquefolium . Thin-layer chromatography
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 6.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 1.0 €per c

	ASSAY

	Nutmeg oil
	Myristicae fragrantis aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.885 to 0.905.
	Refractive index ( 2.2.6 ): 1.475 to 1.485.
	Optical rotation ( 2.2.7 ): +€ 8 ° to +€ 18 ° .
	Chromatographic profile . Examine by gas chromatography ( 2.2.28

	STORAGE

	Nystatin
	Nystatinum
	DEFINITION
	PRODUCTION
	Abnormal toxicity ( 2.6.9 ). Inject intraperitoneally into each 

	CHARACTERS
	IDENTIFICATION
	TESTS
	Absorbance ( 2.2.25 ). Dissolve 0.10 €g in a mixture of 5.0 €ml 
	Composition . Liquid chromatography ( 2.2.29 ): use the normalis
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 3.5 €per cent, determined on 1

	ASSAY
	STORAGE
	LABELLING



	40-O-E.pdf
	toc
	Oak bark
	Quercus cortex
	DEFINITION
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 8.0 €per cent .

	ASSAY

	Octoxinol € 10
	Octoxinolum 10
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . Boil 1.0 €g with 20 €ml of carbon dioxid
	Hydroxyl value ( 2.5.3, Method € A ): 85 to 101.
	Cloud point: 63 €°C to 70 €°C . 
	Ethylene oxide and dioxan ( 2.4.25 ): maximum 1 €ppm of ethylene
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 2.00 €g .
	Total ash ( 2.4.16 ): maximum 0.4 €per cent, determined on 1.0 €

	STORAGE

	Octyl gallate
	Octylis gallas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurity € A . Thin-layer chromatography ( 2.2.27 ).
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Octyldodecanol
	Octyldodecanolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . Mix 5.0 €g thoroughly for 1 €min with a 
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° .
	Hydroxyl value ( 2.5.3, Method € A ): 175 to 190.
	Iodine value ( 2.5.4, Method € A ): maximum 8.0.
	Peroxide value ( 2.5.5, Method € A ): maximum 5.0.
	Saponification value ( 2.5.6 ): maximum 5.0.
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 2.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Ofloxacin
	Ofloxacinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° .
	Absorbance ( 2.2.25 ): maximum 0.25 at 440 €nm .
	Impurity € A . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.2 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Oleic acid
	Acidum oleicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is not more intensely 
	Acid value ( 2.5.1 ): 195 to 204, determined on 0.5 €g .
	Iodine value ( 2.5.4 ): 89 to 105.
	Peroxide value ( 2.5.5 ): maximum 10.0.
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Total ash ( 2.4.16 ): maximum 0.1 €per cent, determined on 2.00 

	STORAGE
	LABELLING

	Oleoyl macrogolglycerides
	Macrogolglyceridorum oleates
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 2.0, determined on 2.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ): 45 to 65, determined on 1.
	Iodine value ( 2.5.4, Method € A ): 75 to 95.
	Peroxide value ( 2.5.5, Method € A ): maximum 12.0, determined o
	Saponification value ( 2.5.6 ): 150 to 170, determined on 2.0 €g
	Alkaline impurities . Introduce 5.0 €g into a test tube and care
	Free glycerol: maximum 3.0 €per cent . 
	Composition of fatty acids ( 2.4.22, Method € A ). 
	Ethylene oxide and dioxan ( 2.4.25 ): maximum 1 €ppm of ethylene
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.0 €g . 
	Total ash ( 2.4.16 ): maximum 0.1 €per cent .

	STORAGE
	LABELLING

	Oleyl alcohol
	Alcohol oleicus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Refractive index ( 2.2.6 ): 1.458 to 1.460, determined at € 25 €
	Cloud point: maximum 10 €°C .
	Acid value ( 2.5.1 ): maximum 1.0, determined on 5.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ): 205 to 215.
	Saponification value ( 2.5.6 ): maximum 2.0.
	Composition of fatty alcohols . Gas chromatography ( 2.2.28 ): u


	Olive leaf
	Oleae folium
	DEFINITION
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 9.0 €per cent .

	ASSAY

	Olive oil, refined
	Olivae oleum raffinatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 0.3, determined on 10.0 €g . 
	Peroxide value ( 2.5.5, Method € A ): maximum 10.0; if intended 
	Unsaponifiable matter . Not more than 1.5 €per cent . Place 5.0 
	Alkaline impurities ( 2.4.19 ). It complies with the test for al
	Specific absorbance ( 2.2.25 ): maximum 1.20, determined at 270 
	Composition of fatty acids ( 2.4.22, Method € A ). The fatty aci
	Sterols ( 2.4.23 ). The sterol fraction of the oil has the follo
	Sesame oil . In a ground-glass-stoppered cylinder shake 10 €ml f
	Water ( 2.5.32 ). If intended for use in the manufacture of pare

	STORAGE
	LABELLING

	Olive oil, virgin
	Olivae oleum virginale
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ). Not more than 2.0, determined on 5.0 €g .
	Peroxide value ( 2.5.5, Method € A ). Not more than 20.0. 
	Unsaponifiable matter . Not more than 1.5 €per cent . Place 5.0 
	Absorbance ( 2.2.25 ). Dissolve 1.00 €g in cyclohexane €R and di
	Composition of fatty acids ( 2.4.22, Method € A ). The fatty aci
	Sterols ( 2.4.23 ). The sterol fraction of the oil has the follo
	Sesame oil . In a ground-glass-stoppered cylinder shake 10 €ml f

	STORAGE

	Olsalazine sodium
	Olsalazinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acetate . Liquid chromatography ( 2.2.29 ).
	Methanesulphonic acid . Liquid chromatography ( 2.2.29 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 2.0 €per cent, determined on 

	ASSAY
	IMPURITIES

	Omega-3 acid ethyl esters 60
	Omega-3 acidorum esteri ethylici 60
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Absorbance ( 2.2.25 ): maximum 0.60 at 233 €nm .
	Acid value ( 2.5.1 ): maximum 2.0, determined on 10 €g in 50 €ml
	Peroxide value ( 2.5.5, Method € A ): maximum 10.0.
	Anisidine value: maximum 20.0. 
	Oligomers and partial glycerides. Size exclusion chromatography 

	ASSAY
	EPA and DHA ethyl esters ( 2.4.29 ). See Figure € 2063.-2.
	Total omega-3-acid ethyl esters ( 2.4.29 ). See Figure € 2063.-2

	STORAGE
	LABELLING
	01/2008: 1250

	Omega-3-acid ethyl esters 90
	Omega-3 acidorum esteri ethylici 90
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Absorbance ( 2.2.25 ): maximum 0.55 at 233 €nm .
	Acid value ( 2.5.1 ): maximum 2.0, determined on 10 €g in 50 €ml
	Anisidine value ( 2.5.36 ): maximum 20.0.
	Peroxide value ( 2.5.5, Method € A ): maximum 10.0.
	Oligomers . Size-exclusion chromatography ( 2.2.30 ).

	ASSAY
	EPA and DHA ethyl esters ( 2.4.29 ). See Figure 1250.-2.
	Total omega-3-acid ethyl esters ( 2.4.29 ). See Figure 1250.-2.

	STORAGE
	LABELLING

	Omega-3 acid triglycerides
	Omega-3 acidorum triglycerida
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Absorbance ( 2.2.25 ): maximum 0.73 at 233 €nm . 
	Acid value ( 2.5.1 ): maximum 3.0, determined on 10.0 €g in 50 €
	Anisidine value: maximum 30.0. 
	Peroxide value ( 2.5.5, Method € A ): maximum 10.0.
	Oligomers and partial glycerides . Size-exclusion chromatography

	ASSAY
	EPA and DHA ( 2.4.29 ). See Figure € 1352.-2.
	Total omega-3 acids ( 2.4.29 ). See Figure € 1352.-2.

	STORAGE
	LABELLING

	Omeprazole
	Omeprazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.50 €g in methylene chloride €R and dil
	Appearance of solution . Solution € S is clear ( 2.2.1 ).
	Impurities F and G: maximum 0.035 €per cent for the sum of the c
	Impurity € C . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chloroform and methylene chloride . Head-space gas chromatograph
	Loss on drying ( 2.2.32 ): maximum 0.2 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Omeprazole sodium
	Omeprazolum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 10.3 to 11.3 for solution € S.
	Impurity € C . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): 4.5 €per cent to 10.0 €per cent, determined on

	ASSAY
	STORAGE
	IMPURITIES

	Ondansetron hydrochloride dihydrate
	Ondansetroni hydrochloridum dihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurity € B . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): 9.0 €per cent to 10.5 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Opium dry extract, standardised
	Opii extractum siccum normatum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Thebaine . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 

	ASSAY

	Opium, prepared
	Opii pulvis normatus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Thebaine . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 8.0 €per cent, determined on 
	Total ash ( 2.4.16 ): maximum 6.0 €per cent .

	ASSAY

	Opium, raw
	Opium crudum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Thebaine . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 15.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 6.0 €per cent .

	ASSAY

	Opium tincture, standardised
	Opii tinctura normata
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Ethanol ( 2.9.10 ): 31 €per cent € V/V to 34 €per cent € V/V .
	Thebaine . Liquid chromatography ( 2.2.29 ).
	Dry residue ( 2.8.16 ): minimum 4.0 €per cent € m/m, determined 

	ASSAY

	Orciprenaline sulphate
	Orciprenalini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ). The pH of solution€S is 4.0 to 5.5.
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Methanol and 2-propanol . Not more than 0.1 €per cent € m/m of m
	Phenone . Dissolve 0.50 €g in a 0.04 €per cent € V/V solution of
	Iron ( 2.4.9 ). The residue obtained in the test for sulphated a
	Heavy metals . 1.0 €g complies with limit test € C for heavy met
	Water ( 2.5.12 ). Not more than 2.0 €per cent, determined on 1.0
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Oregano
	Origani herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Water ( 2.2.13 ): maximum 120 €ml /kg, determined on 20.0 €g of 
	Total ash ( 2.4.16 ): maximum 15.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 4.0 €per c

	ASSAY
	Essential oil ( 2.8.12 ). Use 30.0 €g of the drug to be examined
	Carvacrol and thymol . Gas chromatography ( 2.2.28 ): use the no


	Orphenadrine citrate
	Orphenadrini citras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and its
	Related substances . Gas chromatography ( 2.2.28 ): use the norm
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Orphenadrine hydrochloride
	Orphenadrini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and its
	Related substances . Gas chromatography ( 2.2.28 ): use the norm
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ouabain
	Ouabainum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.20 €g in 15 €ml of water €R, heating o
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Specific optical rotation ( 2.2.7 ). − 30 to − 33, determined on
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Alkaloids and strophanthin-K . To 5.0 €ml of solution€S add 0.5 
	Water ( 2.5.12 ). 18.0 €per cent to 22.0 €per cent, determined o
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Oxacillin sodium monohydrate
	Oxacillinum natricum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and its
	pH ( 2.2.3 ): 4.5 to 7.5.
	Specific optical rotation ( 2.2.7 ): +€ 196 to +€ 212 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	Butyl acetate ( 2.4.24 ): maximum 1.0 €per cent .
	N,N -Dimethylaniline ( 2.4.26, Method € B ): maximum 20 €ppm .
	2-Ethylhexanoic acid ( 2.4.28 ): maximum 0.8 €per cent .
	Water ( 2.5.12 ): 3.5 €per cent to 5.0 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14 ): less than 0.20 €IU /mg, if inte

	ASSAY
	IMPURITIES

	Oxaliplatin
	Oxaliplatinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Acidity . Dissolve 0.10 €g in carbon dioxide-free water €R, dilu
	Specific optical rotation ( 2.2.7 ): +€ 74.5 to +€ 78.0 (dried s
	Related substances
	Impurity € D . Liquid chromatography ( 2.2.29 ).
	Silver: maximum 5.0 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14 ): less than 1.0 €IU /mg, if inten

	ASSAY
	IMPURITIES

	Oxazepam
	Oxazepamum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Oxeladin hydrogen citrate
	Oxeladini hydrogenocitras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Gas chromatography ( 2.2.28 ): use the norm
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Oxfendazole for veterinary € use
	Oxfendazolum ad usum veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Oxitropium bromide
	Oxitropii bromidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): − 24 to − 26 (dried substan
	Related substances . Liquid chromatography ( 2.2.29 ).
	Impurity € D . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	IMPURITIES

	Oxolinic acid
	Acidum oxolinicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.6 €g in 20 €ml of a 40 €g/l solution o
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent determine
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent determined

	ASSAY
	STORAGE
	IMPURITIES

	Oxprenolol hydrochloride
	Oxprenololi hydrochloridum 
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.5 to 6.0 for freshly prepared solution€S .
	Related substances . Thin-layer chromatography ( 2.2.27 ).
	Lead: maximum 5.0 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Oxybuprocaine hydrochloride
	Oxybuprocaini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.5 to 6.0 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent determined on 1
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Oxybutynin hydrochloride
	Oxybutynini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.00 €g in water €R and dilute to 20.0 €
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 3.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Oxycodone hydrochloride
	Oxycodoni hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.00 €g in carbon dioxide-free water €R 
	Acidity or alkalinity . To 10 €ml of solution€S add 0.05 €ml of 
	Specific optical rotation ( 2.2.7 ): − 140 to − 148 (anhydrous s
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Ethanol ( 2.4.24, System A ): maximum 1.0 €per cent .
	Water ( 2.5.12 ): maximum 7.0 €per cent, determined on 0.250 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Oxygen
	Oxygenium
	DEFINITION
	CHARACTERS
	PRODUCTION
	Carbon dioxide . Not more than 300 €ppm € V/V, determined using 
	Carbon monoxide . Not more than 5 €ppm € V/V, determined using a
	Water . Not more than 67 €ppm € V/V, determined using an electro
	Assay . Determine the concentration of oxygen using a paramagnet

	IDENTIFICATION
	TESTS
	Carbon dioxide . Not more than 300 €ppm € V/V, determined using 
	Carbon monoxide . Not more than 5 €ppm € V/V, determined using a
	Water vapour . Not more than 67 €ppm € V/V, determined using a w

	STORAGE
	IMPURITIES

	Oxymetazoline hydrochloride
	Oxymetazolini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in water €R and dilute to 50 €ml 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . Dissolve 0.25 €g in water €R and dilute 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	IMPURITIES

	Oxytetracycline dihydrate
	Oxytetracyclinum dihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 4.5 to 7.5. 
	Specific optical rotation ( 2.2.7 ): − 203 to − 216 (anhydrous s
	Specific absorbance ( 2.2.25 ): 290 to 310 determined at 353 €nm
	Light-absorbing impurities . Carry out the measurements within 1
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 50 €ppm . 
	Water ( 2.5.12 ): 6.0 €per cent to 9.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Oxytetracycline hydrochloride
	Oxytetracyclini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 2.3 to 2.9.
	Specific optical rotation ( 2.2.7 ): − 188 to − 200 (anhydrous s
	Specific absorbance ( 2.2.25 ): 270 to 290 determined at 353 €nm
	Light-absorbing impurities . Carry out the measurements within 1
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 50 €ppm .
	Water ( 2.5.12 ): maximum 2.0 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 0.4 €IU /mg, if inten

	ASSAY
	STORAGE
	IMPURITIES

	Oxytocin
	Oxytocinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 3.0 to 6.0.
	Related substances . Liquid chromatography ( 2.2.29 ): use the n
	Acetic acid ( 2.5.34 ): 6.0 €per cent to 10.0 €per cent .
	Water ( 2.5.12 ): maximum 5.0 €per cent, determined on at least 
	Bacterial endotoxins ( 2.6.14 ): less than 300 €IU /mg, if inten

	ASSAY
	STORAGE
	LABELLING

	Oxytocin concentrated solution
	Oxytocini solutio concentrata
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 3.0 to 5.0.
	Related substances . Liquid chromatography ( 2.2.29 ): use the n
	Bacterial endotoxins ( 2.6.14 ): less than 300 €IU in the volume

	ASSAY
	STORAGE
	LABELLING
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	toc
	Paclitaxel
	Paclitaxelum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of the solution . The solution is clear ( 2.2.1 ) and
	Specific optical rotation ( 2.2.7 ): − 49.0 to − 55.0 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.32 ): maximum 3.0 €per cent, determined on 0.050 €g 
	Microbial contamination . Total viable aerobic count € ( 2.6.12 
	Bacterial endotoxins ( 2.6.14 ): less than 0.4 €IU /mg.

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES
	Test A
	Test B


	Pale coneflower root
	Echinaceae pallidae radix
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 3 €per cent . 
	Other Echinacea species and Parthenium integrifolium . Thin-laye
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 7.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 2.0 €per c

	ASSAY
	STORAGE

	Palmitic acid
	Acidum palmiticum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . Heat the substance to be examined to about 75 €°C .
	Acidity . Melt 5.0 €g, stir for 2 €min in 10 €ml of hot carbon d
	Freezing point ( 2.2.18 ): 60 €°C to 66 €°C .
	Iodine value ( 2.5.4 ): maximum 1.
	Stearic acid: maximum 6.0 €per cent, determined as prescribed in
	Nickel ( 2.4.31 ): maximum 1 €ppm .

	ASSAY

	Pamidronate disodium pentahydrate
	Dinatrii pamidronas pentahydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 7.8 to 8.8.
	Impurity € A . Thin-layer chromatography ( 2.2.27 ).
	Impurities B and C . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): 23.0 €per cent to 27.0 €per cent, determined o

	ASSAY
	IMPURITIES

	Pancreas powder
	Pancreatis pulvis
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Fat content . In an extraction apparatus, treat 1.0 €g with ligh
	Loss on drying ( 2.2.32 ). Not more than 5.0 €per cent, determin
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	Total proteolytic activity . The total proteolytic activity of p
	Lipolytic activity . The lipolytic activity is determined by com
	Amylolytic activity . The amylolytic activity is determined by c

	STORAGE

	Pancuronium bromide
	Pancuronii bromidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Specific optical rotation ( 2.2.7 ): +€ 38.0 to +€ 42.0 (anhydro
	Related substances . Thin-layer chromatography ( 2.2.27 ). Prepa
	Water ( 2.5.12 ): maximum 8.0 €per cent, determined on 0.300 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Papaverine hydrochloride
	Papaverini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.4 €g in carbon dioxide-free water €R, 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.0 to 4.0 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on t

	ASSAY
	IMPURITIES

	Paracetamol
	Paracetamolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Paraffin, hard
	Paraffinum solidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . To 15 €g add 30 €ml of boiling water €R 
	Polycyclic aromatic hydrocarbons . Use reagents for ultraviolet 
	Sulphates ( 2.4.13 ): maximum 150 €ppm . 

	STORAGE

	Paraffin, light liquid
	Paraffinum perliquidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . To 10 €ml add 20 €ml of boiling water €R
	Relative density ( 2.2.5 ): 0.810 to 0.875.
	Viscosity ( 2.2.9 ): 25 €mPa·s to 80 €mPa·s .
	Polycyclic aromatic hydrocarbons . Use reagents for ultraviolet 
	Readily carbonisable substances . Use a ground-glass-stoppered t
	Solid paraffins . Dry a suitable quantity of the substance to be

	STORAGE

	Paraffin, liquid
	Paraffinum liquidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . To 10 €ml add 20 €ml of boiling water €R
	Relative density ( 2.2.5 ): 0.827 to 0.890.
	Viscosity ( 2.2.9 ): 110 €mPa·s to 230 €mPa·s .
	Polycyclic aromatic hydrocarbons . Use reagents for ultraviolet 
	Readily carbonisable substances . Use a ground-glass-stoppered t
	Solid paraffins . Dry a suitable quantity of the substance to be

	STORAGE

	Paraffin, white soft
	Vaselinum album
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance is white. Melt 12 €g on a water-bath.
	Acidity or alkalinity . To 10 €g add 20 €ml of boiling water €R 
	Consistency ( 2.9.9 ): 60 to 300.
	Polycyclic aromatic hydrocarbons: maximum 300 €ppm . 
	Sulphated ash ( 2.4.14 ): maximum 0.05 €per cent, determined on 

	STORAGE
	LABELLING

	Paraffin, yellow soft
	Vaselinum flavum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance is yellow. Melt 12 €g on a water-bath
	Acidity or alkalinity . To 10 €g add 20 €ml of boiling water €R 
	Consistency ( 2.9.9 ). The consistency is 100 to 300.
	Polycyclic aromatic hydrocarbons . Use reagents for ultraviolet 
	Sulphated ash ( 2.4.14 ). Not more than 0.05 €per cent, determin

	STORAGE
	LABELLING

	Paraldehyde
	Paraldehydum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 20.0 €ml in carbon dioxide-free water €R
	Acidity . To 50.0 €ml of solution€S add 0.05 €ml of phenolphthal
	Refractive index ( 2.2.6 ): 1.403 to 1.406.
	Relative density ( 2.2.5 ): 0.991 to 0.996.
	Distillation range ( 2.2.11 ): a maximum of 10 €per cent distils
	Freezing point ( 2.2.18 ): 10 €°C to 13 €°C .
	Acetaldehyde . To 5.0 €ml add a mixture of 0.2 €ml of methyl ora
	Peroxides . Place 50.0 €ml of solution€S in a ground-glass-stopp
	Non-volatile residue: maximum 0.6 €g/l .

	STORAGE

	Parnaparin sodium
	Parnaparinum natricum
	DEFINITION
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Copper: maximum 10 .0 €ppm, determined by atomic absorption spec


	Paroxetine hydrochloride, anhydrous
	Paroxetini hydrochloridum anhydricum
	DEFINITION
	PRODUCTION
	Impurity € G: maximum 1 €ppm, determined by a suitable, validate

	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurity € D . Liquid chromatography ( 2.2.29 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Impurities H and I . Liquid chromatography ( 2.2.29 ) as describ
	Acetone ( 2.4.24, System B ): maximum 3.5 €per cent . 
	2-Propanol ( 2.4.24, System B ): maximum 4.3 €per cent .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 1.5 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Paroxetine hydrochloride hemihydrate
	Paroxetini hydrochloridum hemihydricum
	DEFINITION
	PRODUCTION
	Impurity € G: maximum 1 €ppm, determined by a suitable, validate

	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurity € D . Liquid chromatography ( 2.2.29 ).
	Related subtances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): 2.2 €per cent to 2.7 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Passion flower
	Passiflorae herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Other species of Passiflora . Thin-layer chromatography ( 2.2.27
	Total ash ( 2.4.16 ): maximum 13.0 €per cent .
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on

	ASSAY

	Passion flower dry € extract
	Passiflorae herbae extractum € siccum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.8.17 ): maximum 5.0 €per cent, determined on 

	ASSAY

	Pefloxacin mesilate dihydrate
	Pefloxacini mesilas dihydricus
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Examined within 1 €h after its preparat
	pH ( 2.2.3 ): 3.5 to 4.5.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): 7.0 €per cent to 8.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Pelargonium root
	Pelargonii radix
	DEFINITION
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 12.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 3.0 €per c

	ASSAY

	Penbutolol sulphate
	Penbutololi sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.00 €g in methanol €R and dilute to 20.
	Acidity or alkalinity . To 4 €ml of solution€S add 4 €ml of carb
	Specific optical rotation ( 2.2.7 ): − 23 to − 25 (dried substan
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Penicillamine
	Penicillaminum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.5 to 5.5.
	Specific optical rotation ( 2.2.7 ): − 61.0 to − 65.0 (dried sub
	Ultraviolet-absorbing substances: maximum 0.5 €per cent of penil
	Impurity € A . Liquid chromatography ( 2.2.29 ).
	Impurity € B: maximum 0.1 €ppm . 
	Mercury: maximum 10.0 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Pentaerythrityl tetranitrate, diluted
	Pentaerythrityli tetranitras dilutus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurity € A . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Pentamidine diisetionate
	Pentamidini diisetionas
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more opalescent tha
	pH ( 2.2.3 ): 4.5 to 6.5.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 4.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Pentazocine
	Pentazocinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Absorbance ( 2.2.25 ). Dissolve 0.100 €g in a mixture of 20 €ml 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Pentazocine hydrochloride
	Pentazocini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ). Dissolve 0.1 €g in 10 €ml of carbon dioxide-free w
	Absorbance ( 2.2.25 ). Dissolve 0.100 €g in a mixture of 20 €ml 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Pentazocine lactate
	Pentazocini lactas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.5 to 6.5.
	Absorbance ( 2.2.25 ): 0.50 to 0.54, determined at the absorptio
	Related substances . Thin-layer chromatography ( 2.2.27 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Pentobarbital
	Pentobarbitalum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in a mixture of 4 €ml o
	Acidity . Boil 1.0 €g with 50 €ml of water €R for 2 €min, allow 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Isomer . Dissolve 0.3 €g in 5 €ml of a 50 €g/l solution of anhyd
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Pentobarbital sodium
	Pentobarbitalum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ). Dissolve 1.0 €g in carbon dioxide-free water €R an
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Free pentobarbital . Not more than 3.5 €per cent . Dissolve 2.00
	Isomer . Dissolve 0.3 €g in 5 €ml of a 50 €g/l solution of anhyd
	Heavy metals ( 2.4.8 ). Dissolve 1.0 €g in water €R and dilute t
	Loss on drying ( 2.2.32 ). Not more than 3.0 €per cent, determin

	ASSAY
	STORAGE

	Pentoxifylline
	Pentoxifyllinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R p
	Appearance of solution . A 40 €per cent ( V/V ) solution of solu
	Acidity . To 8 €ml of solution€S add 12 €ml of carbon dioxide-fr
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Sulphates ( 2.4.13 ): maximum 200 €ppm, determined on 15 €ml of 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Pentoxyverine hydrogen citrate
	Pentoxyverini hydrogenocitras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.3 to 3.7 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Peppermint leaf
	Menthae piperitae folium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 5 €per cent stems, whose diame
	Water ( 2.2.13 ): maximum 110 €ml /kg, determined on 20.0 €g .
	Total ash ( 2.4.16 ): maximum 15.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 1.5 €per c

	ASSAY

	Peppermint oil
	Menthae piperitae aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.900 to 0.916.
	Refractive index ( 2.2.6 ): 1.457 to 1.467.
	Optical rotation ( 2.2.7 ): − 10 ° to − 30 ° .
	Acid value ( 2.5.1 ): maximum 1.4, determined on 5.0 €g diluted 
	Fatty oils and resinified essential oils ( 2.8.7 ). It complies 
	Mint oil
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the

	STORAGE

	Pepsin powder
	Pepsini pulvis
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ). Not more than 5.0 €per cent, determin
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	STORAGE
	LABELLING

	Pergolide mesilate
	Pergolidi mesilas
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Perindopril tert -butylamine
	tert -Butylamini perindoprilum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurity € A . Thin-layer chromatography ( 2.2.27 ).
	Stereochemical purity . Liquid chromatography ( 2.2.29 ).
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 0.50 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Peritoneal dialysis, solutions € for
	Solutiones ad peritonealem dialysim
	DEFINITION
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). The pH of the solution is 5.0 to 6.5. If the solut
	Hydroxymethylfurfural . To a €volume of the solution containing 
	Aluminium ( 2.4.17 ). Take 400 €ml, adjust to pH€ 6.0 and add 10
	Particulate contamination . Carry out the test for sub-visible p
	Extractable €volume ( 2.9.17 ). The solution complies with the t
	Sterility ( 2.6.1 ). The solution complies with the test for ste
	Bacterial endotoxins ( 2.6.14 ): less than 0.25 €IU /ml.
	Pyrogens ( 2.6.8 ). Solutions for which a validated test for bac

	ASSAY
	Sodium: 97.5 €per cent to 102.5 €per cent of the content of sodi
	Potassium . 95.0 €per cent to 105.0 €per cent of the content of 
	Calcium . 95.0 €per cent to 105.0 €per cent of the content of ca
	Magnesium: 95.0 €per cent to 105.0 €per cent of the content of m
	Total chloride . 95.0 €per cent to 105.0 €per cent of the conten
	Acetate: 95.0 €per cent to 105.0 €per cent of the content of ace
	Lactate: 95.0 €per cent to 105.0 €per cent of the content of lac
	Sodium hydrogen carbonate: 95.0 €per cent to 105.0 €per cent of 
	Lactate and hydrogen carbonate: 95.0 €per cent to 105.0 €per cen
	Reducing sugars (expressed as anhydrous glucose). 95.0 €per cent

	STORAGE
	LABELLING

	Perphenazine
	Perphenazinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.20 €g in 10 €ml of methanol 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Peru balsam
	Balsamum peruvianum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 1.14 to 1.17.
	Saponification value ( 2.5.6 ): 230 to 255, determined on the re
	Artificial balsams . Shake 0.20 €g with 6 €ml of light petroleum
	Fatty oils . Shake 1 €g with 3 €ml of a 1000 €g/l solution of ch
	Turpentine . Evaporate to dryness 4 €ml of the solution obtained

	ASSAY
	STORAGE

	Pethidine hydrochloride
	Pethidini hydrochloridum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.2 €ml of m
	Impurity € B . Liquid chromatography ( 2.2.29 ).
	Related substances . Liquid chromatography ( 2.2.29 ) as describ
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Phenazone
	Phenazonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of p
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Sulphates ( 2.4.13 ): maximum 100 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Pheniramine maleate
	Pheniramini maleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in water €R and dilute to 20 €ml 
	Appearance of solution . Solution € S is clear ( 2.2.1 )and not 
	pH ( 2.2.3 ): 4.5 to 5.5.
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Phenobarbital
	Phenobarbitalum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in a mixture of 4 €ml o
	Acidity . Boil 1.0 €g with 50 €ml of water €R for 2 €min, allow 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Phenobarbital sodium
	Phenobarbitalum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in alcohol (50 €per cent € V/V ) 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). Dissolve 5.0 €g as completely as possible in carbo
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 7.0 €per cent, determin

	ASSAY
	STORAGE

	Phenol
	Phenolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in water €R and dilute to 15 €ml 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity . To 2 €ml of solution€S add 0.05 €ml of methyl orange s
	Freezing point ( 2.2.18 ): minimum 39.5 €°C .
	Residue on evaporation: maximum 0.05 €per cent .

	ASSAY
	STORAGE

	Phenolphthalein
	Phenolphthaleinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 2.0 €g add 40 €ml of distilled water €R and he
	Appearance of solution . Dissolve 0.20 €g in 5 €ml of alcohol €R
	Acidity or alkalinity . To 10 €ml of solution€S add 0.15 €ml of 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ). Dilute 10 €ml of solution€S to 15 €ml with 
	Sulphates ( 2.4.13 ). 15 €ml of solution€S complies with the lim
	Heavy metals ( 2.4.8 ). Heat 3 €g with 50 €ml of dilute hydrochl
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Phenolsulfonphthalein
	Phenolsulfonphthaleinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Insoluble matter . To 1.0 €g of the finely powdered substance to
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.2 €per cent, determine

	ASSAY

	Phenoxyethanol
	Phenoxyethanolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 1.105 to 1.110.
	Related substances . Gas chromatography ( 2.2.28 ).
	Phenol: maximum 0.1 €per cent . 

	ASSAY

	Phenoxymethylpenicillin
	Phenoxymethylpenicillinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 2.4 to 4.0. 
	Specific optical rotation ( 2.2.7 ): +€ 186 to +€ 200 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	4-Hydroxyphenoxymethylpenicillin . Liquid chromatography ( 2.2.2
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.000 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Phenoxymethylpenicillin potassium
	Phenoxymethylpenicillinum kalicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.5 to 7.5.
	Specific optical rotation ( 2.2.7 ): +€ 215 to +€ 230 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	4-Hydroxyphenoxymethylpenicillin potassium . Liquid chromatograp
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.000 €g 

	ASSAY
	IMPURITIES

	Phentolamine mesilate
	Phentolamini mesilas
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity . Dissolve 0.1 €g in carbon dioxide-free water €R and di
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Phenylalanine
	Phenylalaninum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.5 €g in 1 €M hydrochloric ac
	Specific optical rotation ( 2.2.7 ). Dissolve 0.50 €g in water €
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Chlorides ( 2.4.4 ). Dissolve 0.25 €g in 3 €ml of dilute nitric 
	Sulphates ( 2.4.13 ). Dissolve 0.5 €g in a mixture of 5 €volumes
	Ammonium ( 2.4.1 ). 50 €mg complies with limit test € B for ammo
	Iron ( 2.4.9 ). In a separating funnel, dissolve 1.0 €g in 10 €m
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Phenylbutazone
	Phenylbutazonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g with shaking in 20 €ml of dilute 
	Appearance of solution . Solution € S is clear ( 2.2.1 ).
	Acidity or alkalinity . Heat to boiling 1.0 €g in 50 €ml of wate
	Absorbance ( 2.2.25 ): maximum 0.20 for solution€S at 420 €nm in
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Test solution . Dissolve 100.0 €mg of the substance to be examin
	Impurity € E . Liquid chromatography ( 2.2.29 ) as described in 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.2 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Phenylephrine
	Phenylephrinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): − 53 to − 57 (dried substan
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Phenylephrine hydrochloride
	Phenylephrini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.00 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of m
	Specific optical rotation ( 2.2.7 ): − 43 to − 47 (dried substan
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Sulphates ( 2.4.13 ): maximum 500 €ppm, determined on solution€S
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Phenylmercuric acetate
	Phenylhydrargyri acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.250 €g in 40 €ml of water €R by heatin
	Appearance of solution . Solution € S is not more opalescent tha
	Ionised mercury: maximum 0.2 €per cent .
	Polymercuric benzene compounds: maximum 1.5 €per cent . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE

	Phenylmercuric borate
	Phenylhydrargyri boras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.25 €g by sprinkling it on the surface 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Ionised mercury: maximum 0.01 €per cent .
	Loss on drying ( 2.2.32 ): maximum 3.5 €per cent, determined on 

	ASSAY
	Mercury . Dissolve 0.300 €g in 100 €ml of water €R and add 3 €ml
	Borates . Dissolve 0.600 €g with heating in 25 €ml of water €R .

	STORAGE

	Phenylmercuric nitrate
	Phenylhydrargyri nitras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 0.1 €g add 45 €ml of water €R and heat to boil
	Appearance of solution . Solution € S is colourless ( 2.2.2, Met
	Inorganic mercuric compounds: maximum 0.1 €per cent .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE

	Phenylpropanolamine hydrochloride
	Phenylpropanolamini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.25 €g in water €R and dilute to 25 €ml
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of m
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Phenylpropanonamine . Dissolve 1.0 €g in 0.01 €M hydrochloric ac
	Heavy metals ( 2.4.8 ). 12 €ml of solution€S complies with limit
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Phenytoin
	Phenytoinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in a mixture of 5 €ml o
	Acidity or alkalinity . To 1.0 €g add 45 €ml of water €R and boi
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	IMPURITIES

	Phenytoin sodium
	Phenytoinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Suspend 1.0 €g in 5 €ml of water €R and
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Free phenytoin . Dissolve 0.30 €g in 10 €ml of a mixture of equa
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € C for 
	Water ( 2.5.12 ). Not more than 3.0 €per cent, determined on 1.0

	ASSAY
	STORAGE

	Phloroglucinol, anhydrous
	Phloroglucinolum anhydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in ethanol (96 €per cent ) €R an
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.0 to € 6.0.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 500 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Phloroglucinol dihydrate
	Phloroglucinolum dihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in ethanol (96 €per cent ) €R an
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.0 to 6.0.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 500 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): 20.0 €per cent to 23.0 €per cent, det
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Pholcodine
	Pholcodinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	€
	TESTS
	Specific optical rotation ( 2.2.7 ): − 94 to − 98 (dried substan
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): 3.9 €per cent to 4.5 €per cent, deter
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Phosphoric acid, concentrated
	Acidum phosphoricum concentratum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dilute 10.0 €g to 150 €ml with water €R .
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Substances precipitated with ammonia . To 10 €ml of solution€S a
	Hypophosphorous acid and phosphorous acid . To 5 €ml of solution
	Chlorides ( 2.4.4 ): maximum 50 €ppm, determined on solution € S
	Sulphates ( 2.4.13 ): maximum 100 €ppm . 
	Arsenic ( 2.4.2, Method € A ): maximum 2 €ppm, determined on 7.5
	Iron ( 2.4.9 ): maximum 50 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 

	ASSAY
	STORAGE

	Phosphoric acid, dilute
	Acidum phosphoricum dilutum
	DEFINITION
	PREPARATION
	IDENTIFICATION
	TESTS
	Solution € S . Dilute 86 €g to 150 €ml with water €R .
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Substances precipitated with ammonia . To 10 €ml of solution€S a
	Hypophosphorous acid and phosphorous acid . To 5 €ml of solution
	Chlorides ( 2.4.4 ): maximum 6 €ppm, determined on solution € S.
	Sulphates ( 2.4.13 ): maximum 10 €ppm, determined on the prepara
	Arsenic ( 2.4.2, Method € A ): maximum 0.2 €ppm, determined on 7
	Iron ( 2.4.9 ): maximum 6 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 1 €ppm . 

	ASSAY

	Phthalylsulfathiazole
	Phthalylsulfathiazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution The solution is clear ( 2.2.1 ) and not m
	Acidity . To 2.0 €g add 20 €ml of water €R, shake continuously f
	Sulfathiazole and other primary aromatic amines: maximum 2.0 €pe
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 2 €per cent, determined on 1.
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Physostigmine salicylate
	Physostigmini salicylas
	Eserini salicylas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.900 €g, without heating, in 95 €ml of 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ). The pH of solution€S is 5.1 to 5.9.
	Specific optical rotation ( 2.2.7 ): − 90 to − 94, determined on
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Eseridine . To 5 €ml of solution€S add a few crystals of potassi
	Sulphates ( 2.4.13 ). 15 €ml of solution€S complies with the lim
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Physostigmine sulphate
	Physostigmini sulfas
	Eserini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.500 €g without heating in carbon dioxi
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ). The pH of solution€S is 3.5 to 5.5.
	Specific optical rotation ( 2.2.7 ): − 116 to − 120, determined 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Eseridine . To 5 €ml of solution€S add a few crystals of potassi
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Phytomenadione
	Phytomenadionum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 2.5 €g in trimethylpentane €R 
	Acid value ( 2.5.1 ). Not more than 2.0, determined on 2.00 €g .
	Menadione and other related substances . Examine by thin-layer c
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Phytosterol
	Phytosterolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in tetrahydrofuran €R and dilute 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . Shake 0.20 €g with a mixture of 4.0 €ml 
	Specific optical rotation ( 2.2.7 ): − 15.0 to − 28.0 (dried sub
	Acid value ( 2.5.1 ): maximum € 1.0, determined on 2.0 €g .
	Peroxide value ( 2.5.5 ): maximum 10.0.
	Saponification value ( 2.5.6 ): maximum 1.0.
	Other sterols . Examine the chromatogram obtained with the test 
	Loss on drying ( 2.2.32 ): maximum 4.0 €per cent, determined on 
	Total ash ( 2.4.16 ): maximum 0.5 €per cent, determined on 1.0 €

	ASSAY
	STORAGE

	Picotamide monohydrate
	Picotamidum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 2.5 €g in methanol €R and dilu
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ). Dissolve 0.25 €g in a mixture of 2.5 €ml of
	Heavy metals ( 2.4.8 ). Dissolve 1.0 €g by gently heating in a m
	Water ( 2.5.12 ): 4.5 €per cent to 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	IMPURITIES

	Pilocarpine hydrochloride
	Pilocarpini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.5 to 4.5 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 89 to +€ 93 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ).
	Iron ( 2.4.9 ): maximum 10 €ppm, determined on solution€S . Prep
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Pilocarpine nitrate
	Pilocarpini nitras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.5 to 4.5 for solution€S .
	Specific optical rotation ( 2.2.7 ). +€ 80 to +€ 83 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4 ): maximum 70 €ppm, determined on solution € S
	Iron ( 2.4.9 ): maximum 10 €ppm, determined on solution € S. Pre
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Pimobendan
	Pimobendanum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Pimozide
	Pimozidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Pindolol
	Pindololum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.5 €g in dilute acetic acid €
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Pine sylvestris oil
	Pini sylvestris aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.855 to 0.875.
	Refractive index ( 2.2.6 ): 1.465 to 1.480.
	Optical rotation ( 2.2.7 ): − 9 ° to − 30 ° .
	Acid value ( 2.5.1 ): maximum 1.0.
	Peroxide value ( 2.5.5 ): maximum 20.
	Fatty oils and resinified oils ( 2.8.7 ). It complies with the t
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the

	STORAGE

	Pipemidic acid trihydrate
	Acidum pipemidicum trihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): 14.0 €per cent to 16.0 €per cent, det
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES
	01/2008: 1169

	Piperacillin
	Piperacillinum 
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in sodium carbonate solution €R 
	Appearance of solution . Solution € S is not more opalescent tha
	Specific optical rotation ( 2.2.7 ): +€ 165 to +€ 175 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	N, N -Dimethylaniline ( 2.4.26, Method € A ): maximum 20 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Water ( 2.5.12 ): 2.0 €per cent to 4.0 €per cent, determined on 

	ASSAY
	IMPURITIES

	Piperacillin sodium
	Piperacillinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and its
	pH ( 2.2.3 ): 5.0 to 7.0 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 175 to +€ 190 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ). 
	N,N -Dimethylaniline ( 2.4.26, Method € A ): maximum 20 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Water ( 2.5.12 ): maximum 2.0 €per cent, determined on 0.500 €g 
	Bacterial endotoxins ( 2.6.14 ): less than 0.07 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Piperazine adipate
	Piperazini adipas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in water €R and dilute to 50 €ml 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 12 €ml of solution€S complies with limit
	Water ( 2.5.12 ). Not more than 0.5 €per cent, determined on 1.0
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Piperazine citrate
	Piperazini citras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.25 €g in water €R and dilute to 25 €ml
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 12 €ml of solution€S complies with limit
	Water ( 2.5.12 ). 10.0 €per cent to 14.0 €per cent, determined o
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Piperazine hydrate
	Piperazinum hydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). The pH of solution€S is 10.5 to 12.0.
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 12 €ml of solution€S complies with limit
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Piracetam
	Piracetamum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Pirenzepine dihydrochloride monohydrate
	Pirenzepini dihydrochloridum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 1.0 to 2.0 for solution€S .
	Impurity € D . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): 3.5 €per cent to 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Piretanide
	Piretanidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Piroxicam
	Piroxicamum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Pivampicillin
	Pivampicillinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more opalescent tha
	Specific optical rotation ( 2.2.7 ): +€ 208 to +€ 222 (anhydrous
	Triethanolamine . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	N,N -Dimethylaniline ( 2.4.26, Method € B ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 0.30 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES 

	Pivmecillinam hydrochloride
	Pivmecillinami hydrochloridum 
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more opalescent tha
	pH ( 2.2.3 ): 2.8 to 3.8. 
	Related substances . Liquid chromatography ( 2.2.29 ). € Prepare
	N,N -Dimethylaniline ( 2.4.26, Method € A ): maximum 20 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Poloxamers
	Poloxamera
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is not more intensely colo
	pH ( 2.2.3 ): 5.0 to 7.5 for solution€S .
	Ethylene oxide, propylene oxide and dioxan . Head-space gas chro
	Average relative molecular mass . Weigh 15 €g € ( m ) of the sub
	Oxypropylene:oxyethylene ratio . Nuclear magnetic resonance spec
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.000 €g 
	Total ash ( 2.4.16 ): maximum 0.4 €per cent, determined on 1.0 €

	STORAGE
	LABELLING

	Polyacrylate dispersion 30 € per € cent
	Polyacrylatis dispersio 30 per centum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 1.037 to 1.047.
	Apparent viscosity ( 2.2.10 ): maximum 50 €mPa·s, determined usi
	Appearance of a film . Pour 1 €ml on a glass plate and allow to 
	Particulate matter . Filter 100.0 €g through a tared stainless s
	Residual monomers . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Sulphated ash ( 2.4.14 ): maximum 0.4 €per cent, determined on 1
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	STORAGE
	LABELLING

	Polymyxin € B sulphate
	Polymyxini B sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.0 to 7.0.
	Specific optical rotation ( 2.2.7 ): − 78 to − 90 (dried substan
	Related substances . Liquid chromatography ( 2.2.29 ): use the n
	Sulphate: 15.5 €per cent to 17.5 €per cent (dried substance). 
	Loss on drying ( 2.2.32 ): maximum 6.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.75 €per cent, determined on 
	Pyrogens ( 2.6.8 ). If intended for use in the manufacture of pa

	ASSAY
	STORAGE

	Polysorbate € 20
	Polysorbatum 20
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 2.0.
	Hydroxyl value ( 2.5.3, Method € A ): 96 to 108.
	Peroxide value: maximum 10.0. 
	Saponification value ( 2.5.6 ): 40 to 50, determined on 4.0 €g .
	Composition of fatty acids ( 2.4.22, Method € C ). Prepare refer
	Ethylene oxide and dioxan ( 2.4.25, Method € A ): maximum 1 €ppm
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 1.00 €g .
	Total ash ( 2.4.16 ): maximum 0.25 €per cent, determined on 2.0 

	STORAGE

	Polysorbate 40
	Polysorbatum 40
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 2.0. 
	Hydroxyl value ( 2.5.3, Method € A ): 89 to 105.
	Peroxide value: maximum 10.0. 
	Saponification value ( 2.5.6 ): 41 to 52, determined on 4.0 €g .
	Composition of fatty acids ( 2.4.22, Method € C ). Prepare refer
	Ethylene oxide and dioxan ( 2.4.25, Method € A ): maximum 1 €ppm
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 1.00 €g .
	Total ash ( 2.4.16 ): maximum 0.25 €per cent, determined on 2.0 

	STORAGE

	Polysorbate € 60
	Polysorbatum 60
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 2.0. 
	Hydroxyl value ( 2.5.3, Method € A ): 81 to 96.
	Peroxide value: maximum 10.0. 
	Saponification value ( 2.5.6 ): 45 to 55, determined on 4.0 €g .
	Composition of fatty acids ( 2.4.22, Method € C ). Prepare refer
	Ethylene oxide and dioxan ( 2.4.25, Method € A ): maximum 1 €ppm
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 1.00 €g .
	Total ash ( 2.4.16 ): maximum 0.25 €per cent, determined on 2.0 

	STORAGE

	Polysorbate € 80
	Polysorbatum 80
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 2.0. 
	Hydroxyl value ( 2.5.3, Method € A ): 65 to 80.
	Peroxide value: maximum 10.0. 
	Saponification value ( 2.5.6 ): 45 to 55, determined on 4.0 €g .
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Ethylene oxide and dioxan ( 2.4.25, Method € A ): maximum 1 €ppm
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 1.00 €g .
	Total ash ( 2.4.16 ): maximum 0.25 €per cent, determined on 2.0 

	STORAGE

	Poly(vinyl acetate)
	Poly(vinylis acetas)
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Suspend 50.0 €g in 100 €ml of ethyl acetate €R in
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Viscosity ( 2.2.49 ): 85 €per cent to 115 €per cent of the value
	Acid value ( 2.5.1 ): maximum 2.0, determined on 5.0 €g dissolve
	Ester value ( 2.5.2 ): 615 to 675.
	Residual peroxides: maximum 100 €ppm, calculated as hydrogen per
	Vinyl acetate . Head-space gas chromatography ( 2.2.28 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
	Infrared absorption spectrum ( 2.2.24 ). The determination of th

	LABELLING
	01/2008: 2152

	Poly(vinyl acetate) dispersion 30 €per cent
	Poly(vinylis acetas) dispersio 30 per centum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Agglomerates . Filter 100.0 €g through a tared stainless steel s
	Vinyl acetate . Liquid chromatography ( 2.2.29 ).
	Povidone: maximum 4.0 €per cent . 
	Acetic acid . Liquid chromatography ( 2.2.29 ).
	Residue on evaporation: 0.285 €g to 0.315 €g, determined on 1.00
	Sulphated ash: maximum 0.5 €per cent, determined on 1.0 €g .
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	STORAGE
	FUNCTIONALITY-RELATED CHARACTERISTICS
	Solubility of a film . Place the film obtained in identification
	Apparent viscosity ( 2.2.10 ): maximum 100 €mPa·s, determined us


	Poly(vinyl alcohol)
	Poly(alcohol vinylicus)
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Heat on a water-bath 250 €ml of water €R in a bor
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.5 to 6.5 for solution€S .
	Viscosity ( 2.2.49 ): 85 €per cent to 115 €per cent of the value
	Acid value: maximum 3.0.
	Ester value ( 2.5.2 ): 90 €per cent to 110 €per cent of the valu
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 1.0 €per cent, determined on 1
	Infrared absorption spectrum ( 2.2.24 ). The determination of th

	LABELLING
	01/2008: 1139

	Potassium acetate
	Kalii acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in distilled water €R and dilute
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 7.5 to 9.0.
	Reducing substances . Dilute 10 €ml of solution€S to 100 €ml wit
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 200 €ppm .
	Aluminium ( 2.4.17 ): maximum 1 €ppm, if intended for use in the
	Iron ( 2.4.9 ): maximum 20 €ppm .
	Sodium: maximum 0.50 €per cent .
	Heavy metals ( 2.4.8 ): maximum 4 €ppm .
	Loss on drying ( 2.2.32 ): maximum 3.0 €per cent, determined on 

	ASSAY
	STORAGE

	Potassium bromide
	Kalii bromidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of b
	Bromates . To 10 €ml of solution€S add 1 €ml of starch solution 
	Chlorides: maximum 0.6 €per cent . 
	Iodides . To 5 €ml of solution€S add 0.15 €ml of ferric chloride
	Sulphates ( 2.4.13 ): maximum 100 €ppm . 
	Iron ( 2.4.9 ): maximum 20 €ppm . 
	Magnesium and alkaline-earth metals ( 2.4.7 ): maximum 200 €ppm,
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY

	Potassium carbonate
	Kalii carbonas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in 25 €ml of distilled water €R 
	Appearance of solution . Solution € S is not more opalescent tha
	Chlorides ( 2.4.4 ): maximum 100 €ppm . 
	Sulphates ( 2.4.13 ): maximum 100 €ppm .
	Calcium ( 2.4.3 ): maximum 100 €ppm .
	Iron ( 2.4.9 ): maximum 10 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 

	ASSAY
	STORAGE

	Potassium chloride
	Kalii chloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 50 €ml of solution€S add 0.1 €ml of b
	Bromides: maximum 0.15 €per cent .
	Iodides . Moisten 5 €g by the dropwise addition of a freshly pre
	Sulphates ( 2.4.13 ): maximum 300 €ppm .
	Aluminium ( 2.4.17 ): maximum 1.0 €ppm, if intended for use in t
	Barium . To 5 €ml of solution€S add 5 €ml of distilled water €R 
	Iron ( 2.4.9 ): maximum 20 €ppm .
	Magnesium and alkaline-earth metals ( 2.4.7 ): maximum 200 €ppm,
	Sodium: maximum 0.10 €per cent, if intended for use in the manuf
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	LABELLING

	Potassium citrate
	Kalii citras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of p
	Readily carbonisable substances . To 0.20 €g of the powdered sub
	Chlorides ( 2.4.4 ): maximum 50 €ppm .
	Oxalates: maximum 300 €ppm .
	Sulphates ( 2.4.13 ): maximum 150 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Sodium: maximum 0.30 €per cent .
	Water ( 2.5.12 ): 4.0 €per cent to 7.0 €per cent, determined on 

	ASSAY
	STORAGE

	Potassium clavulanate
	Kalii clavulanas
	DEFINITION
	CHARACTERS
	PRODUCTION
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.400 €g in carbon dioxide-free water €R
	pH ( 2.2.3 ): 5.5 to 8.0. 
	Specific optical rotation ( 2.2.7 ): +€ 53 € to € +€ 63 (anhydro
	Absorbance ( 2.2.25 ): maximum 0.40 at 278 €nm . 
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Aliphatic amines . Gas chromatography ( 2.2.28 ).
	2-Ethylhexanoic acid ( 2.4.28 ): maximum 0.8 €per cent .
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on € 1.00 €g
	Bacterial endotoxins ( 2.6.14 ): less than 0.03 €IU /mg if inten

	ASSAY
	STORAGE
	IMPURITIES

	Potassium clavulanate, diluted
	Kalii clavulanas dilutus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 4.8 to 8.0. 
	Absorbance ( 2.2.25 ): maximum 0.40 measured immediately at 278 
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Water ( 2.5.12 ): maximum 2.5 €per cent, determined on 1.000 €g 

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Potassium dihydrogen phosphate
	Kalii dihydrogenophosphas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 4.2 to 4.5. 
	Reducing substances . To 5 €ml of solution€S add 5 €ml of dilute
	Chlorides ( 2.4.4 ): maximum 200 €ppm . 
	Sulphates ( 2.4.13 ): maximum 300 €ppm . 
	Arsenic ( 2.4.2, Method € A ): maximum 2 €ppm, determined on 0.5
	Iron ( 2.4.9 ): maximum 10 €ppm, determined on solution€S . 
	Sodium: maximum 0.10 €per cent, if intended for use in the manuf
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 2.0 €per cent, determined on 

	ASSAY
	LABELLING

	Potassium hydrogen aspartate hemihydrate
	Kalii hydrogenoaspartas hemihydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 6.0 to 7.5 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 18.0 to +€ 20.5 (anhydro
	Ninhydrin-positive substances . Thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 500 €ppm .
	Ammonium ( 2.4.1, Method € B ): maximum 200 €ppm, determined on 
	Iron ( 2.4.9 ): maximum 30 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): 4.0 €per cent to 6.0 €per cent, determined on 

	ASSAY

	Potassium hydrogen carbonate
	Kalii hydrogenocarbonas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in 90 €ml of carbon dioxide-free 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Carbonates . The pH ( 2.2.3 ) of freshly prepared solution€S is 
	Chlorides ( 2.4.4 ): maximum 150 €ppm .
	Sulphates ( 2.4.13 ): maximum 150 €ppm .
	Ammonium ( 2.4.1 ): maximum 20 €ppm .
	Calcium ( 2.4.3 ): maximum 100 €ppm .
	Iron ( 2.4.9 ): maximum 20 €ppm, determined on solution€S .
	Sodium: maximum 0.50 €per cent .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .

	ASSAY

	Potassium hydrogen tartrate
	Kalii hydrogenotartras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 8.0 to +€ 9.2 (dried sub
	Oxalic acid: maximum 500 €ppm .
	Chlorides ( 2.4.4 ): maximum 500 €ppm .
	Sulphates ( 2.4.13 ): maximum 500 €ppm .
	Barium . Suspend 0.50 €g in a mixture of 1.5 €ml of dilute hydro
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY

	Potassium hydroxide
	Kalii hydroxidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S1 . Dissolve 2.5 €g in 10 €ml of water €R . Carefull
	Solution € S2 . Dissolve 10 €g in 15 €ml of distilled water €R .
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Carbonates: maximum 2.0 €per cent, calculated as K 2 CO 3 as det
	Chlorides ( 2.4.4 ): maximum 50 €ppm .
	Phosphates ( 2.4.11 ): maximum 20 €ppm .
	Sulphates ( 2.4.13 ): maximum 50 €ppm, determined on solution € 
	Aluminium ( 2.4.17 ): maximum 0.2 €ppm, if intended for use in t
	Iron ( 2.4.9 ): maximum 10 €ppm .
	Sodium: maximum 1.0 €per cent .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .

	ASSAY
	STORAGE
	LABELLING

	Potassium iodide
	Kalii iodidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Alkalinity . To 12.5 €ml of solution€S add 0.1 €ml of bromothymo
	Iodates . To 10 €ml of solution€S add 0.25 €ml of iodide-free st
	Sulphates ( 2.4.13 ): maximum 150 €ppm .
	Thiosulphates . To 10 €ml of solution€S add 0.1 €ml of starch so
	Iron ( 2.4.9 ): maximum 20 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE

	Potassium metabisulphite
	Kalii metabisulfis
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 3.0 to 4.5 for solution€S .
	Thiosulphates . To 2.00 €g add 25 €ml of a 42.5 €g/l solution of
	Iron: maximum 10.0 €ppm .
	Selenium: maximum 10 €ppm .
	Zinc: maximum 25.0 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .

	ASSAY
	STORAGE

	Potassium nitrate
	Kalii nitras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.05 €ml of 
	Reducible substances . To 10 €ml of solution€S, add 0.5 €ml of d
	Chlorides ( 2.4.4 ): maximum 20 €ppm, if intended for ophthalmic
	Sulphates ( 2.4.13 ): maximum 150 €ppm .
	Ammonium ( 2.4.1 ): maximum 100 €ppm, determined in 1 €ml of sol
	Calcium ( 2.4.3 ): maximum 100 €ppm; maximum 50 €ppm if intended
	Iron ( 2.4.9 ): maximum 20 €ppm; maximum 10 €ppm if intended for
	Sodium: maximum 0.10 €per cent .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	LABELLING

	Potassium perchlorate
	Kalii perchloras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Suspend 5.0 €g in 90 €ml of distilled water €R an
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 5 €ml of solution€S add 5 €ml of wate
	Chlorates and chlorides ( 2.4.4 ): maximum 100 €ppm (calculated 
	Sulphates ( 2.4.13 ): maximum 100 €ppm . 
	Calcium ( 2.4.3 ): maximum 100 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 

	ASSAY

	Potassium permanganate
	Kalii permanganas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.75 €g in 25 €ml of distilled water €R,
	Appearance of solution . Solution € S is colourless ( 2.2.2, Met
	Substances insoluble in water: maximum 1.0 €per cent .
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 500 €ppm .

	ASSAY

	Potassium sodium tartrate tetrahydrate
	Kalii natrii tartras tetrahydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.000 €g in carbon dioxide-free water €R
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 5 €ml of solution€S, add 0.1 €ml of p
	Specific optical rotation ( 2.2.7 ): +€ 28.0 to +€ 30.0 (anhydro
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Sulphates ( 2.4.13 ): maximum 50 €ppm .
	Ammonium ( 2.4.1 ): maximum 40 €ppm .
	Barium and oxalates . To 5 €ml of solution€S, add 3 €ml of calci
	Calcium ( 2.4.3 ): maximum 200 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): 24.0 €per cent to 26.5 €per cent, determined o

	ASSAY

	Potassium sorbate
	Kalii sorbas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 20 €ml of solution€S add 0.1 €ml of p
	Aldehydes: maximum 0.15 €per cent, expressed as C 2 H 4 O.
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE

	Potassium sulphate
	Kalii sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in 90 €ml of carbon dioxide-free
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of b
	Chlorides ( 2.4.4 ): maximum 40 €ppm .
	Calcium ( 2.4.3 ): maximum 200 €ppm . 
	Iron ( 2.4.9 ): maximum 10 €ppm, determined on 10 €ml of solutio
	Magnesium: maximum 20 €ppm .
	Sodium: maximum 0.10 €per cent . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY

	Potato starch
	Solani amylum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.0 to 8.0.
	Foreign matter . Examined under a microscope using a mixture of 
	Oxidising substances ( 2.5.30 ): maximum 20 €ppm, calculated as 
	Sulphur dioxide ( 2.5.29 ): maximum 50 €ppm .
	Iron ( 2.4.9 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 20.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.6 €per cent, determined on 1
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 


	Povidone
	Povidonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Solution € S1 . Dissolve 2.5 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.0 to 5.0 for solution€S, for povidone having a s
	Viscosity, expressed as K -value . For povidone having a stated 
	Aldehydes: maximum 500 €ppm, expressed as acetaldehyde.
	Peroxides: maximum 400 €ppm, expressed as H 2 O 2 .
	Hydrazine . Thin-layer chromatography ( 2.2.27 ). Use freshly pr
	Impurity € A . Liquid chromatography ( 2.2.29 ).
	Impurity € B . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 5.0 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Povidone, iodinated
	Povidonum iodinatum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 1.5 to 5.0.
	Iodide: maximum 6.0 €per cent (dried substance). 
	Loss on drying ( 2.2.32 ): maximum 8.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Pravastatin sodium
	Pravastatinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.00 €g in carbon dioxide-free water €R 
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 7.2 to 9.0 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 153 to +€ 159 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	Ethanol ( 2.4.24, System A ): maximum 3.0 €per cent € m/m .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Water ( 2.5.12 ): maximum 4.0 €per cent, determined on 0.500 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Prazepam
	Prazepamum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.25 €g in alcohol €R and dilu
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Praziquantel
	Praziquantelum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Prazosin hydrochloride
	Prazosini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Iron: maximum 1.00 € × € 10 2 €ppm .
	Nickel: maximum 50.0 €ppm .
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Prednicarbate
	Prednicarbatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 60 to +€ 66 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Prednisolone
	Prednisolonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 96 to +€ 102 (dried subs
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE 
	IMPURITIES

	Prednisolone acetate
	Prednisoloni acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 128 to +€ 137 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Prednisolone pivalate
	Prednisoloni pivalas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 104 to +€ 112 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE

	Prednisolone sodium phosphate
	Prednisoloni natrii phosphas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 7.5 to 9.0 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 94 to +€ 100 (anhydrous 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Inorganic phosphate: maximum 1 €per cent .
	Water ( 2.5.12 ): maximum 8.0 €per cent, determined on 0.200 €g 

	ASSAY
	STORAGE

	Prednisone
	Prednisonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 167 to +€ 175 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE

	Prilocaine
	Prilocainum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in 15 €ml of dilute hydrochloric
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ).
	Impurity € B . Liquid chromatography ( 2.2.29 ) as described in 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Prilocaine hydrochloride
	Prilocaini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . Dilute 4 €ml of solution€S to 10 €ml wit
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ).
	Impurity € B . Liquid chromatography ( 2.2.29 ) as described in 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Primaquine diphosphate
	Primaquini diphosphas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE

	Primidone
	Primidonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Primula root
	Primulae radix
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Vincetoxicum hirundinaria medicus root . Thin-layer chromatograp
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 9.0 €per cent . 
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 3.0 €per c


	Probenecid
	Probenecidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in 1 €M sodium hydroxid
	Acidity . To 2.0 €g add 100 €ml of water €R and heat on a water-
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Procainamide hydrochloride
	Procainamidi hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). The pH of solution€S is 5.6 to 6.3.
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Procaine hydrochloride
	Procaini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ). Dilute 4 €ml of solution€S to 10 €ml with carbon d
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). Dissolve 1.0 €g in water €R and dilute t
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Prochlorperazine maleate
	Prochlorperazini maleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ). The pH of a freshly prepared saturated solution in
	Related substances . Carry out the test protected from light . E
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Progesterone
	Progesteronum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 186 to +€ 194 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Proguanil hydrochloride
	Proguanili hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . To 35 €ml of water €R maintained at 60-6
	Chloroaniline: maximum 250 €ppm . 
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Proline
	Prolinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in distilled water €R and dilute 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Specific optical rotation ( 2.2.7 ). Dissolve 1.00 €g in water €
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Chlorides ( 2.4.4 ). Dilute 5 €ml of solution€S to 15 €ml with w
	Sulphates ( 2.4.13 ). Dilute 10 €ml of solution€S to 15 €ml with
	Ammonium ( 2.4.1 ). 50 €mg complies with limit test € B for ammo
	Iron ( 2.4.9 ). In a separating funnel, dissolve 1.0 €g in 10 €m
	Heavy metals ( 2.4.8 ). Dissolve 2.0 €g in water €R and dilute t
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Promazine hydrochloride
	Promazini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ). Dissolve 0.5 €g in carbon dioxide-free water €R an
	Related substances . Carry out the test protected from bright li
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Promethazine hydrochloride
	Promethazini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 4.0 to 5.0, measured immediately after preparation
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Propacetamol hydrochloride
	Propacetamoli hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Prepare the solution immediately before use. Diss
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Absorbance ( 2.2.25 ): maximum 0.05, determined at 390 €nm on so
	Impurity € B . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Methanol . Gas chromatography ( 2.2.28 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Propafenone hydrochloride
	Propafenoni hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 0.500 €g in a 100 €ml volumetric flask add 50 
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ): 5.0 to 6.2 for solution€S .
	Optical rotation ( 2.2.7 ): − 0.05 ° to +  0.05 ° .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Propanol
	Propanolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve the residue obtained in the test for non
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Acidity or alkalinity . To 10.0 €ml of carbon dioxide-free water
	Absorbance ( 2.2.25 ). Measure the absorbance between 230 €nm an
	Reducing substances . Place 10.0 €ml in a test tube of about 20 
	Related substances . Gas chromatography ( 2.2.28 ).
	Non-volatile matter: maximum 0.004 €per cent .
	Water ( 2.5.12 ): maximum 0.2 €per cent, determined on 10 €g .

	STORAGE
	IMPURITIES

	Propantheline bromide
	Propanthelini bromidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Propofol
	Propofolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Refractive index ( 2.2.6 ): 1.5125 to € 1.5145.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Impurities J, K, L and O . Gas chromatography ( 2.2.28 ).

	ASSAY
	STORAGE
	IMPURITIES

	Propranolol hydrochloride
	Propranololi hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Acidity or alkalinity . Dissolve 0.20 €g in carbon dioxide-free 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Propyl gallate
	Propylis gallas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in ethanol (96 €per cen
	Gallic acid . Examine by thin-layer chromatography ( 2.2.27 ), u
	Total chlorine . Mix 0.5 €g with 2 €g of calcium carbonate €R1 .
	Chlorides ( 2.4.4 ). To 1.65 €g add 50 €ml of water €R . Shake f
	Zinc . Not more than 25.0 €ppm of Zn, determined by atomic absor
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Propyl parahydroxybenzoate
	Propylis parahydroxybenzoas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in alcohol €R and dilute to 10 €m
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity . To 2 €ml of solution€S add 3 €ml of alcohol €R, 5 €ml 
	Related substances . Thin-layer chromatography ( 2.2.27 ). 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Propylene glycol
	Propylenglycolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . It is clear ( 2.2.1 ) and colourless ( 2.2.2, Metho
	Relative density ( 2.2.5 ): 1.035 to 1.040.
	Refractive index ( 2.2.6 ): 1.431 to 1.433.
	Acidity . To 10 €ml add 40 €ml of water €R and 0.1 €ml of bromot
	Oxidising substances . To 10 €ml add 5 €ml of water €R, 2 €ml of
	Reducing substances . To 1 €ml add 1 €ml of dilute ammonia €R1 a
	Heavy metals ( 2.4.8 ). Mix 4 €ml with 16 €ml of water €R . 12 €
	Water ( 2.5.12 ). Not more than 0.2 €per cent, determined on 5.0
	Sulphated ash ( 2.4.14 ). Heat 50 €g until it burns and ignite. 

	STORAGE

	Propylene glycol dicaprylocaprate
	Propylenglycoli dicaprylocapras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Acid value ( 2.5.1 ): maximum 0.2.
	Hydroxyl value ( 2.5.3, Method € A ): maximum 10.
	Iodine value ( 2.5.4 ): maximum 1.0.
	Peroxide value ( 2.5.5, Method € A ): maximum 1.0.
	Saponification value ( 2.5.6 ): 320 to 340.
	Unsaponifiable matter ( 2.5.7 ): maximum 0.3 €per cent, determin
	Alkaline impurities . Dissolve 2.00 €g of the substance to be ex
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Water ( 2.5.12 ): maximum 0.1 €per cent, determined on 5.00 €g .
	Total ash ( 2.4.16 ): maximum 0.1 €per cent, determined on 2.0 €

	STORAGE

	Propylene glycol dilaurate
	Propylenglycoli dilauras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 4.0, determined on 5.00 €g .
	Iodine value ( 2.5.4, Method € A ): maximum 1.0.
	Saponification value ( 2.5.6 ): 230 to 250.
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Free propylene glycol: maximum 2.0 €per cent, determined as pres
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.00 €g .
	Total ash ( 2.4.16 ): maximum 0.1 €per cent, determined on 1.0 €

	ASSAY
	STORAGE

	Propylene glycol monolaurate
	Propylenglycoli monolauras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 4.0, determined on 5.00 €g .
	Iodine value ( 2.5.4, Method € A ): maximum 1.0.
	Saponification value ( 2.5.6 ): 210 to 245 for propylene glycol 
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Free propylene glycol: maximum 5.0 €per cent for propylene glyco
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.00 €g .
	Total ash ( 2.4.16 ): maximum 0.1 €per cent, determined on 1.0 €

	ASSAY
	STORAGE
	LABELLING

	Propylene glycol monopalmitostearate
	Propylenglycoli monopalmitostearas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Melting point ( 2.2.15 ): 33 €°C to 40 €°C .
	Acid value ( 2.5.1 ): maximum 4.0, determined on 10.0 €g .
	Iodine value ( 2.5.4 ): maximum 3.0.
	Saponification value ( 2.5.6 ): 170 to 185, determined on 2.0 €g
	Composition of fatty acids ( 2.4.22, Method € A ). The fatty aci
	Free propylene glycol: maximum 5.0 €per cent, determined as pres
	Total ash ( 2.4.16 ): maximum 0.1 €per cent, determined on 1.0 €

	ASSAY
	STORAGE

	Propylthiouracil
	Propylthiouracilum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurity € A and related substances . Examine by thin-layer chro
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € F for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Propyphenazone
	Propyphenazonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2 €g in a mixture of equal €volumes of a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of p
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C € (1
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Protamine hydrochloride
	Protamini hydrochloridum
	DEFINITION
	PRODUCTION
	Abnormal toxicity ( 2.6.9 ). Inject into each mouse 0.5 €mg diss

	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.50 €g in water €R and dilute to 25.0 €
	Appearance of solution . The solution is not more opalescent tha
	Absorbance ( 2.2.25 ): maximum 0.1 between wavelengths of 260 €n
	Chloride: 12.3 €per cent to 19.0 €per cent (dried substance). 
	Sulphates: maximum 4.0 €per cent (dried substance).
	Barium: maximum 10.0 €ppm .
	Iron ( 2.4.9 ): maximum 10 €ppm .
	Mercury: maximum 10 €ppm .
	Nitrogen: 23.0 €per cent to 27.0 €per cent (dried substance).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14 ): less than 7.0 €IU /mg, if inten

	ASSAY
	STORAGE

	Protamine sulphate
	Protamini sulfas
	DEFINITION
	PRODUCTION
	Abnormal toxicity ( 2.6.9 ). Inject into each mouse 0.5 €mg diss

	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.20 €g in water €R and dilute to 10.0 €
	Appearance of solution . The solution is not more opalescent tha
	Absorbance ( 2.2.25 ): maximum 0.1 between wavelengths of 260 €n
	Sulphate: 16 €per cent to 24 €per cent (dried substance). 
	Iron ( 2.4.9 ): maximum 10 €ppm . 
	Mercury: maximum 10 €ppm . 
	Nitrogen: 21.0 €per cent to 26.0 €per cent (dried substance). 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14 ): less than 7.0 €IU /mg, if inten

	ASSAY
	STORAGE

	Protirelin
	Protirelinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . A 10 €g/l solution is clear ( 2.2.1 ) a
	Specific optical rotation ( 2.2.7 ): − 62 to − 70 (anhydrous and
	Related substances . Liquid chromatography ( 2.2.29 ).
	Acetic acid ( 2.5.34 ): maximum 2.0 €per cent .
	Water ( 2.5.12 ): maximum 7.0 €per cent, determined on 0.200 €g 
	Bacterial endotoxins ( 2.6.14 ): less than 0.7 €IU /mg, if inten

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Proxyphylline
	Proxyphyllinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.25 €ml of 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ). Dilute 2.5 €ml of solution€S to 15 €ml with
	Heavy metals ( 2.4.8 ). 12 €ml of solution€S complies with limit
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Pseudoephedrine hydrochloride
	Pseudoephedrini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.25 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . Dilute 2 €ml of solution€S to 10 €ml wit
	Specific optical rotation ( 2.2.7 ): +€ 61.0 to +€ 62.5 (dried s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Psyllium seed
	Psyllii semen
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Swelling index ( 2.8.4 ): minimum 10.
	Foreign matter ( 2.8.2 ): maximum 1.0 €per cent, determined on 1
	Loss on drying ( 2.2.32 ): maximum 14.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 4.0 €per cent .

	STORAGE

	Purple coneflower herb
	Echinaceae purpureae herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 12.0 €per cent .

	ASSAY
	Liquid chromatography ( 2.2.29 ).

	STORAGE

	Purple coneflower root
	Echinaceae purpureae radix
	DEFINITION
	IDENTIFICATION
	TESTS
	Other Echinacea species and Parthenium integrifolium . Thin-laye
	Foreign matter ( 2.8.2 ): maximum 3 €per cent . 
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 9.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 2.0 €per c

	ASSAY
	Liquid chromatography ( 2.2.29 ).

	STORAGE

	Pygeum africanum bark
	Pruni africanae cortex
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 3.0 €per cent .
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .
	Extractable matter: minimum 0.5 €per cent . 


	Pyrantel embonate
	Pyranteli embonas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Chlorides ( 2.4.4 ): maximum 360 €ppm .
	Sulphates ( 2.4.13 ): maximum 0.1 €per cent .
	Iron ( 2.4.9 ): maximum 75 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Pyrazinamide
	Pyrazinamidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 25 €ml of solution€S add 0.05 €ml of 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Water ( 2.5.12 ). Not more than 0.5 €per cent, determined on 2.0
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	IMPURITIES

	Pyridostigmine bromide
	Pyridostigmini bromidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 40 €ml of solution€S add a few drops 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Pyridoxine hydrochloride
	Pyridoxini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). The pH of solution€S is 2.4 to 3.0.
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 12 €ml of solution€S complies with limit
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Pyrimethamine
	Pyrimethaminum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Shake 1.0 €g with 50 €ml of distilled water €R fo
	Appearance of solution . Prepare the solution immediately before
	Acidity or alkalinity . To 10 €ml of solution€S add 0.05 €ml of 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Sulphates ( 2.4.13 ). 15 €ml of solution€S complies with the lim
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Pyrrolidone
	Pyrrolidonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Alkalinity . To 100 €ml of water €R add 1.0 €ml of bromothymol b
	Related substances . Gas chromatography ( 2.2.28 ): use the norm
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.32 ): maximum 0.1 €per cent, determined on 1.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	STORAGE
	IMPURITIES



	42-Q-E.pdf
	toc
	Quinidine sulphate
	Chinidini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.500 €g in 0.1 €M hydrochloric acid and
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 6.0 to 6.8.
	Specific optical rotation ( 2.2.7 ): +€ 275 to +€ 290 (dried sub
	Other cinchona alkaloids . Liquid chromatography ( 2.2.29 ): use
	Boron: maximum 5 €ppm . Avoid where possible the use of glasswar
	Loss on drying ( 2.2.32 ): 3.0 €per cent to 5.0 €per cent, deter
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Quinine hydrochloride
	Chinini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 6.0 to 6.8. 
	Specific optical rotation ( 2.2.7 ): − 245 to − 258 (dried subst
	Other cinchona alkaloids . Liquid chromatography ( 2.2.29 ): use
	Sulphates ( 2.4.13 ): maximum 500 €ppm, determined on solution€S
	Barium . To 15 €ml of solution€S add 1 €ml of dilute sulphuric a
	Loss on drying ( 2.2.32 ): 6.0 €per cent to 10.0 €per cent, dete
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Quinine sulphate
	Chinini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.500 €g in 0.1 €M hydrochloric acid and
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 5.7 € to € 6.6 for a 10 €g/l suspension in water €
	Specific optical rotation ( 2.2.7 ): − 237 to − 245 (dried subst
	Other cinchona alkaloids . Liquid chromatography ( 2.2.29 ): use
	Loss on drying ( 2.2.32 ): 3.0 €per cent to 5.0 €per cent, deter
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES



	43-R-E.pdf
	toc
	Ramipril
	Ramiprilum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Specific optical rotation ( 2.2.7 ): +€ 32.0 to +€ 38.0 (dried s
	Related substances . Liquid chromatography ( 2.2.29 ).
	Palladium: maximum 20.0 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.2 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ranitidine hydrochloride
	Ranitidini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.5 to 6.0 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.75 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Rapeseed oil, refined
	Rapae oleum raffinatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ). Not more than 0.5, determined on 10.0 €g .
	Peroxide value ( 2.5.5 ). Not more than 10.0.
	Unsaponifiable matter ( 2.5.7 ). Not more than 1.5 €per cent, de
	Alkaline impurities ( 2.4.19 ). It complies with the test for al
	Composition of fatty acids ( 2.4.22, Method € A ). The fatty aci

	STORAGE
	LABELLING

	Red poppy petals
	Papaveris rhoeados flos
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 2.0 €per cent of capsules and 
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 11.0 €per cent .
	Colouring intensity . Place 1.0 €g of the powdered drug (355) ( 


	Repaglinide
	Repaglinidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Enantiomeric purity . Liquid chromatography ( 2.2.29 ). Prepare 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Reserpine
	Reserpinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): − 116 to − 128 (dried subst
	Oxidation products . Dissolve 20 €mg in glacial acetic acid €R a
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 0

	ASSAY
	Total alkaloids . Dissolve 0.500 €g in a mixture of 6 €ml of ace
	Reserpine . Protect the solutions from light . Moisten 25.0 €mg 

	STORAGE

	Resorcinol
	Resorcinolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 10 €ml of solution€S add 0.05 €ml of 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Pyrocatechol . To 2 €ml of solution€S add 1 €ml of ammonium moly
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Restharrow root
	Ononidis radix
	DEFINITION
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 8.0 €per cent .
	Extractable matter: minimum 15.0 €per cent .


	Rhatany root
	Ratanhiae radix
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 2 €per cent of foreign matter 
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 5.5 €per cent .

	ASSAY

	Rhatany tincture
	Ratanhiae tinctura
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Ethanol ( 2.9.10 ): 63 €per cent € V/V to 67 €per cent € V/V .
	Methanol and 2-propanol ( 2.9.11 ): maximum 0.05 €per cent € V/V

	ASSAY

	Rhubarb
	Rhei radix
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Rheum rhaponticum . Examine by thin-layer chromatography ( 2.2.2
	Loss on drying ( 2.2.32 ). Not more than 12.0 €per cent, determi
	Total ash ( 2.4.16 ). Not more than 12.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ). Not more than 2.0 

	ASSAY

	Ribavirin
	Ribavirinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 4.0 to 6.5.
	Specific optical rotation ( 2.2.7 ): − 33 to − 37 (dried substan
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Riboflavin
	Riboflavinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): − 115 to − 135 (dried subst
	Absorbance ( 2.2.25 ). 
	€
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 1.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on t

	ASSAY
	STORAGE
	IMPURITIES

	Riboflavin sodium phosphate
	Riboflavini natrii phosphas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.0 to 6.5. 
	Specific optical rotation ( 2.2.7 ): +€ 38.0 to +€ 43.0 (dried s
	Impurity € E . To about 35 €mg add 10 €ml of methylene chloride 
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Inorganic phosphate: maximum 1.5 €per cent .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 8.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Ribwort plantain
	Plantaginis lanceolatae folium
	DEFINITION
	IDENTIFICATION
	TESTS
	Digitalis lanata leaves. Thin layer chromatography ( 2.2.27 ).
	Foreign matter ( 2.8.2 ): maximum 5 €per cent of leaves of diffe
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 14.0 €per cent .

	ASSAY

	Rice starch
	Oryzae amylum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.0 to 8.0.
	Iron ( 2.4.9 ): maximum 10 €ppm for the filtrate.
	Foreign matter . Examine under a microscope using a mixture of e
	Loss on drying ( 2.2.32 ): maximum 15.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.6 €per cent, determined on 1
	Oxidising substances ( 2.5.30 ): maximum 0.002 €per cent, calcul
	Sulphur dioxide ( 2.5.29 ): maximum 50 €ppm .
	Microbial contamination . Total viable count ( 2.6.12 ) not more


	Rifabutin
	Rifabutinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurity € A . Thin-layer chromatography ( 2.2.27 ). 
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Water ( 2.5.12 ): maximum 2.5 €per cent, determined on 0.200 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.3 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Rifampicin
	Rifampicinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 4.5 to 6.5 for a 10 €g/l suspension in carbon diox
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 2

	ASSAY
	STORAGE
	IMPURITIES

	Rifamycin sodium
	Rifamycinum natricum
	DEFINITION
	PRODUCTION
	Abnormal toxicity ( 2.6.9 ). Inject into each mouse 4 €mg dissol

	CHARACTERS
	IDENTIFICATION 
	TESTS
	pH ( 2.2.3 ): 6.5 to 8.0. 
	Absorbance ( 2.2.25 ). Dissolve 20.0 €mg in 5 €ml of methanol €R
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): 12.0 €per cent to 17.0 €per cent, determined o
	Bacterial endotoxins ( 2.6.14 ): less than 0.50 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Rilmenidine dihydrogen phosphate
	Rilmenidini dihydrogenophosphas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	IMPURITIES

	Risperidone
	Risperidonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ritonavir
	Ritonavirum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Rocuronium bromide
	Rocuronii bromidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.10 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): +€ 28.5 to +€ 32.0 (anhydro
	pH ( 2.2.3 ): 8.9 to 9.5 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Chlorides . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 4.0 €per cent, determined on 0.400 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ropivacaine hydrochloride monohydrate
	Ropivacaini hydrochloridum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ).
	pH ( 2.2.3 ): 4.5 to 6.0 for solution € S.
	Absorbance ( 2.2.25 ): maximum 0.030 at 405 €nm and maximum 0.02
	Related substances . Liquid chromatography ( 2.2.29 ).
	Impurity € H . Liquid chromatography ( 2.2.29 ) as described in 
	Enantiomeric purity . Capillary electrophoresis ( 2.2.47 ): use 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): 5.0 €per cent to 6.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Roselle
	Hibisci sabdariffae flos
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 2 €per cent of fragments of fr
	Loss on drying ( 2.2.32 ): maximum 11.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .
	Colouring power . Reduce to a coarse powder (1400) ( 2.9.12 ) an

	ASSAY

	Rosemary leaf
	Rosmarini folium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 5 €per cent of stems and maxim
	Water ( 2.2.13 ): maximum 100 €ml /kg, determined on 20.0 €g of 
	Total ash ( 2.4.16 ): maximum 9.0 €per cent .

	ASSAY
	Total hydroxycinnamic derivatives
	Essential oil ( 2.8.12 ). Use 25.0 €g of the crushed drug, a 100


	Rosemary oil
	Rosmarini aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	A. Thin-layer chromatography ( 2.2.27 ).
	TESTS
	Relative density ( 2.2.5 ): 0.895 to 0.920.
	Refractive index ( 2.2.6 ): 1.464 to 1.473.
	Optical rotation ( 2.2.7 ): − 5 ° to +  8 ° .
	Acid value ( 2.5.1 ): maximum 1.0.
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the

	STORAGE
	LABELLING
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	Roxithromycin
	Roxithromycinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Specific optical rotation ( 2.2.7 ): − 93 to − 96 (anhydrous sub
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 0.200 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Rutoside trihydrate
	Rutosidum trihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Light absorbing impurities ( 2.2.25 ): maximum € 0.10 at wavelen
	Substances insoluble in methanol: maximum 3 €per cent . 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): 7.5 €per cent to 9.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES
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	Saccharin
	Saccharinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in 20 €ml of a 200 €g/l solution 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	o - and p -Toluenesulphonamide . Gas chromatography ( 2.2.28 ). 
	Readily carbonisable substances . Dissolve 0.20 €g in 5 €ml of s
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY

	Saccharin sodium
	Saccharinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R a
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution € S add about 0.05
	o - and p -Toluenesulphonamide. Gas chromatography ( 2.2.28 ). 
	Readily carbonisable substances . Dissolve 0.20 €g in 5 €ml of s
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 15.0 €per cent, determined on 0.200 €g

	ASSAY
	STORAGE

	Safflower flower
	Carthami flos
	DEFINITION
	IDENTIFICATION
	TESTS
	Absorbance ( 2.2.25 ).
	Loss on drying ( 2.2.32 ): maximum 11.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 3.0 €per c

	ASSAY

	Safflower oil, refined
	Carthami oleum raffinatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 0.5.
	Peroxide value ( 2.5.5 ): maximum € 10.0. Maximum € 5.0, if inte
	Unsaponifiable matter ( 2.5.7 ): maximum 1.5 €per cent, determin
	Alkaline impurities ( 2.4.19 ). It complies with the test for al
	Composition of fatty acids ( 2.4.22, Method € A ). Use the mixtu
	Brassicasterol ( 2.4.23 ): maximum 0.3 €per cent of brassicaster
	Water ( 2.5.32 ): maximum 0.1 €per cent, determined on 5.00 €g, 

	STORAGE
	LABELLING

	Sage leaf (salvia officinalis)
	Salviae officinalis folium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 3 €per cent of stems and maxim
	Water ( 2.2.13 ): maximum 100 €ml /kg, determined on 20.0 €g .
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .

	ASSAY

	Sage leaf, three-lobed
	Salviae trilobae folium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Thujone . Thin-layer chromatography ( 2.2.27 ).
	Foreign matter ( 2.8.2 ): maximum 8 €per cent of stems and maxim
	Water ( 2.2.13 ): maximum 100 €ml /kg, determined on 20.0 €g .
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .

	ASSAY

	Sage tincture
	Salviae tinctura
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Ethanol content ( 2.9.10 ): 64 €per cent € V/V to 69 €per cent €
	Methanol and 2-propanol ( 2.9.11 ): maximum 0.05 €per cent € V/V
	Dry residue ( 2.8.16 ): minimum 2.0 €per cent € m/m, determined 

	ASSAY

	Salbutamol
	Salbutamolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.50 €g in methanol €R and dilute to 25.
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ).
	Impurity € J: maximum 0.2 €per cent .
	Boron: maximum 50 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Salbutamol sulphate
	Salbutamoli sulfas 
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.250 €g in carbon dioxide-free water €R
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Acidity or alkalinity . To 10 €ml of solution€S add 0.15 €ml of 
	Impurity € J: maximum 0.2 €per cent .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Boron: maximum 50 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Salicylic acid
	Acidum salicylicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in 50 €ml of boiling distilled wa
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Sulphates: maximum 200 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 2

	ASSAY
	STORAGE
	IMPURITIES

	Salmeterol xinafoate
	Salmeteroli xinafoas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Protect t
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Salmon oil, farmed
	Salmonis domestici oleum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Absorbance ( 2.2.25 ): minimum 0.10, measured at the maximum bet
	Acid value ( 2.5.1 ): maximum 2.0.
	Anisidine value ( 2.5.36 ): maximum 10.0.
	Peroxide value ( 2.5.5, Method € A ): maximum 5.0.
	Unsaponifiable matter ( 2.5.7 ): maximum 1.5 €per cent, determin
	Linoleic acid ( 2.4.29 ): maximum 11.0 €per cent .

	ASSAY
	Positional distribution ( (2)-acyl) of fatty acids ( 2.2.33 ) Us
	EPA and DHA ( 2.4.29 ). See Figure € 1910.-1.

	STORAGE

	Saw palmetto fruit
	Sabalis serrulatae fructus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 5.0 €per cent .

	ASSAY
	Total fatty acids . Gas chromatography ( 2.2.28 ).


	Selegiline hydrochloride
	Selegilini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 3.5 to 4.5.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Impurity € E . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 per € cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Selenium disulphide
	Selenii disulfidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Soluble selenium compounds: maximum 5 €ppm, calculated as Se.

	ASSAY

	Senega root
	Polygalae radix
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Total ash ( 2.4.16 ): maximum 6.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 3.0 €per c

	STORAGE

	Senna leaf
	Sennae folium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 3 €per cent of foreign organs 
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 12.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 2.5 €per c

	ASSAY
	STORAGE

	Senna leaf dry extract, standardised
	Sennae folii extractum siccum normatum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.8.17 ): maximum 5.0 €per cent .
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	STORAGE
	LABELLING

	Senna pods, Alexandrian
	Sennae fructus acutifoliae
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 1 €per cent .
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 9.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 2.0 €per c

	ASSAY
	STORAGE

	Senna pods, Tinnevelly
	Sennae fructus angustifoliae
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 1 €per cent .
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 9.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 2.0 €per c

	ASSAY
	STORAGE

	Serine
	Serinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in distilled water €R and dilute 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ). Dissolve 2.50 €g in dilute 
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Chlorides ( 2.4.4 ). Dilute 5 €ml of solution€S to 15 €ml with w
	Sulphates ( 2.4.13 ). Dilute 10 €ml of solution€S to 15 €ml with
	Ammonium ( 2.4.1 ). 50 €mg complies with limit test € B for ammo
	Iron ( 2.4.9 ). In a separating funnel, dissolve 1.0 €g in 10 €m
	Heavy metals ( 2.4.8 ). Dissolve 2.0 €g in water €R and dilute t
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Sertaconazole nitrate
	Sertaconazoli nitras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 0.50 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Sesame oil, refined
	Sesami oleum raffinatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 0.5, determined on 10.0 €g; maximu
	Peroxide value ( 2.5.5 ): maximum 10.0; maximum € 5.0 if intende
	Unsaponifiable matter ( 2.5.7 ): maximum 2.0 €per cent, determin
	Alkaline impurities ( 2.4.19 ). It complies with the test for al
	Cottonseed oil . Mix 5 €ml in a test-tube with 5 €ml of a mixtur
	Composition of triglycerides . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 0.05 €per cent, determined on 5.0 €g, 

	STORAGE
	LABELLING

	Shellac 
	Lacca
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Colophony . Examine by thin-layer chromatography ( 2.2.27 ), as 
	Acid value ( 2.5.1 ): 65 to 95, calculated with reference to the
	Arsenic ( 2.4.2 ). Introduce 0.33 €g of the substance to be exam
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 2.0 €per cent for unble

	STORAGE
	LABELLING

	Silica, colloidal anhydrous
	Silica colloidalis anhydrica
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ). Shake 1.0 €g with 30 €ml of carbon dioxide-free wa
	Chlorides ( 2.4.4 ). To 1.0 €g add a mixture of 20 €ml of dilute
	Heavy metals ( 2.4.8 ). Suspend 2.5 €g in sufficient water €R to
	Loss on ignition . Not more than 5.0 €per cent, determined on 0.

	ASSAY

	Silica, colloidal hydrated
	Silica colloidalis hydrica
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 2.5 €g add 50 €ml of hydrochloric acid €R and 
	pH ( 2.2.3 ). Suspend 1.0 €g in 30 €ml of a 75 €g/l solution of 
	Water-absorption capacity . In a mortar, triturate 5 €g with 5 €
	Substances soluble in hydrochloric acid . In a platinum dish, ev
	Chlorides ( 2.4.4 ). Heat 0.5 €g with 50 €ml of water €R on a wa
	Sulphates ( 2.4.13 ). Dilute 2 €ml of solution€S to 100 €ml with
	Iron ( 2.4.9 ). To 2 €ml of solution€S add 28 €ml of water €R . 
	Heavy metals ( 2.4.8 ). To 20 €ml of solution€S add 50 €mg of hy
	Loss on ignition . Not more than 20.0 €per cent, determined on 0

	ASSAY

	Silica, dental type
	Silica ad usum dentalem
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 2.5 €g add 50 €ml of hydrochloric acid €R and 
	pH ( 2.2.3 ): 3.2 to 8.9.
	Chlorides . Liquid chromatography ( 2.2.29 ) as described in the
	Sulphates . Liquid chromatography ( 2.2.29 ).
	Iron ( 2.4.9 ): maximum 400 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 25 €ppm . 
	Loss on ignition: maximum 25.0 €per cent, determined on 0.200 €g

	ASSAY

	Silica, hydrophobic colloidal
	Silica hydrophobica colloidalis
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Chlorides ( 2.4.4 ): maximum 250 €ppm .
	Heavy metals ( 2.4.8 ): maximum 25 €ppm .
	Water-dispersible fraction: maximum 3.0 €per cent . 
	Loss on ignition: maximum 6.0 €per cent, determined on 0.200 €g 

	ASSAY

	Silver, colloidal, for € external € use
	Argentum colloidale ad usum externum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.25 €g of the substance to be examined 
	Alkalinity . To 40.0 €ml of solution€S add 10.0 €ml of 0.05 €M s
	Silver ions . To 0.50 €g of the substance to be examined add 5 €
	Sensitivity to electrolytes . Dissolve 0.1 €g of the substance t
	Water insoluble substances: maximum 1.0 €per cent .
	Loss on drying ( 2.2.32 ): maximum 8.0 €per cent, determined on 

	ASSAY
	STORAGE

	Silver nitrate
	Argenti nitras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in water €R and dilute to 50 €ml 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 2 €ml of solution€S add 0.1 €ml of br
	Foreign salts: maximum 0.3 €per cent .
	Aluminium, lead, copper and bismuth . Dissolve 1.0 €g in a mixtu

	ASSAY
	STORAGE

	Simeticone
	Simeticonum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity . To 2.0 €g add 25 €ml of a mixture of equal volumes of 
	Defoaming activity
	Mineral oils . Place 2.0 €g in a test-tube and examine in ultrav
	Phenylated compounds: the corrected absorbance ( 2.2.25 ) is not
	Heavy metals: maximum 5 €ppm .
	Volatile matter: maximum 1.0 €per cent, determined on 1.00 €g by

	ASSAY
	Silica . Heat not less than 20.0 €mg to 800 €°C increasing the t
	Poly(dimethylsiloxane) . Infrared absorption spectrophotometry (


	Simvastatin
	Simvastatinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.200 €g in methanol €R and di
	Specific optical rotation ( 2.2.7 ). Dissolve 0.125 €g in aceton
	Related substances . Examine by liquid chromatography ( 2.2.29 )
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Sodium acetate trihydrate
	Natrii acetas trihydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 7.5 to 9.0.
	Reducing substances . Dissolve 5.0 €g in 50 €ml of water €R, the
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 200 €ppm .
	Aluminium ( 2.4.17 ): maximum 0.2 €ppm, if intended for use in t
	Arsenic ( 2.4.2, Method € A ): maximum 2 €ppm, determined on 0.5
	Calcium and magnesium: maximum 50 €ppm, calculated as € Ca. 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Iron ( 2.4.9 ): maximum 10 €ppm, determined on 10 €ml of solutio
	Loss on drying ( 2.2.32 ): 39.0 €per cent to 40.5 €per cent, det

	ASSAY
	STORAGE
	LABELLING

	Sodium alendronate
	Natrii alendronas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). The pH of is 4.0 to 5.0.
	4-aminobutanoic acid . Examine by thin-layer chromatography ( 2.
	Phosphate and phosphite . Examine the chromatograms obtained in 
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € F for 
	Loss on drying ( 2.2.32 ): 16.1 €per cent to 17.1 €per cent, det

	ASSAY
	IMPURITIES

	Sodium alginate
	Natrii alginas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.10 €g in water €R, with constant stirr
	Appearance of solution . The solution is not more opalescent tha
	Chlorides: maximum 1.0 €per cent .
	Calcium: maximum 1.50 €per cent .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 15.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): 30.0 €per cent to 36.0 €per cent (drie
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 


	Sodium amidotrizoate
	Natrii amidotrizoas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10 €g in carbon dioxide-free water €R an
	Appearance of solution . Dilute 1 €ml of solution€S to 10 €ml wi
	pH ( 2.2.3 ). The pH of solution€S is 7.5 to 9.5.
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Free aromatic amines . Maintain the solutions and reagents in ic
	Free iodine and iodides . Not more than 50 €ppm . Dissolve 1.0 €
	Heavy metals ( 2.4.8 ). Dilute 4 €ml of solution€S to 20 €ml wit
	Water ( 2.5.12 ). Not more than 11.0 €per cent, determined on 0.

	ASSAY
	STORAGE
	IMPURITIES

	Sodium aminosalicylate dihydrate
	Natrii aminosalicylas dihydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.50 €g in carbon dioxide-free water €R 
	Appearance of solution . The freshly prepared solution is clear 
	pH ( 2.2.3 ): 6.5 to 8.5 for solution € S.
	Related substances . Liquid chromatography ( 2.2.29 ). Use fresh
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): 16.0 €per cent to 17.5 €per cent, det
	Pyrogens ( 2.6.8 ). If intended for use in the manufacture of pa

	ASSAY
	STORAGE
	IMPURITIES

	Sodium ascorbate
	Natrii ascorbas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 7.0 to 8.0 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 103 to +€ 108 (dried sub
	Oxalic acid: maximum 0.3 €per cent .
	Related substances . The thresholds indicated under Related subs
	Benzene ( 2.4.24, System A ): maximum 2 €ppm .
	Sulphates ( 2.4.13 ): maximum 150 €ppm .
	Copper: maximum 5.0 €ppm .
	Iron: maximum 2.0 €ppm .
	Nickel: maximum 1.0 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.25 €per cent, determined on

	ASSAY
	STORAGE

	Sodium aurothiomalate
	Natrii aurothiomalas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in water €R and dilute 
	pH ( 2.2.3 ): 6.0 to 7.0.
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Glycerol: maximum 8.0 €per cent .
	Loss on drying ( 2.2.32 ): maximum 2.0 €per cent, determined on 

	ASSAY
	Gold . Heat 0.2 €g with 10 €ml of sulphuric acid €R and continue
	Sodium . Evaporate to dryness the filtrate and washings obtained

	STORAGE
	IMPURITIES

	Sodium benzoate
	Natrii benzoas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 10 €ml of solution€S add 10 €ml of ca
	Halogenated compounds: maximum 200 €ppm for ionised chlorine and
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 2.0 €per cent, determined on 

	ASSAY

	Sodium bromide
	Natrii bromidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of b
	Bromates . To 10 €ml of solution€S add 1 €ml of starch solution 
	Chlorides: maximum 0.6 €per cent . 
	Iodides . To 5 €ml of solution€S add 0.15 €ml of ferric chloride
	Sulphates ( 2.4.13 ): maximum 100 €ppm . 
	Iron ( 2.4.9 ): maximum 20 €ppm . 
	Magnesium and alkaline-earth metals ( 2.4.7 ): maximum 200 €ppm,
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 3.0 €per cent, determined on 

	ASSAY
	STORAGE

	Sodium calcium edetate
	Natrii calcii edetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in water €R and dilute to 100 €ml
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 6.5 to 8.0.
	Impurity € A . Liquid chromatography ( 2.2.29 ). Carry out the t
	Disodium edetate: maximum 1.0 €per cent .
	Chlorides: maximum 0.1 €per cent .
	Iron ( 2.4.9 ): maximum 80 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): 5.0 €per cent to 13.0 €per cent, determined on

	ASSAY
	STORAGE
	IMPURITIES

	Sodium caprylate
	Natrii caprylas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 8.0 to 10.5 for solution€S .
	Related substances . Gas chromatography ( 2.2.28 ): use the norm
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 1.000 €g 

	ASSAY
	IMPURITIES

	Sodium carbonate, anhydrous
	Natrii carbonas anhydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in portions in a mixture of 5 €ml
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Alkali hydroxides and bicarbonates . Dissolve 0.4 €g in 20 €ml o
	Chlorides ( 2.4.4 ): maximum 125 €ppm . 
	Sulphates ( 2.4.13 ): maximum 250 €ppm, determined on solution€S
	Arsenic ( 2.4.2, Method € A ): maximum 5 €ppm, determined on 5 €
	Iron ( 2.4.9 ): maximum 50 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 50 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE

	Sodium carbonate decahydrate
	Natrii carbonas decahydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in portions in a mixture of 5 €ml
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Alkali hydroxides and bicarbonates . Dissolve 1.0 €g in 20 €ml o
	Chlorides ( 2.4.4 ): maximum 50 €ppm . 
	Sulphates ( 2.4.13 ): maximum 100 €ppm, determined on solution€S
	Arsenic ( 2.4.2, Method € A ): maximum 2 €ppm, determined on 5 €
	Iron ( 2.4.9 ): maximum 20 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 

	ASSAY
	STORAGE

	Sodium carbonate monohydrate
	Natrii carbonas monohydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in portions in a mixture of 5 €ml
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Alkali hydroxides and bicarbonates . Dissolve 0.4 €g in 20 €ml o
	Chlorides ( 2.4.4 ): maximum 125 €ppm . 
	Sulphates ( 2.4.13 ): maximum 250 €ppm, determined on solution€S
	Arsenic ( 2.4.2, Method € A ): maximum 5 €ppm, determined on 5 €
	Iron ( 2.4.9 ): maximum 50 €ppm .
	Heavy metals ( 2.4.8 ): maximum 50 €ppm . 

	ASSAY
	STORAGE

	Sodium cetostearyl sulphate
	Natrii cetylo- et stearylosulfas.
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . Dissolve 0.5 €g with heating in a mixtur
	Sodium chloride and sodium sulphate: maximum 8.0 €per cent for t
	Free cetostearyl alcohol: maximum 4.0 €per cent . 
	Water ( 2.5.12 ): maximum 1.5 €per cent, determined on 5.00 €g .

	ASSAY
	LABELLING

	Sodium chloride
	Natrii chloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 20.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 20 €ml of solution€S add 0.1 €ml of b
	Bromides: maximum 100 €ppm .
	Ferrocyanides . Dissolve 2.0 €g in 6 €ml of water €R . Add 0.5 €
	Iodides . Moisten 5 €g by the dropwise addition of a freshly pre
	Nitrites . To 10 €ml of solution€S add 10 €ml of water €R . The 
	Phosphates ( 2.4.11 ): maximum 25 €ppm .
	Sulphates ( 2.4.13 ): maximum 200 €ppm .
	Aluminium ( 2.4.17 ): maximum 0.2 €ppm, if intended for use in t
	Arsenic ( 2.4.2, Method € A ): maximum 1 €ppm, determined on 5 €
	Barium . To 5 €ml of solution€S add 5 €ml of distilled water €R 
	Iron ( 2.4.9 ): maximum 2 €ppm, determined on solution € S.
	Magnesium and alkaline-earth metals ( 2.4.7 ): maximum 100 €ppm,
	Potassium: maximum 5.00 € × € 10 2 €ppm, if intended for use in 
	Heavy metals ( 2.4.8 ): maximum 5 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14 ): less than 5 €IU /g, if intended

	ASSAY
	LABELLING

	Sodium citrate
	Natrii citras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of p
	Readily carbonisable substances . To 0.20 €g of the powdered sub
	Chlorides ( 2.4.4 ): maximum 50 €ppm .
	Oxalates: maximum 300 €ppm .
	Sulphates ( 2.4.13 ): maximum 150 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): 11.0 €per cent to 13.0 €per cent, determined o
	Pyrogens ( 2.6.8 ). If intended for use in the manufacture of la

	ASSAY
	STORAGE

	Sodium cromoglicate
	Natrii cromoglicas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is not more opalescent tha
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of p
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Oxalate . Dissolve 0.10 €g in 20 €ml of water €R, add 5.0 €ml of
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 10.0 €per cent, determi

	ASSAY
	STORAGE

	Sodium cyclamate
	Natrii cyclamas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5 €g in carbon dioxide-free water €R pre
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 5.5 to 7.5 for solution € S.
	Absorbance ( 2.2.25 ): maximum 0.10, determined at 270 €nm on so
	Impurity € A . Thin-layer chromatography ( 2.2.27 ).
	Impurities B, C and D . Gas chromatography ( 2.2.28 ).
	Sulphates ( 2.4.13 ): maximum 0.1 €per cent .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	IMPURITIES

	Sodium dihydrogen phosphate dihydrate
	Natrii dihydrogenophosphas dihydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 4.2 to 4.5. 
	Reducing substances . To 5 €ml of solution€S add 0.25 €ml of 0.0
	Chlorides ( 2.4.4 ): maximum 200 €ppm . 
	Sulphates ( 2.4.13 ): maximum 300 €ppm . 
	Arsenic ( 2.4.2, Method € A ): maximum 2 €ppm, determined on 0.5
	Iron ( 2.4.9 ): maximum 10 €ppm, determined on solution€S . 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): 21.5 €per cent to 24.0 €per cent, det

	ASSAY

	Sodium fluoride
	Natrii fluoridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R w
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . Dissolve 2.5 €g of potassium nitrate €R 
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Fluorosilicates . Heat to boiling the neutralised solution obtai
	Sulphates ( 2.4.13 ): maximum 200 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY

	Sodium fusidate
	Natrii fusidas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more intensely colo
	pH ( 2.2.3 ): 7.5 to 9.0.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 2.0 €per cent, determined on 0.50 €g .

	ASSAY
	STORAGE

	Sodium glycerophosphate, hydrated
	Natrii glycerophosphas hydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is not more opalescent tha
	Alkalinity . To 10 €ml of solution€S add 0.2 €ml of phenolphthal
	Glycerol and alcohol-soluble substances: maximum 1.0 €per cent .
	Chlorides ( 2.4.4 ): maximum 200 €ppm . 
	Phosphates ( 2.4.11 ): maximum 0.1 €per cent . 
	Sulphates ( 2.4.13 ): maximum 500 €ppm . 
	Iron ( 2.4.9 ): maximum 20 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): 25.0 €per cent to 35.0 €per cent, determined o

	ASSAY

	Sodium hyaluronate
	Natrii hyaluronas
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Weigh a quantity of the substance to be examined 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and its
	pH ( 2.2.3 ): 5.0 to 8.5. 
	Intrinsic viscosity . Sodium hyaluronate is very hygroscopic and
	Sulphated glycosaminoglycans: maximum 1 €per cent, if the produc
	Nucleic acids . The absorbance ( 2.2.25 ) of solution€S at 260 €
	Protein: maximum 0.3 €per cent; maximum 0.1 €per cent, if intend
	Chlorides ( 2.4.4 ): maximum 0.5 €per cent . 
	Iron: maximum 80.0 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 20.0 €per cent, determined on
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 
	Bacterial endotoxins ( 2.6.14 ): less than 0.5 €IU /mg, if inten

	ASSAY
	STORAGE
	LABELLING

	Sodium hydrogen carbonate
	Natrii hydrogenocarbonas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in 90 €ml of carbon dioxide-free 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Carbonates . The pH ( 2.2.3 ) of freshly prepared solution€S is 
	Chlorides ( 2.4.4 ): maximum 150 €ppm .
	Sulphates ( 2.4.13 ): maximum 150 €ppm .
	Ammonium ( 2.4.1 ): maximum 20 €ppm .
	Arsenic ( 2.4.2, Method € A ): maximum 2 €ppm, determined on 0.5
	Calcium ( 2.4.3 ): maximum 100 €ppm .
	Iron ( 2.4.9 ): maximum 20 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .

	ASSAY

	Sodium hydroxide
	Natrii hydroxidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Carry out the procedure described below with caut
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Carbonates: maximum 2.0 €per cent, calculated as Na 2 CO 3 as de
	Chlorides ( 2.4.4 ): maximum 50 €ppm .
	Sulphates ( 2.4.13 ): maximum 50 €ppm .
	Iron ( 2.4.9 ): maximum 10 €ppm, determined on solution€S .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .

	ASSAY
	STORAGE

	Sodium iodide
	Natrii iodidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Alkalinity . To 12.5 €ml of solution€S add 0.1 €ml of bromothymo
	Iodates . To 10 €ml of solution€S add 0.25 €ml of iodide-free st
	Sulphates ( 2.4.13 ): maximum 150 €ppm .
	Thiosulphates . To 10 €ml of solution€S add 0.1 €ml of starch so
	Iron ( 2.4.9 ): maximum 20 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 3.0 €per cent, determined on 

	ASSAY
	STORAGE

	Sodium lactate solution
	Natrii lactatis solutio
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dilute a quantity of the substance to be examined
	Appearance of solution . The substance to be examined is clear (
	pH ( 2.2.3 ): 6.5 to 9.0 for the substance to be examined.
	Reducing sugars and sucrose . To 5 €ml of the substance to be ex
	Methanol . Gas chromatography ( 2.4.24 ).
	Chlorides ( 2.4.4 ): maximum 50 €ppm calculated with reference t
	Oxalates and phosphates . To 1 €ml of the substance to be examin
	Sulphates ( 2.4.13 ): maximum 100 €ppm calculated with reference
	Aluminium: maximum 0.1 €ppm, if intended for use in the manufact
	Barium . To 10 €ml of solution€S add 10 €ml of calcium sulphate 
	Iron ( 2.4.9 ): maximum 10 €ppm calculated with reference to sod
	Heavy metals ( 2.4.8 ): maximum 10 €ppm calculated with referenc
	Bacterial endotoxins ( 2.6.14 ): less than 5 €IU /g, if intended

	ASSAY
	LABELLING

	Sodium ( S )-lactate solution
	Natrii ( S )-lactatis solutio
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dilute a quantity of the substance to be examined
	Appearance of solution . The substance to be examined is clear (
	pH ( 2.2.3 ): 6.5 to 9.0 for the substance to be examined.
	Reducing sugars and sucrose . To 5 €ml of the substance to be ex
	Methanol . Gas chromatography ( 2.4.24 ).
	Chlorides ( 2.4.4 ): maximum 50 €ppm calculated with reference t
	Oxalates and phosphates . To 1 €ml of the substance to be examin
	Sulphates ( 2.4.13 ): maximum 100 €ppm calculated with reference
	Aluminium: maximum 0.1 €ppm, if intended for use in the manufact
	Barium . To 10 €ml of solution€S add 10 €ml of calcium sulphate 
	Iron ( 2.4.9 ): maximum 10 €ppm calculated with reference to sod
	Heavy metals ( 2.4.8 ): maximum 10 €ppm calculated with referenc
	Bacterial endotoxins ( 2.6.14 ): less than 5 €IU /g if intended 

	ASSAY
	( S )-enantiomer . Transfer a quantity of the substance to be ex

	LABELLING

	Sodium laurilsulfate
	Natrii laurilsulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Alkalinity . Dissolve 1.0 €g in 100 €ml of carbon dioxide-free w
	Non-esterified alcohols: maximum 4 €per cent .
	Sodium chloride and sodium sulphate: maximum 8.0 €per cent for t

	ASSAY

	Sodium metabisulphite
	Natrii metabisulfis
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 3.5 to 5.0 for solution€S .
	Thiosulphates . To 5 €ml of solution€S add 5 €ml of dilute hydro
	Arsenic ( 2.4.2, Method € A ): maximum 5 €ppm . 
	Iron ( 2.4.9 ): maximum 20 €ppm, determined on solution€S .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 

	ASSAY
	STORAGE

	Sodium methyl parahydroxybenzoate
	Methylis parahydroxybenzoas natricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S examined immediately after
	pH ( 2.2.3 ). Dilute 1 €ml of solution€S to 100 €ml with carbon 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ). To 10 €ml of solution€S, add 30 €ml of wate
	Sulphates ( 2.4.13 ). To 25 €ml of solution€S, add 5 €ml of dist
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € C for 
	Water ( 2.5.12 ). Not more than 5.0 €per cent, determined on 0.5

	ASSAY
	IMPURITIES

	Sodium molybdate dihydrate
	Natrii molybdas dihydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in water €R and dilute to 50 €ml
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Chlorides: maximum 50 €ppm . 
	Phosphates: maximum 200 €ppm . 
	Ammonium ( 2.4.1, Method € B ): maximum 10 €ppm, determined on 0
	Heavy metals: maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): 14.0 €per cent to 16.0 €per cent, det

	ASSAY

	Sodium nitrite
	Natrii nitris
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S1 . Dissolve 2.5 €g in carbon dioxide-free water €R 
	Solution € S2 . Dissolve 3 €g in distilled water €R . Cautiously
	Appearance of solution . Solution € S1 is clear ( 2.2.1 ) and no
	Acidity or alkalinity . To 10 €ml of solution € S1, add 0.05 €ml
	Chlorides ( 2.4.4 ): maximum 50 €ppm .
	Sulphates ( 2.4.13 ): maximum 200 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE

	Sodium nitroprusside
	Natrii nitroprussias
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Insoluble matter: maximum 100 €ppm . 
	Chlorides ( 2.4.4 ): maximum 200 €ppm . 
	Ferricyanides: maximum 200 €ppm . 
	Ferrocyanides: maximum 200 €ppm . 
	Sulphates: maximum 100 €ppm . 
	Water ( 2.5.12 ): 9.0 €per cent to 15.0 €per cent, determined on

	ASSAY
	STORAGE

	Sodium perborate, hydrated
	Natrii perboras hydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Chlorides ( 2.4.4 ): maximum 330 €ppm .
	Sulphates ( 2.4.13 ): maximum 1.2 €per cent .
	Iron ( 2.4.9 ): maximum 20 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .

	ASSAY
	STORAGE

	Sodium picosulfate 
	Natrii picosulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in distilled water €R and dilute 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 10 €ml of solution€S add 0.05 €ml of 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ). Dilute 5 €ml of solution€S to 15 €ml with w
	Sulphates ( 2.4.13 ). Dilute 7.5 €ml of solution€S to 15 €ml wit
	Heavy metals ( 2.4.8 ). 12 €ml of solution€S complies with limit
	Water ( 2.5.12 ): 3.0 €per cent to 5.0 €per cent, determined on 

	ASSAY
	IMPURITIES

	Sodium polystyrene sulphonate
	Natrii polystyrenesulfonas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Styrene . Liquid chromatography ( 2.2.29 ).
	Calcium: maximum 0.10 €per cent .
	Potassium: maximum 0.10 €per cent .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 7.0 €per cent, determined on 
	Microbial contamination ( 2.6.13 ): not more than 10 2 € enterob

	ASSAY
	Sodium . Atomic emission spectrometry ( 2.2.22, Method € I ).
	Exchange capacity . Atomic emission spectrometry ( 2.2.22, Metho

	STORAGE
	IMPURITIES

	Sodium propionate
	Natrii propionas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10 €g in carbon dioxide-free water €R pr
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 7.8 to 9.2.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Readily oxidisable substances . In a ground-glass-stoppered coni
	Iron ( 2.4.9 ): maximum 10 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE

	Sodium propyl parahydroxybenzoate
	Propylis parahydroxybenzoas natricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S, examined immediately afte
	pH ( 2.2.3 ). Dilute 1 €ml of solution€S to 100 €ml with carbon 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ). To 10 €ml of solution€S add 30 €ml of water
	Sulphates ( 2.4.13 ). To 25 €ml of solution€S add 5 €ml of disti
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € C for 
	Water ( 2.5.12 ). Not more than 5.0 €per cent, determined on 0.5

	ASSAY
	IMPURITIES

	Sodium salicylate
	Natrii salicylas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity . To 20 €ml of solution€S add 0.1 €ml of phenol red solu
	Chlorides ( 2.4.4 ): maximum 200 €ppm . 
	Sulphates ( 2.4.13 ): maximum 600 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE

	Sodium selenite pentahydrate
	Natrii selenis pentahydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 9.8 to 10.8 for solution € S.
	Chlorides ( 2.4.4 ): maximum 50 €ppm . 
	Sulphates and selenates ( 2.4.13 ): maximum 300 €ppm (determined
	Iron: maximum 50 €ppm .

	ASSAY
	STORAGE

	Sodium starch glycolate (type € A)
	Carboxymethylamylum natricum A
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S1 . Centrifuge the suspension obtained in identifica
	Solution € S2 . Place 2.5 €g in a silica or platinum crucible an
	Appearance of solution € S1 . Solution € S1 is clear ( 2.2.1 ) a
	pH ( 2.2.3 ): 5.5 to 7.5.
	Sodium glycolate: maximum 2.0 €per cent . Carry out the test pro
	Sodium chloride: maximum 7.0 €per cent . 
	Iron ( 2.4.9 ): maximum 20 €ppm determined on 10 €ml of solution
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Microbial contamination . It complies with the test for Escheric

	ASSAY
	STORAGE

	Sodium starch glycolate (type € B)
	Carboxymethylamylum natricum B
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S1 . Centrifuge the suspension obtained in identifica
	Solution € S2 . Place 2.5 €g in a silica or platinum crucible an
	Appearance of solution € S1 . Solution € S1 is clear ( 2.2.1 ) a
	pH ( 2.2.3 ): 3.0 to 5.0.
	Sodium glycolate: maximum 2.0 €per cent . Carry out the test pro
	Sodium chloride: maximum 7.0 €per cent . 
	Iron ( 2.4.9 ): maximum 20 €ppm determined on 10 €ml of solution
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Microbial contamination . It complies with the test for Escheric

	ASSAY
	STORAGE

	Sodium starch glycolate (type € C)
	Carboxymethylamylum natricum C
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Place 2.5 €g in a silica or platinum crucible and
	Appearance of gel . The gel obtained in identification test € B 
	pH ( 2.2.3 ): 5.5 to 7.5 for the gel obtained in identification 
	Sodium glycolate: maximum 2.0 €per cent . Carry out the test pro
	Sodium chloride: maximum 1 €per cent .
	Iron ( 2.4.9 ): maximum 20 €ppm, determined on solution€S .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 7.0 €per cent, determined on 
	Microbial contamination . It complies with the test for Escheric

	ASSAY
	STORAGE

	Sodium stearate
	Natrii stearas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 10.0 €g add 100 €ml of peroxide-free ether €R 
	Acidity or alkalinity . Suspend 2.0 €g in 50 €ml of previously n
	Chlorides ( 2.4.4 ): maximum 0.2 €per cent .
	Sulphates ( 2.4.13 ): maximum 0.3 €per cent .
	Nickel: maximum 5.0 €ppm .
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent .
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	Sodium. Dissolve 0.250 €g with gentle heating in a mixture of 5 
	Stearic acid and palmitic acid . Gas chromatography ( 2.2.28 ): 

	STORAGE

	Sodium stearyl fumarate
	Natrii stearylis fumaras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Gas chromatography ( 2.2.28 ): use the norm
	Water ( 2.5.12 ): maximum 5.0 €per cent, determined on 0.250 €g 

	ASSAY

	Sodium sulphate, anhydrous
	Natrii sulfas anhydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.2 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of b
	Chlorides ( 2.4.4 ): maximum 450 €ppm . 
	Calcium ( 2.4.3 ): maximum 450 €ppm, if intended for use in the 
	Iron ( 2.4.9 ): maximum 90 €ppm, if intended for use in the manu
	Magnesium: maximum 200 €ppm, if intended for use in the manufact
	Heavy metals ( 2.4.8 ): maximum 45 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	LABELLING

	Sodium sulphate decahydrate
	Natrii sulfas decahydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of b
	Chlorides ( 2.4.4 ): maximum 200 €ppm . 
	Calcium ( 2.4.3 ): maximum 200 €ppm, if intended for use in the 
	Iron ( 2.4.9 ): maximum 40 €ppm, if intended for use in the manu
	Magnesium: maximum 100 €ppm, if intended for use in the manufact
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): 52.0 €per cent to 57.0 €per cent, det

	ASSAY
	LABELLING

	Sodium sulphite, anhydrous
	Natrii sulfis anhydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5 €g in water €R and dilute to 100 €ml w
	Solution € S1 . To 10.0 €g add 25 €ml of water €R . Shake until 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Thiosulphates: maximum 0.1 €per cent . 
	Iron ( 2.4.9 ): maximum 10 €ppm, determined on solution € S1.
	Selenium: maximum 10 €ppm .
	Zinc: maximum 25.0 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .

	ASSAY

	Sodium sulphite heptahydrate
	Natrii sulfis heptahydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10 €g in water €R and dilute to 100 €ml 
	Solution € S1 . To 20.0 €g add 25 €ml of water €R . Shake until 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Thiosulphates: maximum 0.05 €per cent . 
	Iron ( 2.4.9 ): maximum 5 €ppm, determined on solution € S1.
	Selenium: maximum 5 €ppm .
	Zinc: maximum 12.0 €ppm .
	Heavy metals ( 2.4.8 ): maximum 5 €ppm . 

	ASSAY

	Sodium thiosulphate
	Natrii thiosulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . The freshly prepared solution is clear 
	pH ( 2.2.3 ): 6.0 to € 8.4 for the freshly prepared solution € S
	Sulphates and sulphites ( 2.4.13 ): maximum 0.2 €per cent .
	Sulphides . To 10 €ml of solution€S add 0.05 €ml of a freshly pr
	Heavy metals: maximum 10 €ppm . 

	ASSAY
	STORAGE

	Sodium valproate
	Natrii valproas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.25 €g in 20 €ml of distilled water €R 
	Appearance of solution . The solution is not more opalescent tha
	Acidity or alkalinity . Dissolve 1.0 €g in 10 €ml of water €R . 
	Related substances . Gas chromatography ( 2.2.28 ).
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 200 €ppm, determined on Solution €
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 2.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Solutions for organ preservation
	Solutiones ad conservationem partium € corporis
	DEFINITION
	PRODUCTION
	TESTS
	pH ( 2.2.3 ). Carry out the test at room temperature . The pH of
	Osmolality ( 2.2.35 ). The osmolality of the solution is 250 € m
	Hydroxymethylfurfural . If the solution contains glucose, it com
	Particulate contamination . Carry out the test for sub-visible p
	Sterility ( 2.6.1 ). The solution complies with the test for ste
	Bacterial endotoxins ( 2.6.14 ): less than 0.5 €IU /ml.
	Pyrogens ( 2.6.8 ). Solutions for which a validated test for bac

	LABELLING

	Somatostatin
	Somatostatinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): − 37 to − 47 (anhydrous and
	Absorbance ( 2.2.25 ): maximum 0.20 at 280 €nm (calculated with 
	Related substances . Liquid chromatography ( 2.2.29 ): use the n
	Acetic acid ( 2.5.34 ): 3.0 €per cent to 15.0 €per cent .
	Water ( 2.5.12 ): maximum 8.0 €per cent, determined on 10.0 €mg 
	Bacterial endotoxins ( 2.6.14 ): less than 10 €IU /mg, if intend

	ASSAY
	STORAGE

	Somatropin
	Somatropinum
	DEFINITION
	PRODUCTION
	Host-cell-derived proteins . The limit is approved by the compet
	Host-cell- and vector-derived DNA . The limit is approved by the

	CHARACTERS
	IDENTIFICATION
	TESTS
	Related proteins . Liquid chromatography ( 2.2.29 ): use the nor
	Dimer and related substances of higher molecular mass . Size-exc
	Charged variants . Capillary electrophoresis ( 2.2.47 ).
	Water ( 2.5.32 ): maximum 10.0 €per cent .
	Bacterial endotoxins ( 2.6.14 ): less than 5 €IU /mg, if intende

	ASSAY
	STORAGE

	Somatropin concentrated solution
	Somatropini solutio concentrata
	DEFINITION
	PRODUCTION
	Host-cell-derived proteins . The limit is approved by the compet
	Host-cell- and vector-derived DNA . The limit is approved by the

	CHARACTERS
	IDENTIFICATION
	TESTS
	Related proteins . Liquid chromatography ( 2.2.29 ): use the nor
	Dimer and related substances of higher molecular mass . Size-exc
	Charged variants . Capillary electrophoresis ( 2.2.47 ).
	Bacterial endotoxins ( 2.6.14 ): less than 5 €IU in the volume t

	ASSAY
	STORAGE
	LABELLING

	Somatropin for injection
	Somatropinum iniectabile
	DEFINITION
	PRODUCTION
	Host-cell-derived proteins . The limit is approved by the compet
	Host-cell- and vector-derived DNA . The limit is approved by the

	CHARACTERS
	IDENTIFICATION
	TESTS
	Related proteins . Liquid chromatography ( 2.2.29 ): use the nor
	Dimer and related substances of higher molecular mass . Size-exc
	Charged variants . Capillary electrophoresis ( 2.2.47 ). 
	Water ( 2.5.32 ): maximum 3.0 €per cent, unless otherwise justif
	Bacterial endotoxins ( 2.6.14 ): less than 5 €IU /mg.

	ASSAY
	STORAGE
	LABELLING

	Sorbic acid
	Acidum sorbicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.25 €g in ethanol (96 €per cent ) €R an
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Aldehydes: maximum 0.15 €per cent, calculated as C 2 H 4 O. 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 2.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE

	Sorbitan laurate
	Sorbitani lauras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 7.0, determined on 5.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ): 330 to 358.
	Iodine value ( 2.5.4 ): maximum 10.
	Peroxide value ( 2.5.5 ): maximum 5.0.
	Saponification value ( 2.5.6 ): 158 to 170. 
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 1.5 €per cent, determined on 1.00 €g .
	Total ash ( 2.4.16 ): maximum 0.5 €per cent .

	STORAGE

	Sorbitan oleate
	Sorbitani oleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 8.0, determined on 5.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ): 190 to 210.
	Iodine value ( 2.5.4 ): 62 to 76.
	Peroxide value ( 2.5.5 ): maximum 10.0.
	Saponification value ( 2.5.6 ): 145 to 160.
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 1.5 €per cent, determined on 1.000 €g 
	Total ash ( 2.4.16 ): maximum 0.5 €per cent, determined on 1.5 €

	STORAGE
	LABELLING

	Sorbitan palmitate
	Sorbitani palmitas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 8.0, determined on 5.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ): 270 to 305.
	Peroxide value ( 2.5.5 ): maximum 5.0.
	Saponification value ( 2.5.6 ): 140 to 155.
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 1.5 €per cent, determined on 1.00 €g .
	Total ash ( 2.4.16 ): maximum 0.5 €per cent .

	STORAGE

	Sorbitan sesquioleate
	Sorbitani sesquioleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 16.0, determined on 5.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ): 180 to 215.
	Iodine value ( 2.5.4 ): 70 to 95.
	Peroxide value ( 2.5.5 ): maximum 10.0.
	Saponification value ( 2.5.6 ): 145 to 166. 
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 1.5 €per cent, determined on 1.000 €g 
	Total ash ( 2.4.16 ): maximum 0.5 €per cent, determined on 1.5 €

	STORAGE
	LABELLING

	Sorbitan stearate
	Sorbitani stearas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 10.0, determined on 5.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ): 235 to 260.
	Peroxide value ( 2.5.5 ): maximum 5.0.
	Saponification value ( 2.5.6 ): 147 to 157. 
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 1.5 €per cent, determined on 1.00 €g .
	Total ash ( 2.4.16 ): maximum 0.5 €per cent .

	STORAGE
	LABELLING

	Sorbitan trioleate
	Sorbitani trioleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 16.0, determined on 5.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ): 55 to 75.
	Iodine value ( 2.5.4 ): 76 to 90.
	Peroxide value ( 2.5.5 ): maximum 10.0.
	Saponification value ( 2.5.6 ): 170 to 190.
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 1.5 €per cent, determined on 1.000 €g 
	Total ash ( 2.4.16 ): maximum 0.5 €per cent, determined on 1.5 €

	STORAGE
	LABELLING

	Sorbitol
	Sorbitolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Conductivity ( 2.2.38 ): maximum 20   µS·cm − 1 .
	Reducing sugars: maximum 0.2 €per cent, expressed as glucose equ
	Related products . Liquid chromatography ( 2.2.29 ). 
	Lead ( 2.4.10 ): maximum 0.5 €ppm .
	Nickel ( 2.4.15 ): maximum 1 €ppm .
	Water ( 2.5.12 ): maximum 1.5 €per cent, determined on 1.00 €g .
	Microbial contamination . If intended for use in the manufacture
	Bacterial endotoxins ( 2.6.14 ): less than 4 €IU /g for parenter

	ASSAY
	LABELLING
	IMPURITIES

	Sorbitol, liquid (crystallising)
	Sorbitolum liquidum cristallisabile
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS 
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Conductivity ( 2.2.38 ): maximum 10   µS·cm –1 measured on the u
	Reducing sugars: maximum 0.2 €per cent calculated as glucose equ
	Lead ( 2.4.10 ): maximum 0.5 €ppm . 
	Nickel ( 2.4.15 ): maximum 1 €ppm . 
	Water ( 2.5.12 ): 28.0 €per cent to 32.0 €per cent € m/m, determ

	ASSAY

	Sorbitol, liquid (non-crystallising)
	Sorbitolum liquidum non cristallisabile
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Conductivity ( 2.2.38 ): maximum 10   µS·cm –1 measured on the u
	Reducing sugars: maximum 0.2 €per cent calculated as glucose equ
	Reducing sugars after hydrolysis: maximum 9.3 €per cent calculat
	Lead ( 2.4.10 ): maximum 0.5 €ppm .
	Nickel ( 2.4.15 ): maximum 1 €ppm . 
	Water ( 2.5.12 ): 28.0 €per cent to 32.0 €per cent € m/m, determ

	ASSAY

	Sorbitol, liquid, partially dehydrated
	Sorbitolum liquidum partim deshydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dilute the substance to be examined with carbon d
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Conductivity ( 2.2.38 ): maximum 20   µS·cm − 1 .
	Reducing sugars: maximum 0.3 €per cent, calculated as glucose (a
	Nickel ( 2.4.15 ): maximum 1 €ppm (anhydrous substance).
	Water ( 2.5.12 ): 15.0 €per cent to 32.0 €per cent, determined o
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	LABELLING

	Sotalol hydrochloride
	Sotaloli hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ): 4.0 to 5.0.
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Palladium: maximum 0.5 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Soya-bean oil, hydrogenated
	Soiae oleum hydrogenatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Melting point ( 2.2.15 ): 66 €°C to 72 €°C . 
	Acid value ( 2.5.1 ). Not more than 0.5, determined on 10.0 €g .
	Peroxide value ( 2.5.5 ). Not more than 5.0.
	Unsaponifiable matter ( 2.5.7 ). Not more than 1.0 €per cent, de
	Alkaline impurities in fatty oils ( 2.4.19 ). Dissolve 2.0 €g wi
	Composition of fatty acids ( 2.4.22, Method € A ).
	Nickel . Not more than 1.0 €ppm of Ni, determined by atomic abso
	Water ( 2.5.12 ). Not more than 0.3 €per cent, determined on 1.0

	STORAGE

	Soya-bean oil, refined
	Soiae oleum raffinatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ). Not more than 0.5, determined on 10.0 €g .
	Peroxide value ( 2.5.5, Method € A ). Not more than 10.0. If int
	Unsaponifiable matter ( 2.5.7 ). Not more than 1.5 €per cent, de
	Alkaline impurities ( 2.4.19 ). It complies with the test for al
	Composition of fatty acids ( 2.4.22, Method € A ). The fatty aci
	Brassicasterol ( 2.4.23 ). The sterol fraction of the oil contai
	Water ( 2.5.32 ). If intended for use in the manufacture of pare

	STORAGE
	LABELLING

	Spectinomycin dihydrochloride pentahydrate
	Spectinomycini dihydrochloridum pentahydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 3.8 to 5.6 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 15.0 to +€ 21.0 (anhydro
	Related substances . Liquid chromatography ( 2.2.29 ). In order 
	Water ( 2.5.12 ): 16.0 €per cent to 20.0 €per cent, determined o
	Sulphated ash ( 2.4.14 ): maximum 1.0 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 0.09 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Spectinomycin sulphate tetrahydrate for € veterinary € use
	Spectinomycini sulfas tetrahydricus ad € usum veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 3.8 to 5.6 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 10.0 to +€ 14.0 (anhydro
	Related substances . Liquid chromatography ( 2.2.29 ). In order 
	Water ( 2.5.12 ): 12.0 €per cent to 16.5 €per cent, determined o
	Sulphated ash ( 2.4.14 ): maximum 1.0 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 0.17 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Spiramycin
	Spiramycinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 8.5 to 10.5.
	Specific optical rotation ( 2.2.7 ): − 80 to − 85 (dried substan
	Composition . Liquid chromatography ( 2.2.29 ) as described in t
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 3.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Spirapril hydrochloride monohydrate
	Spiraprili hydrochloridum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): − 11.0 to − 13.0 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): 3.0 €per cent to 4.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Spironolactone
	Spironolactonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ). Dissolve 0.100 €g in chloro
	Related substances . Examine by liquid chromatography ( 2.2.29 )
	Free mercapto compounds . To 2.0 €g add 20 €ml of water €R, shak
	Chromium . To 0.20 €g in a platinum crucible add 1 €g of potassi
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Squalane
	Squalanum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Refractive index ( 2.2.6 ): 1.450 to 1.454. 
	Acid value ( 2.5.1 ): maximum 0.2.
	Iodine value ( 2.5.4, Method € A ): maximum 4.0. 
	Saponification value ( 2.5.6 ): maximum 3.0. 
	Nickel ( 2.4.31 ): maximum 1 €ppm .
	Total ash ( 2.4.16 ): maximum 0.5 €per cent, determined on 1.000

	ASSAY
	LABELLING

	S t . John's wort
	Hyperici herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 3 €per cent of stems with a di
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 7.0 €per cent .

	ASSAY

	Stannous chloride dihydrate
	Stannosi chloridum dihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S1 . To 0.40 €g add 1 €ml of dilute hydrochloric acid
	Solution € S2 . Dissolve 1.0 €g in dilute hydrochloric acid €R a
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Substances not precipitated by thioacetamide: maximum 0.2 €per c
	Sulphates ( 2.4.13 ): maximum 500 €ppm, determined on solution €
	Iron ( 2.4.9 ): maximum 100 €ppm .
	Heavy metals: maximum 50 €ppm .

	ASSAY
	STORAGE

	Stanozolol
	Stanozololum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ). Dissolve 0.10 €g in chlorof
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin

	ASSAY
	STORAGE
	IMPURITIES

	Star anise
	Anisi stellati fructus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Illicium anisatum (= I. religiosum ) and certain other Illicium 
	Water ( 2.2.13 ): maximum 100 €ml /kg, determined by distillatio
	Total ash ( 2.4.16 ): maximum 4.0 €per cent .

	ASSAY
	Essential oil . Carry out the determination of essential oils in
	trans -Anethole . Gas chromatography ( 2.2.28 ): use the normali


	Star anise oil
	Anisi stellati aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.979 to 0.985.
	Refractive index ( 2.2.6 ): 1.553 to 1.556.
	Freezing point ( 2.2.18 ): 15 €°C to 19 €°C .
	Fenchone . Gas chromatography ( 2.2.28 ) as described in the tes
	Pseudoisoeugenyl 2-methylbutyrate . Gas chromatography ( 2.2.28 
	Fatty oils and resinified essential oils ( 2.8.7 ). It complies 
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the

	STORAGE

	Starch, pregelatinised
	Amylum pregelificatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 4.5 to 7.0. 
	Oxidising substances ( 2.5.30 ). It complies with the test for o
	Sulphur dioxide ( 2.5.29 ): maximum 50 €ppm .
	Iron ( 2.4.9 ): maximum 20 €ppm .
	Foreign matter . Examined under a microscope using a mixture of 
	Loss on drying ( 2.2.32 ): maximum 15.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.6 €per cent, determined on 1
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	LABELLING

	Stavudine
	Stavudinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Stearic acid
	Acidum stearicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . Heat the substance to be examined to about 75 €°C .
	Acidity . Melt 5.0 €g, shake for 2 €min with 10 €ml of hot carbo
	Iodine value ( 2.5.4 ). See Table € 1474.-1.
	Freezing point ( 2.2.18 ). See Table € 1474.-1.
	Nickel ( 2.4.27 ): maximum 1 €ppm .

	ASSAY
	LABELLING

	Stearoyl macrogolglycerides
	Macrogolglyceridorum stearates
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 2.0, determined on 2.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ): within 15 € units of the n
	Peroxide value ( 2.5.5, Method € A ): maximum 6.0, determined on
	Saponification value ( 2.5.6 ): within 10 € units of the nominal
	Alkaline impurities . Into a test-tube introduce 5.0 €g and care
	Free glycerol: maximum 3.0 €per cent . 
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Ethylene oxide and dioxan ( 2.4.25 ): maximum 1 €ppm of ethylene
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.0 €g . 
	Total ash ( 2.4.16 ): maximum 0.2 €per cent .

	LABELLING

	Stearyl alcohol
	Alcohol stearylicus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and no
	Melting point ( 2.2.14 ): 57 €°C to 60 €°C .
	Acid value ( 2.5.1 ): maximum 1.0.
	Hydroxyl value ( 2.5.3, Method € A ): 197 to 217.
	Iodine value ( 2.5.4, Method € A ): maximum 2.0.
	Saponification value ( 2.5.6 ): maximum 2.0.

	ASSAY

	Stramonium leaf
	Stramonii folium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Chromatography . Thin-layer chromatography ( 2.2.27 ).
	Foreign matter ( 2.8.2 ): maximum 3 €per cent stems with a diame
	Total ash ( 2.4.16 ): maximum 20.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 4.0 €per c

	ASSAY
	STORAGE

	Stramonium, prepared
	Stramonii pulvis normatus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Chromatography . Examine by thin-layer chromatography ( 2.2.27 )
	Loss on drying ( 2.2.32 ). Not more than 5.0 €per cent, determin
	Total ash ( 2.4.16 ). Not more than 20.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ). Not more than 4.0 

	ASSAY
	STORAGE

	Streptokinase bulk solution
	Streptokinasi solutio ad praeparationem
	DEFINITION
	PRODUCTION
	Abnormal toxicity ( 2.6.9 ). Inject into each mouse a quantity o

	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 6.8 to 7.5.
	Streptodornase: maximum 10 €IU of streptodornase activity per 10
	Streptolysin . In a haemolysis tube, use a quantity of the prepa
	Bacterial endotoxins ( 2.6.14 ): less than 0.02 €IU per 100 €IU 

	ASSAY
	Nitrogen ( 2.5.9 ).
	Potency

	STORAGE
	LABELLING

	Streptomycin sulphate
	Streptomycini sulfas
	DEFINITION
	PRODUCTION
	Abnormal toxicity ( 2.6.9 ). Inject into each mouse 1 €mg of the

	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is not more intensely colo
	pH ( 2.2.3 ). The pH of solution€S is 4.5 to 7.0.
	Methanol . Examine by gas chromatography ( 2.2.28 ).
	Streptomycin B . Examine by thin-layer chromatography ( 2.2.27 )
	Loss on drying ( 2.2.32 ). Not more than 7.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 1.0 €per cent, determine
	Sulphate . 18.0 €per cent to 21.5 €per cent of sulphate (SO 4 ),
	Colorimetric test . Dry the substance to be examined and strepto
	Bacterial endotoxins ( 2.6.14 ): less than 0.25 €IU /mg, if inte

	ASSAY
	STORAGE

	Succinylsulfathiazole
	Succinylsulfathiazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Acidity . To 2.0 €g add 20 €ml of water €R, shake continuously f
	Sulfathiazole and other primary aromatic amines: maximum 0.75 €p
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): 4.0 €per cent to 5.5 €per cent, deter
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Sucrose
	Saccharum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 50.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ).
	Conductivity ( 2.2.38 ): maximum 35   µS·cm − 1 .
	Specific optical rotation ( 2.2.7 ): +€ 66.3 to +€ 67.0 .
	Colour value: maximum 45.
	Dextrins . If intended for use in the preparation of large-volum
	Reducing sugars . To 5 €ml of solution€S in a test-tube about 15
	Sulphites: maximum 10 €ppm, calculated as SO 2 .
	Lead: maximum 0.5 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.1 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14 ): less than 0.25 €IU /mg, if inte

	LABELLING

	Sufentanil
	Sufentanilum
	DEFINITION
	CHARACTERS
	IDENTIFICATION 
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Sufentanil citrate
	Sufentanili citras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Sugar spheres
	Sacchari sphaerae
	DEFINITION
	IDENTIFICATION
	TESTS
	Solution € S . To 0.5 €g in a 100 €ml volumetric flask add 80 €m
	Fineness ( 2.9.12 ). Minimum of 90 €per cent ( € m/m ) of the su
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 5.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.2 €per cent, determine
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	Sucrose content

	LABELLING

	Sulbactam sodium
	Sulbactamum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ).
	Absorbance ( 2.2.25 ): maximum 0.10 at 430 €nm .
	pH ( 2.2.3 ): 4.5 to 7.2; if the substance is sterile: 5.2 to 7.
	Specific optical rotation ( 2.2.7 ): +€ 219 to +€ 233 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	2-Ethylhexanoic acid ( 2.4.28 ): maximum 0.5 €per cent € m/m .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 1.00 €g .
	Bacterial endotoxins ( 2.6.14, Method € A ): less than 0.17 €IU 

	ASSAY
	STORAGE
	IMPURITIES

	Sulfacetamide sodium
	Sulfacetamidum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.25 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). The pH of solution€S is 8.0 to 9.5.
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Sulphates ( 2.4.13 ). Dissolve 2.5 €g in distilled water €R and 
	Heavy metals ( 2.4.8 ). 12 €ml of the filtrate obtained in the t
	Water ( 2.5.12 ). 6.0 €per cent to 8.0 €per cent, determined on 

	ASSAY
	STORAGE

	Sulfadiazine
	Sulfadiazinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.8 €g in a mixture of 5 €ml o
	Acidity . To 1.25 €g, finely powdered, add 25 €ml of carbon diox
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Sulfadimidine
	Sulfadimidinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.5 €g in a mixture of 5 €ml o
	Acidity . To 1.25 €g, finely powdered, add 25 €ml of carbon diox
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Sulfadoxine
	Sulfadoxinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in a mixture of 5 €ml o
	Acidity . To 1.25 €g, finely powdered, add 25 €ml of carbon diox
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Sulfafurazole
	Sulfafurazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.4 €g in a mixture of 5 €ml o
	Acidity . To 1.25 €g, finely powdered, add 25 €ml of carbon diox
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Sulfaguanidine
	Sulfaguanidinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS 
	Solution € S . To 2.5 €g, add 40 €ml of carbon dioxide-free wate
	Acidity . To 20 €ml of solution€S, add 0.1 €ml of bromothymol bl
	Related substances . Examine by thin layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with test € F (20 €ppm )
	Loss on drying ( 2.2.32 ): not more than 8.0 €per cent, determin
	Sulphated ash ( 2.4.14 ): not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Sulfamerazine
	Sulfamerazinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.8 €g in a mixture of 5 €ml o
	Acidity . To 1.25 €g, finely powdered, add 40 €ml of carbon diox
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Sulfamethizole
	Sulfamethizolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in a mixture of 5 €ml o
	Acidity . To 1.25 €g add 25 €ml of carbon dioxide-free water €R 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Sulfamethoxazole
	Sulfamethoxazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Acidity . To 1.25 €g, finely powdered, add 25 €ml of water €R . 
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Sulfamethoxypyridazine for veterinary use
	Sulfamethoxypyridazinum ad € usum € veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in a mixture of 10 €ml 
	Acidity . To 1.25 €g, finely powdered, add 25 €ml of carbon diox
	Related substances . Examine by thin layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Sulfanilamide
	Sulfanilamidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 2.5 €g add 50 €ml of carbon dioxide-free water
	Acidity . To 20 €ml of solution€S add 0.1 €ml of bromothymol blu
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 12 €ml of solution€S complies with limit
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Sulfasalazine
	Sulfasalazinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Impurities H and J . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4. ): maximum 140 €ppm . 
	Sulphates ( 2.4.13 ): maximum 400 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Sulfathiazole
	Sulfathiazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in 10 €ml of 1 €M sodiu
	Acidity . To 1.0 €g add 50 €ml of carbon dioxide-free water €R .
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Sulfinpyrazone
	Sulfinpyrazonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution in acetone . Dissolve 1.25 €g in acetone 
	Appearance of solution in 1 €M sodium hydroxide . Dissolve 1.25 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Sulfisomidine
	Sulfisomidinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in a mixture of 5 €ml o
	Acidity . To 1.25 €g, finely powdered, add 25 €ml of carbon diox
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Sulindac
	Sulindacum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Sulphur for external use
	Sulfur ad usum externum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 5 €g add 50 €ml of carbon dioxide-free water €
	Appearance of solution . Solution € S is colourless ( 2.2.2, Met
	Odour ( 2.3.4 ). It has no perceptible odour of hydrogen sulphid
	Acidity or alkalinity . To 5 €ml of solution€S add 0.1 €ml of ph
	Chlorides ( 2.4.4 ): maximum 100 €ppm . 
	Sulphates ( 2.4.13 ): maximum 100 €ppm, determined on solution€S
	Sulphides . To 10 €ml of solution€S add 2 €ml of buffer solution
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE

	Sulphuric acid
	Acidum sulfuricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Chlorides ( 2.4.4 ): maximum 50 €ppm .
	Nitrates . Add 5 €ml to 5 €ml of water €R . Cool to room tempera
	Arsenic ( 2.4.2, Method € A ): maximum 1 €ppm .
	Iron ( 2.4.9 ): maximum 25 €ppm .
	Heavy metals ( 2.4.8 ): maximum 5 €ppm .

	ASSAY
	STORAGE

	Sulpiride
	Sulpiridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Iron ( 2.4.9 ): maximum 10 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Sultamicillin
	Sultamicillinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 190 to +€ 210 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Ethyl acetate . Head-space gas chromatography ( 2.2.28 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Sultamicillin tosilate dihydrate
	Sultamicillini tosilas dihydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 178 to +€ 195 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Ethyl acetate . Head space gas chromatography ( 2.2.28 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): 4.0 €per cent to 6.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.2 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Sumatriptan succinate
	Sumatriptani succinas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	pH ( 2.2.3 ): 4.5 to 5.3.
	Absorbance ( 2.2.25 ): maximum 0.10, measured at 440 €nm on solu
	Impurities € A and € H . Liquid chromatography ( 2.2.29 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Sunflower oil, refined
	Helianthi annui oleum raffinatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ). Not more than 0.5, determined on 10.0 €g .
	Peroxide value ( 2.5.5 ). Not more than 10.0.
	Unsaponifiable matter ( 2.5.7 ). Not more than 1.5 €per cent, de
	Alkaline impurities ( 2.4.19 ). It complies with the test for al
	Composition of fatty acids ( 2.4.22, Method € A ). The fatty-aci

	STORAGE
	LABELLING

	Suxamethonium chloride
	Suxamethonii chloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ). Dilute
	pH ( 2.2.3 ). Dilute 1 €ml of solution€S to 10 €ml with carbon d
	Choline chloride . Examine by thin-layer chromatography ( 2.2.27
	Water ( 2.5.12 ). 8.0 €per cent to 10.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Suxibuzone
	Suxibuzonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Sweet orange oil
	Aurantii dulcis aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.842 to 0.850.
	Refractive index ( 2.2.6 ): 1.470 to 1.476.
	Optical rotation ( 2.2.7 ): +€ 94 ° to +€ 99 ° .
	Peroxide value ( 2.5.5, Method € B ): maximum € 20.
	Fatty oils and resinified essential oils ( 2.8.7 ). It complies 
	Bergaptene . Thin-layer chromatography ( 2.2.27 ).
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the
	Residue on evaporation: 1.0 €per cent to 5.0 €per cent . 

	STORAGE
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	Talc
	Talcum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S1 . Weigh 10.0 €g into a conical flask fitted with a
	Solution € S2 . Perchlorates mixed with heavy metals are known t
	Acidity or alkalinity . Boil 2.5 €g with 50 €ml of carbon dioxid
	Water-soluble substances: maximum 0.2 €per cent .
	Aluminium: maximum 2.0 €per cent .
	Calcium: maximum 0.90 €per cent .
	Iron: maximum 0.25 €per cent .
	Lead: maximum 10.0 €ppm .
	Magnesium: 17.0 €per cent to 19.5 €per cent .
	Loss on ignition: maximum 7.0 €per cent, determined on 1.00 €g b
	Microbial contamination . If intended for topical administration

	LABELLING

	Tamoxifen citrate
	Tamoxifeni citras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Tamsulosin hydrochloride
	Tamsulosini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances .
	Enantiomeric purity . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Tannic acid
	Tanninum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 4.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is not more opalescent tha
	Dextrins, gum, salts, sugars . To 2 €ml of solution€S, add 2 €ml
	Resins . To 5 €ml of solution€S, add 5 €ml of water €R . The mix
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	STORAGE

	Tartaric acid
	Acidum tartaricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in distilled water €R and dilute 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): +€ 12.0 to +€ 12.8 (dried s
	Oxalic acid: maximum 350 €ppm, calculated as anhydrous oxalic ac
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Sulphates ( 2.4.13 ): maximum 150 €ppm .
	Calcium ( 2.4.3 ): maximum 200 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.2 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY

	Tea tree oil
	Melaleucae aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.885 to 0.906.
	Refractive index ( 2.2.6 ): 1.475 to 1.482.
	Optical rotation ( 2.2.7 ): +€ 5 ° to +€ 15 ° .
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the

	STORAGE

	Temazepam
	Temazepamum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurity € A: maximum 0.05 €per cent .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Tenoxicam
	Tenoxicamum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.10 €g in 20 €ml of methylene
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 0.5 €g complies with limit test € C for 
	Water ( 2.5.12 ). Not more than 0.5 €per cent, determined on 1.0
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Terazosin hydrochloride dihydrate
	Terazosini hydrochloridum dihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.00 €g in carbon dioxide-free water €R 
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.0 to € 5.0 for solution € S.
	Impurities € N and € O . Liquid chromatography ( 2.2.29 ). 
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): 7.0 €per cent to 8.6 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Terbinafine hydrochloride
	Terbinafini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Terbutaline sulphate
	Terbutalini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and its
	Acidity . To 10 €ml of solution€S add 0.05 €ml of methyl red sol
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	IMPURITIES
	01/2008: 1270

	Terconazole
	Terconazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Terfenadine
	Terfenadinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Testosterone
	Testosteronum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 106 to +€ 114 (dried sub
	Impurities D and F . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Testosterone decanoate
	Testosteroni decanoas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): +€ 75.0 to +€ 80.0 (dried s
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Free acid . Dissolve 0.65 €g in 10 €ml of ethanol (96 €per cent 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Testosterone enantate
	Testosteroni enantas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 77 to +€ 82 (dried subst
	Impurity € A: maximum 0.16 €per cent .
	Impurities C and D . Thin-layer chromatography ( 2.2.27 ).
	Impurity € B . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Testosterone isocaproate
	Testosteroni isocaproas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): +€ 82.0 to +€ 88.0 (dried s
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Free acid . Dissolve 0.44 €g in 10 €ml of ethanol (96 €per cent 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	IMPURITIES

	Testosterone propionate
	Testosteroni propionas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 84 to +€ 90 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	IMPURITIES

	Tetracaine hydrochloride
	Tetracaini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Dilute 2 €ml of solution€S to 10 €ml wi
	pH ( 2.2.3 ). Dilute 1 €ml of solution€S to 10 €ml with carbon d
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 12 €ml of solution€S complies with limit
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Tetracosactide
	Tetracosactidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ). Dissolve 10.0 €mg in 1.0 €m
	Absorbance ( 2.2.25 ). Dissolve 1.0 €mg in 0.1 €M hydrochloric a
	Amino acids . Examine by means of an amino-acid analyser. Standa
	Related peptides
	Peptide . Not less than 85.0 €per cent of peptide, expressed as 
	Acetic acid ( 2.5.34 ): 8.0 €per cent to 13.0 €per cent .
	Water ( 2.5.12 ): 5.0 €per cent to 16.0 €per cent, determined on

	ASSAY
	STORAGE
	LABELLING

	Tetracycline
	Tetracyclinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 3.5 to 6.0.
	Specific optical rotation ( 2.2.7 ): − 260 to − 280 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 50 €ppm .
	Loss on drying ( 2.2.32 ): maximum 13.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Tetracycline hydrochloride
	Tetracyclini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 1.8 to 2.8. 
	Specific optical rotation ( 2.2.7 ): − 240 to − 255 (dried subst
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 50 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 2.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.5 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 0.5 €IU /mg, if inten

	ASSAY
	STORAGE
	IMPURITIES

	Tetrazepam
	Tetrazepamum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Tetryzoline hydrochloride
	Tetryzolini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	Related substances . Gas chromatography ( 2.2.28 ). 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Theobromine
	Theobrominum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity . To 0.4 €g add 20 €ml of boiling water €R and boil for 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Theophylline
	Theophyllinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g with heating in carbon dioxide-fr
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity . To 50 €ml of solution€S add 0.1 €ml of methyl red solu
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Theophylline monohydrate
	Theophyllinum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g with heating in carbon dioxide-fr
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity . To 50 €ml of solution€S add 0.1 €ml of methyl red solu
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): 8.0 €per cent to 9.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Theophylline-ethylenediamine
	Theophyllinum et ethylenediaminum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.5 €g with gentle warming in 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Water ( 2.5.12 ). Not more than 1.5 €per cent, determined on 2.0
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	Ethylenediamine . Dissolve 0.250 €g in 30 €ml of water €R . Add 
	Theophylline . Heat 0.200 €g to constant mass in an oven at 135 

	STORAGE

	Theophylline-ethylenediamine hydrate
	Theophyllinum et ethylenediaminum hydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.5 €g with gentle warming in 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Water ( 2.5.12 ): 3.0 €per cent to 8.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	Ethylenediamine . Dissolve 0.250 €g in 30 €ml of water €R . Add 
	Theophylline . Heat 0.200 €g to constant mass in an oven at 135 

	STORAGE

	Thiamazole
	Thiamazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in water €R and dilute to 20.0 €m
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Related substances . Gas chromatography ( 2.2.28 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Thiamine hydrochloride
	Thiamini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in distilled water €R and dilute 
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 2.7 to 3.3. 
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Sulphates ( 2.4.13 ): maximum 300 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Water ( 2.5.12 ): maximum 5.0 €per cent, determined on 0.40 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Thiamine nitrate
	Thiamini nitras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 6.8 to 7.6 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Thiamphenicol
	Thiamphenicolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . Shake 0.1 €g with 20 €ml of carbon dioxi
	Specific optical rotation ( 2.2.7 ): − 21 to − 24 (dried substan
	Melting point ( 2.2.14 ): 163 €°C to 167 €°C .
	Absorbance ( 2.2.25 ).
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 2

	ASSAY
	STORAGE

	Thioctic acid
	Acidum thiocticum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ). 
	Impurity € B . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ). Protect t
	Loss on drying ( 2.2.32 ): maximum 0.2 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Thiomersal
	Thiomersalum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ): 6.0 to 8.0.
	Inorganic mercury compounds: maximum 0.70 €per cent .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE

	Thiopental sodium and sodium carbonate
	Thiopentalum natricum et natrii carbonas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ). To 5 €ml of solution€S add 35 €ml of water 
	Loss on drying ( 2.2.32 ). Not more than 2.5 €per cent, determin

	ASSAY
	Sodium . Dissolve 0.400 €g in 30 €ml of water €R . Add 0.1 €ml o
	Thiopental . Dissolve 0.150 €g in 5 €ml of water €R . Add 2 €ml 

	STORAGE

	Thioridazine
	Thioridazinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.25 €g in methanol €R and dilute to 25 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Thioridazine hydrochloride
	Thioridazini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° .
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Threonine
	Threoninum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ). The pH of solution€S is 5.0 to 6.5.
	Specific optical rotation ( 2.2.7 ). Dissolve 1.50 €g in water €
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Chlorides ( 2.4.4 ). Dilute 10 €ml of solution€S to 15 €ml with 
	Sulphates ( 2.4.13 ). Dissolve 0.5 €g in distilled water €R and 
	Ammonium ( 2.4.1 ). 0.10 €g complies with limit test € B for amm
	Iron ( 2.4.9 ). In a separating funnel, dissolve 1.0 €g in 10 €m
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Thyme
	Thymi herba
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 10 €per cent of stems and maxi
	Water ( 2.2.13 ): maximum 100 €ml /kg, determined on 20.0 €g of 
	Total ash ( 2.4.16 ): maximum 15.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 3.0 €per c

	ASSAY
	Essential oil ( 2.8.12 ). Use 30.0 €g of the drug, a 1000 €ml ro
	Thymol and carvacrol . Gas chromatography ( 2.2.28 ): use the no


	Thyme oil 
	Thymi aetheroleum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.915 to 0.935.
	Refractive index ( 2.2.6 ): 1.490 to 1.505.
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the

	STORAGE

	Thymol
	Thymolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more opalescent tha
	Acidity . To 1.0 €g in a 100 €ml glass-stoppered conical flask a
	Related substances . Gas chromatography ( 2.2.28 ).
	Residue on evaporation: maximum 0.05 €per cent . 

	STORAGE

	Tiabendazole
	Tiabendazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Examine by thin-layer chromatography ( 2.2.
	o -Phenylenediamine . To 5.0 €g in a flask fitted with a ground-
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € D for 
	Water ( 2.5.12 ). Not more than 0.5 €per cent, determined on 1.0
	Sulphated ash ( 2.4.14 ). Not more than 0.2 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Tiamulin for veterinary use
	Tiamulinum ad usum veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and its
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14, Method € D ): less than 0.4 €IU /

	ASSAY
	STORAGE
	IMPURITIES

	Tiamulin hydrogen fumarate for veterinary use
	Tiamulini hydrogenofumaras ad usum veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 3.1 to 4.1. 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Tianeptine sodium
	Tianeptinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurity € A . Gas chromatography ( 2.2.28 ).
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Water ( 2.5.12 ): maximum 5.0 €per cent, determined on 0.100 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Tiapride hydrochloride
	Tiapridi hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and its
	pH ( 2.2.3 ): 4.0 to 6.0 for solution € S.
	Impurity € C . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Tiaprofenic acid
	Acidum tiaprofenicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° .
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Tibolone
	Tibolonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 100 to +€ 106 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Ticarcillin sodium
	Ticarcillinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.50 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 5.5 to 7.5 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 172 to +€ 187 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	N,N -Dimethylaniline ( 2.4.26, Method € B ): maximum 20 €ppm .
	2-Ethylhexanoic acid ( 2.4.28 ): maximum 0.5 €per cent € m/m .
	Water ( 2.5.12 ): maximum 5.5 €per cent, determined on 0.150 €g 
	Bacterial endotoxins ( 2.6.14 ): less than 0.05 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Ticlopidine hydrochloride
	Ticlopidini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 3.5 to 4.0.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Formaldehyde: maximum 20 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Tilidine hydrochloride hemihydrate
	Tilidini hydrochloridum hemihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Acidity or alkalinity . To 20 €ml of solution € S add 0.2 €ml of
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Water ( 2.5.12 ): 2.5 €per cent to 3.1 €per cent, determined on 
	Bacterial endotoxins ( 2.6.14 ): less than 0.25 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Timolol maleate
	Timololi maleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). The pH of solution€S is 3.8 to 4.3.
	Enantiomeric purity . Examine by liquid chromatography ( 2.2.29 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Tinidazole
	Tinidazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in acetone €R and dilut
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Tinzaparin sodium
	Tinzaparinum natricum
	DEFINITION
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in 10 €ml of water €R .
	Absorbance ( 2.2.25 ). Dissolve 50.0 €mg in 100 €ml of 0.01 €M h


	Tioconazole
	Tioconazolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.00 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Titanium dioxide
	Titanii dioxidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S1 . Shake 20.0 €g with 30 €ml of hydrochloric acid €
	Solution € S2 . Mix 0.500 €g ( m €g ) with 5 €g of anhydrous sod
	Appearance of solution . Solution € S2 is not more opalescent th
	Acidity or alkalinity . Shake 5.0 €g with 50 €ml of carbon dioxi
	Water-soluble substances: maximum 0.5 €per cent .
	Antimony: maximum 100 €ppm .
	Arsenic ( 2.4.2, Method € A ): maximum 5 €ppm .
	Barium . To 10 €ml of solution € S1 add 1 €ml of dilute sulphuri
	Iron: maximum 200 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .

	ASSAY

	Tobramycin
	Tobramycinum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 9.0 to 11.0.
	Specific optical rotation ( 2.2.7 ): +€ 138 to +€ 148 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	2-Methyl-1-propanol ( 2.4.24, System € B ): maximum 1.0 €per cen
	Water ( 2.5.12 ): maximum 8.0 €per cent, determined on 0.30 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.3 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 2.0 €IU /mg, if inten

	ASSAY
	STORAGE
	IMPURITIES

	all- rac- -Tocopherol
	int- rac- -Tocopherolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Gas chromatography ( 2.2.28 ): use the norm

	ASSAY
	STORAGE
	IMPURITIES

	RRR - -Tocopherol
	RRR - -Tocopherolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Gas chromatography ( 2.2.28 ): use the norm

	ASSAY
	STORAGE
	IMPURITIES

	all- rac- -Tocopheryl acetate
	int- rac- -Tocopherylis acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Gas chromatography ( 2.2.28 ): use the norm

	ASSAY
	STORAGE
	IMPURITIES

	RRR - -Tocopheryl acetate
	RRR - -Tocopherylis acetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Gas chromatography ( 2.2.28 ): use the norm

	ASSAY
	STORAGE
	IMPURITIES

	-Tocopheryl acetate concentrate (powder form)
	-Tocopherylis acetatis pulvis
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances

	ASSAY
	STORAGE
	LABELLING

	Dl - -Tocopheryl hydrogen succinate
	Dl - -Tocopherylis hydrogenosuccinas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Optical rotation ( 2.2.7 ): − 0.01 ° to +  0.01 ° .
	Absorbance ( 2.2.25 ).
	Acid value ( 2.5.1 ): 101 to 108, determined on 1.00 €g .
	Free tocopherol: maximum 1.0 €per cent .
	Related substances
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	RRR - -Tocopheryl hydrogen succinate
	RRR - -Tocopherylis hydrogenosuccinas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Absorbance ( 2.2.25 ). 
	Acid value ( 2.5.1 ): 101 to 108, determined on 1.00 €g .
	Free tocopherol: maximum 1.0 €per cent .
	Related substances
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Tolbutamide
	Tolbutamidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.2 €g in 5 €ml of dilute sodi
	pH ( 2.2.3 ). To 2.0 €g add 50 €ml of carbon dioxide-free water 
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). Dissolve 1.0 €g in a mixture of 15 €volu
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY

	Tolfenamic acid
	Acidum tolfenamicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Copper: maximum 10.0 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Tolnaftate 
	Tolnaftatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.5 €g in 10 €ml of acetone €R
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Tolu balsam
	Balsamum tolutanum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value: 100 to 160.
	Matter insoluble in alcohol: maximum 5 €per cent .
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Total ash ( 2.4.16 ): maximum 0.3 €per cent .

	ASSAY
	STORAGE

	Torasemide, anhydrous
	Torasemidum anhydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Tormentil
	Tormentillae rhizoma
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 3 €per cent of root and stems 
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 5.0 €per cent .

	ASSAY

	Tormentil tincture
	Tormentillae tinctura
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Ethanol content ( 2.9.10 ): 64 €per cent € V/V to 69 €per cent €
	Methanol and 2-propanol ( 2.9.11 ): maximum 0.05 €per cent € V/V

	ASSAY

	Tosylchloramide sodium
	Tosylchloramidum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ): 8.0 to 10.0 for solution€S .
	Ortho compound . To 2 €g add 10 €ml of water €R, mix, add 1 €g o
	Residue insoluble in anhydrous ethanol: maximum 2 €per cent .

	ASSAY
	STORAGE

	Tragacanth
	Tragacantha
	DEFINITION
	IDENTIFICATION
	TESTS
	Acacia . Examine by thin-layer chromatography ( 2.2.27 ), using 
	Methylcellulose . Examine the chromatograms obtained in the test
	Sterculia gum
	Foreign matter . Place 2.0 €g of the powdered drug (355) ( 2.9.1
	Flow time . Not less than 10 €s or, if the substance to be exami
	Total ash ( 2.4.16 ). Not more than 4.0 €per cent .
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	LABELLING

	Tramadol hydrochloride
	Tramadoli hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in water €R and dilute to 20 €ml 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity . To 10 €ml of solution€S, add 0.2 €ml of methyl red sol
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Impurity € E . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 1.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Tramazoline hydrochloride monohydrate
	Tramazolini hydrochloridum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 4.9 to 6.3 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): 6.2 €per cent to 7.2 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Trandolapril
	Trandolaprilum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more intensely colo
	Specific optical rotation ( 2.2.7 ): − 16.5 to − 18.5 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ).
	Palladium: maximum 5.0 €ppm .
	Water ( 2.5.32 ): maximum 0.2 €per cent, determined on 1.000 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 2
	ASSAY

	STORAGE
	IMPURITIES

	Tranexamic acid
	Acidum tranexamicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 7.0 to 8.0. 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Halides expressed as chlorides ( 2.4.4 ): maximum 140 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Trapidil
	Trapidilum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.2 €ml of m
	Related substances . Liquid chromatography ( 2.2.29 ).
	Chlorides ( 2.4.4 ): maximum 100 €ppm . 
	Ammonium ( 2.4.1 ): maximum 20 €ppm . 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Tretinoin
	Tretinoinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Examine by liquid chromatography ( 2.2.29 )
	Heavy metals ( 2.4.8 ). 0.5 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Triacetin
	Triacetinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . It is clear ( 2.2.1 ) and not more intensely colour
	Acidity . Dissolve 5.00 €g in 25 €ml of anhydrous ethanol €R, pr
	Relative density ( 2.2.5 ): 1.159 to 1.164.
	Refractive index ( 2.2.6 ): 1.429 to 1.432.
	Water ( 2.5.12 ): maximum 0.2 €per cent, determined on 5.00 €g .

	ASSAY
	STORAGE

	Triamcinolone
	Triamcinolonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 65 to +€ 72 (anhydrous s
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on 0.500 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Triamcinolone acetonide
	Triamcinoloni acetonidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 100 to +€ 107 (anhydrous
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Water ( 2.5.12 ): maximum 2.0 €per cent, determined on 0.500 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Triamcinolone hexacetonide
	Triamcinoloni hexacetonidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 92 to +€ 98 (anhydrous s
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Water ( 2.5.12 ): maximum 2.0 €per cent, determined on 0.50 €g .

	ASSAY
	STORAGE
	IMPURITIES

	Triamterene
	Triamterenum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity . Boil 1.0 €g with 20 €ml of water €R for 5 €min, cool, 
	Nitrosotriaminopyrimidine . Examine by thin-layer chromatography
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Tribenoside
	Tribenosidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 4.00 €g in methanol €R and dilute to 20 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and its
	Specific optical rotation ( 2.2.7 ): − 31.0 to − 40.0 .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .

	ASSAY
	STORAGE
	IMPURITIES

	Tributyl acetylcitrate
	Tributylis acetylcitras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Acidity . Dilute 10 €g with 10 €ml of previously neutralised alc
	Refractive index ( 2.2.6 ): 1.442 to 1.445.
	Related substances . Gas chromatography ( 2.2.28 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Water ( 2.5.12 ): maximum 0.25 €per cent, determined on 2.00 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Trichloroacetic acid
	Acidum trichloraceticum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in water €R and dilute to 25 €ml 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Chlorides ( 2.4.4 ): maximum 100 €ppm .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Triethyl citrate
	Triethylis citras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Acidity . Dilute 10 €g with 10 €ml of previously neutralised eth
	Refractive index ( 2.2.6 ): 1.440 to 1.446.
	Related substances . Gas chromatography ( 2.2.28 ): use the norm
	Heavy metals ( 2.4.8 ): maximum 5 €ppm .
	Water ( 2.5.12 ): maximum 0.25 €per cent, determined on 1.000 €g
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Trifluoperazine hydrochloride
	Trifluoperazini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ). Dissolve 2.0 €g in carbon dioxide-free water €R an
	Related substances . Carry out the test protected from bright li
	Loss on drying ( 2.2.32 ). Not more than 1.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Triflusal
	Triflusalum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Triglycerides, medium-chain
	Triglycerida saturata media
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Alkaline impurities . Dissolve 2.00 €g in a mixture of 1.5 €ml o
	Relative density ( 2.2.5 ): 0.93 to 0.96.
	Refractive index ( 2.2.6 ): 1.440 to 1.452.
	Viscosity ( 2.2.9 ): 25 €mPa·s to 33 €mPa·s .
	Acid value ( 2.5.1 ): maximum 0.2.
	Hydroxyl value ( 2.5.3, Method € A ): maximum 10.
	Iodine value ( 2.5.4 ): maximum 1.0.
	Peroxide value ( 2.5.5, Method € A ): maximum 1.0.
	Saponification value ( 2.5.6 ): 310 to 360.
	Unsaponifiable matter ( 2.5.7 ): maximum 0.5 €per cent, determin
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Chromium: maximum 0.05 €ppm, if intended for use in parenteral n
	Copper: maximum 0.1 €ppm, if intended for use in parenteral nutr
	Lead: maximum 0.1 €ppm, if intended for use in parenteral nutrit
	Nickel: maximum 0.2 €ppm, if intended for use in parenteral nutr
	Tin: maximum 0.1 €ppm, if intended for use in parenteral nutriti
	Heavy metals ( 2.4.8 ): maximum 10 €ppm, if intended for use oth
	Water ( 2.5.12 ): maximum 0.2 €per cent, determined on 10.00 €g 
	Total ash ( 2.4.16 ): maximum 0.1 €per cent, determined on 2.0 €

	STORAGE
	LABELLING

	Triglycerol diisostearate
	Triglyceroli diisostearas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more intensely colo
	Acid value ( 2.5.1 ): maximum 3.0, determined on 1.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ): 180 to 230, determined on 
	Iodine value ( 2.5.4, Method € B ): maximum 3.0.
	Peroxide value ( 2.5.5, Method € B ): maximum 6.0.
	Saponification value ( 2.5.6 ): 128 to 160.
	Composition of fatty acids ( 2.4.22, Method € B ). Use the mixtu
	Water ( 2.5.12 ): maximum 0.5 €per cent, determined on 2.00 €g .
	Sulphated ash: maximum 0.1 €per cent, determined on 1.0 €g .

	STORAGE

	Trihexyphenidyl hydrochloride
	Trihexyphenidyli hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.2 to 6.2.
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 ° .
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1


	ASSAY
	IMPURITIES

	Trimetazidine dihydrochloride
	Trimetazidini dihydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ). 
	Impurity € G . Thin-layer chromatography ( 2.2.27 ). 
	Loss on drying ( 2.2.32 ): maximum 2.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Trimethadione
	Trimethadionum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 10 €ml of solution€S add 0.1 €ml of m
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Trimethoprim
	Trimethoprimum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more intensely colo
	Related substances
	Impurity € K . Gas chromatography ( 2.2.28 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Trimipramine maleate
	Trimipramini maleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	€
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Tri- n -butyl phosphate
	Tri- n -butylis phosphas
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance . The substance to be examined is clear ( 2.2.1 ) and
	Acidity . Dissolve 50 €ml in 50 €ml of alcohol €R previously adj
	Related substances . Gas chromatography ( 2.2.28 ): use the norm
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Water ( 2.5.32 ): maximum 0.1 €per cent, determined on 1.0 €g .

	STORAGE
	IMPURITIES

	Trolamine
	Trolaminum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 12 €g in water €R and dilute to 20 €ml w
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Related substances . Gas chromatography ( 2.2.28 ). 
	Impurity € C . Gas chromatography ( 2.2.28 ). Carry out the test
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Water ( 2.5.12 ): maximum 1.0 €per cent, determined on € 1.000 €
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Trometamol
	Trometamolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ). The pH of freshly prepared solution€S is 10.0 to 1
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Chlorides ( 2.4.4 ). To 10 €ml of solution€S add 2.5 €ml of dilu
	Heavy metals ( 2.4.8 ). Dissolve 2.0 €g in 10 €ml of water €R . 
	Iron ( 2.4.9 ). Dissolve 1.0 €g in water €R and dilute to 10 €ml
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine
	Bacterial endotoxins ( 2.6.14 ): less than 0.03 €IU /mg, if inte

	ASSAY
	IMPURITIES

	Tropicamide
	Tropicamidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.1 €g in alcohol €R and dilut
	Optical rotation ( 2.2.7 ). Dissolve 2.5 €g in ethanol €R and di
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Tropic acid . To 10.0 €mg add 5 €mg of disodium tetraborate €R a
	Chlorides ( 2.4.4 ). Dissolve 1.0 €g with heating in 8 €ml of ac
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.2.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE
	IMPURITIES

	Tropisetron hydrochloride
	Tropisetroni hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Impurity € A . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	N, N -Dimethylaniline . Liquid chromatography ( 2.2.29 ). Prepar
	Loss on drying ( 2.2.32 ): maximum 0.3 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Trospium chloride
	Trospii chloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 3.0 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 5.0 to 7.0.
	Impurity € C . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Troxerutin
	Troxerutinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Composition . Liquid chromatography ( 2.2.29 ): use the normalis
	Ethylene oxide . Head-space gas chromatography ( 2.2.28 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.4 €per cent, determined on 1

	ASSAY
	STORAGE

	Trypsin
	Trypsinum
	DEFINITION
	PRODUCTION
	Histamine ( 2.6.10 ). Not more than 1 €µg of histamine base per 

	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.10 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ). The pH of solution€S is 3.0 to 6.0.
	Absorbance ( 2.2.25 ). Dissolve 30.0 €mg in 0.001 €M hydrochlori
	Chymotrypsin . To 1.8 €ml of buffer solution pH€ 8.0 €R add 7.4 
	Loss on drying ( 2.2.32 ). Not more than 5.0 €per cent, determin
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY
	STORAGE
	LABELLING

	Tryptophan
	Tryptophanum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): − 30.0 to − 33.0 (dried sub
	Ninhydrin-positive substances . Thin-layer chromatography ( 2.2.
	Impurity € A and other related substances . Liquid chromatograph
	Chlorides ( 2.4.4 ): maximum 200 €ppm .
	Sulphates ( 2.4.13 ): maximum 300 €ppm .
	Ammonium ( 2.4.1, Method € B ): maximum 200 €ppm, determined on 
	Iron ( 2.4.9 ): maximum 20 €ppm .
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Tuberculin for human use, old
	Tuberculinum pristinum ad usum humanum
	DEFINITION
	PRODUCTION
	GENERAL PROVISIONS
	SEED LOTS
	Identification . The species of mycobacterium of the master and 
	Bacterial and fungal contamination . Carry out the test for ster

	PROPAGATION AND HARVEST
	pH ( 2.2.3 ). The pH of the concentrated harvest is 6.5 to 8.
	Glycerol . Where applicable, determine the glycerol content of t
	Antimicrobial preservative . Where applicable, determine the amo
	Sensitisation . Carry out the test described under Tests.
	Sterility ( 2.6.1 ). The concentrated harvest complies with the 
	Potency . Determine the potency as described under Assay.

	FINAL BULK TUBERCULIN
	Sterility ( 2.6.1 ). The final bulk tuberculin complies with the

	FINAL LOT

	IDENTIFICATION
	TESTS
	Toxicity . Inject a quantity equivalent to 50 € 000 €IU subcutan
	Sensitisation . Use 3 guinea-pigs that have not been subjected t
	Antimicrobial preservative . Where applicable, determine the amo
	Live mycobacteria ( 2.6.2 ). It complies with the test for mycob
	Sterility ( 2.6.1 ). It complies with the test for sterility.

	ASSAY
	STORAGE
	LABELLING

	Tuberculin purified protein derivative, avian
	Tuberculini aviarii derivatum proteinosum purificatum
	DEFINITION
	PRODUCTION
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 6.5 to 7.5.
	Phenol ( 2.5.15 ): maximum 5 €g/l, if the preparation to be exam
	Sensitising effect . Use a group of 3 guinea-pigs that have not 
	Toxicity . Use 2 guinea-pigs, each weighing not less than 250 €g
	Sterility . It complies with the test for sterility prescribed i

	POTENCY
	STORAGE
	LABELLING

	Tuberculin purified protein derivative, bovine
	Tuberculini bovini derivatum proteinosum purificatum
	DEFINITION
	PRODUCTION
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 6.5 to 7.5.
	Phenol ( 2.5.15 ): maximum 5 €g/l, if the preparation to be exam
	Sensitising effect . Use a group of 3 guinea-pigs that have not 
	Toxicity . Use 2 guinea-pigs, each weighing not less than 250 €g
	Sterility . It complies with the test for sterility prescribed i

	POTENCY
	STORAGE
	LABELLING

	Tuberculin purified protein derivative for human use
	Tuberculini derivatum proteinosum purificatum ad usum humanum
	DEFINITION
	PRODUCTION
	GENERAL PROVISIONS
	SEED LOTS
	Identification . The species of mycobacterium of the master and 
	Bacterial and fungal contamination . Carry out the test for ster

	PROPAGATION AND HARVEST
	Antimicrobial preservative . Where applicable, determine the amo
	Sensitisation . Carry out the test described under Tests.
	Sterility ( 2.6.1 ). The concentrated harvest, reconstituted if 
	Potency . Determine the potency as described under Assay.

	FINAL BULK TUBERCULIN PPD
	Sterility ( 2.6.1 ). The final bulk tuberculin PPD complies with

	FINAL LOT

	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ). The pH of the preparation, reconstituted if necess
	Toxicity . Inject subcutaneously 50 € 000 €IU of the preparation
	Sensitisation . Use 3 guinea-pigs that have not been subjected t
	Antimicrobial preservative . Where applicable, determine the amo
	Live mycobacteria ( 2.6.2 ). It complies with the test for mycob
	Sterility ( 2.6.1 ). It complies with the test for sterility.

	ASSAY
	Method € A
	Method € B

	STORAGE
	LABELLING

	Tubocurarine chloride
	Tubocurarini chloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.25 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). The pH of solution€S is 4.0 to 6.0.
	Specific optical rotation ( 2.2.7 ): +€ 210 to +€ 222, determine
	Chloroform-soluble substances . Dissolve 0.25 €g in 150 €ml of w
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Water ( 2.5.12 ): 9.0 €per cent to 12.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ). Not more than 0.25 €per cent, determin

	ASSAY
	STORAGE

	Turmeric, Javanese
	Curcumae xanthorrhizae rhizoma
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Curcuma domestica . Thin-layer chromatography ( 2.2.27 ).
	Water ( 2.2.13 ): maximum 120 €ml /kg, determined on 20.0 €g of 
	Total ash ( 2.4.16 ): maximum 8.0 €per cent . 

	ASSAY
	Essential oil . Carry out the determination of essential oils in
	Dicinnamoyl methane derivatives . To 0.100 €g of the powdered dr


	Turpentine oil, Pinus pinaster type
	Terebinthinae aetheroleum a € Pino € pinastro
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density ( 2.2.5 ): 0.856 to 0.872.
	Refractive index ( 2.2.6 ): 1.465 to 1.475.
	Optical rotation ( 2.2.7 ): − 40 ° to − 28 ° .
	Acid value ( 2.5.1 ): maximum 1.0.
	Peroxide value ( 2.5.5, Method € B ): maximum 20.
	Fatty oils and resinified essential oils ( 2.8.7 ). It complies 
	Chromatographic profile . Gas chromatography ( 2.2.28 ): use the
	Residue on evaporation ( 2.8.9 ): maximum 2.5 €per cent .

	STORAGE

	Tylosin for veterinary use
	Tylosinum ad usum veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 8.5 to 10.5. 
	Composition . Liquid chromatography ( 2.2.29 ): use the normalis
	Tyramine: maximum 0.35 per cent and maximum 0.15 €per cent, if i
	Loss on drying ( 2.2.32 ): maximum 5.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 3.0 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Tylosin phosphate bulk solution for veterinary use
	Tylosini phosphatis solutio ad € usum € veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.5 to 6.5.
	Composition . Liquid chromatography ( 2.2.29 ): use the normalis
	Tyramine . In a 25.0 €ml €volume tric flask, dissolve an amount 
	Phosphate: 8.5 €per cent to 10.0 €per cent of € PO 4, calculated

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Tylosin tartrate for veterinary use
	Tylosini tartras ad usum veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 5.0 to 7.2. 
	Composition . Liquid chromatography ( 2.2.29 ): use the normalis
	Tyramine: maximum 0.35 €per cent and maximum 0.15 €per cent, if 
	Loss on drying ( 2.2.32 ): maximum 4.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 2.5 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Tyrosine
	Tyrosinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 0.5 €g in dilute hydrochloric 
	Specific optical rotation ( 2.2.7 ). Dissolve 1.25 €g in a mixtu
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Chlorides ( 2.4.4 ). Dissolve 0.25 €g in 3 €ml of dilute nitric 
	Sulphates ( 2.4.13 ). Dissolve with gentle heating, 0.5 €g in 5 
	Ammonium ( 2.4.1 ). 0.10 €g complies with limit test € B for amm
	Iron ( 2.4.9 ). In a separating funnel, dissolve 1.0 €g in 10 €m
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Tyrothricin
	Tyrothricinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Composition . Liquid chromatography ( 2.2.29 ): use the normalis
	Loss on drying ( 2.2.32 ): maximum 4.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 1.5 €per cent, determined on 1

	ASSAY
	STORAGE



	46-U-E.pdf
	toc
	Ubidecarenone
	Ubidecarenonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . Liquid chromatography ( 2.2.29 ).
	Impurity € F . Liquid chromatography ( 2.2.29 ).
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Undecylenic acid
	Acidum undecylenicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Peroxide value ( 2.5.5, Method € A ): maximum 10.
	Fixed and mineral oils . To 1.0 €g add 5 €ml of sodium carbonate
	Water-soluble acids . To 1.0 €g add 20 €ml of water €R heated to
	Degree of unsaturation . Dissolve 85.0 €mg in a mixture of 5 €ml
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 0

	ASSAY
	STORAGE

	Urea
	Ureum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S. Dissolve 10.0 €g in water €R and dilute to 50 €ml 
	Appearance of solution. The solution is clear ( 2.2.1 ) and colo
	Alkalinity. To 2.5 €ml of solution€S add 7.5 €ml of water €R, 0.
	Biuret: maximum 0.1 €per cent . 
	Ammonium ( 2.4.1 ): maximum 500 €ppm, determined on 0.1 €ml of s
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE

	Urofollitropin
	Urofollitropinum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Hepatitis virus antigens . Examined by a suitably sensitive immu
	HIV antigen . Examined by a suitably sensitive immunochemical me
	Residual luteinising activity . The International Units of FSH a
	Water ( 2.5.32 ): maximum 5.0 €per cent .
	Bacterial endotoxins ( 2.6.14, Method € C ): less than 0.40 €IU 

	ASSAY
	STORAGE
	LABELLING

	Urokinase
	Urokinasum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 10 €mg in 10 €ml of water €R .
	Hepatitis € B surface antigen . Examine by a suitably sensitive 
	Thromboplastic contaminants
	Molecular fractions . Examine by size-exclusion chromatography (
	Total protein . Determine the nitrogen content, using 10 €mg, by
	Pyrogens ( 2.6.8 ). If intended for use in the manufacture of pa

	ASSAY
	STORAGE
	LABELLING

	Ursodeoxycholic acid 
	Acidum ursodeoxycholicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ). Dissolve 0.500 €g in anhydr
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Heavy metals ( 2.4.8 ). 1.0 €g complies with limit test € C for 
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	IMPURITIES
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	Valerian dry hydroalcoholic extract
	Valerianae extractum hydroalcoholicum siccum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.8.17 ): maximum 6.0 €per cent .

	ASSAY

	Valerian root
	Valerianae radix
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 5 €per cent of stem bases and 
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 12.0 €per cent . 
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 5.0 €per c

	ASSAY
	Essential oil ( 2.8.12 ). Use 40.0 €g of freshly powdered drug (
	Sesquiterpenic acids . Liquid chromatography ( 2.2.29 ).


	Valerian tincture
	Valerianae tinctura
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Ethanol ( 2.9.10 ): 95 €per cent to 105 €per cent of the quantit

	ASSAY

	Valine
	Valinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in water €R and dilute to 100 €ml
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ). Dissolve 2.00 €g in hydroch
	Ninhydrin-positive substances . Examine by thin-layer chromatogr
	Chlorides ( 2.4.4 ). Dilute 10 €ml of solution€S to 15 €ml with 
	Sulphates ( 2.4.13 ). Dissolve 0.5 €g in distilled water €R and 
	Ammonium ( 2.4.1 ). 50 €mg complies with limit test € B for ammo
	Iron ( 2.4.9 ). In a separating funnel, dissolve 1.0 €g in 10 €m
	Heavy metals ( 2.4.8 ). 2.0 €g complies with limit test € D for 
	Loss on drying ( 2.2.32 ). Not more than 0.5 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.1 €per cent, determine

	ASSAY
	STORAGE

	Valnemulin hydrochloride for € veterinary use 
	Valnemulini hydrochloridum ad € usum € veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 3.0 to 6.0.
	Specific optical rotation ( 2.2.7 ): +€ 15.5 to +€ 18.0 (anhydro
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 4.0 €per cent, determined on 0.500 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Valproic acid
	Acidum valproicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Gas chromatography ( 2.2.28 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Vancomycin hydrochloride
	Vancomycini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and its
	pH ( 2.2.3 ): 2.5 to 4.5.
	Vancomycin B . Liquid chromatography ( 2.2.29 ). Use the solutio
	Related substances . Liquid chromatography ( 2.2.29 ) as describ
	Heavy metals ( 2.4.8 ): maximum 30 €ppm .
	Water ( 2.5.12 ): maximum 5.0 €per cent, determined on 0.500 €g 
	Sulphated ash ( 2.4.14 ): maximum 1.0 €per cent, determined on 1
	Bacterial endotoxins ( 2.6.14 ): less than 0.25 €IU /mg, if inte

	ASSAY
	STORAGE
	IMPURITIES

	Vanillin
	Vanillinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 1.0 €g in alcohol €R and dilut
	Related substances . Examine by thin-layer chromatography ( 2.2.
	Reaction with sulphuric acid . Dissolve 50 €mg in 5 €ml of sulph
	Loss on drying ( 2.2.32 ). Not more than 1.0 €per cent, determin
	Sulphated ash ( 2.4.14 ). Not more than 0.05 €per cent, determin

	ASSAY
	STORAGE

	Vecuronium bromide
	Vecuronii bromidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Specific optical rotation ( 2.2.7 ): +€ 30.5 to +€ 35.0 (anhydro
	Impurity € B . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ). Use fresh
	Water ( 2.5.12 ): maximum 4.0 €per cent, determined on 0.300 €g 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Venlafaxine hydrochloride
	Venlafaxini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity . Dissolve 0.20 €g in carbon dioxide-free 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Verapamil hydrochloride
	Verapamili hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in carbon dioxide-free water €R w
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 4.5 to 6.0 for solution€S .
	Optical rotation ( 2.2.7 ): − 0.10 ° to +  0.10 °, determined on
	Related substances . Liquid chromatography ( 2.2.29 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Verbena herb
	Verbenae herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Aloysia citrodora
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 2.0 €per c

	ASSAY

	Vinblastine sulphate
	Vinblastini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 50.0 €mg in carbon dioxide-free water €R
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ). Dilute 3 €ml of solution€S to 10 €ml with carbon d
	Related substances . Examine the chromatograms obtained in the a
	Loss on drying . Not more than 15.0 €per cent, determined on 3 €

	ASSAY
	STORAGE

	Vincristine sulphate
	Vincristini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 50.0 €mg in carbon dioxide-free water €R
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.5 to 4.5. 
	Related substances . Liquid chromatography ( 2.2.29 ). Keep the 
	Loss on drying: maximum 12.0 €per cent, determined on 3 €mg by t

	ASSAY
	STORAGE
	IMPURITIES

	Vindesine sulphate
	Vindesini sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 50 €mg in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and not
	pH ( 2.2.3 ): 3.5 to 5.5 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ). Keep the 
	Acetonitrile . Gas chromatography ( 2.2.28 ).
	Loss on drying: maximum 10.0 €per cent, determined on 9.00 €mg b

	ASSAY
	STORAGE
	IMPURITIES

	Vinorelbine tartrate
	Vinorelbini tartras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve a quantity equivalent to 0.140 g of the 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and its
	pH ( 2.2.3 ): 3.3 to 3.8 for solution€S .
	Related substances . Liquid chromatography ( 2.2.29 ): use the n
	Boron: maximum 50 €ppm .
	Fluorides: maximum 50 €ppm .
	Silver: maximum 5.0 €ppm .
	Water ( 2.5.12 ): maximum 4.0 €per cent, determined on 0.250 €g 
	Bacterial endotoxins ( 2.6.14 ): less than 2 €IU /mg (expressed 

	ASSAY
	STORAGE
	IMPURITIES

	Vinpocetine
	Vinpocetinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation ( 2.2.7 ): +€ 127 to +€ 134 (dried sub
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	IMPURITIES

	Viscose wadding, absorbent
	Lanugo cellulosi absorbens
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Place 15.0 €g in a suitable vessel, add 150 €ml o
	Acidity or alkalinity . To 25 €ml of solution€S add 0.1 €ml of p
	Foreign fibres . Examined under a microscope, it is seen to cons
	Fluorescence . Examine a layer about 5 €mm in thickness under ul
	Absorbency
	Ether-soluble substances . Not more than 0.30 €per cent . In an 
	Extractable colouring matter . In a narrow percolator, slowly ex
	Surface-active substances . Introduce the 10 €ml portion of solu
	Water-soluble substances . Not more than 0.70 €per cent . Boil 5
	Hydrogen sulphide . To 10 €ml of solution€S add 1.9 €ml of water
	Loss on drying ( 2.2.32 ). Not more than 13.0 €per cent, determi
	Sulphated ash ( 2.4.14 ). Not more than 0.45 €per cent for the l

	STORAGE

	Vitamin € A
	Vitaminum A
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Retinol . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Ultraviolet and visible absorption spectrop

	ACTIVITY
	STORAGE
	LABELLING
	IMPURITIES

	Vitamin € A concentrate (oily € form), synthetic
	Vitaminum A syntheticum densatum oleosum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 2.0, determined on 2.0 €g .
	Peroxide value ( 2.5.5, Method € A ): maximum 10.0.
	Related substances . The thresholds indicated under Related subs

	ASSAY
	Method € A . Ultraviolet absorption spectrophotometry ( 2.2.25 )
	Method € B . Liquid chromatography ( 2.2.29 ).

	STORAGE
	LABELLING

	Vitamin € A concentrate (powder form), synthetic
	Vitamini synthetici densati A pulvis
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . The thresholds indicated under Related subs

	ASSAY
	STORAGE
	LABELLING

	Vitamin € A concentrate (solubilisate/emulsion), synthetic
	Vitaminum A syntheticum, solubilisatum densatum in aqua dispergi
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances . The thresholds indicated under Related subs

	ASSAY
	STORAGE
	LABELLING
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	Warfarin sodium
	Warfarinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 7.6 to 8.6.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Phenolic ketones . Dissolve 1.25 €g in a 20 €g/l solution of sod
	Water ( 2.5.12 ): maximum 4.0 €per cent, determined on 0.750 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Warfarin sodium clathrate
	Warfarinum natricum clathratum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 7.6 to 8.6.
	Related substances . Liquid chromatography ( 2.2.29 ).
	Phenolic ketones: the absorbance ( 2.2.25 ) is maximum 0.20 meas
	Propan-2-ol . Gas chromatography ( 2.2.28 ).
	Water ( 2.5.12 ): maximum 0.3 €per cent, determined on 2.500 €g 

	ASSAY
	STORAGE
	IMPURITIES

	Water for injections
	Aqua ad iniectabilia
	DEFINITION
	PRODUCTION
	Total organic carbon ( 2.2.44 ): maximum 0.5 €mg/l .
	Conductivity . Determine the conductivity off-line or in-line un
	Equipment
	Procedure

	CHARACTERS
	TESTS
	Nitrates: maximum 0.2 €ppm .
	Aluminium ( 2.4.17 ): maximum 10 € ppb, if intended for use in t
	Heavy metals ( 2.4.8 ): maximum 0.1 €ppm .
	Bacterial endotoxins ( 2.6.14 ): less than 0.25 €IU /ml. 

	DEFINITION
	TESTS 
	Acidity or alkalinity . To 20 €ml add 0.05 €ml of phenol red sol
	Conductivity: maximum 25   µS·cm − 1 for containers with a nomin
	Oxidisable substances . Boil 100 €ml with 10 €ml of dilute sulph
	Chlorides ( 2.4.4 ): maximum 0.5 €ppm for containers with a nomi
	Nitrates: maximum 0.2 €ppm .
	Sulphates . To 10 €ml add 0.1 €ml of dilute hydrochloric acid €R
	Aluminium ( 2.4.17 ): maximum 10 € ppb, if intended for use in t
	Ammonium: maximum 0.2 €ppm .
	Calcium and magnesium . To 100 €ml add 2 €ml of ammonium chlorid
	Heavy metals ( 2.4.8 ): maximum 0.1 €ppm .
	Residue on evaporation: maximum 4 €mg (0.004 €per cent ) for con
	Particulate contamination: sub-visible particles ( 2.9.19 ). It 
	Sterility ( 2.6.1 ). It complies with the test for sterility.
	Bacterial endotoxins ( 2.6.14 ): less than 0.25 €IU /ml.


	Water, highly purified
	Aqua valde purificata
	DEFINITION
	PRODUCTION
	Total organic carbon ( 2.2.44 ): maximum 0.5 €mg/l .
	Conductivity . Determine the conductivity off-line or in-line un
	Equipment
	PROCEDURE

	CHARACTERS
	TESTS
	Nitrates: maximum 0.2 €ppm .
	Aluminium ( 2.4.17 ): maximum 10 € ppb, if intended for use in t
	Heavy metals ( 2.4.8 ): maximum 0.1 €ppm .
	Bacterial endotoxins ( 2.6.14 ): less than 0.25 €IU /ml.

	LABELLING

	Water, purified
	Aqua purificata
	DEFINITION
	PRODUCTION
	Conductivity . Determine the conductivity off-line or in-line un
	Equipment
	PROCEDURE

	CHARACTERS
	TESTS
	Nitrates: maximum 0.2 €ppm .
	Aluminium ( 2.4.17 ): maximum 10 € ppb, if intended for use in t
	Heavy metals ( 2.4.8 ): maximum 0.1 €ppm .
	Bacterial endotoxins ( 2.6.14 ): less than 0.25 €IU /ml, if inte

	LABELLING
	DEFINITION
	CHARACTERS
	TESTS
	Acidity or alkalinity . To 10 €ml, freshly boiled and cooled in 
	Oxidisable substances . To 100 €ml add 10 €ml of dilute sulphuri
	Chlorides . To 10 €ml add 1 €ml of dilute nitric acid €R and 0.2
	Sulphates . To 10 €ml add 0.1 €ml of dilute hydrochloric acid €R
	Ammonium: maximum 0.2 €ppm .
	Calcium and magnesium . To 100 €ml add 2 €ml of ammonium chlorid
	Residue on evaporation: maximum 0.001 €per cent .
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	LABELLING

	Wheat starch
	Tritici amylum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 4.5 to 7.0. 
	Foreign matter . Examined under a microscope using a mixture of 
	Total protein: maximum 0.3 €per cent of total protein (correspon
	Oxidising substances ( 2.5.30 ): maximum 20 €ppm, calculated as 
	Sulphur dioxide ( 2.5.29 ): maximum 50 €ppm .
	Iron ( 2.4.9 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 15.0 €per cent, determined on
	Sulphated ash ( 2.4.14 ): maximum 0.6 €per cent, determined on 1
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 


	Wheat-germ oil, refined
	Tritici aestivi oleum raffinatum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ): maximum 0.9. If intended for use in the ma
	Peroxide value ( 2.5.5 ): maximum 10.0. If intended for use in t
	Unsaponifiable matter ( 2.5.7 ): maximum 5.0 €per cent, determin
	Alkaline impurities ( 2.4.19 ). It complies with the test for al
	Composition of fatty acids . Gas chromatography ( 2.4.22, Method
	Brassicasterol ( 2.4.23 ): maximum 0.3 €per cent of brassicaster
	Water ( 2.5.32 ). If intended for use in the manufacture of pare

	STORAGE
	LABELLING

	Wheat-germ oil, virgin
	Tritici aestivi oleum virginale
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value ( 2.5.1 ). Not more than 20.0, determined on 10.0 €g 
	Peroxide value ( 2.5.5 ). Not more than 15.0. 
	Unsaponifiable matter ( 2.5.7 ). Not more than 5.0 €per cent, de
	Composition of fatty acids ( 2.4.22, Method € C ). The fatty-aci
	Brassicasterol ( 2.4.23 ). The sterol fraction of the oil contai
	Water ( 2.5.32 ). Not more than 0.1 €per cent, determined on 5.0

	STORAGE

	White horehound
	Marrubii herba
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 15.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 3.0 €per c

	ASSAY

	Wild pansy (flowering € aerial € parts)
	Violae herba cum flore
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 3 €per cent .
	Swelling index ( 2.8.4 ): minimum 9, determined on the powdered 
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 15.0 €per cent .

	ASSAY

	Wild thyme
	Serpylli herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 3 €per cent, determined on 30 
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 3.0 €per c

	ASSAY

	Willow bark
	Salicis cortex
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ). Not more than 3 €per cent of twigs wit
	Loss on drying ( 2.2.32 ). Not more than 11 €per cent, determine
	Total ash ( 2.4.16 ). Not more than 10 €per cent .

	ASSAY

	Wool alcohols
	Alcoholes adipis lanae
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . To 1.0 €g add 10 €ml of light petroleum
	Alkalinity . Dissolve 2.0 €g in 25 €ml of hot alcohol (90 €per c
	Melting point ( 2.2.15 ): minimum 58 €°C . 
	Acid value ( 2.5.1 ): maximum 2.0. 
	Hydroxyl value ( 2.5.3, Method € A ): 120 to 180.
	Peroxide value ( 2.5.5, Method € A ): maximum 15. 
	Saponification value ( 2.5.6 ): maximum 12.0, determined on 2.00
	Butylhydroxytoluene . Gas chromatography ( 2.2.28 ). 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Total ash ( 2.4.16 ): maximum 0.1 €per cent .
	Water-absorption capacity . Place 0.6 €g of the substance to be 

	ASSAY
	STORAGE
	LABELLING

	Wool fat
	Adeps lanae
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Water-soluble acid or alkaline substances. Melt 5.0 €g on a wate
	Drop point ( 2.2.17 ): 38 €°C to 44 €°C . 
	Water-absorption capacity. Place 10 €g of molten wool fat in a m
	Acid value ( 2.5.1 ): maximum 1.0, determined on 5.0 €g dissolve
	Peroxide value ( 2.5.5, Method € A ): maximum 20. 
	Saponification value ( 2.5.6 ): 90 to 105, determined on 2.00 €g
	Water-soluble oxidisable substances. To 10 €ml of the filtrate o
	Butylhydroxytoluene. Gas chromatography ( 2.2.28 ).
	Paraffins: maximum 1.0 €per cent .
	Pesticide residues: maximum 0.05 €ppm for each organochlorine pe
	Chlorides: maximum 150 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.15 €per cent .

	STORAGE
	LABELLING
	01/2008: 0969

	Wool fat, hydrogenated
	Adeps lanae hydrogenatus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Melting point ( 2.2.15 ): 45 €°C to 55 €°C . Allow to stand at 2
	Acid value ( 2.5.1 ): maximum 1.0, determined on 5.0 €g .
	Hydroxyl value ( 2.5.3, Method € A ): 140 to 180.
	Saponification value ( 2.5.6 ): maximum 8.0. Heat under reflux f
	Fatty alcohols and sterols . Gas chromatography ( 2.2.28 ).
	Heavy metals ( 2.4.8 ): maximum 10 €ppm .
	Loss on drying ( 2.2.32 ): maximum 3.0 €per cent, determined on 
	Total ash ( 2.4.16 ): maximum 0.1 €per cent, determined on 5.0 €

	STORAGE

	Wool fat, hydrous
	Adeps lanae cum aqua
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Water-soluble acid or alkaline substances . Melt 6.7 €g on a wat
	Drop point ( 2.2.17 ): 38 €°C to 44 €°C . 
	Water-absorption capacity . Place 10 €g of the residue obtained 
	Acid value ( 2.5.1 ): maximum 0.8, determined on 5.0 €g dissolve
	Peroxide value ( 2.5.5, Method € A ): maximum 15.
	Saponification value ( 2.5.6 ): 67 to 79, determined on 2.00 €g 
	Water-soluble oxidisable substances . To 10 €ml of the filtrate 
	Butylhydroxytoluene . Gas chromatography ( 2.2.28 ).
	Paraffins: maximum 1.0 €per cent . 
	Chlorides: maximum 115 €ppm . 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent . 
	Wool-fat content: 72.5 €per cent to 77.5 €per cent . 

	STORAGE
	LABELLING

	Wormwood
	Absinthii herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 5 €per cent of stems with a di
	Bitterness value ( 2.8.15 ): minimum 10 € 000. 
	Loss on drying ( 2.2.32 ): maximum 10.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 12.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 1.0 €per c

	ASSAY



	49-X-E.pdf
	toc
	Xanthan gum
	Xanthani gummi
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH ( 2.2.3 ): 6.0 to 8.0 for a 10.0 €g/l solution.
	Viscosity ( 2.2.10 ): minimum 600 €mPa·s . 
	2-Propanol . Gas chromatography ( 2.2.28 ).
	Other polysaccharides . Thin-layer chromatography ( 2.2.27 ).
	Loss on drying ( 2.2.32 ): maximum 15.0 €per cent, determined on
	Total ash ( 2.4.16 ): 6.5 €per cent to 16.0 €per cent .
	Microbial contamination . Total viable aerobic count ( 2.6.12 ) 

	ASSAY

	Xylazine hydrochloride for € veterinary use
	Xylazini hydrochloridum ad usum veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 5.0 €g in carbon dioxide-free water €R p
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ): 4.0 to 5.5 for solution€S .
	Impurity € A: maximum 100 €ppm .
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Heavy metals ( 2.4.8 ): maximum 10 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Xylitol
	Xylitolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . Dissolve 2.5 €g in water €R and dilute 
	Conductivity ( 2.2.38 ). Not more than 20   µS·cm − 1 .
	Reducing sugars . Dissolve 5.0 €g in 6 €ml of water €R with the 
	Related substances . Examine by gas chromatography ( 2.2.28 ) as
	Lead ( 2.4.10 ). It complies with the limit test for lead in sug
	Nickel ( 2.4.15 ). It complies with the limit test for nickel in
	Water ( 2.5.12 ). Not more than 1.0 €per cent, determined on 1.0
	Bacterial endotoxins ( 2.6.14 ): if intended for use in the manu

	ASSAY
	LABELLING
	IMPURITIES

	Xylometazoline hydrochloride
	Xylometazolini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Acidity or alkalinity . Dissolve 0.25 €g in carbon dioxide-free 
	Related substances . Liquid chromatography ( 2.2.29 ).
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Xylose
	Xylosum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	Acidity or alkalinity . To 50 €ml of solution€S add 0.3 €ml of p
	Specific optical rotation ( 2.2.7 ): +€ 18.5 to +€ 19.5 (dried s
	Chlorides ( 2.4.4 ): maximum 330 €ppm .
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1
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	toc
	Yarrow
	Millefolii herba
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter ( 2.8.2 ): maximum 5 €per cent of stems with a di
	Loss on drying ( 2.2.32 ): maximum 12.0 €per cent, determined on
	Total ash ( 2.4.16 ): maximum 10.0 €per cent .
	Ash insoluble in hydrochloric acid ( 2.8.1 ): maximum 2.5 €per c

	ASSAY
	Essential oil . Carry out the determination of essential oils in
	Proazulenes . To ensure that as little water as possible is tran


	Yohimbine hydrochloride
	Yohimbini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.500 €g in carbon dioxide-free water €R
	pH ( 2.2.3 ): 3.5 to 5.5 for solution€S .
	Specific optical rotation ( 2.2.7 ): +€ 101.0 to +€ 105.0 (dried
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES



	51-Z-E.pdf
	toc
	Zidovudine
	Zidovudinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is not more intensely colo
	Specific optical rotation ( 2.2.7 ): +€ 60.5 to +€ 63.0 (dried s
	Related substances
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.25 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Zinc acetate dihydrate
	Zinci acetas dihydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 10.0 €g in carbon dioxide-free water €R 
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 5.8 to 7.0.
	Reducing substances . Boil for 5 €min a mixture of 10 €ml of sol
	Chlorides ( 2.4.4 ): maximum 50 €ppm .
	Sulphates ( 2.4.13 ): maximum 100 €ppm, determined on solution€S
	Aluminium: maximum 5.0 €ppm .
	Arsenic ( 2.4.2, Method € A ): maximum 2 €ppm, determined on 0.5
	Cadmium: maximum 2.0 €ppm .
	Copper: maximum 50.0 €ppm .
	Iron: maximum 50.0 €ppm .
	Lead: maximum 10.0 €ppm .

	ASSAY
	STORAGE

	Zinc acexamate
	Zinci acexamas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 0.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is not more opalescent tha
	pH ( 2.2.3 ): 5.0 to 7.0 for solution€S .
	Impurity € B . Thin-layer chromatography ( 2.2.27 ).
	Related substances . Liquid chromatography ( 2.2.29 ).
	Arsenic ( 2.4.2, Method € A ): maximum 2 €ppm, determined on 0.5
	Cadmium: maximum 2 .0 €ppm .
	Iron: maximum 50 .0 €ppm . 
	Lead: maximum 10 .0 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.0 €per cent, determined on 

	ASSAY
	STORAGE
	IMPURITIES

	Zinc chloride
	Zinci chloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 2.0 €g add 38 €ml of carbon dioxide-free water
	pH ( 2.2.3 ): 4.6 to 5.5.
	Oxychlorides . Dissolve 1.5 €g in 1.5 €ml of carbon dioxide-free
	Sulphates ( 2.4.13 ): maximum 200 €ppm .
	Aluminium, calcium, heavy metals, iron, magnesium . To 8 €ml of 
	Ammonium ( 2.4.1 ): maximum 400 €ppm .

	ASSAY
	STORAGE

	Zinc oxide
	Zinci oxidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Alkalinity . Shake 1.0 €g with 10 €ml of boiling water €R . Add 
	Carbonates and substances insoluble in acids . Dissolve 1.0 €g i
	Arsenic ( 2.4.2, Method € A ): maximum 5 €ppm, determined on 0.2
	Cadmium: maximum 10.0 €ppm .
	Iron ( 2.4.9 ): maximum 200 €ppm .
	Lead: maximum 50.0 €ppm .
	Loss on ignition: maximum 1.0 €per cent, determined on 1.00 €g b

	ASSAY

	Zinc stearate
	Zinci stearas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . To 5.0 €g add 50 €ml of ether €R and 40 €ml of a 
	Appearance of solution . Solution € S is not more intensely colo
	Appearance of solution of fatty acids . Dissolve 0.5 €g of the r
	Acidity or alkalinity . Shake 1.0 €g with 5 €ml of ethanol (96 €
	Acid value of the fatty acids ( 2.5.1 ): 195 to 210.
	Chlorides ( 2.4.4 ): maximum 250 €ppm .
	Sulphates ( 2.4.13 ): maximum 0.6 €per cent .
	Cadmium: maximum 5.0 €ppm .
	Lead: maximum 25.0 €ppm .

	ASSAY

	Zinc sulphate heptahydrate
	Zinci sulfas heptahydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 4.4 to 5.6 for solution€S .
	Chlorides ( 2.4.4 ): maximum 300 €ppm . 
	Iron ( 2.4.9 ): maximum 100 €ppm .

	ASSAY
	STORAGE

	Zinc sulphate hexahydrate
	Zinci sulfas hexahydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and co
	pH ( 2.2.3 ): 4.4 to 5.6 for solution€S . 
	Chlorides ( 2.4.4 ): maximum 300 €ppm . 
	Iron ( 2.4.9 ): maximum 100 €ppm .

	ASSAY
	STORAGE

	Zinc sulphate monohydrate
	Zinci sulfas monohydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 2.5 €g in carbon dioxide-free water €R a
	Appearance of solution . Solution € S is clear ( 2.2.1 ) and col
	pH ( 2.2.3 ): 4.4 to 5.6 for solution€S .
	Chlorides ( 2.4.4 ): maximum 300 €ppm . 
	Iron ( 2.4.9 ): maximum 100 €ppm .

	ASSAY
	STORAGE

	Zinc undecylenate
	Zinci undecylenas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Alkalinity . Mix 1.0 €g with 5 €ml of ethanol (96 €per cent ) €R
	Alkali and alkaline-earth metals: maximum 2.0 €per cent .
	Sulphates ( 2.4.13 ): maximum 500 €ppm .
	Loss on drying ( 2.2.32 ): maximum 1.5 €per cent, determined on 
	Degree of unsaturation . Dissolve 0.100 €g in a mixture of 5 €ml

	ASSAY
	STORAGE

	Zolpidem tartrate
	Zolpidemi tartras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ) and not
	Related substances . Liquid chromatography ( 2.2.29 ).
	Water ( 2.5.12 ): maximum 3.0 €per cent, determined on 0.50 €g .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Zopiclone
	Zopiclonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution € S . Dissolve 1.0 €g in dimethylformamide €R and dilut
	Appearance of solution . Solution € S is not more opalescent tha
	Optical rotation ( 2.2.7 ): − 0.05 ° to +  0.05 ° .
	Related substances . Liquid chromatography ( 2.2.29 ). Prepare t
	2-Propanol . Gas chromatography ( 2.2.28 ).
	Heavy metals ( 2.4.8 ): maximum 20 €ppm .
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES

	Zuclopenthixol decanoate
	Zuclopenthixoli decanoas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution . The solution is clear ( 2.2.1 ). 
	Related substances . Liquid chromatography ( 2.2.29 ). Carry out
	Heavy metals ( 2.4.8 ): maximum 20 €ppm . 
	Loss on drying ( 2.2.32 ): maximum 0.5 €per cent, determined on 
	Sulphated ash ( 2.4.14 ): maximum 0.1 €per cent, determined on 1

	ASSAY
	STORAGE
	IMPURITIES
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