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Part 8
PART 7—[RESERVED]

PART 8—COLOR ADDITIVES

Subpart A—Definitions and Procedurel nnd
Interprelative Regvlations

8.1 Definitions and Interpretations,

82 Related substances,

83 Calor additives in standardized foods,
new drugs, and antidlotles

8.4 Petitlons proposing regulations for
color additives,

8.5 Notifieation of fillng of petition.

8.6 Publicatlon of regulatiol.

877 Samples; additlional Information.

8.8 BExtension of time for studying petl.

tions; substantive amendments;
withdrawal of petitions without
prejudice.

89 Confidentiality of data and informas
tion fn color additive petitions

Deception as a basis for refusing to
fssue regulations, deceptive use of
a color additlve for which a regula.
tlon has issued.

Allocation of color additives

Advisory commtttee on the epplication
of the cancer clauss,

Appolntment of advisory committee.

Procedure for andvisory committes.

Conditton for certification,

Revocation of exemption from certifi-
catlon,

Listing and exemption from certifica.
tlon on the Cominissioner’s inltiative,

Request for exemption from certifica-
tion,

Procedure for AAling objections to regu-
lations,

Notice of public hearing.

Hearling procedurs.

Request for certification.

Samples to accompany requests for
certification.

Treatment 0f batch pending certifics-
tion,

Treatment of batch after certification.

Records of distribution.

Certification,

Ax:thomy to refuse certificatlon serve
ce.

Limitations of certificates.

Color addltlve mlxtures; certlfication
and caemption from certification.
Packeging requirements for straight

colors (other than halrdyes).
Labellng requlrements for color addi-
tives (other than halr dyesa).
Exemption of color additives for in-
vestigational use.
Saftety factors to be consldered.
Criterla for evaluating the safety of
color additlves,
Application of the cancer clause of sec-
tion 706 of the act.

8.10

8.11
8.12

8.13
8.14
8.15
8.18
8.17
8.18
8.19
8.20
821

8.22
823

824
8.25
8.26
8.37
8.28

829
8.30

831
832
8.33

834
835

8.8

Title 21—Food and Drugs

Sec,

837 Request for selentlfic studles.
8 38-849 |Re~erved]

8.60 Fees for lating.

851 Fees for certification serviees.,
8.62-8.100 ([Reserved)

Subpart B—General Specifications and General
Restiictions for Color Additives for Use In
Foods, Drugs, and Cosmetics

8.101 General restricttons on nse of color

adaitives

Subpart C-—Listing of Color Additives tor Food
Use Subject to Certificaticn

Citrus Red No. 2

Orange B

FD&C Blus No. 1.

FD&C Red No. 3.

8244 FD&C Red No. 40,

8275 FD&C Yellow No, 5,

Subpart D—Listing of Color Additives for Food
Use Excmpt From Certification

8306 Diluents in color additive mixtures
for food u:e exempt from certica=
tion,

Oried alyae meal

f-Ap0-8 -carotenal.

Caramel.

B-Carotene.

Annatto extract.

Tagetes (Aztec marpold) meal and
extract.

Paprika,

Paprlka oleoresin.

Turmer!c.

Turmerio oleoresin.

Saflron,

Frult julee.,

Vegetable Julce.

Toasted  partially
cottonseed gtour,

Titanlum dtoxide.

Cochlneal cxtract; carmine,

Qrape skin extract (enoctanina).

Ultramarine blue,

Ferrous gluconate,

Dehydrated beeats (beet powder).

Corn endosperm oll.

Riboflavin,

Carrot otl.

Synthetic iron oxide,

Canthaxanthin.,

Subpart-—Provisionat Regutations
Provisional lists of color additives,
Ternmunation of provisionat stings of
color ndditives
Temporary tolerances.
8.510 Cancelintion of certificates.
6.516 Llmitation of certificates,
Subpart E—Lising of Color Additives for Drug
Use Subdject to Certification
84021 FD&C Blue No. 1
84022 FD&C Blue No. 2.
8.4020 {Phathalocyaninato(2.)] copper.

8.201
8202
8.208
8.242

glm
8.303
8.303
8.304
8.305
8 306

8.307
8.308
6.300
8.310
8.311
8.313
8314
8315

8316
8.317
8.318
8.319
8320
8321
8322
8.323
8324
8.325
8.326

defatted cooveq

b 501
8 5u2

6.503
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See

81030
8 406
8.4070
84102
8.4104
841532

DXC Biue No 8

DXC Green No 5.

D and C Green No. 0.

FD&C Red No, 8.

FD&C Red No. 40,

D & C Red No. 39.

84152 DXC Vielet Na 2,

8.4175 FD & C Yeltow No. 5.

Subpart F=Listing of Color Addilives for Drug
Use Exempt From Certification

Dilttents tin ovlur additise ttsdures
fur Qrug ust LaCIupL ITuil ceTlifiva-
tion

Synthet!c 1ron oxide.

Caramel,

Annntto extract.

8-Caroteno.

Titanlum divxide,

Pyrophyllite.

Cochineal extract, carwsine,

Chitv bl sy adstd -attiabbaaita oide

86011 Alumntna (dried awmibum hydrux-

1do),

8.6012 <Calclum carbonate.

8.6013 Talc.

8.6014 Potassium sodium copper chlorophyl.
lin  (chlorophyliin-copper come
plex).

Canthaxanthin

Ditisdrozvacetor »,

86017 Pyropallel

8018  Forrle ammohilu cltrate

Subpart G—Listing of Color Additives for
Cosmelic Use Subject to Cortification
87201 FDXC Redd No o
87256 FDAC Yellaw N 5.

Subpart H—Listing of Color Additivies for
Cosmehc Use Exempt From Certification

8800t “litunium dloxide,

88002 Hendra

88uwnd  Drrophyllite.

B8t Pot evtum ~sedium copper eoflorae
phsihin sehlorophs illiscopper coms
plext

88005 Dilisdrinyacetone,

88006 Disudium EDIA copprr

AUTHORITY: Tho provistons of this Part 3
{ssued under secs. 701, 708, 53 Stat. 1055 as
amended; 74 Stat 8§99; 21 U.8.C, 371, 376,
unless otherwise noted,

8 Guun

8.6001
8.6002
8.6003
8.6004
8.6005
8.6006
8.6009
86uiu

8.6015
8 U0ig

Subpart A—Definitions ond Proce-
dural and Interpretative Regula-
lions
Source: The provisions of this Subpart A

appear at 28 F.R. 6439, June 22, 1963, unless
otherwise noted,

§8.1 Definitions and interpretations.

() “Seccretary” menns the SeC.ciasy
of Health, Education, and Welfare.

o7
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§8.1

(b) “Department” means the Depari-
ment of Health, Education, and Welfare,

(¢) “Commlissivner” means the Com-
missioner of Food and Drugs.

(d) “Act" means the Federal Food,
Drug, and Cosmetic Act as amended.

(¢) “Color Certification Branch”
means the unit established within the
Food and Drug Administration located
In the Burecau of Foods, charged with
the responsibility for the mechanics of
the certification procedure hereinafter
described, and Including the examina-
tion of samples of color additives subject
to certiilcation.

(f) A “color additive” is any materlal,
not exempted under section 201(t) of the
act, that Is a dye, plgment, or other sub-
stance made by a process of synthesis or
shullar artifice, or extracted, isolated, or
otherwise derived, with or without inter-
mediate or final change of identity, from
a vegetable. animal, mineral, or other
source and that, when added or applled
to a foed, drug, or cosmetic or to the
hwman body or any part thereof. is capa-
ble (alone or through reaction with an-
other substance) of Iimparting & color
theretd. Rabatassces capable of tmparting
a coler to & contawner for foods, drugs, or
cosmeties are not culor additives unless
the wustoitary or reasontubly fureseeable
handling or use of the contalner may
reasonably be expected to result in the
transmittal of the color to the contents
of the packane or any part thereof. Food
ingredients such as cherries, green or red
peppers, chocolate, and orange julce
which contribute their own naturai color
when mixed with other focds nre not
regarded as “color additives”: but where
a food substance such as beet juice is
deliberately used as a color, as in pink
lemonade, 1t 15 & “color additive * Food
Inrredients as anthorjzed by a definition
and standard of identity prescribed Ly
regulations pursuant to section 401 of the
act are “color additives,” where the in-
gredients are specificafly destimated In
the deflnitions and ~tatdards of identity
as permitted for use lur coloring pur-
poses. An inpgredient of an animal feed
whoso inteuded function is to hinpart,
through the biological processes of the
animal, a color to the meat, milk, or eggs
of the animal iIs a color additive and Is
not exempt from the requuements of the
statute, This definition shall apply
whether or nut such ingredient has nu-
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§8.1

tritive or other funections in addition to
the property of imparting color. An in-
gested drug the intended function of
which Is to impart color to the human
body is a “color additive.” For the pur-
poses of this part, the term '‘color” in-
cludes black, white, and intermediate
grays, but substances including migrants
from packagmg materials which do not
contribute any color apparent to the
nauzed eye are not “color additives.”

(g' For a material otherwise meeting
the definition of “color additive” to be
exempt from section 706 of the act. on the
hasis that it is used (or intended to be
used) solely for a purpose or purposes
other than coloring, the materjal must be
used i a way that any color imparted is
clearly unimportant msofar as the ap-
pearance. value., marketability. or con-
sumer acceptability 1s concerned. (It 1s
not enough to warrant exemption if con-
ditions are such that the prmmary pur-
pose o1 the material '« other than to
mpart color

thy The exemption that applies to a
pesticide chemical, soil or plant nutrient.
or other agricultural chemcal, where its
coloring effect results solety from its
aiding. retarding, or otherwisc aflecting
divectly or indirectly the growth or
other natural physiological processes of
produce of the soil. applies only to color
developed in such product through nat-
ural physfological processes such /8 en-
zymatic actlon If the pesticide chemi-
cal, soil or plant nutrient, or other agri-
cultural chemical ftself acts as a color
or carries as an ingredient a color, and
because of this property colors the prod-
uce of the soil, it is a “color additive”
and i{s not exempt.

(1) “Safe” means that there {s con-
vineing evidence that establishes with
reasonable certainty that no harm will
result from the intended use of the color
additive,

(J) The term “straight color” means
& color additive listed in Subparts C, D,
E, F, G, and H of this part, and includes
lakes and such substances as are per-
mitted by the specifications for such
color.

(k) The term “mixture” means a color
additive made by mixing two or more
straight colors, or one or more straight
colors and one or more diluents.

(1) The term “lake” means a straight
color extended on a substratum by ad-

98
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sorption, coprecipitation, or chemical
combination that does not include any
combination of ingredients made by sim-
ple mixing process.

(m) The term “diluent” means any
component of a color additive mixture
that is not of itself a color additive and
has been intentionally mixed therein to
facilitate the use of the mixture in coior-
ing foods, drugs, or cosmetics or in color-
ing the human body. The diluent may
serve another functional purpose in the
foods, drugs, or cosmetics, as for example
sweetening, flavoring, emiilsifying, or
stabilizing, or may be a functional com-
ponent of an article intended for color-
fng the human body

(n) The term ‘'‘substratum” means
the substance on which the pure color
in a lake 15 extended.

t0) The term “‘pure color” means the
color contained in a color additive, ex-
clusive of any intermediate or other
component, or of any diluent or sub-
stratum contained therein.

(p* The term “batch” means a homo-
geneous lot of color additive or color
additive mixture produced by an identi-
fled production operation, which is set
apart and held as a unit for the pur-
pose of obtaining certification of such
quantity.

(q) The term “batch number” means
the number assigned to a batch by the
person who requests certification thereof.

(r) The term “lot number” means an
{dentifyving number or symbol assigned
to a batch by the Food and Drug Admin-
istration.

'8) The term “‘area of the eye” means
the area enclosed within the circumfer-
ence of the supra-orbital ridge and the
infra-orbital ridge. including the eye-
brow, the skin below thc eyebrow, the
evelids and the evelashes. and conjune-
tivatl sac of the eve, the eyeball, and the
soft areolar tissue that lies within the
perimeter of the mfra-orbitat ndge.

1t) The term “package” means the
immediate container in which a color
additive or color additive mixture has
been packed for shipment or delivery
If the package is then packed in a ship-
ping carton or other protective container
such container shall not be considered to
be the immediate container. In the case
of color additive mixtures for household
use contaming less than 15 percent pure
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Chapter I—Food and Drug Administration

color, when two or more containers of 3
ounces each or less. each containing a
different color, are distributed as a unit,
the Immediate contalner for such unit
shall be considered to be the package as
deflnea In this section.

(1) The “hair dye” exemption in
section 601(a) of thie act applies to
coal tar hair dyes intended for use
in altering the color of the hair and
which are, or which bear or contain, color
additives derived from coal tar with the
sensitization potential of causing skin jr-
ritation 1n certain Individuals and possi-
ble blindness when used for dyeing the
eyelashes or eyebrows. The exemption 1s
permitted with the condition that the
label of any such article bear conspicu-
ously the statutory caution and adequate
directions for preliminary patch-testing.
The exemption does not apply to color-
ing ingredients in hair dves not derived
from coal tar, and it does not extend to
poisonous or deleterious diluents that
may be introduced as wetting agents,
hair conditioners, emulsifiers, or other
components i a color shampoo, rinse,
tint, or similar dual-purpose cosmetic
that alter the color of the haur.

(v) The terms ‘“externally appiled
drugs” and *“externally applied cos-
metics” mean drugs or cosmetics appled
only to external parts of the body and
net to the lips or any body surface cov-
ered by mucous membrane,
|28 P.R. 6438, June 23, 1863, as amended at
29 FP.R. 14983, Nov. 6, 1864, 80 F.R. 7484, June
8, 19656; 31 P.R. 12018, Sept. 14, 1866; 36 F.R.
16902, Aug. 26, 1971}

§ 8.2 Related substances.

(a) Different color additives may
cause similar or related pharmacological
or biological effects, and, in the absence
of evidence to the contrary, those that
do so will be considered to have addi-
tive toxic effects.

(b) Food additives may also cause
pharmacological or biological effects
similar or relatcd to such effects caused
by color additives, and, in the absence of
evidence to the contrary, those that do
s0 will be considered as having additlve
toxic effects.

(¢) Pesticide chemicals may also cause
pharmacological or blological effects sim-
flar or reiated to such effects caused by
color additives, and, in the absence of
evidence to the contrary, those that do

§8.3

so will be considered to%have additive
toxic effects.

(d) In establishing tolerances for color
additives, the Commissioner will take
into consideration, among other things,
the amount of any common component
permitted in other color additives, in
food additives, and in pesticide chemical
residues as well as the similar blological
activity (such as cholinesterase inhibi-
tion) produced by such substance.

§ 8.3 Color additives in standardized
foods, new drugs, and antibiotics,

(a) Standardized foods. (1) Where a
petition is received for issuance or
amendment of a regulation establishing
a deflnition and standard of identity for
a food under section 401 of the act, which
proposes the inclusion of a color additive
in the standardized food, the provisions
of the regulations in this part shall apply
with respect to the information that
must be submitted with respect to the
safety of the colcr additive (f such in-
formation has not previously been sub-
mitted and safety of the color additive
for the intended use has not been already
established), and the petition must show
also that the use of the color additive in
the standardized food would be in con-
formance with section 401 of the act or
with the terms of a temporary permit
Issued under § 10.5 of this chapter.

(2) If a petition for a definition and
standard of identity contains a proposai
for a color additive regulation, and the
petitioner fails to designate it as such,
the Commissioner, upon determining
that the petition inciudes a proposal for
a color additive regulation, shall so no-
tify the petitiorier and shall thereafter
proceed in accordance with the regula-
tions in this part.

(3) A regulation wiil not be issued
allowing the use of a color additive in
a food for which a definition and stand-
ard of identity is established, unless its
issuance is in conformance with section
401 of the act or with the terms of a
temporary permit issued under § 10.5 of
this chapter. When the contemplated
use of such additive complies with the
terms of & temporary permit, the color
additive regulation will be conditioned on
suchh compliance and will expire with
the cxpiration of the temporary permit.

M ~vew drugs and antibiotics. (1)
Where an application for & new drug or
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§8.4

for certification of an antibiotic drug ts
received and th's application proposes.
for coloring purposes only, the inclu-
ston of a color edditive, the provistons of
the regulaticns in this part shall apply
with respect to tu.e iInformation that must
be submitted about the safely &t the
color addittve, {f such {nformation has
not previously been submitted and safety
of the color additive for the intended use
has not already been established.

(2) I an application for a new drug
or certificatian of an antiblotlc drug in-
ferentially coatain> a proposal for a
color additive reguluiion, and the appll-
cant falls to designate {t as sucz, the
Commissioner, upon determining that
the application Includes a proposal for
a color additive regulation, shall so noti-
fy the applicant and shall thereafter
proceed in accordance with the regula-
tions in thls part.

(3) Where a petition Jor a color addi-
tive must be filed 1n accordance with
subparagraph (2) of this paragraph, the
date of fillng of the color additive petl-
tion shall be considered as the date of
filing of the new-drug application or the
reyuest for certification of the antlbliotie
drug.

§ 8.4 Petitions proposing regulations for
color additives.

(a) Any interested person may pro-
pose the listing of a color additive for
use In or on any food, drug, or cosmetic
or for coloring the human body.
Such proposal shall be made in a petitinn
in the form prescribed in paragraph (¢)
of this secttrn. The petition shall be
submitted In triplicate If ~ny part of
the material submitted Is ;n a oreign
language, it shall be accompanicd by an
accurate and complete English transla-
tlon. The petitioner shall state the post-
office address {n the Urited States to
which published notlces or orders Issued
or objectlons filed pursuant to section
706 of the act may be sent.

(b) Pertinent information may be In-
corporated in, and will be considered as
part of, a petition on the basis of specific
reference to such informatfon submitted
to and retained in the files of the Food
and Drug Adniinistration. However, any
reference to unpublished information
furnished by a person other than the ap-
plicant will not be considered unless
use of such i{nformation is authorized

100
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in a written statement signed by the per-
son who submitted the information
Any reference to published tnformation
offered in support of a color additive
petidion should be accompanied by re-
prints or photostatic coples of such
references,

(¢) Petitions shall include the follow-
Ing data and be submitted in the fol-
lowing form:

Name 2f pet! . ner
Post-0ffive ™ “Itss
Name of ‘wuor udditive and proposed 1iS0mecee

Commlissioner of Food and Drugs,

Fr d and Drug Administration,

Depertment of Health, Education,
'Neltare,

washington 25, D.C.

Dear Sir:

Petitioner submits this pursuant to sec-
tlon 708(b)(1) of the Federal }ood, Drug,
and Costnetic Act requesting llsting by the
Commissioner of the color edditiveaeacaan -
as suitable and safe for use in or on.
subject to the conditions that........
[Petitioner may propose a lsting for gen-
eral use in food, drugy, or cosmetics or, if
such general listing 13 not belleved suitable
and safe, the petitioner shall desiribe the
conditious under which he belleves the ad-
ditive can be safely used and for which 1t
will be suitable. These conditions may in-
clude tolzrance ltmitatioas, specifcations es
to the mauncer in which the additive may be
added or used, and directions and other
labeling or packaging safeguards that should
bo appited. The level of use proposed should
not be higher than reasonably required to
accomplish the intended color effect.]

Attached hereto In tripllcate and lon-
stituting a part of this petitton are the
following:

A. The name and all pertinent Informa.
tion concerning the coicr additive, Including
chemical ldentity ¢ * composition of the
color additive, Its p cal, chemical, and
blological properties, «.2 specifications pre-
scribing its component(s; and idsntifying
and lmiting the reactlon byproducts and
other Impuritles.

The petition shall contaln a desarlption
of the chemical and physical tests relled
uporn to tdentify the color additive and shall
contain a full description of the methods
used In. and the factlities and controls used
tor, the production of the color addlitive
These shall establish that it s a substance
of reproduclhble composition. Alternative
methods snd controis and varlations In
methods and controls, within reasonable
iimits, that do not affect tho characteristics

and
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Chapter |—Food and Drug Administration

of the substance or the reliability of the
controls may be specified.

The petition shall supply a i1st of all sub-
stances used in the synthesis, extractlon, or
other methud of prepuration of uny stratght
color, regardless of whether they undcrgo
chemlcal change in the process. Each sub-
stance should be ldentified by its common or
usual name and Its complete chemical name,
using structural formiulas when necessary
for specific ldentification [If any proprie-
tary preparation 1s used as a component,
the proprietary name should be followed by
a complete quantitive statement of composi.
tion. Reasorable alternatives {or any listed
substance may be specified.

If the petitloner does not himself perform
all the manufacturing, processing, and
packing operations for a color additive, the
petitioner shall ldentify euch person who
will perform a part of such operations and
destgnate the part.

The petition shall include stabllity data,
and, if the data indlicate that s needed
to insure the tdentity, strengtn, quality, or
purity of the color additive, the expiration
period that will be employed as well 3 any
packaging and labellng precautions needed
to preserve stabllity.

B. The amouat of the color additive pro-
posed for use and the color effect intended
to be achleved. together with all directions,
recommendations, and suggestions regarding
the proposed use, os well as specimens of
the lebeling propused for the color additive
1 the color effect results or may reasonably
be oxpected to result from use of the color
additive in packaging matertal, the petl.
tloner shall show how thls may occur and
what restdues may reasonably be anticinated

Typewritten or other draft-labellng copy
will be accepted for couslderation of the
petitlon provided fOnal printed Iabeling
identical In content to the draft copy is
submitted as soon as avallable, and prior to
the marketlng of the color additive. The
printed laceling shall conform in prominencs
and consptcuousness wWith the requirements
of tho act.

It the color edditive is one for which a
tolerance llmitatior Is required to assure its
safety, the level of use propcsed should be
no higlier than the amount reasonably ree
quired to accomplish tho intended physical
or other technical cffect, even though the
safety data may support a higher tolerance.
If the safety data will not support the use
of the amotunt of the color additive reason-
ably neceded to accomplish the deslred color
effect, the requested tolerance will not be
established. Petittoners are expected tu proe
pose the use of color additives in accordance
with sound color chemistry,

C 1. A description of practicable methods
to determine the pure color and all inter-
medlates, subsidlary colors, and other com-
ponents of the color additive.

§8.4

2. A description of practicabla methods to
determine the amount of the cofor additive
1D any raw, processed, and/or finished food,
1rug, or cosmetic In which use of the color
additive s proposed. (The tests proposed
shall be those that can be used for food,
drug, or cosmetic control purposes and cen
be applled with consistent results by any
properiy equipped laboratory and tralned
personnel.)

3. A description of methods for identifica.
tion and determinatlon of any substance
formed {n or on such food, drug, or cosmetic
because of the use of the color additive.

(If 1t 1s the petitloner’s view that any such
method would not be needed, under the
terms of the section 706(b)(5)(A)(iv). a
statement shall be submitted in lleu of
methods as to tho basls for such view.)

D, Full reports of Investigations made with
respact to the safety of the color adaditive.

(A petitlon will ' | ,Lguu. . tncomplete
unless it Includes full reports of adequato
tests reasonably appllcable to show whether
or not the color additive will be safe for its
Intended use. The reports ordiparily shonld
include detallcd data derived from appro-
priat2 animal and other blological experi-
ments in which the methods used and the
resuits obtalned are clearly set forth. The
petition shall not omit without cxplanation
any data that would infiuence the evalua-
tlon of the safety of the color additive).

E. Complete data which wll allow the
Commissioner to conslder, ampng other
things, the probable consumption of, and/cr
other relevant exposure from the additive
and of anv subrtance formed in or on food,
drugs. or cusmetics because of such additive,
and the cumulative effect, if any, of such
additive in the diet of man or aslmals, tak-
ing Into account the same or any chemically
or pharmacolagleally related substance or
substances in the diet including, but not
limited to food additives and pesticide chem-
icals for whlch tolcrances or exemptlona
t*um tocrances have been estabilshicd.

P, Proposed tolerances and other Mmita-
tlons on the use of the color additive, if
tolerances and timitations are required ip
order to Insure its safety. A petitioner may
inctude a proposed regulation,

G. If exemptlon {rom batch certification
{s requested. the reasons why it is believed
such certification b not necessary (including
supporting cata tc establish t.  safety of
the intended use).

H. If submitting a petition to alter an
existiug reguladen 1ssued pursuant to sce-
tion 706ib) of the act, full Infurmation ol
ench proposed «hange that is to be made in
t..¢ original regu.ation must he submitted
The petitlon may omit statements made in
the o. ,inal petitlon concerning which no
chango 13 proposed. A supplemental petition
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§85

must be submitted for any change beyond
the varlations provided for in the original
petition and the reguiation issued on the
besis of the original petition.

I. The prescribed fee of &__..___. for admit-
ting the color additive to lsting Is enclosed
(uniess there is an advance deposit ade-
quate to cover the fee).

Yours very truly,

{Petitloner)

(Indlcate authorlty)

J. The petitloner is required to submit an
environmental impact analysis report analyz-
Ing the manufacturing process and the ulti-
mate use or consumption of the color addi-
tive pursuant to § 6.1 of this chapter.

(d) The petitioner will be notifled of
the date on which his petition is filed;
and an incomplete petition, or one that
has not been submitted in triplicate, will
be retained but not filled. A petition shall
be retained but shali not be filed if any
of the data listed in the above form are
lacking or are not set forth so as to be
readily understood or if the prescribed
fee has not becn submitted. The peti-
tioner will be notifled in what respects
his petition is incomplete.

(e) The petition must be signed by
the petitioner or by his attorney or
authorized agent, who is a resident of the
United States.

(f) The data specified under the sev-
eral lettered headings should be sub-
mitted on separate sheets or sets of
sheets, suitably identified. If such data
have already been submitted with an
earlier applicatlon, the present petition
may incorporate it by specific reference
to the earlier petition.

{28 F.R. 6439, June 22, 1963, as amended at
38 F.R. 7005, Mar, 16, 1073 ]
§ 8.5 Notifieation of filing of petition.

(a) Except where the petition involves
a new drug, the Commissioner, within 15
days after recelpt, will notify the peti-
tioner of acceptance or nonacceptance of
a petition, and i#f not accepted the
reasons therefor. If accepted, the date
of the notification letter sent to peti-
tioner becomes the date of flling for the
purposes of section 706(d) (1) of the rct.
If the petitioner desires, he may supple-
ment a8 deficlent petition after belng
notified regarding deflciencies. If the
supplementary material or explanation
of the petition is deemed =acceptable,

Title 21—Food and Drugs

petitioner shall be notifiled. The date of
such notification becomes the date of
filing. I the petitioner does not wish to
supplement or explain the petition and
requests in writing that it be filed as
submitted, the petition shall be filed and
the petitioner 50 notified. The date of
such notification becomes the date of
fliing. Where the petition involves a
new drug or certifiable antibjotic, notifi-
cation to the petitioner will be made in
accordance with § 8.3(b) (3).

{b) The Commissioner will cause to be
published in the FEpERAL REGISTER within
30 days from the date of filing of such
petition a notice of the filing, the name
of the petitioner, and a brief description
of the proposal in general fterms. A
copy of the notice will be maliled to the
petitioner wher the original document
is signed.

§ 8.6 Publication of regulation.

‘The Commissloner will forward for
publication In the FEbERAL REGISTER,
within 90 days after filing of the petition
(or within 180 days if the time s ex-
tended as provided for In section
706(d) (1) of the act):

(a) A reguiation listing in Subpart C,
D, E, P, G, or H of this part the color
additive on the appropriate list or lists
as provided under section 706(b) (1).

(1) Such a regulation may list the
color additive for use generally in or on
foods, drugs, or cosmetics or for use in
coloring the human body, as the case
may be, or may prescribe the conditions
under which the color additive may be
safely used (including, but not limited
to, specifications as to the particular
food, drug, or cosmetic or classes of food,
drugs, or cosmetics in or on which such
color additive may be used, or for the
material intended for coloring the human
body; the maximum quantity of any
straight color or diluent that may be used
or permitted to remain in or on such
food, drug, or cosmetic or article intended
for coloring the human body; the man-
ner in which such color additive may be
added to or used in or on such food,
drug, or cosmetic or for coloring the
human body; and any directions or other
labeling or packaging requirements for
such color additives deemed necessary
to assure the safety of such use).

(2) Such regulations shall list the
color additive only for the use or uses
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Chapter I—Food and Drug Administration

.or which it has been found suitable and
for which 1t may safely be employed.
Alternatively, the Comm.issioner shall by
order deny the petition, and notlfy the
petitloner of such order and the reasons
therefor.

(b) Whenever the Commissioner finds
that batch certification Is not nccessary
for the rrotection cf the public health
he will, by order, .acmpt the color addi-
tive from the certification procedure, In
determining whether certification of a
color additive {s necessary, the Commis-
sioner will consider the composition of
the additive, its manufacturing process,
possible Impurltles, its toxic potential,
control and analytical procedures neces-
sary to assure compliance with the listing
specifications, and thae variability of its
composition.

§ 8.7 Samples; additional information,

The Commlissioner may request sam-
ples of the color additive, articles used
8s components thereof, or of the food,
drug, or cosmetic in which the color
additive 1s proposed to be used, or which
comprises the color additive, and any
additional inforination needed to clarify
a submitted mecthod or other aspect of
a petitlon at any time while a petitlon
is under consideration. The Commis-
sioner shall specify In the request for
& sample of the color additive, or ar-
ticles used as components thereof, or of
the food, drug, or cosmetic in which
the color adaitive is proposed to be used,
or which comprises the color additive, a
quantity deemed adequate to permit tests
of analytical methods to determirie quan-
titles of the color additive present in
products for which it is intended to be
used or adequate for any study or in-
vestigation reasonably required with re~
spect to the safety of the color additive
or the physieal or technleal efrect it pro-
duces. The date used for computing the
90-day Mmit for the purposes of sectlon
7061d) 1) of the act shalt be moved for-
ward 1 day for each day, after mailing
date of the request, taken by the pett-
tioner to submit the information and,/or
sample If the informatton or sample
Is requested a reasonable time in ad-
vance of the 180 days, but is not submit-
ted within such 180 days after filing of
the petition, the petition will be consid-
ered withdrawn without prejudice.

{28 F R. 6439, June 22, 1963, as amended at
33 FR, 8812, Junec 18, 1968)

o

§8.9

§ 8.8 Datension of time for studying
petitions: substantive amendments;
witiidrawal of pctitions without prej-
udice.

«a) Extenswvn of time for studving
petitions. If the Commlssioner deter-
mines that additional time s needed to
study and invesitgate the petition, he
shall by written notice to the petitioner
extend the 90-day period for not more
than 180 days after the filing of the
petition.

th) Sudstantive amendments, After
8 petition has been fiied, the petitioner
may submit additionuz! information or
data in support theivof. .1t such cases,
tf the Commissioner detenaines that the
add:itional information or data amounts
to a substantive aniendment, the petl-
tion as amended whl be given a new filing
date, and the time limitation wili begin
to run anew.,

(¢) Withdrawal of petitions without
prejudice. (1) In some cases the Com-
missioner may notify the petitioner that
the petition, while technically complete,
is inndequate to justify the establishment
of a rcgulation or the regulation re-
quested by petitioner. This may be due
to the fact that the data are not sufii-
clently clear or complete. In such cases,
the petitioner may withdraw the petition
pending its clarification or the obtaining
of additional data. This withdrawal will
be without prejudice to a future filing.
Upon refiling, the time lNmitatlon wili
begin to run anew from the date of
refiling.

(2) At any time before the order pro-
vided for in § 8.6 has been forwarded to
the FepERAL REGISTER for publication the
petitloner may withdraw the petition
without prejudice to a future fillng.
Upon refiling, the timec lmitation will
begin to run anew,

$ 8.9 Confidemtiality of data and infor-
mation in color additise petitions,

a! The folloning data and informa-
tion In « colur additive petitivn are avail-
able for public disclosure, unless extra-
ordinary circumstances are shown, after
the notice of filing of the petition is
published in the I'eprrAL REGISTER or, If
the petition is not promptly filed because
of deflciencies 11 1it, after the petitioner
1> informed thay 3t will not be filed be-
cuuse uf the defiiencies involved.

Al safety and functionality data
and information submitted with or in-
corporated by reference in the petition.
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§8.10

(2) A protocol for a test or study, un-
less it is shown to fall within the exemp-
tion established for trade secrets and
confidential commerclal information in
§ 4,61 of this chapter

(3) Adverse reaction reports, product
experience reports, consumer complaints,
and other similar data and mformation,
after deletion of:

(1) Names and any information that
would identify the person using the
product.

(i) Names and any mformation that
would identify any thurd party mvolved
with the report, such as a physician or
hospital or other mstitution.

(4) A list of all ingredients contained
in a coior additive, whether or not it is
in descending order of predominance. A
particular ingredient or group of ingredi-
ents shall be deleted from any such list
prior to public disclosure if it is shown
to fall within the exemption established
in § 4.61 of this chapter, and a nofation
shall be made that any such ingredient
list is Incomplete.

(5) An assay method or other analyti-
cal method, unless it serves no regulatory
or compliance purpose and is shown to
fall within the exemption established in
§ 4.61 of this chapter.

(6) All records showing the Food and
Drug Administration’s testing of or ac-
tion on a particular lot of a certifiable
color additive.

(b) The following data and informa-
fion m a color addifive petition are not
available for public disclosure unless they
have been previously disclosed to the
public as defined in § 4.81 of this chapter
or they relate to a product or ingredient
that has been abandoned ard they no
longer represent a trade secret or con-
fidential commercial or financial in-
formation as defined 1 §4.61 of this
chapter:

(1 Manufacturing methods or proc-
esses, ncluding quality control proce-
dures.

(2) Production, sales, distribution, and
similar data and information, except that
any compilation of such data and In-
formation aggregated and prepared in a
way that does not reveal dafta or in-
formation which 1s not availablc 7or pub-
lic disclosure under this provision is
avallable for public disclosure.

(3) Quantitative or semiquan .tative
formulas.

() All correspondence and written
summaries of orai discussions relating fo
a color additive petition are available for

104
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public disclosure m accordance with the
provisions of Part 4 of tlius chapter when
the color additive regulation is published
In the FEDERAL REGISTER.

(d) For purposes of this regulation,
safety and functionality data mclude all
studies and tests of a color additive on
ammmals and humans and all studies and
tests on a color additive for identity,
stability, purity, potency, performance,
and usefulness.

139 FR 44652, Dec. 24, 1974

§ 8.10 Decepiion as a basis for refusing
10 issue regulntions; deceptive use of
a color additive for which a regula-
tion has issued.

The Commissioner shall refuse to issue
a regulation lsting a color additive, if in
his judgement the data before him show
that such proposed use would promote
deception of the consumer or would re-
sult in misbranding or adulteration with-
in the meaning of the act. Such a find-
ing shall be by order published in the
FEDERAL REGISTER Subject to the filing of
objections and a request for a hearing by
adversely affected parties. The issuance
of a regulation for a color additive au-
thorizing its use generally in or on a food,
drug, or cosmetic shall not be construed
as authorization to use the color additive
in 2 manner that may promote deception
or conceal damage or inferfority. The
use of a color additive t0 promote de-
ception or conceal damage or inferfority
shall be considered as the use of a color
additive for which no regulation has is-
sued pursuant to section 706(h) of the
act, even though the regulation is effec-
tive for other uses.

§ 8,11  Allocation of color additives.

Whenever, in the consideration of a
petition or a proposal to list a color ad-
ditive or to alter an existing listing, the
data before the Commissfoner fafl to
show that it would be safe to list the color
additive for all the uses proposed or at
the levels proposed, the Commissioner
will notify the petitioner and other inter-
ested persons by publication in the Fep-
ERAL REGISTER that it is necessary to al-
locate the safe tolerance for the straight
color in the color additive among the
competing needs. This notice shall call
for the presentation of data by all inter-
ested persons on which the allocation ecan
be made in accordance with section 708
(b) (8) of the act. The time for acting
upon the petition shall be stayed until
such data are presented, whereupon the
time limits shall begin to yrun anew. As
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Chapter 1—Food and Drug Administration

promptly as possible after presentation
of the data, the Commissloner will, by
order, announce the allocat.on and the
tolerance limitations.

§8.12 Advisory committce on the appli-
cation of the cancer clause.

(2) Any person who wlll be adversely
aflected by any action or proposed action
applying the cancer clause may at any
time, before or within 30 days after the
publication of the Commlissioner’s order
taking such action, request the referra.
of the matter to an advisory comunittee
for a report and recommendations. Such
request shall be made in writing to the
Commissioner and shall be accompanled
by an advance deposit for fees prescribed
by § 6.50.

(b) The Commissioner may, at any
time, upon his own initiative refer any
such matter to an advisory committee
for a report and recommendations. In
case the Commissioner on his own ini-
tiative deems it necessary to .fer a pro-
posal to an advisory committee, he shall,
in writing, so inform the p2rson filing
the petition, if any there be.

§ 8.13 Appointment of advisory com.
mittee.

(2) Whenever the referral of a peti-
tion or proposal to an advisory commit-
tee s requested, or the Commissioner
otherwise deems such referral necessary,
the Commissioner will request the Na-
tional Academy of Sclences to select
qualified experts wililng to serve on the
advisory committee. All such experts
shall have had sufficlent training and
experfence In biology, medicine, physi-
ology, toxicology, pharmacology, veteri-
nary medicine, or other appropriate
sclence to qualify them on the subject
matter to be referred to them. The
Comunissioner will request the National
Academy of Sclences, when it furnishes
the names of such experts, to supply a
blographical sketch showing the hack-
ground of thelr experience and their
cennectlon, if any, with academic and
commercial irstitutions.

(b Each advisory committee shall
consist of not less than thiree experts
qualified In the subject matter to be
referred to the committee and of ade-
quately diversified professional back-
ground. The Commissioner may specify
a larger number to serve. He shall ap-
point one member of the committee as
chalrman, and the chairman shall be
the spokesman of the comnutiee for re-
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§8.14

ceiving and forwarding reports and
other functions of the committee.

(¢) The Commissioner shall appoint
the experts so selected and fix thelr
compensation at not to exceed $75.00 a
day for each day or part thereof spent
in committee meetings and in traveling
to and from committee meetings held
outside the city of their residence, plus
necessary traveling and subsistence vx-
penses while the experts are serving
away from thelr places of restdence.
Subsistence expenses shall not exceed
$25.00 per day.

§ 8.14 Procedure for
mittee,

(a) The Commissioner shall submit to
the chairman of the committee the pe-
tition, if any there be; all pertinent
data. on which he based the Issuance,
amcide.ent, or repeal of any regulation
in question; ana other such relevant
information as is avatlable, When the
Commissioner submits a proposal to an
advisory committee, he shall inform the
petitioner, if any there be, and furnish
him with coples of material other than
the petition that is furnished the com-
mittee. The chairman of the commit-
tee shall acknowledge receipt of the
information and readiness of the com-
mittee to act. The date of receipt of
such information shall be considered the
beginning of the period allowed for con-
sideration by the committee. Copy of
this acknowledgment shall be forwarded
to the petitioner, if any there be, by the
chairman of the committee.

(h) A secretariat to the advisory com-
mittees will be established by the Com-
missioner. The secretariat shall furnish
members of the committee with coples
of the proposal or petition and any data
received by the chalrman. If the chair-
man of the comunittce belfeves that o
meeting of the committee is necessary
before making a recommendation, he
shall so advise the Commlissioner, Such
meetings shall be held In tWashiurton,
D.C,, or at such other place as che Com-
missioner shall furnish a suitablc mueet-
ing place for the committee., If a
meeting {s held, the secretariat shall
keep the minutes and provide clerical
assistance.

(c) As soon 83 practicable, the ad-
visory committee shall make an inde-
pendent study of the data, and not later
than 60 days after recelpt of the pro-
posal or petition (unless the time has
been eatended as provided i paragraph

advisory com-

IPR2024-00493

DSM Ex. 2005, Page 11 of 57


CR054001
Text Box
                                                         IPR2024-00493
 Honeywell International Inc. v. DSM IP Assets, B.V. 
                                     DSM Ex. 2005, Page 11 of 57
  



. 8,15

«) of this section), the chalrman shall
certify to the Commissioner the report
and recommendations of the committee,
Including any minority report, together
with all underlying data and a state-
ment of the reasons or basis for the rec-
ommendations, and shall return the
petition or proposal. The repurt will
inchude copies of all matertal considered
by the committee, except that tn thec “se
of scientific literature readily avall sie
in scientific llbrartes proper reference
may be made to it Instead of furnishing
actual coples. A copy of the report of
the advisury committee will be supplted
to any person who has filed a petitivn
or requested the referral to the advisory
committee.

td) If at any time within 60 days the
chairman belleves thut the advisory
committee needs more time, he shall so
Inform the Commissioner In writing, In
which case he shall make the certifica-
tlon contemplated by section 708(h) (5)
(©) D) of the act within the additional
30 days. The Commissioner shalt in
turn notify the petitioner.

te) \Within 30 days after receipt of the
committee report, the Commissioner
shall confirm or modify any order there-
tofore issued by him or shall issue an
order acting on the proposal if no order
has been issued.

(1) The chalrman of the committee,
after consultatlion with the committee
members, will inform the Natlonal Acad-
emy of Sciences of the committee’s opin-
fon as to the member who inay best rep-
resent the committee at a hearing, if one
oceurs.

tg) More than one petition or pro-
posal may be handled by a committee
concurrently.

th) A person who has flled a petition
or who has requested the referral of a
proposal to the advisory committee in
accordance with the provisions of this
section, as well as representatives of the
Department of Health, Education, and
Welfare, shall have a right to consult
with the committec in cunnectivn with
the petition or proposal. Such persons
shall notify the chairman and if prac-
ticable make appointments through him.
The report of the committee shall show
the names of persons other than com-
mittee members discussing: proposals or
petitions with the committee. Except
for discussions with authorized persons
the committee shall not disclose data

Title 21—Food and Drugs

vriginating with a petitioner prior to
publication of a regulation.
§ 8.153 Condilion for certification.

fa' When the Commisstoner cannot
conclude from thie information before
him that there is a basis for exempting
a color additive frum the requirement of
batch certification, he wilt so order by
appropriate listing In Subpart C, E, or
G of this part. The Commissioner’s
order shall state in detall the specifica-
tlons that shall be met by the color
additive.

(b Each order shall state a period of
time after which use of a color additive
subject to batch certification but not
{from u batch certified by procedure pre-
scribed fn this section would result in
?dultegation of the product In which ft
s used.

§8.16 Revocation of excmption from
certiftcation.

If Information becomes avallahle to
the Commissioner that a color additive
that hes been granted exemption from
certification should not, for the protec-
tlon of the public health, be so exempted,
such exemption will be canceled by a
notice published in the PEDERAL REGISTER

§ 8.17 Listing and exemption from cer.
!H:u:nli_on on the Commissioner’s
nntanve.

\Where a petition for a regulation to
list a color additlve has not been re-
celved and the Commissfoner has avall-
able facts which demonstrate that a
color additive should bhe listed and/or
that certification procedure Is not neces-
sary in order to protect the public health.
he may list such color additive by appro-
priate regutation and lsting in Subpart
C.D,E, F, G, or ¥ of this part.

§8.18 Reqnest for exemption from ces
tification,

A manufacturer, packer, or distributor
of a color additive or color additive mix-
ture that has not been exempted from
the certification rrocedure by order of
the Commissloner may make formal ob-
Jections and request an order providing
such exemption. Such a request shall
be accompenicd by full facts on which
such a request is bhased. The request
shall furnish reasonable grounds for the
desired finding including specifically why
sl cettaficalion s hot tecessary fur the
protection of the public health.
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Chapter 1—Food and

§ 8.19 Procedure for filing objections to
regulatious,

(8) Objections under section 706(d)
of the act and section 203(d) (2)(C) of
Public Law 86-618 (74 Stat, 404; 21 U.S.C,
376, note) shall be submitted in quin-
tuplicate to the Hearing Clerk of the De-
partment and shall be accoinpanied by a
filing fee as specified In § 8.50. Each
objecticn to a provision of the regulation
shali be separately numbered.

(b) A statement of objections shall not
oe accepted for filing if:

(1) It is received for filing more than
30 days after the date of publication of
the order in the FEDERAL REGISTER; OT

(2) 1t fails to establish that the ob-
Jector is adversely affected by the regu-
lation; or

(3) It does not specify with particu-
larity the provisions of the regulation
to which objection is taken; or

(4) It does not state reasonable
grounds for each objectlon raised.
Grounds which it is reasonable to con-
clude are capable of being established by
reliuble evidence at the hearing and
which if proved would call for changing
the provisions specified in the objections
will be deemed reasonable grounds,

(5) The fee is not submitted.

(¢) If the statement of objections
may not be filed, the Commissioner shall
inform the objector of the reasons.

§ 8.20 Notice of public hearing.

If the objections and statement filed
by any person, when they are considered
with the record in the proceeding (in-
cluding any reply to the objections that
the petitioner may have filed), show that
the person filing the objections will be
adversely affected and that the grounds
stated in support of the objections are
reasonable, the Commissioner shall
cause to be published in the FepeRAL
REGISTER & notice reciting the objections
and announcing a public hearing to re-
cclve evidence on thein, The notice shall
designate the place where the hearing
will be held, :pecify the time within
which appearanccs must be filed, and
specify the time (not earlier than 30
days after e date of the notice) when
the hearing will stert. The hearing shall
convene at the place and time announced
in the notice, but thereafter 1t may be
moved to a different place and may be
ontinued from day to day or recessed to
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a later day withcit other notice than
announcement thereof by the presiding
officer at the hearing,

§ 8.21 1llearing procedure,

Public hearings will be conducted in
accordance with the rules provided in
Subpart I’ of Part 2 of this chapter.

[31 F.R. 3003, Feb. 23, 1966]

§ 8.22 Request for certification,

A request for certification of a batch
of color additive shall:

(a) Be addressed to the Commissioner
of Food and Drugs.

(b) Be prepared in the manner set
forth in paragraph (j) of this section.

(¢) Be submitted in duplicate.

(d) Be signed by a responsible officer
of the person requesting certification of
the batch. In the case of a foreign man-
ufacturer, the request for certification
must be signed by a responsible officer of
such firm, and, by his agent who resides
in the United States.

(e) Show the name and post office
address of the actual manufacturer in
case such manufacturer is not the person
requesting certification of the batch.

(f) Be accompsanied by the fee pre-
scribed in § 8.561 unless the person has
established with the Food and Drug Ad-
ministration an advance deposit to be
used for prepayment of such fees. In no
case shall the Commmissioner consider a
request for certification of a batch of
color additive if the fee accompanying
such recuest is less than that required
by §851 or if such fee exceeds the
amount held in the advance deposit ac-
ceunrt of the manufacturer submitting
such request for certification.

(g) Be accompanied by the sample
prescribed in § 8.23 consisting of ;

(1) FPour ounces in the case of straight

- colors and lakes.

(2) Two ounces in the case of repacks
and mixtures.

A sample accompanying a request for
certification must be submitted under
separate cover and should be addressed
to the Color Certiiication Branch.

(h) Thie name of a color additive shall
be given in the following manner:

(1) 'The name of a straight color shall
be the name of the color as listed in Sub-
part C, E, or G of this part.

(2) The name of a lake shall be the
name derived In the manner described in
Subpart B of this part.

IPR2024-00493
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§8.22

(3) The name of a mixture shall be
the name given to such mixture by the
person requesting certification.

(4) The name of a repack shall be the
name described in subparagraph (1),
(2), or (3) of this paragraph, whichever
is applicable.

(1) The information and samples enu-
merated in paragraphs (a) to (h), in-
clusive, of this section are the minimum
required. Additional information and
samples shall be submitted at the re-
quest of the Food and Drug Administra-
tion when such additional information
and samples are necessary to determine
compliance with the requirements of
§ 8.27 for the issuance of a certificate.

(§) The form for submission of the ap-
plication shall be one of the following,
dependin_ upon whether the color addi-
tive is a straight color, a lake, a repack
of a previously certified color additive, or
o color additive mixture,

(1) Request for certification of a batch
of straight color additive.

Date camacann —reme——————
Commissioner of Food and Drugs,
Food and Drug Administration,
Department of Health, Education, and

Welfare,

Washington 25, D.C,

In accordance with the regulaticns pro-
mulgated under the Federal Food, Drug, and
Cosmetic Act, we hereby make application
for the certifi~ation of a batch of straight
color additive,
Name of color ... -

(As listed In Subpart C, E, or

a)
Batch number ....
(Manufacturer’s number)
Bateh welghs acccccccceans cemmesan pOUNds
Batch manufactured DY cocacaaaen cemmeanan
at .

{Name and address of actual manufacturer)

How stored pending certification ...ocaa..

2Statc conditions of storage, w.lilvx-l-u-nd and
size of containers, location, ete,)
Certification requested of this color for use in

(State proposed uses)

Required fee, s-:.--- (drawn to the order of
Food and Drug Admlnistration).

The accompanying sample was taken after
the batch was mixed in accordance with 21
CFR 8.23 aprd 15 accuratcly representative
thercof,

Title 21—¥Food and Drugs

(2) Request for certification of a batch
of color adcitive lake.

Date
Commissioner of Food and Drugs,
Food and Drug Administration,
Department of Health, Education, and
Welfare,
Washington 25, D.C.

In accordance with the regulations pro-
mulgated under the Federal Food, Drug, and
Cosmetic Act, we hereby make application
for the certification of a batch of color addi-
tive lake.

Name of color . -
Batch number .. N
(Manufacturer's number)
Bateh welghs ccacocacccancaaaeaa.- pounds
Name of color used .
Quantity .
Lot number ...
(When certification of the lake
for use In foods 18 requested)
Precipitant used .
Substratum used ...
Quantity pounds
Batch manufactured bY cocceccncaccmcaaaae
..... at
(Name and address of actual manufac-
turer)
How stored pending -crtification oaea- .

pounds

(State conditlons of stornge, with kind and
size of contain . rs, location, cte.)
Certification requested of this color for use In

(State proposed uses) '
Required fee, $aaa... (drawn to tho order of
Food and Drug Administration).

The accompanying sample was taken after
the batch was mixed In accordance with 2!
CFR 8.23 and 1s accurately representative
thereof,

(Signed) ccvammcmncccccacccmana -

(3) Request for certificalion of a re-
rach of a baich of certified wolor additive

) 073 7 -
Commissioner of Food and Drugs,
Food and Drug Administration,
Department of 1iealth, Education, and
Welfare,
Washington 25, D.C.

In accordance with the regulations pro-
mulgated under the Feduia: Fuod, Drug, and
Cusmetic Act, we hereby make application
for the certification of a batch of color addi
tive repack,

Name of COlOr e ccccaccmanmncccranauns
(As llsted In regulations and

(Signed) ag certified; or repacker's
oo name, 1{ a mixture)
cemrmcenenes snmemeenea  Origlual 10t nUMber o aceae -
(Title) Certified color content ... cmmmmeen - [P
108
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Chapter I—Food and Drug Administration

This color obtained fromM meecomcanas [
Batch NUMDCL mecvcvcnncccnnmcncacanne -
Batch welghs pounds
How stored pending certification oo PR,

{State conditlons of storage, with kind and
5120 of contatners, locatlon, eto.)

Certification requested £or USC IN acccnceana
""" TTTTT(State proposed uses)
Required fee, $omeaa (drawn to tho order of

Food and Drug Adminlstration).

The nccompanylng sample was taken after
the batch was mixed In accordance with 21
CFR 8.23 and 1s accurately representative
thereof.

{Slgned)
By

-

(Title)

(4) Request for certificalion of a batch
of color additive mizture.

DAY cevncacancans cmmmene
Commissloner of Food and Drugs,
Food and Drug Administration,
Department of Health, Education, and
Welfare,
Washington 25, D.C.

In accordance with the regulatious pro-
aulgated under the Federal Food, Drug, and
Cosmetle Act, we hereby make application
for the certification of a batch of color addl-
tive mixture,
Name of mixture

(Manufacturer’s trado
name)
Batch number aoo.oo
{(Manutacturer's number)
Welght of DAtCh cecvcvoccnnncesnaan pounds

Volume of bateh «cemocmcaccaaaa gallons
(1f itquid)
Batch manufactured bY wececeraceca= canmne

Constituents of the mixture:

t Color(s). (Llst separately cach color and
each ot number.)
Name of color
ascertified Lot numbder
Quantity uscd
(in pounds) Obtained from

1 List of diluents.
dlluent.)

Name of diluent

{L1st ceparately each

Quantity used

By volume
By wceight (41 Lquid)
Batch mixed 83 folloWS ceceeerancamun sevan
(Describe In detall)

§8.25

How stored pending cert!fcation ceaceeaae.

Eé;:-\te conditions of storage, with kind and
size of conwainers, location, cte )

Certification requested £Or USE N mevvaneces

(State proposed uses)
Requlred fc€, 8.-.... (drawn to the order of

Food and Drug Adminlistration).

The accompanying sample was taken after
the batch was mixed in accordance with 21
CFR 8.23 and s accurately representative
thereol.

{Slgned) .
By

(Title)

§ 823 Samples to accompany requests
for certification.

A sample of a batch of color additive
which is to accompany a request for cer-
tification shall: .

(a) Be taken only after such batch
has been so thoroughly mlixed as to be
of uniforin composition throughout.

() Held under the control of the
person requesting certification until
certifled,

(¢) Belabeled to show:

(1) 'The name of the color additive.

b (2) The manufacturer's batch num-
er.

(3) The quantity of such batch.

(4) The name and post-ofiice address
of the person requesting certification
of such batch.

(5) Be accompanied by any label or
labeling Intended to be used.

§ 8.21 Treatment of butch pending cer-
tifiention.

Immedintely after t*< sample that is
to accompany a request for certiflcation
of & batch of color additive is taken,
the batch shall be:

{(a) Stored in contalners of such kind
as to prevent change in composition.

(b) Held under the control of the
person requesting certification until
certified,

(¢) Marked, by labellng or otherwise,
in & manner such that there can be no
question as to the identity of the batch
and no question that it Is not be used
until the requested certificate has been
Issued.

128 F.R. 8439, June 22, 1063, rs amended ot
29 F.R. 14983, Nov. 5, 1064]

§ 825 Treatment of batch after certifi-
catinn,

(2) Immediately upon notification
that a batch of color additlve has been
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§8.26

certified, the person requesting cestifl-
cation thereof shall identify such batch,
by labeling, with the certificd lot nume-
ber.

' The person request.ang cert.flea-
tion shiall mantain storuge i such man-
ner as to prevent ehange in composition
untll such batch has Lieen packaped and
labeled as required by §§8.31 and 3.32,
except that the peison reyuesting cere
t.flcation may use such color additive for
the purpose of coloring a food, drug, or
cosmetic.

129 F.R. 14983, Nov, 5, 1004]

§ 8.26 Rccords of distribution.

() The person to whom a certificate
Is Issued shall keep complete records
showing the disposal of all the color ad-
ditive from the batch covered by such
certificate, Upon the request of any of-
ficer or employee ¢f the Food and Drug
Adminlstration or of any other officer
or employee acting on behalf of the See-
retary of Health, Education, and Wel-
fare, such person, at all reasonable hours
untll at least 2 years after disposal of
all such color additive, shall make such
records available to any such oflicer or
emplcyee, and shall accord to such officer
or employee full opportunity to make in-
ventory of stocks of such color additive
on hand and otherwise to check the cor-
rectness of such records.

(b) The records required to be kept
by paragraph (a) of this section shall
show:

(1) Each quantity used by such per-
son from such batch and the date and
kind of such use,

(2) The date and quantity of each
shipment or delivery from such batch,
and the name and post-office address
of the person to whom such shipment
or dellvery was made.

(¢) The records required to be kept
by paragraph (a) of this section shall
be kept separately from all other records.

§8.27 Centification.

(a) If the Commissioner determines,
after such investizations as he consid-
ers to be necessary, that:

(1) A request submitted In accordance
with §8.22 appears to contain no un-
true statement of a material fact;

(2) Such color addltive conforms to
the specifications and any other condi-
tlons set forth therefor in Subpart C, E,
or G of this part.

(3) The batch covered by such re-
quest otherwlse appears to comply with
the regulations In this part, the Com-

Title 21—Food and Drugs

missioner shall issue to the person who
submitted such request & certificate
showing the lot number assigned to such
batch and that such batch, subject to
the terms, conditions, and restrictions
prescribed by Subpart C, E, or G of this
part, is a certified batch.

thy If the Commnussioner determines,
after such investigativn as he conslders
to be nevessary, that & request submitted
i accordance with § 8.22, or the batch
of cuiur additive covered by such request,
dces not comply with the requirements
prescribed by paragraph (a) of this sec-
tion for the issuance of & certificate, the
Commissioner shall refuse to certify such
bateh and shall give notice thereof to the
person who submitted such request,
stating his reasons for refusal.

§ 8.28 Authority to vefuse certification
SCrvices

(2) When it appears o the Comnils-
sfoner thata person has:

(1) Obtalned, or attempted to obtain,
a certificale through fraud or misrepre-
sentation of a material fact.

(2) Falsified the records required to be
kept by § 8.26; or

(31 Falled to keep su . records, or to
make them avallable, or to accord full
opportunity tv make inventory of stocks
on hand or otherwise to chieck the cor-
rectness of such records, as required by
§8.26;0or

(4) Refused to pe.mit duly authorized
employees of the Food and Drug Admin-
Istration free access to all manufacturing
facllitles, processes, and formulae in-
volved in the maunufacture of color adgi-
tives and intermediates from which such
color additives are derived;

he may Immediately suspend certificatton
service to such person and may continue
such suspenston until adequate corrective
actlan has heen taken.

(h) Upon receipt of the notice of sus-
penslon of service, the person so notttied
may request & hearing upon the factual
basis for the suspension. The procedure
at the hearing shall conform as nearly
as possible lo the procedure described in
§§ 314 200 through 314.232 of this chap-
ter.

]28 FR 0439, June 22, 1963, as amended ot
39 ¥R 115335, Mar, 29, 1974]
§ 829 Limitations of certificutes.

() If a certificate is obtalned throuzh
frand or mlsrepresentation of a materiol
fact, such certificate shall not be effec-
tive. and a color additive from the batch
on which such certificate was lssued shinl
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Chapter I—Food and

be considered to be from a batch that has
not been certified in accordance with the
regulations in this part. Whenever, the
Comnussioner learns that any certificate
has been obtained through fraud or
material m:srepresentation, he shall no-
tify the holder of the certificate that it
is of no effect.

(b) If brtween the time a sample of
color additive accompanymng a request
for certification 1s taken and the ume &
certificate covering the batch of such
color additive is received by the person to
whom it 1s 1ssued, any such color addi-
tive becomes changed n composition,
such certificates shall not be effcctive
with respeet to such changed color addi-
tive and such changed color additive
shall be considered to be from a batch
that has not been certificd i accordance
with the regulations in this part.

(¢) If at any time after a certificate is
recetved by the person to whom it is
fssued any colev additive from the batch
covered by such ecertificate becomes
changed in composition, such certificate
shall expire with respeet to such changed
color additive. After such expiration,
such color additive shall be considered to
be from a batch that has not been certi-
fied in accordance with this part; except
that such color additive shall not be so
considered when uscd for coloring a food,
drug, or cosnietic, or for the purpose of
certifymng a batch of a mixture in which
such color additive was used as an n-
gredient. or for use 1n preparing a batch
of a mixture for which exemption from
certification has been authorized, if snch
change resulted solely from such use.

(d) A certificate shall expire with re-
spect to any color additive covered there-
by if the package in which such color
additive was ciosed for shipment or de-
fivery is opened. After such expiration
such color additive shall be considered to
be from a batch that has not been cer-
tificd, except that such ceolor additive
shall not be so considered when the pack-
age is opened; (1) and such color additive
is used, subject to the restrictions pre-
scribed by paragraphs (f), (g), and (h)
of this secetion, in coloring a food, drug,
or cosmetic; (2) for the purpose of cer-
tifying a batchh made by repacking such
color; (3) for the purpose of certifying
a batch of & mixture in which such color
15 used as an ingredient: or (4) for the
purpose of preparing a batch of a mix-
ture for wiich exemption from certifica-
tion has been authorized; or (5) when
the package 1s reopened solely for re-
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packaging by the person to whom suck
certificate was issued.

(e) A certificate shall not be effective
with respect to a package of color addi-
tive and such color additive shall be con-
sidered {0 be from a batch that has nof
becn certified if such package is shippec
or delivered under a label which does nof
bear ail words, statements, and other in-
formation required by § 8.32 to appeal
thercon.

(f) A certificate shall not be effectivi
with respect to a package of color addi
tive, and such color additive shall b
considered to be from a batch that ha:
not been certifled if:

(1) Such package has not been seale(
ur accordance with § 8.31;

(2) Such package has been sealed I
accordance with § 8.31 and the seal ha.
been broken, intenticnally or accl
dentally, unless such seal has been brokel
for the purpose of using color additive i1
accordance with § 8.25, or, such packag:
has bcen copened by a duly authorize:
representative of the Administration ¢
Department in the performance of hi
official duties, and he has immediatel,
rescaled the package in conformanc
with § 8.31.

(g) A certiflcate shall not be effectlv
with respect to a package of color addi
tive and such color additlve shall be con
sidered to be from a batch that has no
been certified if such color additlve 1
used in any manner other than that fo
which it was certified.

(hy When the listing or the specifica
tions for a color additive are revoked ¢
amended, the final order effecting th
revocation or amendment may specify
m addition teo its own effective date,
date on which all certificates for existin
hatches and portions of batches of suc
a color additive theretofore issued unde
such revoked or amended regulatior
shall ceasc to be effective; and any suc
lots of the color additive shall be rc¢
garded as uncertified after the dat
specified unless a new certificate can t
and is obtained in conformance with tk
new rcgulations, When a certificate thy
ceases to be effective for a color additiv
any certificates previously issued for
color additive mixture contalning th:
color additive shall cease to be effectiy
on the same date. TUse of such ecolc
additive or color additive mixture afts
such specified date without the new ce;
tificate In preparing food, drugs. or co:
metics will result in such food, drugs, ¢
cosmetics being adulterated. When
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§8.30

certified color additive has been used In
food, drugs, or cosmetics and the status
of the color additive is thereafter
changed by amcndment or revocation of
its listing or specification regulations,
such food, drugs, and cosmetics will not
be regarded as adulterated by reason of
the use of such color additive, unless the
hazard to health Is such that existing
stocks af the foods, drugs, or cosmetics
cannct be safely used. in which cases
findings to that effect wiil be made and
regulations appropriate for such special
cases wiit be issued.

§ 8,30 Color ndditive mixtures; centifica-
tion and cxcmption from certifica-
tion.

(a) Color addilive mizturcs {o be cer-
tified. Any color additive mixture that
conlalns one or more stralght colors
listed in Subpart C, E, or G, together with
any diluents listed in such subparts for
use with such straight colors, slall be
certified If intended for use in foods,
drugs, or cosmetles, or in coloring the
human body. as the case may be, subject
to any restrictions prescribed in Subparts
AandB.

tb? Color additive miztures exempicd
Jrom ccrlification. A color additive mix-
ture prepared {rom a previously certified
bateh of one or more straight colers, with
or without any diluent that has been
listed In Subpart D, F, or H for use In
mixtures, shall be exempt from batch
certification if the straight color used
haes not changed in compo«ition in any
manner whatseever since its certification
and if 1t Is simply mixed with the ap-
proved diluents for exempt mixtures.
The label of such color additive mixtures
shall not bear the lot number assigned
by the Food and Drug Administration to
the certified stiaight color components,
but shall bear the manufacturer's control
number through which the history of the
stradght color can he determined.

(c) Additions lo {he lisl of diluents.
A person requesting additions to the lst
of diluents authorized for the purposes
described in paragraphs «» and (b) of
this section shall submit a petition in
accotdance with the provisions of §8.4.
Each such petition shall be accompanted
by the fee prescribed In § 8.50, unless
there is an advance deposit to be used
for prepayment of such fees,

Nortz* The provislons of § 8.30 with respect
only to diluents for use in cosmetic color
additive mixturcs were stayed, until n regu-
'atlon i3 effected lsting safe diluents for
ensmetle  use, tocluding cusmetics which

Title 21—Food and Drugs

color the human body, 29 F.R. 18455, Dec. 29,
1964.

§8.31 Packaging requirements for
straight colora (other than hair
dyes).

Straight colors shall be packaged in
containers which prevent changes In
composition. Packages shall be sealed
so that they cannot be opened without
breaking the seal. An unavoldable
change in moisture content caused by the
ordinary and customary exposure that
occurs In good storage, packing, and dis-
tribution practice Is not considered =
change in composition, If the packag-
Ing material Is & food additive it shall
be authorized by an appropriate regula-
tion In Part 121 of this chapter.

§8.32 laleling requircinents for color
additives (other than hair dyes).

(a) Gencral labeling requircments, Al
color additives shall be labeled with suf-
ficlent information to assure their safe
use and to allow a determination of com-
pliance with any lmlitations imposed by
Subparts A and B of this part. In addl-
tion to all other Information required
by the act, labels for color additves,
except those in a form suitable for color-
ing the human body, shall state:

1) The name of the straight color or
the name of each tngredient comprising
the color addit've, If it Is & mixture,

12) A statement Indicating general
limitations for the use of the color ad-
ditive, such as “for food use only"; "for
{ood, drug, and cosmetic use”; *for use In
drugs for external application only.”

(3) Whete regulations issued impose
quantitative limitations for o general or
specific use of @ straight color, the
amount of cach such stralght color in
terms of welght per unit/volume or per-
cent by welght.

(4) Anexpiration date if stability data
require it.

(b) Spcceial labeling for color additives
with tolerances. Where tolerances are
imposed for a general or specific use of
a color additive, the label shall In addi-
tion provide directlons for use of the color
addiuve which {f followed will preciude
the food, drug, or cosmetic to which it is
edded from contalning an amount of the
color additive In excess of the tolerance,

ter Speawal labeling for color additives
with other Uumitations., If use of the
color additive is subject to other limita-
tions prescribed in this part, such limita-
tiuns shiall be stated on the label of the
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Chapter 1—Food and

color additive by a plaln and conspicuous
statement. Examples of such limitation
statements are: “Do not use In products
used In the area of the eye”; “Do not use
for coloring drugs for injection.”

(d) Special labeling for color additives
not exempt from certification. Color
additives not exempt from the certifica-
tion procedures shall in addition include
in the labellng the lot number assigned
by the Celor Certification Branch, except
that in t1:~ case of any mixture for house-
hold use which contains not more than
15 percent of pure color and which is in
packages containing not more than 3
ounces there appears on the label, a code
number which the manufacturer has
Identifled with the lot number by giving
to the Food and Drug Administration
written notice that such code number will
be used in lleu of the lot number.

{28 F.R. 6439, Junec 22, 1963, as amended at
33 F.R. 8812, June 18, 1968]

§ 8.33 Exemption of color additives for
investigationnl use.

(a) A shlpment or other delivery of a
colo> addltlve or of a food, drug, or cos-
metle containlng such a color additive
for investigational use by cxperts quali-
fled to determine safety shall be exempt
from the requirements of section 402(¢),
501(a), or 601(e) of the act, provided that
the color additive or the food, drug, or
cosinetic contalning the color additive
bears a label which states prominently,
"Caution—Contains new color addltive—
For investigational use only.” No ani-
mals used in such investigatlons, or their
products, such as milk or eggs, shall be
used for food purposes, uniess the sponsor
or the investigator has submitted to the
Cominlssioner data demonsfrating that
such use will be conslstent with the public
health, and the Commlssioner, proceed-
Ing as he would in a matter involving
section 409(1) of the act, has notified the
sponsor or investlgator that the proposed
disposltion for food is authorized.

tb) The person who introduced such
shlpment or who delivers the color ad-
ditive or a food, drug, or cosmetic con-
tainlng such an addltlve into Interstate
commerce shall maintain adequate
records showing the name and post-office
address of the expert to whom the color
additlve is shlpped, date, quantlty, and
batch or code mark of each shipment and
delivery for a period of 2 years after such
shipment and delivery. Upon the re-
quest of a properly authorized employee

Drug Administration §8.35
of the Department, at reasonable times,
he shall make such records avalilable for
inspection and copying.

§ 8.31 Safety factors to be considered.

In accordance with section 506(b) (5)
(A) (ii) of the act, the following safety
factor will be applied in determlning
wlhether the proposed use of a color addi-
tive will be safe: Except where evidence
1s submitted which justifies use of a dif-
erent safety factor, a safety factor of
100 to 1 will be used in applying animal
expermentation date to man; that is,
a color additlve for use by man will not
be granted a tolerance that will exceed
1/100th of the maximum no-effect level
for the most susceptible experimental
animals tested. The varlous specles of
experimental animals used in the tests
shall conform to good pharmacological
practice.

§ 8.35 Criteria for evaluating the safety
of color additives.

(a) In deciding whether a petition is
complete and suitable for flling and in
reaching a decislon on any petition filed,
the Commissioner will apply the “safe-
for-use” principle. This will require the
presentatlon of all needed scientific data
in support of a proposed listing to as-
sure that each listed color additive will
be safe for its intended use or uses in or
on food, drugs, or cosmetics. The Com-
missioner may list a color additive for use
generally in or on food, in or on drugs,
or in or on cosmetlcs when he filnds
from the data presented that such addl-
tive is sultable and may safely be em-
ployed for such general use; he may
list an additive only for more limited
use or uses for which it i{s proven sult-
able and may safely be employed; and
he is authorized to prescribe broadly the
conditions under which the additive may
be safely employed for such use or uses.
This may allow the use of a partlcular
dye, plgment, or other substance with
certain diluents, but not with others, or
at a higher concentration with some
than with others.

(b) The safety for external color addi-
tives wlll normally be determined by
tests for acute oral toxlclty, primary ir-
ritation, sensitizatlon, subacute dermal
toxiclty on intact and abraded skin, and
carclnogeniclty by skin applicatlon, The
Commissioner may waive any of such
tests 1f data before him otherwise estab-
lish that such test Is not requlred to
determine safety for the use proposed.
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§8.36

(c) Upon written request describing
the proposed use of a color additive and
the proposed experiments to determine
its safety, the Commissioner will advise
a person who wishes to cstablish the
safety of a color additive whether he
believes the experiments planned will
vield data adequate for an evaluation of
the safety of the additive.

128 F.R. 8439, June 22, 1963, as amended at
36 F.R. 16903, Aug. 26, 1971]

§ 8.36 Application of the cancer clause
of section 700 of the act.

(a) Color additives that may be in-
gested. Whenever (1) the scientific data
before the Commissioner (cither the re-
ports from the scientific literature or the
results of biological testing) suggest the
possibility that the color additive in-
cluding its components or impurities has
induced cancer when ingested by man
or animal; or (2) tests which are appro-
priate for the evaluation of the safety of
additives in food suggest that the color
additive, including its components or im-
purities, induces cancer in man or ani-
mal, the Commissioner shall determine
whether, based on the judgment of ap-
propriately qualified scientists, cancer
has been induced and whether the color
additive, including its components or im-
purities, was the causative substance.
If it is his judgment that the data do not
establish these facts, the cancer clause
is not applicable; and if the data con-
sidered as a whole establish that the
color additive will be safe under the con-
ditions that can be specified in the ap-
plicable regulation, it may be listed for
such use. But if in the judgment of the
Commissioner, based on information
from qualifled scientists, cancer has been
induced, no regulation may issue which
permits its use.

(b)Y Color additives that will not be
ingested. Whenever the scientific data
before the Commissloner suggest the
possibillty that the color additive, in-
cluding its components or impurities, has
induced cancer in man or animals hy
routes other than ingestion, the Com-
missioner shall determine whether, based
on the judement of appropriately quali-
fled scientists. the test suggesting the
possibility of carcinogenesis is appropri-
ate for the evaluation of the color addi-
tive for a use which does not involve
ingestion, cancer has been induced, and
the color additive. including its com-
ponents or impurities, was the causative
substance. If it is his Judgment that the

114
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data do not establish these facts, the
cancer clause is not applicable to pre-
clude external drug and cosmetic uses,
and if the data as a whole establish {hat
the color additive will be safe under con-
ditions that can be specified 1n the regu-
lations, it may be listed for such use
But if, 1n the judgment of the Commis-
sioner, based on information from qual-
ified scientists, the test is an appropriate
one for the consideration of safety for
the proposed external use, and cancer
has been induced by ihe color additive,
including its components or impurities,
no regulation may issue which permits
its use in external drugs and cosmetics

§ 8.37 Request for seientific sindies.

The Commissioner will consider re-
quests by any interested person who de-
sfres the Food and Drug Administration
to conduct scientific studies to support
a petition for a regulation for a color
additive. If favorably acted upon, such
studies will be limited to pharmacologi-
cal investigations, studies of the chemical
and physical structure of the color addi-
tive, and methods of analysis of the pure
color additive (including impurities) and
tts identification and dctermination 1n
foods, drugs, or cosmetics, as the case
may be. Al requests for such studies
shall be accompanied by the fee pre-
scribed in § 8.50.

§§ 8.38-8.49 [Reserved]
§ 8.50 Fees for listing.

(a) Eaeh pelition for the listing of a
color additive shall be accompanied by
a deposit of $3,000.00 if the proposal i
for listing the color additive for use gen-
erally in or on foods, in or on drugs, and
in or on cosmetics.

(b) If the petition for the listing is
for use in or on foods only, the deposit
shall be $3.000.00.

(¢) If the petition for the listing is
for use in or on drugs and/or cosmetics
only, the deposit shall be $2,600.00.

(d) The provisions of paragraphs (a)
(b)Y, and (¢) of this section shall be ap-
plicable, whether or not the proposal
contemplates anv tolerances, limitations
or other restrictions placed upon the use
of the color additive.

(e) If a petition proposing the issu-
ance of a regulation is withdrawn before
it is finally accepted for filing. the de-
posit, less a $600.00 fee for clerical han-
dling and administrative and technicai
review, shall be returned to the peti-
tioner.
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Chapter 1—Food and

«f) If a petition proposing the issu-
ance of a regulation is withdrawn within
30 days after filing, the deposit, less
$1,800.00 if the petition 15 covered by
paragraph (a) or (b) of Lhis section, and
less $1.600.00, if the petition is covered
by paragraph (¢}, shall be returned to
the petitioner.

(g) When a petition is withdrawn
after filing and resubmitted within 6
months, it shall be accompanied by a
deposit of $1.800.00 for a petition filed
under paragraph (a’> or (b), and
$1.600.00 for a petition filed under para-
graph (c¢) of this section. If a petition
15 resubinitted after 6 mounths, it shall
be accompanied by the deposit that would
be required if it were being submitted
for the first time.

th) When the resubmission pertains
Ao’ petition that had been withdrawn
before acceptance for fliing, a new ad-
vance deposit shall he made in full as
presceribed m paragraph (8), (b), or (¢
of this section.

(1 After a color additive has been
fisted, anv request for an amendment or
additional tolerance shall be accom-
panied by a depos:t of $1,800.00 for use
in the items specified in paragraphs (a)
and (b of this section, or $1,600.00 for
use n items rpecified mn paragraph (¢)
of this scction,

(§) The fee for services in listing a
diluent under § 8.30 for use In color ad-
ditive mixtures shall be $250.00.

(k) Objections and request for public
hearing under section 706¢(d) of the act
or section 203(d»(2)(C) of Public Law
86-618 (74 Stat. 404; 21 U.S.C. 376, note)
shall be accompanied by a filing fee of
$250.00.

(1 In the event of a referral of a pe-
tition under this section to an advisory
committee, all costs related thereto (in-
cluding personal compensation of com-
mittee members, travel materials, and
other costs) shall be borne by the person
or organmization requesting the referral,
such costs to be assessed on the basis of
actual cost to the Government: Provided,
That the compensation of such costs shall
include personal compensation of ad-
visory committee members at a rate not
to exceed $75.00 per member per day

(m) Inthe case of requests of referrals
to advisory committees, a special advance
deposit shall be made in the amount of
$2,500.00. Where required. further ad-
vance in increments of $2,500.00 each
shall be made upon request of the Com-
missloner of Food and Drugs. All de-

Drug Administration § 8.51

posits for referrals to advisory commit-
tees in excess of actual expenses shall be
refunded to the depositor.

) All requests for pharmacological
or other scientific studies shail be accom-
panied by an advance deposit of $5,000.00.
Further advance deposits shall be made
upon request of the Commissioner of
Food ard Drugs when necessary to pre-
vent arrears i such cost. Any deposits
in excess of actual expenses will be re-
funded to the depositor. If a request is
denjed the advance deposit will be re-
funded less such costs as are incurred for
review of the request.

(0) The person who files a petltion for
Judicial review of an order under section
706(d) of the act shall pay the costs of
preparing a transcript of the record on
which the order is based.

(p) All deposits and fees required by
the regulations in this section shall be
paid by money order, bank draft or certi-
fied check drawn to the order of the Food
and Drug Administration, collectible at
par at Washington, D.C. Al deposits
and fees shall be forwarded to the Food
and Drug Administration, Department
of Health, Education, and Welfare,
Washington 25. D.C., whereupon after
making appropriate record thereof they
will be transmitted to the Treasurer of
the United States for deposit 1n the spe-
cial account *‘Salarics and Expenses,
Certification, Inspection, and Other
Services, Food und Drug Administra-
tion.”

(q) The Commissioner of Food and
Drugs may waive or refund such fees in
whole or in part when in his judgment
such action will promcte the public
mterest.

{r) Any person who belfeves that pay-
ment of these fees will work a hardship
on him may petition the Commissioner
of Food and Drugs to walve or refund the
fees.

§ 8.51 Fees for certification services.

(a) Fees for straight colors including
lakes. The fee for the services provided
by the regulations in this part in the ease
of each request for certification submit-
ted in accordance with § 8.22(j) (1) and
(2), shall be 15 cents per pound of the
batch covered by such requests, but no
such fee shall be less than $100.00.

(b) Fees for repacks of certified color
additives and color additive mixtures.
The fees for the services provided under
the regulations in this part in the case
of each request for certification submit-
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§ 8.52-8.100

ted in accordance with § 8.22(J) (3) and
(4) shall be:

Welight of batch
100 pounds or less. 86.00
Over 100 pounds 86.00 plus 4 cents for
dbut not over each pound over 100
1,000 pounda, pounds.
Over 1,000 pounds. $42.00 plus 1 cent per
pound fur each pound
In excess of 1,000
pounds.

e Advance deposits. Any  person
regularly requesting certification services
may deposit funds in advance of requests
as prepayment of fces required by this
section,

(d) Method of payment, All deposits
and fees required by this section shali be
paid by money order, bank draft, or cer-
tificd check, druwn to the order of the
Pood and Drug Administration, collecta-
ble at par at Washington, D.C. All such
deposits and fees shiall be furwairded to
the Food and Drug Adsumstration, De-
pattiuent of Health, Education, and Wel-
fare, Washinzton 25, D.C., whereupon
after making appropnate recurds there-
of, they will be transmitted to the Treas-
urer of the Unlted States for deposlt to
the special account *“Salaries and Ex-
penses, Certitleation, Inspection, and
Other Services, Food and Drug Admin.
istration.”

(e) Refunds from advancc deposils.
Whenever in the judgment of the Com-
missionier the ratio between fees culley ed
which are based upon experience and
the best esttmate of costs and the best
estimate of earnings) and the costs of
providing the service during an clapsed
period of time, in the light of all circum-
stances and contingencles, aarrants a re-
fund fromn the fund collected during such
period, he shall make ratable refunds to
those persons to whom the services were
rendered and charged, except that no
refund shall be made where the com-
puted ratable amount for the elapsed
perjod {s less than $5.00.

§§ 8.52-8.100 ([Reserved)

Subpart B—General Specifications
and General Restrictions for Color
Additives for Use in Foods, Drugs,
and Cosmetics

§ 8.10I Genernl restrictions on use of

color additives.

tay Color addiltves for use in the arca
of the eye, No lListing ur certiflcation of
a colur additive shall be considered to
authurlee the use of any such colot addi-

Fees

Title 21—Food and Drugs

tive In any article intended for use in
the crea of the eye unless suzh listing or
certification of such eolor additive spe-
cifically provides for such us¢ Any
color additive used in or on any article
intended for use in the area of the eye,
the listing or certification of which color
additive does not provide for such use,
shall be conslidered to be a color additive
not listed under Subparts E, F, G, and B
of this part, cven though such color ad-
ditive is certified and/or listed for other
uses,

(b) Color additives for use in wnjec-
tions, No listing or certification of a
color additive shalt be considered to au-
thorize the use of any such color additlve
in any article intended for use in injee-
tions unless such hsting or certification
of such color additive specifically pro-
vides for sucit use. Any eolor additive
uscd in or on any article intended for use
in Injcctions, the listing or certification
of which culor additive does not provide
for such use, shall ba considered to be a
color additive not listed under Subparts
E and F of this part, even though such
color additive Is certified and,or liated
for other uscs.

1¢r Colur additives for use wn surgical
st . res. No listing or certifleatlon of a
color additive shall be considered to au-
thorize the use of ary such color additive
in any article intended for use as a
surgical suture unjess such iisting or cer-
tification of such color additive spectfi-
cally p.ovides for such use, Any color
additive used In or on .ny article in-
tended for us: as a surgical suture, the
listing or ccrtifieation of which colur
additive does not provide for such use,
shall be cunsidered to be a color additive
not listed vnder Sabparts E and [ of this
part, even though such color additive is
certified and. or Listed for vthier uses.

[28 FP 448, June 22, 1063, as amended at
31 FR. o812, June 1P 1668]

Subpart C—Listing of Color Additives
for Food Use Subject to Certifica-
tion

$£8.201 Citrus Red Mo. 2.
ta) Identity. (1> The color additive

Citrus Red No. 2 is prineipally 1-(2.5-

dimethoxyphenylazo) -2-naphthol.

(2) The following dlluents may be
used In aqueous suspension, In the per-
centapges speclfled, to facllaate appllea-
tiun to wvranres in aecordance with
paragraph i¢) 11 of this seet'on:
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Chapter l—Food and

(1) Suitable diluents used in accord-
ance with § 8.300(a).

(1) Volatile solvents that leave no
residue after application to the orange.

(i) Salts of fatty acids meeting
the requirements of § 121.1071 of this
chapter.

(lv) Sodium tripolyphosphate,
more than 0.05 percent.

(b) Specifications. Citrus Red No. 2
shall conform to the following specifica-
tlons and shall be free from impuritics,
other than those named, to the extent
that such other impurities may be
avolded by good manufacturing practice:
Volatile matter (at 100° C.), not more than

0.5 percent.
Water-soluble matter,

percent.

Matter insoluble in earbon tetrachioride, not
more than 0.5 percent.
Uncombined intermediates, not more than

0.05 percent.

Subsidiary dyes, not more than 2.0 percent.

Lead (as Pb), not more than 10 parts per
miillon.

Arsenic (as As), not more than 1 part per
miilion.
Pure color, not less than 98 percent.

(¢) Uses and restrictions. (1) Citrus
Red No. 2 shall be used only for coloring
the skins of oranges that are not intended
or used for processing (or If so used are
designated in the trade as "“Packinghouse
elimination”) and that meet minimum
maturity standards established by or
under the laws of the States in which the
oranges are growi.

(2) Oranges colored with Cltrus Red
No. 2 shall bear not more th.an 2.0 parts
per million of such color additive, calcu-
lated on the basis of the weight of the
whole fruit.

(d) Labeling. The label of the color
additive and any mixtures prepared
therefrom and intended solely or in part
for coloring purposes shsall conform to
the requirements of § 8.32. To meet the
requirenients of §8.32 (b) and (¢) the
iabel shall bear:

(1) The statement (or its cqulvalent)
“To be used only for coloring skins of
oranges.”

(2) Directions for use to limit the
amount of the color additive to not more
than 2.0 parts per million, calculated on
the basis of the weight of the whole fruit.

(e) Certification. All batches of Citrus
Red No. 2 shall be certified In accordance
with regulations in Subpart A of this
Part 8.
|83 F.R. 8813. June 18, 1988]

not

not more than 0.3

Drug Administration § 8.206

§ 8.202 OrangeB.

(a) Identity. (1) The color additive
Orange B is principally the disodium salt
of 1 - (4-sulfophenyl) -3-ethylcarboxy-4-
(4-sulfonaphthylazo) - 5 - hydroxypyr-
azole,

(2) The diluents in color additive mix-
tures for food use containing Orange B
arc limited to those listed In Subpart D
of this part as safe and suitable in color
additive mixtures for coloring foods.

(b) Specifications. Orange B shall
conform to the following specifications:
Volatile matter (at 135° C.), not more than

6.0 percent.

Chlorldes and sulfates (calculated as the
sodium salts), not more than 7.0 percent.

Water insoluble matter, not more than 0.2
percent.

1-(4-Sulfophenyl) - 3 - ethylcarboxy - 6 - hy-
droxypyrazolone and 1-(4-sulfophenyt)-3-
carboxy-5-Lydroxypyrazolone, not more-
than 0.7 percent.

Naphthionic acid, not more than 0.2 percent.

Phenylbhydrazine-p-sulfonic acld, not more
than 0.2 percent.

The trisodium salt of 1-(4-sulfophenyi)-3-
carboxy -~ ¢ - (4 - sulfonaphthylazo)-5-hy-
droxypyrazole, not more than 8.0 percent.

Other subsidiary dyes, not more than 1.0 per-
cent.

Lead (as Pb), not more than 10 parts per
n:illlon.

Arsenic (as As), not more than 1 part per
million.
Pure cofor, not less than 87.0 percent.

(¢) Uses and restrictions. Orange B
may be safely used for coloring the cas-
ings or surfaces of frankfurters and
sausages subject to the restriction that
the quantity of the color additive does
not exceed 150 parts per miillon by
weight of the finished food.

(d) Labeling requirements. The label
of the color additive and any mixtures
mtended solely or in part for coloring
purposes prepared therefrom shall con-
form to the requirements of § 8.32.

(e) Certification. All batches of
Orange B shall be certified In accordance
with regulations promulgated urder Sub-
part A of this part.

[31 F.R. 8, Jan. 4, 1966]
§8.206 FD&CBIlucNo. 1.

(a) Identily. (1) The eolor additive
FD&C Blue No. 1 is principally the di-
sodiuni salt of ethyll4-[plethyl(m-sulfo-
benzyl> aminol-a-(o-sulfophenyl)ben-
zylidene 1-2,5-¢cyclohexadien-1-ylidene 1
(m-sulfobenzyl) ammonium  hydroxide
inner salt with smaller amounts of the
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§8.242

{someric disodium salts of ethyl(4-[p-
fethvl(p-sulfobenzyl) aminol-«-(o-sul-
fophenyl) benzylldenel-2,5-cyclohexa-
dlen - 1 - ylidene) (r-suifobenzyh ammo-
nium hydroxide inner salt and ethyl(4-
[p-lethylto-sulfobenzyl) aminol - « = (0 -
sulfophenyD benzylidenel-2.5-cyclohexa-
dlen - 1 - ylidenel(o-sulfobenzyl) ammo-
nium hydroxide inner salt.

(2) Color additive mixtures for food
use dncluding dietary supplements)
made with FD&C Bhue No. 1 may contain
only those diluents that are suitable and
thav are Hsted In Subpart D of this part
as safe for use in color additive mixtures
for coloring foods.

by Specifications. FD&C Blue No. 1
shall conform to the following specifica-
tlons and shall be free from impurities
other than those named to the extent
that such other Impurities may be
avoided by rood manufacturing practice.

Sum of volatile matter (at 135° C.) and
chlorldes and sulfates (calculated as so-
dium salts). not more than 15.0 percent.

Water-insoluble matter, not more than 0.2
percent,

Leuco base, not more than 5 pereent.

Sum of 0., m-, and p-gulfobenzaldehydes, not
mure than 1.5 percent.

N-ethyl, N-(m-sulfobenzyl) sulfaniilc acid,
not more than 0.3 percent.

Subsldinry colors, not more than 6 O percent.

Chrumium (as Cr), not mure than 50 parts
per militon.

Arsenic (as As), not more than 3 parts per
millton,

Lead (as Pb), nut more than 10 parts per
milllon.

Total color, not less than 850 percent.

(¢) Uses and restrictions, FD&C Blue
No. 1 may be safely used for coloring
foods ducludiug dietary supplementss
generally In amuuuts consistent with
goud manufacturing piactice except that
it moy not be used to cvlor foods for
which standards of idctitity have been
promulzated under section 401 of the act
unless added colur 1s authiorized by such
standards.

> Labeling. The label of the color
addithve and any mixturcs prepared
therefrom lutended solcdy or in part for
coloring purposes shall cunform to the re-
quirements of § 8.32.

{e) Certification, All batchies of FD&C
Blue Nu. 1 shiall be certified in accordance
with regulations in Subpart A of this
part.

{34 F.R, 7446, My 8, 1969]

Title 21—Food and Drugs

§8.242 FD&E Red No. 3.

) Identity, (v The color additive
FD&C Red No 3 is principa'ly the mono-
hydrate of 9 to-carboxyphenyl)-6-hy-
droxy - 24,5.7-tetratodo-3H-xanthen-3-
one, disodium salt. with smaller amounts
of lower iodinated fluoresceins,

12} Color additive mixtures for food
use made with FD&C Red No, 3 may con-
tain only those diluents that are suitable
and that are listed in Subpart D of this
part as safe for use in color additive mix-
tures for coloring foods.

thy Spectfications. FDAC Red No, 3
shall conform to the following specifica-
tlons and shall be free from linpurities
other than those namcd to the extent
that such other Impurities may be
avolded by guud manufacturing practice.
Volatile matter (at 135* C.) and chiorides

and sulfates (calculated as the sodium

salts), total not more than 13 percent.

Water-!nsoluble matter, ot more than 0.2
percent,

Unhalogenated intermdadiates, tutal not more
than 0.1 percent,

Sodium fodlde, not more than 0.4 percent.,

Trlloduresvrdinol, Liut more than 02 percent.

2(2°.4-Dihiydroxy-3°,5"-dilodobenzoyl) ben-
zofe acld, not wore than 0.2 percent.

Monotodofiuoresceins not more than .0
percent,

Other lower lodinated Ruurescelus, uot pore
than 9.0 percent.

Lead (as Pbj, nut more than 10 parts per
miitton.,

Arsenic (0s As). nut mvre than 3 parts per
mifilon,

Total color, not less than 87.0 percent.

(¢) Uses and restrictions. FD&C Red
No. 3 may be safely used for coloring
foods genecially uncluding d'etary sup-
plements) {n amounts consistert with
goud manufactuilng practices except
that it may not be uscd to color foods
fur wliich standards of identity have been
prumulgated under section 401 of the act
unless added color {s authorized by such
standards.

(d) Labeling. The label of the color
additlve and any mixtures prepared
therefton: intended solely or in part for
coloring purposes shall conform to the
requirements of § 8.32,

1e) Certification. All batches of FD&C
Red No. 3 shall be cartified in accordance
with regulations in Subpart A of this
part,

[34 FR 7446, May 8, 1969]
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Chapter I—Food and

§ 8.244 ID&CRed No. 10,

) Identity. (1) The color additive
FD&C Red No. 40 1s principally the diso-
dium sait of 6-hydroay-5-12-methoxy-
S-methyl-4- sulfophenyl) azol- 2- naph-
thalenesulfonic acid.

12) Color additive mixtures for food
use uncluding dietary supplements)
made with FD&C Red No. 40 may contain
only those driuents that are suitable and
that are listed In Subpart D of this part
as safe for use In cotor additive mixtures
for coloring foods.

(3) The lhsting of this color additive
tncludes lakes prepared as described in
§ 9100 of this chapter, except that the
eolor additive used 15 FD&C Red No. 40
and the vresultant lakes mecet the
specification and labelmg requirements
prescribed by § 9.100.

(Y Specifications. FD&C Red No. 40
shalt conforin to the following specifica-
tionts and shall be free from impurities
other than those named to the extent
that such other impuritics may be
avoided by good manufacturing practice:
Sum of volatile matter (at 135 C.) and chloe

rides and suifates (calculated as sodium

saits), not tore than 14.0 pereent.

Water-lnsuluble matter, not ore than 0.3
percent.

Higher sulfonated subsitdinry colors (a3
sodium salts), not more than 1.0 pereent.

Lower sulfonated subsidlary colors (as
sodium salts), not more than 1.0 pereent,

Disodlum salt of G-hydroxy=5«[(3-methoxy-
S-meihyl-4-sulfophienyijazo]-8-(2-meth-
oxy-5-methyl-4-sutfophenoxy) -3-naphtha-
lenesulfunic acld, not mere than 1.0 per-
cent.,

Sodium  salt of 6-hydroxy-2-naphthalenc-
sulfonic acid (Schaefter's sait), not more
than 0.3 percent,

4-Amino-5-methoxy-o-toluencsulfonic ocid,
not more than 0.2 percent.

Disodium salt of 6,6°-oxybis(2-naphthalene.
sulfonic acid), not more than 1.0 percent.

Lend (RS Pb), not more than 10 parts per
ry'ifon,

Arsenic (as As), not more than 3 parts per
mildion,

Total color, not 1¢ss than 85.0 percent.

(¢) Uses and restrictions. FD&C Red
No. 40 may be safely used for coloring
foods fIncluding dietary supplements)
generally in amounts consistent with
good manufaeturing practice except that
it may not be used to color foods for
which standards of identity have been
promulgated under section 401 of the
act unless added color s authorized by
such standards,

Drug Administration § 8.275

(d) Labeling. The label of the color
additive and any lakes or mixtures pre-
pared therefrom intended solely or in
part for coloring purposes shiall conform
to the requirements of § 8.32.

(e) Certification. All Dbatches of
FD&C Red No. 40 and lakes thereof shall
be certified In accordance with regula-
tions In Subpart A of this part.

{36 FR 6892, Apr. 10, 1971, a. amended at
36 F.R. 23553, Dee. 10, 1971)
§8.275 FD&C Yellow No. 5.

(a) Identity. (1) The color additive
FD&C Yellow No., 5 Is 5-0x0-1-(p-
sulfophenyl) -4+t (p-suifophenyl) azol-2-
pyrazoline-3-carboxylic actd, trisodium
salt.

t2) Color additive nixtures for food
use made with I'D&C Yellow No. 5 may
contain only those dituents that are
suitable and that are listed in Subpart
D of this part as safe for use in color
additive mixtures for coloring foods.

tb) Specifications. FD&C Yellow No. 5
shall conform to the following specifica-
tions and shall be feee from impurities
other than those named to the extent
that such other fimpurities may be
avolded by good manufacturing practice.
Volatile matter (at 135° C.) and chlorides

and sulfates (talculated as the sodium

salts), tota! not more than 13.0 percent.

Water insoluble matter, not more than 0.2
percent,

Phenyihiydrazine-p-sulfonio acid, not more
than 0.1 percent.

Other uncomblned Intermediates, not more
than 0.2 percent ench,

Subsidlary dyes, not more than 1.0 percent,

Lead (as Pbh), not more than 1V parts per
million,

Arsenic (as As), not mouse thuh 8 parts per
million.

Total colur, not tess than 87.0 percent,

(¢) Uses and restrictions. PD&C Yel-
low No. 5 may be safely used for color-
Ing foods (ncluding dletary supple-
ments) generally In amounts conslstent
with good manufactuiing practice, ex-
cept that it may not be used to color
foods for which standairds of identity
have been momulgated under section 401
of the act unless added colur is author-
ized by such standards.

«d) Labeling requirements. The label
of the color additive and any muxtures
Intended solely or in part for coloring
purposes prepared therefrom shall con-
form to the requirements of § 8,32,
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§8.300

(e) Certification. All batches of FD&C
Yellow No. 5 shall be certified In accord-
ance with regulations in Subpart A of this
part.

[34 MR, 7447, May 8, 1069)

Subpant D—Listing of Color Additives
for Food Use Exempt From Cer-
tification

§8.300 Diluents in color additive mix-
tures for food use exempt from cer-
tification.

The following substances may be safely
used as diluents in color additive mix-
tures for food use exempt from certifica-
tion, subject to the condition that each
stralght color in the mixture has been

Title 21—Food and Drugs

exempted from certification or, If not
so exempted, Is from a batch that has
previously been certified and has not
changed In composition since certifica-
tlon. If a specification for a particular
diluent is not set forth In this Subpart
D, the material shall be of a purity con-
sistent with 1ts intended use.

(a) General use. (1) Substances that
are generally recognized as safe under
the conditions set forth in section 201(s®
of the act.

12y Substances meeting the definitlons
and specifications set forth under Part
121 of this chapter, and which are wsed
only as prescribed by such regulatlons

(3) The following:

reftnition onal
specifieation

Sulistance

Keteaehors

[GRTN TV T} O
UR.1, XV,

Dioct g &atdtum sul-
kvcemate,

chapta.

Aot et in

As set dorth n
RETREI AT

that will reanit tn 1 food meeting

Notnore L MR p o, N the Sosted too d
mixtaess ¢o  unin cistor ol stiait b bdedquale Jhted10as 290 e

ot more thin v p.p.an, an the ftidid o b,
§atires cont amng Dovtyisodigag - ipbisu e st
ddirections for nse 1ht w ok Fesint i 3 Loo | mvting tins ev ¢ ‘nou.

Loitw by a0 € oot adidibane

s eestrrtion,
P T T IS YR FYTY)

ol oy de g

D) Special use—(1) Dlluents in color additive mixtures for marking food—
) Inks for marking foud supplements in tablel form, gum, and confectionery
Items llsted In paragraph (a) of thls section and the following;

Subetances Definitions and specifications Restrictions
Aeohal, .\l).\-.t.\............. ...... Ascetforth 26 CFR Pust 212, NO restdue,
neJluty§ aleod v,
Cotyl aleohiol Asset forth In N.F X1, .
CYCNETAN0. v econsesaccanasmaneanes . No reshlue,

Ethy colluloss. cucecacneconaanenacans

Filiylene :lycok monoethyl »thera....
Tsobutv? alcohol,

As et forth i § 12807 of this
chapter.

Isopropy! WO amrm s

Poiguxyethylene sothitan *Mhoticotee
alo (polyorhnte sy,

Poly vyl 000tA® ciencraseranananans

Polyvinyipyerolidond.aaas

Rosin and eostn derieatives,.
Bhollac, PUPH e eiiennesecasnanananns

As sot forth In € 12LlnA of this
chapter,

Moleenlar weight, mbunun 2,000,

A!lfe( forth tn § {21130 of this
cliap

As set lorlh In § 124,19 of this
chapter,

Food grade.

No restlae,
o,

.

(1) Inks for marking fruit and vegetables. Items listed in paragraph (a) of this

section and the following:

Rubedances

Definitione nnd epecifications

Restrictions

Acelono. .

Aloobol, SDABA ceciaiavsnncnenan
Renzoln,
Copal, Mt ticu ceeanacanceranans -
Ethylacvtate, .o .
Ethyl collnlont cuvevenncaccanacecnnnes

Mothvlene chlastila,

As sct forth In NLF, X1......

Asset forth In 28 Cl- R Part 2i2.....

As set forth in U.8.P. XV

AR DU TOTUH I N.F. Kl usnresenconns

A;se( forth In §121.1087 o thix chap.
or

Polyeinvipyrrolote, . .o caaa

Rosin andd rostn derlvatives, oos oo
Blileo Moti i, | covienaimrancioann -n

Terpano rests, IUCA! cieeieecsnne-

As' st forth in §121.2130 ofthixe c)np-
Axsot forthin§121 1020 of iLls chap-
Atl:le_t forth in § 1220028 cf this chap-
A~set forth fo § 121108001 thia chiape

TOtDORS 03NS ICNALRCIC canenaonnae

ter.
Polyiners of a-and 8-plnene. ceceeees

Noresidue
Do,

Do.
Deo.

Not maea than 2 pereent of the luk
solids.
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Chapter {~—Food and Drug Administration

(2) Diluents in color additive mirtures
for coloring shell eggs. 1ltems llsted in
paragraph (a) of thls sectlon and the
following, subject to the condltlon that
there {s no penetratlon of the color addi-
tive mixture or any of its components
through the eggshzll into the egg:
Alcoho!, denatured, formula 23A (26 CFR

Part 212}, Internul Revenue Service.
Datar gutn (resin).

Diethylene glscol distearate,

Diocty! sodtum sulfosuccinate.

Ethyl celulose {as identified in § 121.1087 of
this chapter).

§8.302

Ethylene glycol distcarate.

Japan wax.

Limed rosin,

Naphtha.

Pentnerythritol ester of fumaric acld-rosin
adduct.

Polyethylene giycol 6000 (as identified in
§ 121.1185 of this chapter.

Polyvinyl nlcokol,

Rostn and rosin dertvatives (as identified
in § 121 1185 of this chapter).

3y Miscellancous special uses. Items
lsted in paragraph (a) of this section
and the following:

L KIRTIAN

‘ Definitions and specitications '

Restrictions

Toly sy ipyrrolebua ’ As <ot forthi in § 11,1138 ol

this chapter.

In or as fout tal.det coatings, Itnit, not moroe than
¢] peaeent in the inished (ood; inbolmg of color
wddittve mixtures containing polyvingipyrrolidone
shall bear adequate dircetions for use” that will
result o a fo>d mweeting this restriction.,

(29 F.R. 13893, Oc_t. 8, 1964. Redcesignated, 20 F.R. 15287, Nov. 14, 1964, and amended at 32 F.R.
6568, Apr. 28, 1967, 33 F.R. 2844, Feb. 10, 1068; 33 F.R. 8813, June 18, 1968; 33 F.R. 9953, July 11,

1968; 39 FR 9828, Mar, 14, 1974}
§8.301 Dried nlgne meal.

(&) Identity. The color additive dried
aigae meal Is & drled mixture of algae
cells (genus Spongiococcum, separated
from its culture broth), molasses, corn-
steep liquor, and a maximum of 0.3 per-
cent ethoxyquin. The algae cells are pro-
duced by sultable fermentation, under
controlled condltlons, from & pure cul-
ture of the genus Spongiococcum,

(b) Uses and restrictions. The color
addlitive drled algae meal may be safely
used In chlcken feed In aczordance with
the followlng prescribed condltlons:

(1) 'The color addltive is used to
enhance the yellow color of chicken skin
and eggs.

(2) The quantity of the color addltlve
incorporated in the feed is such that the
finlshed feed:

(1) Is supplemented sufficlently with
xanthophyll and assoclated carotenoids
so as to accomplish the intended effect
described in subparagraph (1) of this
paragraph; and

(if) Meets the tolerance lmitatlon for
ethoxyquin in anlmal feed prescribed in
$ 121.202 of this chapter.

(c) Labeling. The label of the color
addltlves and any premlxes prepared
therefrom shall bear in addition to the
Informatlon required by § 8.32:

(1) A statement of the concentrations
of xanthophyll and ethoxyquin contained
therein.

(2) Adequate dlirectlons to provide a

tlons prescribed In paragraph (b) of this
sectlon,

wd) Exempiion from certification. Cer~
tificatlon of this color addltlve is not
necessary for the protection of the publlc
health and therefore hatches thereof are
exempt from the certificatlon requlre-
ments of sectlon 706(c) of the act.
(33 F.R. 8813, June 18, 1968]

§8.302 g.Apo-8’-carotenal.

(a) Identity. (1) The color addlitive is
f-apo-8°'-carotenal.

(2) Color uddltive mixtures for food
use made with g-apo-8’-carotenal may
contain only dlluents that are suitable
and that are Hsted in this subpart as safe
in color addltive mixtures for coloring
foods.

(b) Specifications. g-Apo-8’-carotenal
ﬁmll conform to the followlng speclfica~-

ons:

Physical state, solid.

1 percent solution in chloroform, ciear.

Melting point (decomposition), 138° C.~140°
C. (corrected).

Loss of weight on drying, not more than 0.2
percent,

Residue on ignition, not more than 0.2 per-
cent.

Lead (as Pb), not more than 10 parts per
million.

Arsenic (as As), not more than 1 part per
million.

Assay (spectrophotometric), 98-101 percent

(¢) Uses and restrictions. The color

final product complying with the llmita-
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§8.303

safely used for coloring foods generally.
subject to the following restrictions:

(1) The quantity of g-apo-8'-carotenal
does not exceed 15 milligrams per pound
of solld or semisolld food or 15 milll-
grams per pint of lquid food.

(2) It may not be used to color foods
for which standards of i¢entity havebeen
promuilgated under sectlon 401 of the act
unless added color is authorized by such
standards.

(d) Labeling. The label of the color
additlve and any wmixtures prepared
therefrom and Intended solely or In part
for coloring purposes shall conform to
the requirements of § 8.32.

(e) Ezemption from certiflcation, Cer-
tification of this color additive is not nec-
essary for the protection of the public
health and therefore batches thereof are
exempt from the certification require-
ments of section 706{c) of the act,

133 F.R. 8813, June 18, 1908]

§ 8.303 Caramecl.

(a) Identity. (1) The color additive
caramel {s the dark-brown liquld or solld
material resulting from the carefully
controlled heat treatment of the follow-
ing food-grade carbohydrates:

Dextroso

Invert sugar.

Lactose.

Malt sirup.

Molasses.

Starch hydrolysates and fractlons thereof.
Sucrosc,

(2) The food-grade aclds, alkalis, and
salts listed in this subparagraph may be
employed to assist caramelization, In
amounts consistent with good manufac-
turing practice.

(1) Acids:

Acetic acid,
Citric acid.
Phosphoric acld.

Sulfuric acld
Sulfurous acid

(i1) Alkalls:
Ammonium hydroxide.
Calclum hydroxide USSP,
Potasstum hydroxide,
Sodium hydroxide,

(i) Salts: Ammonium, sodium, or
potassitm carbonate, bicarbonate, phos-
phate (including dibasic phosphate and
monobasic phosphate), sulfate., and
sulfite.

(3) Polyglycerol csters of fatty aclds.
identified in §121.1120 of this chapter,
may be used as antifoaming agents in

Title 21—Food and Drugs

amounts not greater than that requlired
to produce the intended effect.

(4) Color additive mixtures for food
use made with caramel may contain only
diluents that are suitable and that are
listed in this subpart as safe in color
additive mixtures for coloring foods.

tb) Specifications. Caramel shall con-
form to the following specifications:
Lead (as Pb), not moro than 10 parts per

miltton,

Arsenic (a8 As), not moro than 8 parts per
million,

Mercury (as Hg), not more than 0.1 part pe:
million,

(c) Uses and restrictions. Caramel
may be safely used for coloring foods
generally, in amounis consistent with
good manufacturing practice, except
that it may not be used to color foods
for which standards of identity have
been promulgated under section 491 of
the act unless added color is authorized
by such standards.

(d) Labeling. The label of the color
additlve and any mixtures prepared
therefrom and intended solely or in part
for colorlng purposes shall conform to
the requircments of § 8.32.

(e) Exemption jrom certification
Certification of this color additive is not
necessary for the protection of the pub-
fic health and therefore batelies thereof
are exempt from the certificatlon re-
qQuirements of section 706(¢c) of the act
133 F.R. 8813, June 18, 1968}

§ 8.301 p.Carotene.

(a) Identity. (1) The color additive is
p-carotene prepared synthetically or ob-
tained from natural sources.

(2) Color additive mixtures for food
use raade with g-carotene may contaln
only diluents tha! are suitable and that
are lsted {n this subpart as safe in color
additive mixtures for coloring foods.

(b) Specifications, p-carotene shall
conform to the following specifications:

Physlcal state solid.

1 percent solution In ehloroform, clear.

Loss of weight on drying, not more than 8.2
percent.

Resldue on ignition, not more than 0.2 pr-
cent.

Lead (as Pb), not more than 10 parts per
million,

Arscnic (as As), not more than 3 parts per
miillon.

Assay (spectrophotometric), 66-101 percent

(c) Uses and restrictions. The color
additlve g-carotene may be safely used
fo: coloring foods generally, in amounts
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Chapter 1-——Food and Drug Administration

consistent with good manufacturing
practice, cxcept that it may not be used
Lo color those foods for which standards
of identity have been promulgated under
section 401 of the act unless added color
!s authorized by such standards.

{d) Labeling. The label of the cole.
additive and uny mixtures prepared
tlaarefrom and Intended solely or in parl
for coloring purposes chall conform to
the requirements of § 8.32.

(e) Exemption from cerlification.Cer-
tification of this color additis e {s not nec-
essary for the protection of the public
health and therefore batclies thereof are
exempt from the certification require-
ments of section 706¢c) of the act.

[35 F\R. 8814, June 18, 1868}

§ 8.305 Amuatio extract.

(o) ldentity. (1) The color additive
annatto extract is an catract prepared
from annatto sced, Bira orellana L.,
using any one ur an appropriate combi-
nation of the food-grade extractants
iisted in subdivisions 1) and i, of this
subparagraph:

«{) Alkaline aqueous sovlution, alkaline
aropylene giycol. ethyt alcohol or alkaline
solutions thercof, edible vegetable oils or
fats, monc- and diglycerides {romn the
glyceroloysis of cdible vegetable olls or
fats. The alkaline alcchol or aqueous ex-
tracts may be treated with food-grade
acids to precipitate annatto pigments,
which are separated from th - liquid and
dried, with or without intermediate re-
crystallization, using the solvents lsted
under subdivision «1) of this subpara-
graph. Food-grade alkalis or carbonates
may be added to adjust alkalinity.

1y  Acctone. cthylene dichloride,
hexane, Isopropy! alcohol, methyl alco-
nol, mcthylene chloride, trichlorocthyl-
ene,

(2) Color additive mixtures for food
nse made with annatto cxtract may
cuntain only diluents that are suitable
and that are listed in this subpart as
safe in color additive mixtures for color-
ing foods.

(b) Specifications. Annatto extract,
including pigments precipitated there-
from, shall conform to the following
specifications:

(1) Arsenic (as As), not more than
3 parts per millicn; tead as Pb, not more
than 10 parts per milifon.

(2) When solvents llsted under para-
graph (a) (1) (i1) of this section are used,
annetto extract shall contain no more
solvent residue than is permitted of the

§8.306

corresponding solvents in spice oleoresina
under appllcable food additive regula-
tions in Part 121 of this chapter.

) Uses and restrictions. Annatto
estract may be safely used for coloring
foods generally, in amounts consistent
with good manufacturing practice, ex-
cept that it may not be used to color
foods for which standards of identity
have been promuigated under section
401 of the act unless added color s au-
thorized by such standards.

«d) Labeling. The labei of the color
additive and any mixtures prepared
therefrom and intended solely or in
part for coloring purposes shall conform
to the requirements of §8.32. Labels
shall bear information showing that the
color s derlved from annatto seed, The
requircments of §8.32(a) that all in-
gredients shaltl be listed by name shall
1ot be construed as requiring the decla-
ration of residues of solvents lsted in
paragraph (a) (1) () of this section.

(e) Exemption from certification. Cer-
tification of this color additive is not nec-
essary for the protection of the publlc
health and therefore batches thereof are
excmpt from the certification requite-
ments of section 706(c) of the act.

133 F.R. 8814, June 18, 19€8}

§ 8.306 Tagectes (Aztec marigold) meal
and extract,

(a) Identily. (1) The color additive
tagetes (Aztec marigold) meal is the
dried, ground flower peials of the Aztec
marigold (Tageles erecta L.) mixed with
not more than 0.3 percent ethoxyquin.

(2) The color additive tagetes (Aztec
marigold) extract {s a hexane extract of
the flower petals of the Aztec marigold
‘Tagetes erecta L.). Itis mixed with an
edible vegetable oil, or with an edible
vezetable oll and a hydrogenated edible
vegetable oil, and not more than 0.3 per-
cent ethoxyquin. It may also be mixed
with soy flour or corn meal as a carrier.

(b) Specifications. (1) Tagetes (Aztec
marigold) meal {s free frcm admixture
with other plant material from Tagetes
erecta L. or from plant material or flow-
ers of any other speciles of plants.

(2) Tagetes (Aztec marigold) extract
shali be prepsred {rom tagetes (Aztec
marigold) petals meeting the specifica-
tions set forth in subparagraph (1) of
this paragraph and shall conform to the
following additional specifieations:
Melting polnt cvvecaana - 53.5°-55.0* C.
Todine value..... . 132-145,
Saponification value._.. 175-200.
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§0.307

Acld valUlucvaaaannanana, 0.60-120.

Titer. 35.5¢-37.0° C.

Unsaponifiable matter... 23.0 percent-27.0
percent.

Hexane residtiteccacacans Not more than 25
p.p.

All determinations, except the hexane
resldue, shall be made on the initial ex-
tract of the flower petals (after drying
in a vacuum oven at 60° C. for 24 hours)
prior to the addition of the olls and eth-
oxyquin. The hexane determination
shall be made on the color additive after
the addition of the vegetable oils, hydm-
genated vegetable oils, and ethoxyguin.

(¢) Uses and restrictions. The color
additives tagetes (Aztec marigold) meal
and extract may be safely used in chick-
en feed in accordance with the following
prescribed condltions:

(1) The color additives are used to en-
hance the yellow color of chicken skin
and eggs.

(2) The quantity of the color additives
incorporated In the feed is such that the
finished feed:

() Is supplemented sufficlently with
xanthophyil and assoclated carotenolds
s0 as to accomplish the intended effect
described in subparagraph (1) of thls
paragraph; and

(1> Meets the tolerance limitatlon for
ethoxyquin in animal feed nrescribed ta
§ 121,202 of this chapter.

) Labeling requirements. The label
of the color additives and any premixes
prepared therefrom shall bear, in addi-
Elgr:\i to the Information required by
§8.32:

(1) A statement of the concentrations
of xanthophyl! and ethoxyquin contained
therein.

(2) Adequate directions to provide a
final prudu.t complying with the hmita-
tions prescribed in paragraph c) of this
section.

(e) Exemption from certification.
Certification of this color additive Is not
necessary for the protection of the public
health, and therefore batches thereof are
exempt from the certification require-
ments of section 706(¢) of the act.

{31 F.R. 5070, Mar. 20, 1066)

§ 8.307 Paprika.

(8) Identity. (1) The color additive
paprika is the ground dried pod of mild
capsicum (Capsicum annuum L.). The
definition of paprika in this paragraph
ts for the purpose of identity as a color
additive only and shall not be construed

Tiile 21—Food and Drugs

as settirg forth an official standard for
paprika under szction 401 of the act.

(2) Color waditive mixtures made
with paprika may contaln as dlluents
only those substances listed in this Sub-
part D as safe and suitable in color addi-
tlve mixtures for coloring foods.

(b) Uses and restrictions. Paprika
may be safely used for the colaring of
foods generally, In amounts coasistent
with good manufacturing practice, ex-
cept that it may not be used to color
foods for which standards of identlty
have been promulgated under section
<21 of the act, unless the use of added
colur is authorized by such standards,

(3) Labceling. The color additive aud
ary mixtures Intended solely or in part
for coloring purposes prepared there-
froym shall bear, In addition to the other
information requlred by the act, label-
l§n 8; 3ln accordance with the provisions of

2.

(W) Exemption from certification.
Certification of this color additive is not
neressary for the protection of the pub-
tc health, and therefore batches thereof
are exempt from the certification re-
quirements of section 706(¢c) of the act
131 F\R, 1064, Jan. 24, 1866]

§8.308 Paprika olcoresin.

(a) Identity, (1) The color additive
paprika olecresin Is the combination of
flavor and color brineiples obtained from
paprika (Capsicum annuum L.) by ex-
traction, using any one or a combina-
tion of the tollowing solvents:

Acetone. lsopropyl alcohol.
Ethyl alcohol. Methiyl alcohol.
Ethylene dictuoride.  Methylene chloride.
Hexane, Trichioroethylene.

The definition of paprika oleoresin in
this paragraph Is for the purpose of iden-
tity as a color additive only, and shall
not be construed as setting forth an
official standard for paprika oleoresin
under section 401 of the act.

(2) Color additive mixtures made
with paprika oleoresin may contain as
diluents only those substances listed In
this Subpart D as safe and suitable in
color additive mixtures for coloring
foods.

<h) Specifications, Paprika oleoresin
shall contaln no more residue of the
solvents listed {n paragraph (2)(1) of
this section than is permitted of the cor-
responding solvents in spice oleoresins
under applicable food additive regula-
tlons In Part 121 of this chapter.
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Chapter I—Food and Drug Administration

(c) Uses and restrictions. Paprika
oleoresin may be safely used for the
coloring of foods generally tn amounts
consistent with good manufacturing
practice, except that it may not be used
to color foods for which standards of
ldentity have been promulgated under
scetion 401 of the act, unless the use of
added color s authorized by such
standards.

(d) Labeling. The color additive and
any mixtures intended solely or in part
for coloring purposes prepared there-
from shall besr, in addition to the other
Information required by the act, label-
ing In accordance with the provislons
of §8.32.

(e) Ezemption from certification.
Certlfication of this color additive Is not
necessary for the protectlon of the pub-
lic health, and thereforc batches thercof
are exempt from the certification rc-
quirements of section 706(c) of the act
131 F.R. 1064, Jan. 27, 1966)

§ 8.309 Turmeric.

(a) Identity. (1) The color additive
turmeric Is the ground rhizome cf Cur-
cuma longa L. The definition of tumeric
In this paragraph s for the purpose of
identity as a color additlve only, and
shall not be construed as setting forth an
officlal standard for turmeric under sec-
tion 401 of the act.

(2) Color additlve mixtures made with
turmeric may contain as diluents only
those substances listed in thls Subpart
D as safe and suitable In color additive
mixtures for coloring foods.

(b) Uses and restrictions. Turmerlc
may be safely used for the coloring of
foods generally, In amounts consistent
with good manufacturing practice. ex-
cept that it may not be used to color foods
for which standards of identity have been
promulgated under section 401 of the act,
unless the use of added color is author-
1zed by such standards.

(¢) Labeling. The color additive and
any mixtures intended solely or in part
for colering purposes prepared there-
from shall bear, in addition to the other
Information required by the act, labeling
;na :;azccordance with the provislons of

(d) Exemption from ccrtification.
Certlfication of this color additive is not
necessary for the protection of the pub-
e health, and thercfore batehes thereot
are exempt from the certification re-
quirements of section 706(c) of the act.
131 F.R. 1064, Jan, 27, 1666)

§e.311

§ 8.310 Turmeric oleoresin.

(2) Identity. (1) The color additive
turmeric olcoresin is the combination ot
flavor and color principles obtained from
tumeric (Curcumsa longa L.) by extrac-
tion using \ny one or a combination of
the followl. 7 solvents:

Acetone, Isopropy! alcohol.
Ethyl alcohol. Methyl alcohol.
Ethylencdichlorlde. Methylene chloride.
tHexaue, Trichloroethylene.

The definition of turmerlc oleoresin in
this paragraph is for the purpose of 1den-
tity as a color additive only, and shall
not be construed as setting forth an ot-
ficlal standard for turmerlc oleoresin un-
dersection 401 of the act,

(2) Coloradditlve mixtures made with
turmeric oleoresin may contain as diiu-
ents only those substances lsted in this
Subpart D as safe and suitable in ceolor
additlve mixtures for coloring foods.

(b) Specifications. Turmeric oleores-
fn shall contain no more residue of the
solvents listed under paragraph (a)(1)
of this section than is permitted for the
corresponding solvents in splce olecresins
under applicable food additive reguia-
tion in Part 121 of this chapter.

(¢) Uses and restrictions. Turmeric
olcoresin may be safely used for the col-
oring of foods generally, in amounts con-
sistent with good manufacturing prac-
tice, except that it may not be used to
color fonds for which standards of iden-
tity have been promulgated under section
401 of the act, unless the use of added
color Is authorized by such standards.

(d) Labeling. 'The color additive and
any mixtures intended solely or in part
for coloring purposes prepared therefrom
shall bear, In addition to the other in-
formation required by the act, labeling
In ;;:cordnnce with the provislons of
§ 8,32,

1er  Exemplion jfrom certification.
Certification of this color additive is not
necessary for the protection of the public
health, and therefore batches thereof are
exempt from the certification require-
ments of sectlon 706(c) of the act.

131 F.R. 1064, Jan, 27, 1966

§8.311 Saffron.

(a) Identity. (1) The color addltive
saffron is the drled stigma of Crocus
sativus L. The definitlon of saffron in
this paragraph Is for the purpose of
idev.tity as a color additive only, and
shall not be construed as setting forth
an officlal standard for saffron under
section 401 of the act.
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(2) Color additive mixtures made with
safron may contain as diluents only
those substances listed In this Subpart
D as safe and sultable in color additive
mixtures for coloring foods.

(b) Uses and restrictions Saffron
may be safely used for the coloring of
foods generally, In amounts conslistent
with good manufacturing practice, ex-
cept that ¢t may not be used to color
focds for which standards of {dentity
have been promulgated under section 401
of the act, unless the use of added color
1s authorized by such standards.

(¢) Labeling. The color additive and
any mirtures intended solely or In part
for coloring purposes prepared therefrom
shall bear, in addition to the other Infor-
mation required by the act, labeling In
accordance with the provisions of § 8.32.

(d) Ezemption from certificalion.
Certification of this color additive Is not
necessary for the protection of the public
health, and therefore batches thercof
are cxempt from the certification re-
quirements of section 706(c) of the act.
31 RR, 1064, Jan, 37, 1966)

§ 8,313 Fruit juice.

(a) Identity. (1) The color additlve
frait jutce is the concentrated or uncon-
centrated liquid expressed from mature
varictles of fresh, edible frults, or Is a
water Infuslon of the dried fruit. The
definition of frult juice In this paragraph
1s for the purpose of identity as a color
additive only and shall not be construed
as 8 standard of identlty under sectlon
401 of the act. However, where a stand-
ard of Ildentity for a particular frult
Julce has been promulgated under section
401 of the act, it shall conform to such
standargd.

(2) Color additive mixtures made with
fruit julce may contaln as diluents only
those substances listed In thls Subpart
D as safe and suitable in color additive
mixtures for coloring foods.

(b) Uses and restrietions. Fruit julce
may be safely used for the coloring of
foods generally, in amounts consistent
with good manutacturing practlce, ex-
cept that it may not be used to coler
foods for which standards of identity
have been promulgated under section 401
of the act, unless the use of added color
is authorized by such standards.

(¢) Labeling. 'The color addltive and
any mixtures Intended solely or in part
for coloring purposes prepared there-
from shall bear, in addition to the other

126
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information required by the act, labeling
;x;; ;zccordnnce with the provisions of

(d) Ezxemption jrom ceriification.
Certification of this color add!tive is not
necessary for the protection of the pub-
llc health, and therefore batches thereof
are exempt fremn the certification re-
quirements of sectlon 706(c) of the act.
[31 F\R. 1085, Jan, 27, 1600

§8.314 Vegctable juice.

(a) Identity. (1) The color additlve
vegetable julce 1s the concentrated or
unconcentrated Mquld expressed from
matuie varietles of fresh, cdible vege-
tables, The definitlon of vegetable julce
In this paragraph s for the purpose of
ldentity as a color additive only, and
shall not be construed as & standard of
ldentlty under sectlon 401 of the act.
However, where o standard of identlty
for & particular vegetable julce has been
promulgated under sectlon 401 of the act.
it shall conform to such standard.

{2) Color additive mixtures made with
vegetable juice may contain as diluents
only those substances listed {n this Sub-
part D as safe and sujtable in color addl-
tlve mixtures for coloring foods.

(b) Uses and restrictions. Vegetable
julce may be safely used for the color-
Ing of foods generally, In amounts con-
sistent with good manufacturing prac-
tice, except that it may not be used to
color foods for which standards or iden-
tity have been promuigated under sec-
tlon 401 of the act, unless the use of
adged color 1s authorized by such stand-
ards.

(c) Labeling. The color additive and
any mixtures intended solely or in part
for coloring purposes prepared there-
from shall bear, in addition to the other
informatlon required by the act, labeling
lgts '?zccordnnce with the provislons of

(d) Ezemption Jrom certification
Certiflcatlon of this color additive Is
not necessary for the protection of the
public health, and therefore batches
thereof are exempt from the certification
rc(gulrements of sectlon 706(c) of the
ac
[31 F\R, 1065, Jan, 37, 1960)

§8.315 Toasted partially
cooked cottonsced flour,

(a) Identity. (1) The color additlve

toasted partially defatted cooked cot-

tonsced flour Is a product prepared as

defatted
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Chapter I—Food and Drug Administration

follows: Food quality cottonseed is de-
linted and decorticated; the meats are
screened, aspirated, and rolled; moisture
is adjusted, the meats heated, and the ofl
expressed; the cooked meats are cooled,
ground, and reheated to obtain a prod-
uct varying in shade from light to dark
brown.

(2) Color additive mixtures for food
use made with toasted partially defatted
cooked cottonseed flour may contain only
diluents that are suitable and that are
Hsted in this subpart as safe in color ad-
ditlve mixtures for coloring foods.

(b) Specifications. Toasted partially
defatted cooked cottonseed flour shall
conform to the following specifications:
Arsenic: It contalns no added arsenic com-

pound and therefore may not exceed a

maximum natural background level of 0.2

part per million total arsenic, calculated

a8 AS.

Lead (as Pb), not more than 10 parts per
million,

Pree gossypol content, not more than 450
parts per million.

(¢) Uses and restrictions. The color
additive toasted partlally defatted cooked
cottonseed flour may be safely used for
coloring foods generally, in amounts con-
sistent with good manufacturing prac-
tice, except that it may not be used to
color foods for which standards of iden-
tity have been promulgated under sec-
tion 401 of the act, unless added color is
authorized by such standards.

(d) Labeling. The label of the color
additive and any mixtures prepared
therefrom and intended solely or in part
for coloring purposes shall conform to
the requirements of § 8.32.

(e) Exemption from certificaiion.
Certification of this color additive is not
necessary for the protection of the pub-
lic health and therefore batches thereof
are exempt from the certification re-
quirements of section 706(c) of the act.
{33 F.R. 8814, June 18, 1868]

§8.316 Titanium dioxide.

(a) Identity. (1) The color additive
titanium dioxide is synthetically pre-
pared TiO,, free from admixture with
other substances.

(2) Color additive mixtures for food
use made with titanium dioxide may
contain only those diluents that are
suitable and that are listed in this sub-

127

§8.317

part as safe i color additive mixtures

for coloring foods, and the followlng:

Silicon dioxide, 8iO; and/or aluminum

oxide, ALO,, as dispersing alds—not

more than 2 percent total.

(b) Specifications. Titanium dloxide
shall conform to the following specifi-
catlons:

Lead (as Pb), not more than 10 parts per
miilion,

Arsenic (as As), not mora than 1 part per
million,

Antimony (as Sb), not more than 23 parts
per million,

Mercury (as Hg), not more than 1 part per
million.

Loss on ignition at 800° C. (after drying for
3 hours at 105° C.), not more than 0.5 per-
cent.

Water soluble substances, not more than 0.8
percent.

Acld soluble substances, not more than 065
percent.

TIO,, not less than 99.0 percent after drying
for 3 hours at 105° C.

Lead, arsenic, and antimony shall be de-
termined in the solution obtained by boil-
ing 10 grams of the titanium dioxide for
15 minutes in 50 milliliters of 0.5N hydro-
chloric acid.

(e) Uses and restrictions. The color
additlve titanium dioxide may be safely
used for coloring foods generally, subject
to the following restrictions:

(1) The quantity of titanlum dioxide
does not exceed 1 percent by welght of
the food.

(2) It may not be used to color foods
for which standards of identity have been
promulgated under section 401 of the act
unless added color is authorized by such
standards.

(d) Labeling. The label of the color
additive and any mixtures intended solely
or in part for coloring purposes prepared
therefrom shall conform to the require-
ments of § 8.32.

(e) Ezemption from certification. Cer-
tiflecation of this color additive i{s not
necessary for the protection of the public
health and therefore batches thereof are
exempt from the certification require-
ments of sectiorn 706(c) of the act.

{33 F.R. 8814, June 18, 1968]

§ 8.317 Cochineal extract; carmine.

(a) Identity. (1) The color additive
cochineal extract is the concentrated so-
lution obtained after removing the al-
cohol from an aqueous-alcoholfc extract
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of corchineal (Dactylopius coccus costa
(Coccus cacti L.)). The coloring prin-
ciple is chiefly carminic acid.

(2) The color additive carmine is the
aluminum or calcium-aluminum lake on
an aluminum hydroxide substrate of the
eoloring principles, chiefly carminic acid,
obtained by an aqueous extraction of
cochineal (Dactylopius coccus costa
(Coccus cactiL.)),

(3) Color additive mixtures for food
use made with cochineal extract or car-
mine may contain oniy diluents that are
sultable and that ure listed 1 this Sub-
part D as safe in color additive mixtures
for coloring foods.

(b) Specifications. (1) Cochineal ex-
tract shall conform to the following spec-
ifications:

pH, not less than 5.0 and not more than
6.5 at26° C.

Protein (N x 6.25), not more than 2.2
percent.

Total sollds, not less than 6.7 and not more
than 6.3 percent.

Methyl alcohol, not more than 150 parts
per milllon.

Lead (as Pb), not more than 10 parts per
million.

Arsenic (as As), not more than 1 part per
milllon.

Carminic acid, not less than 1.5 percent.

(2) Carmine shall conform to the fol-
towing specifications:

Volatile matter (at 135° C. for 8 hours), not
more than 20.0 percent.

Ash, not more than 12.0 percent.

Lead (as Pb), not more than 10 parts per
million,

Arsenic (as As), not more than 1 part per
million.

Carminic acid, not less than 60.0 percent.

Carmine and cochineal extract shall be
pasteurized or otherwise treated to de-
stroy all viable Saslmonella micro-orga-
nlsms. Pasteurization or such other treat-
ment is deemed to permit the adding of
safe and suitable substances (other than
chemical preservatives) that are essen-
tial to the method of pasteurization or
other treatment used. For the purposes
of this paragraph, safe and suitable sub~
stances are those substances that per-
form a useful funection in the pasteuriza-
tion or other treatment to render the car-
mine and cochineal extract free of via-
ble Salmonella micro-organisms, which
substances are not food additives as de-
fined in section 201(s) of the act or, if

Title 21—Food and Drugs

they are food additives as so defined, are
used in conformity with regulations
established pursuant to section 409 of
the act.

(¢} Uses and restrictions. Carmine and
cochineal extract may be safely used for
coloring foods gencrally in amounts con-
sistent with good manufacturing prac-
tice, except that they may not be used
to color foods for which standards of
identity have been promulgated under
section 401 of the act unless added color
is authorized by such standards.

(d) Labeling requirements. The label
of the color additives and any mixtures
intended solely or in part for coloring
purposes prepared therefrom shall con-
form to the requirements of § 8.32.

(e) Exemption from certification. Cer-
tification of these color additives is not
necessary for the protection of the publir
health, and therefore batches thereof arr
exempt from the certification require-
ments of section 706(c) of the act.

[33 F.R. 18677, Dec. 14, 1968}

§ 8.318 Grape skin extract (enocia-
nina),

(a) Identity. (1) The color additlve
grape skin extract (enocianina) is a pur-
plish-red liquid prepared by the aqueous
extraction (steeping) of the fresh de-
seeded marc remaining after grapes
have been pressed to produce grape juice
or wine. It contains the common com-
ponents of grape julce; namely, antho-
cyanins, tartaric acid, tannins, sugars,
minerals, ete., but not in the same pro-
portions as found In grape juice. Durlng
the steeplng process, suiphur dioxide is
added and most of the extracted sugars
are fermented to alcohol. 'The extractis
concentrated by vacuum evaporation,
during which practically all of the al-
cohol is removed. A small amount of
sulphur dioxide may be present.

(2) Color additive mixtures for food
use made with grape skin extract (eno-
cianina) may contain only those diluents
listed in Subpart D of this part as safe
and suitable in color additive mixtures
for coloring foods.

(b) Specifications. Grape skin ex-
tract (enocianina) shall conform to the
following specifications:

Pesticide residues, noft more than per-
mitted In or on grapes by regulations pro-
mulgated under section 408 of the Federa)
Food, Drug, and Cosmetic Act.
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Chaptes 1—Food and Drug Administation

Lead (a8 Pb), not more than 10 parts per
mitllon.

Arsenlc (as As), not more thrun 1 part per
mlillton.

(c) Uses and restrictions, Grape skin
extract (enocianina) may be safely used
for the coloring of still and carbonated
drinks and ades, beverage bases, and
alcot.olic beverages subject to the follow-
tug restrictions:

(1) It may not be used to color foods
for which standards of identity have
been promulgated under section 401 of
the act unless artificlal color is author-
Ized by such standards

(2) Its use In alcoholic beverages shall
be in accordance with the provisions of
Parts 4 and 5, Title 27, Code of Federal
Regulations.

(d) Labeling requirements. The label
of the color additlve and any mixtures
prepared therefrom intended solely or in
part for coloring purposes shall conform
to the requirements of § 8.32. The com-
mon or usual name of the color additive
is “grape skin extract” followed, if de-
sired, by *“(enoclanina)”.

(¢) Exemption jrom certificalion,
Certification of this color additive is not
necessary for the protecticn of the public
health, and therefore batches thereof
are exempt from the certification re-
quirements of section 706(c) of the act.
{81 F\R. 4784, Mar, 22, 1966)

§ 8.319  Ultramarine bluc.

(o) Identity., The color additive ul-
tramarine blue s a blue pigment obtalned
by caleining a mixture of kaolin, sulfur,
sodjura carbonate, and carbon at tem-
peratures above 700° C. Sodium sulfate
and sllica may also be incorporated in
the mixture in order to vary the shade.
The plgment Is a complex sodium alumi-
pum sulfo-silicate having the approxi-
mate formula Na:AlSLO:.S,.

(b) Specifications. Ultramarine blue
shall conform to the following specifica-
tions:

Lead (as Pb), not more than 10 parts per
mlitton.

Arsenle (as As), not more than 1 part per
milllon.

Mercury (as Hg), not more than 1 part per
mlition,

«g) Uses and restrictions. The color
additive ultramarine blue may be safely
used for coloring salt intended for ani-
mal feed subject t¢ the restriction that

§ 8321

the quantity of ultramarine blue does
mli exceed 0.5 percent by weight of the
sa

(d) Labeling requirements. The color
additive shall be labeled in accordance
with the requirements of § 8.32.

(e) Exemption from certification.
Certification of this color additive is not
necessary for the protection of the pub-
e health, and therefore batches thereof
are cxempt from the certification ve-
quirements of section 706(c) of the act.
[31 F.R. 6104, Apr, 21, 1960}

§8.320 Ferrous gluconate.

(a) Identify. The coler additive fer-
rous gluconste is the ferrous gluconate
defined In the Food Chemicals Codex,
First Editlon, Puolcation 1406 (1966),
National Academy of Sclences-National
Research Councii, Washington, D.C.

(b) Specifications. Ferrous gluconate
shall meet the specifications given in the
Food Chemicals Codex.

(¢) Uses and resirictions. Ferrous
gluconate may be cafely used in amounts
consistent with, gcod manufacturing
practice for the colorlng of ripe olives.

(d) Labeling. The 1abel of the color
ac tive shall conform to the require-
ments of § 8.32.

(e) Ezxemption Jjrom certification.
Certificatlon of this color aduitive is not
necessary for the protection of the pub-
lic health, and therefore batches thercof
are exempt from the certification re-
quirements of section 708(c) of the act
132 F.R, 6131, Apr. 19, 1067]
§ 8.321 Dechydrated Deets

der),

(&) Identity. (1) The color additive
dehydrated beets is a dark red powder
erepared by dehydrating sound, mature,
good quality, edible beets.

(2) Color additive mixtures made with
dehydrated beets may contain as dituents
only those substances llsted in this Sub-
part D as safe and suitable for use in
coler additive mixtures for coloring
fcods.

(b) Specifieations, The color additive
shall conform to the following specl-
flcations:

Volatlle matter, not more than 4 percent,
Actd Insotuble ash, not more than 0.5 percant.
Lez:x(xll . l‘lﬁsn Pb), not more than 10 parts per

(beet pows
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Arsenio (as As), not more than 1 part per
millton.

Mercury (us Bg), not more than 1 part per
militon.

(c) Uces and restrictions. Dehydrated
beets may be safely used for the coloring
of foods generally in amounts conslstent
with good manufacturing practice, ex-
cept that it may not be used to coler
foods for which standards of ideutity
have been promulgated under section 401
of the act, unless the use of added color
s authorized by such standards,

(d) Labeling. The label of the color
additive and any mixtures prepared
therefrom inter.ded solely or in part for
coloring purposes shall conform to the
requirements of § 6.32.

(e) Ezemption jfrom certification.
Cert{fication of this color additive is not
necessary for the protection of the publlc
health, and therefore batches thereof are
exempt from the certification require-
ments of section 706(c) of the act.

[32 ‘FXR. 6186, Apr, 20, 1967]

§8.322 Corn endosperm oil.

(a) Identity, (1) The color additive
corn endosperm ofl is & reddish-brown
Uquid composed chiefly of glycerides,
fatty aclds, sitosterols, and carotenoid
pigments obtained by isopropyl alcohol
and hexane extraction from the gluten
fraction of yellow corn grain. The defl-
nition of corn endosperm ofl in this para-
graph is for the purpose of definition as
a color additive only and shall not be
construed as a food standard of identity
under section 401 of the act.

(2) Color additive mixtures for food
use made with corn endosperm oll
may contaln only those diluents listed in
this subpart as sate and suitable in color
additive mixtures for coloring foods,

(b) Specifications. Corn endosperm
oil conforms to the following specifica-
tions:

Total fatty aclds, not Jess than 86 percent.

Todine value, 118 to 184.

Saponification value, 165 to 185.

Unsapt?nmnble matter, not more than 14 per-
cen

Hexane, not more than 25 parts per million.

Isopropyl alcohol, not more than 100 parts
per millton.

(c) Uses and restrictions, ‘The color
additive corn endosperm oil may be
safely used in chicken feed in accordance
with the following prescribed conditlons:

130
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(1) The color additive is used to en-
hance the yellow color of chicken skin
and eggs.

(2) The quantity of the color additive
incorporated in the feed is such that the
finished feed is supplemented sufficiently
with xanthophyll and assoclated carot-
enoids so as to accomplish the Intended
effect described in subparagraph (1) of
this paragraph.

(d) Labeling requirements, The label
of the color additive and any premixes
prepared therefrom shall bear, in addi-
tion to the information required by § 8.32,
a statement of the concentration of xan-
thophyll contained therein.

(e} Ezemption from certification,
Certification of this color additive is not
necessary for the protection of the pub-
fic health, and thercfore batehes thereof
are exempt from the certification re-
quirements of scction 706(c) of the act.
{82 ¥.R. 5325, Mar. 80, 1967, a3 amended at
32 'R, 10109, July 11, 1967)

§ 8.323 Rihoflavin.

(a) Identity. (1) The color additive
ribofiavin is the riboflavin defined in the
Food Chemlicals Codex, First Editlon,
Publication 1406 (1966), National Acad-
emy of Sciences—National Research
Council, Washington, D.C.

(2) Color additive mixtures made with
riboflavin may contain as diluents only
those substances listed in this Subpart D
as safe und suitable for use In color addi-
tive mixtures for coloring foods.

(b) Specifications. Riboflavin shall
meet the specifications given in the Food
Chemicals Codex.

(¢) Uses and restrictions. Riboflavin
may be safely used for the coloring of
foods generally, In amounts consistent
with sood manufacturing practice; ex-
cept that it may not be used to color
foods for which standards of identity
have been promulgated under seetion 401
of the act. unless the use of added color
is authorized by such standards.

(d) Labeling. The label of the color
additlve shall conform to the require-
mentsof § 8.32.

(e) Ezemption Jfrom certification.
Certiflcation of this color additive is not
necessary for the protzcilon of the pub-
lic health, and therefore batches thereof
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Chapter I—Food and Drug Administration

are exempt from the certiflcation re-
quirements of section 706(c) of the act.
[32 F.R. 8853, June 22, 1967]

§8.324 Carrotoil.

(a) Identity. (1) The color additlye
carrot ofl is the liquid or the solid portion
of the mixture or the mixture itself ob-
tained by the hexane extraction of
edible carrots (Daucus carota L.) with
subsequent removal of the hexane by
vacuum distillation. The resultant mix-
ture of solid and liquid extractives con-
sists chlefly of oils, fats, waxes, and ca-
rotenoids naturally occurring in carrots.
The definition of carrot ofl in this para-
graph is for the purpose of identity as
a color additive only and shall not be
construed as setting forth an official
standard for carrot oll or carrot oleoresin
under scction 401 of the act.

(2) Color additlve mixtures for food
use made with carrot ofl may contain
only those diluents listed in this Sub-
part D as safe and suitable in color addi-
tive mixtures for coloring foods.

(b) Specifications. Carrot oll shall
contain no more than 25 parts per mil-
lion of hexane.

(e) Uses and restrictions. Carrot ofl
may be safely used for coloring foods
generally, In amounts consistent with
good manufacturing practice, except that
it may not be used to color foods for
which standards of identity have been
promulgated under section 401 of the
act unless the use of added color Is au-
thorized by such standards.

(d) Labeling requirements. The label
of the color additive and any mixtures
prepared therefrom iIntended solely or in
part for coloring purposes shall conform
to the requlrements of § 8.32.

(e) Exemption from certification. Cer-
tification of this color additive Is not nec-
essary for the protection of the public
health, and therefore batches thereof
are exempt from the certification re-
quirements of section 706(c) of the act.
[32 F.R. 10980, July 27, 1967]

§ 8.325 Synthetic iron oxide.

(a) Identity. (1) 'The color additive
synthetic iron oxide consists of any one
or any combination of synthetically pre-

§ 8.326

pared iron oxides, including the hydrated
forms. It is free from admixture with
other substances.

(2) Color additive mixtures for dog
and cat food use made with synthetic
iron oxide may contain only those
diluents that are suitable and that are
listed in this subpart as safe for use in
color addltive mixtures for coloring
foods.

(b) Specifications. Synthetic iron oxide
shall conform to the following specifica-
tlons, all on an “as is” basis:

Arsenic (as As), not more than 5 parts per
million.

Lead (as Pb), not more than 20 parts per
million.

Mercury (as Hg), not more than 8 parts per
million,

(c) Uses and restrictions. Synthetic
ifron oxide may be safely used for the
coloring of dog and cat foods in an
amoun’ not exceeding 0.25 percent by
weight of the finished food.

(d) Luvbeling requirements. The label
of the cilor additive and any mixture
prepared therefrom iIntended solely or
in part for coloring purposes shalli con-
form to the requirements of § 8.32.

(e) Exemption from certification.
Certificatlon of this color additive is not
necessary for the protection of the publle
health, and therefore batches thereof
are exempt from the certification re-
quirements of section 706(c) of the act.
[33 F.R. 9963, July 11, 1968}

§ 8.326 Canthaxanthin.

(a) Identily. (1) The color additive
canthaxanthin is g-carotene-4,4’-dione.

(2) Color additive mixtures for food
use made with canthaxanthin may con-
tain only those dlluents that are suitable
and that are listed In this subpart as safe
for use in color additive mixtures for col-
oring foods.

(b) Specifications. Canthaxanthin
shall conform to the followlng specifica-
tions and shall be frce from impurities
other than those named to the extent
that such other impurities may be
avolded by good manufacturing practice:
Physical state, solid.

1 percent solution in chiloroform, complete
and clear.
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§ 8.501

Moelting range (decomposition), 207* O, to
3213° C. (corrected).

Loss on drying, not more than 0.2 percent,

Resldue on ignition, not more than 032
percent.

Total carotenolds other than trans-canthax-
anthin, not more than 5 poercent,

Lead, not more than 10 parts per millton.

Arsenic, not more than 3 parts per milllen.

Mercury, not more than 1 part par millicn.

Assay, 96 to 101 percent.

(c) Uses and restrictions. The color
additive canthaxanthin may be safely
used for coloring foods generally subject
to the following restrictions:

(1) The quantity cf canthaxanthin
does not exceed 30 milligrams per pound
of solld or semisolld food or per pint of
Hquid food.

(2) It may not be used to color foods
for which standards of identity have been
promulgated under section 401 of the
act unless added color is authorized by
such standards.

(d) Labeling. The label of the color
additlve and any mixtures prepared
therefrom intended solely or in part for
coloring purposes shall conform to the
requirements of § 8.32.

(e) Exemption from ceriification. Cer-
tification of this color additive is not
necessary for the protection of the pub-
lic health, and therefore batches thersof
are exempt from the certification re-
quirements of sectlon 706(¢) of the act.
{84 F.R. 250, Jan. 8, 1969)

Subpart—Provisional Regulations

AvuTHORITY: The provisions of this Subpart
issued under Title II of Public Law 86-618,
gec, 202(c), (d); 74 Btat. 405; 21 U.B.C. 378,
note.

Yitle 21—Food and Drugs

Notz 1: §§9.1 to 0.3 of this chapter shall
continue in effect, insofar as they are not in-
consistont with the following provisional
regulations, untll new regulations jor the
enforcement of section 708 of the Federal
Food, Drug, and Cosmetics Act basio color
additives amendments of 1960 can be pro-
posed and made effective, 256 FL.R. 9750, Oct.
13, 19€0.

§ 8.501 Provisionsl lists of color addi-
tives,

‘The Commissloner of Food and Drugs
finds that the following lsts of color
additlves are provislonally listed under
section 203(b) of the Color Additives
Amendments of 1860 (sec. 203(b), 74
Stat. 405; 21 U.S.C. 376, note)., Except
for color additives for which pctitions
have been flled, progress reports are re-
quired by January 1, 1968, and at 6-
month intervals thereuafter. Specifica-
tions for color additives listed in para-
graphs (a), (b), and (¢) of this section
appear in Part 9 of this chapter. The
listing of color additives in this sec-
tion Is not to be construed as a lsting
for surglcal suture use unless color ad-
ditlve petitions have been submitted for
such use or the Commissioner has been
notified of studles underway to establish
the safety of the color additive for such
use. The color additlves listed In para-
graphs (a), (b), and (¢) may not be
used in products which are intended to
be used in the area of the eye.

(a) Color additives previously and
presently subject to certification and
provisionally listed for food, drug, and
cosmetic use.

. Closing date
b Resteictions

} Drug and
Food uso cosmetic use

FD&C Green No. 3 (§ 9,23 01 thlS Chaplericereresarenenesencanaacecne Dee. 31, 1974, | Dec. 31,1974,
oruntila or untila
new clos- new clos-
ing date ing date
Is estab- is ostab.
lished blished.

FD&C Yellow No. § (18 ,275 of this chapters.. d

FD&C Yellow No. 6 (§ 941 of this chapter}

FD&C Red No. 2 (29 .61 of this chapter)...

¥D&O Red No. 3 (§8.242 of this chapter)..

FD&C Red No. 4 (§ 9.63 ot this chapter) ..

FD&C Blue No. 1 (28 206 of this chapter) .

FD&C Blue No. 2 (§9.81 of this chapter) ..

Lakes (FD&C) (§ 9.100 of this chaptet)ecerccariaccrsasessersanennss eu

t Lakes only.
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Chapter I—Food and Drug Administration

§ 8.501

(b) Color additives previously and presently subject to cerilfication and provi-

stonally tisted for drug and cosmetic use.

Closing date Restrlctlons

D&C Green No. & (§9.103 of this chapter) Dec. 31, 1974,

oruntila

now close

{ng date

is estab-

1ishad.
DA C Green No, 6 (§9.1u4 of this chapter) IO P 1)
D&C Qreen No, 8 (§9.106 of t) xlsclmptcr) I
D&O Yellow No.7 (z 9.130 of this chap do § 8.503,
D&C Yellow Ne. 8 (§9.131 onhls chaplcr ceenatlo Do,
D& C Yellow No. 1 0(2 9.133 of this amsefacesdo
D&C Yetlow No. 11 (§ 9. lalonhlsch'\pter! weeeellO External uso only.
D&C Red No. 6(59151 fthis do.
D&C Red No. 1(591 2 of lhls chaplcr) )
D&C Red No. 8 (§9.153 of thls q 48,503,
D&C Red No. 9(§91 ollhlschnptcn ..... d Do,
D&C Red No. 10 (§9.155 of this chapter, emneatl Do,
D&G Red No. 11 (39,156 of this chapter d Do,
D&C HRed No. 12 (§9.157 of this chaptor fi Do.
D&O Red No. 13 (§9.158 of thischapt ¢ Do.
D&O Red No. ‘7): 9.162 of this chiapter, l‘-lxtcmal uso only.

h& O Rod No. 19(§9.164 of this chaptor,

b&C Red No. 21 (59,166 of this chapter,

D& C Red No, 22 (§9.167 of thischapter,

D&C Red No.27(§9.172 ofthischapter,

D&C Red No. 23 (§ 9.123 of this chapter)

D&C Red No. 30 (§9.175 of this chapter)

o C E £ O £ O

B&C Red No. 31 (§9.17¢ ol t lls ) External use only.
D&C Red No. 33 (§9,178 of this chapt 8,503,
D&C Red No. 34 (§9.179 of this clmmu.r - emaa Externsl uso only.
D&C Red No. 36 (§9.181 of this »
&G Red No, 37 (§9.182 of this ch d § 8.503,
O&C Orange No. & (§9.201 of this chnptor External uso only.
D&C Orange No. 5 (§ 9,202 of this chnpter Do,
D& O Orangn No. 10 (§ 9.207 of this ek
D&C Oranco No. 11 (£ 9.208 of this chapter)
D& C Orange No. 17 (§ 9,214 of this chapter, 4§ 8.503,
D&C Blue No. 4 (§9.240 of this chapter).
D&C Blue No. 6 (§9.242 of this chispter)

D&C Violet No. 2 (39270 of this chapter),.

Lakes (D&C) (§9.280 o
D&C Brown No. 1 (§

External usa only,

{ this chapter)....

.230 of this chapter)..

veea] Thec.31 1074,°| For coloring exters

oruntila nally an Jed

now clos- cosmetlcs,
ng dato

is estab-

Mshed.

(c) Color additives previously and presently sublect to certification and provi-
slonally Usted for use {n externally applied drugs and cosmetics.

Closing date Restrictions

Ext. D&C Yellow No. 1(§ 9.301 of this chapter)

Ext. D&C Yellow Ne, 7 (§ 9.307 of this chapler)

Fxt, DAC Green No. 1 (§ 0.400 of thizchapter).....
Lakes (BExt. D&C) (3§ 9.440 of this chapter)
Ext. D&O Violet No, 2 (§9.411 of this chapter),

Dec. 31, 1974,

eruntila
now clos-
ing date
is ostab.
llshed

do.

.| Dae. 31, 1974,
oruntila
new clos-
ing date

{3 estab-
Ushed,

For colorlng oxters
nally applile
cosmotles,
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§ 8.501
(d) [Reserved)

Title 21—Food and Drugs

(e) Color additives provisionally listed for food use on the basis of prior com-
mercial sale but which have not been nor are now subject to certification.

*losing date

Restrletions

Catbon black (prepared by

tho “impingement” or channcl’ process)eesees

Dee. 31, 1914
oruntila
new clas.

ing date
is estab.
Hshed,

(f) Color additives provisionally listed for drug use on the basis of prior com-
mercial sale but which have not been nor are now subject Lo certification. The color
additives listed in this paragraph are listed only for the uses and purposes com-
merclally employed prior to July 12, 1960. Thus, a color additive used only In drugs
for external application Is not provisionally listed for internal drug use.

Closing date

Restrictlons

Catbon black (“Implogemnont” or “channol Procoss) c wieennssenssnmavavecs

LOEWO00dun o mee wicates anera-n e & n-anscmce & meonesn w w-

oruntila
now clos-
ing dato
{s ostab-
{141

Doc. 31, 1974,

OISR (L VY

£ tyethebae surgleal
QI LRI .

(g) Color additives provisionally listed
for cosmetic use on the basis of prior
commercial sale but which have not been
nor are now subject to certifieation. The
color additives provisionaily listed in this
paragraph are so listed only for the uses
and purposes commercially employed
prior to July 12, 1960. Thus, a color addi-
tive previously used for coloring cosmet-
ics to be applied to portions of the body
other than the eve area (as deflned in
§ 8.1(s)) Is not provisionally listed for
eye-area use,

Color ndditive Closing date | Restrctions
AlumiInum hydroxide,....} Dee, 31, None,
1974, or
untila
new ¢los-
ing date
{3 estabe
tished.
Aluminum powder, 1 Do.
Aluminum stearate Do,
Aunny o ........ e Do.
Atlent. vaeeaceenns Do,
Bnrimn “sulfate "(blane Do,
ﬂxo
Dentonite...... vevoernes alanesc@0uanae Do.
I!lsmutl) cllmlo wses -+ soeueaetlOiuea.| Forusensa
color com-
ponent
n hair
dlye.

Color additive Closing dnm; Restrictlons
!

Bismuth oxychloride..... o Pee 3L 1074, Foruscusa
eruntila color come
newclosing honent in
date Is o8 rair dye,
tablishied,

Broize powder...... ) Do.

C carbonato.. i! Do.

Calelom sillcato aveneecensfunss .0 aane - Do.

Calclum stearate . .......}.... do ... Do.

Calclum sulfale,. aiovcennfuna. 10, . aan- Do.

Caramiel. . vaavaesnnnsressofeena O .ol Do.

Carbon black (prepaml JRRN | | T Do.

by tho "lmplngomonl"
ot “channet” process).
Carmnlne,. Vo.
Do.
Do.
BIOCN,
Chromlmn 0X{de LTeenNSuastren o0 an Do.
Copprer, metallic povdere . foanaetlo. iuaus bo.

Cornstarel...... ane I PO T, Do.

lerﬂc)!mocmnldo (kon SO\ |, SO Do.

Goldreeneurnonrarnense Do.

Grophite, cecirssncnncsone Do.

Ginine (]x‘nrl eSSONCE) uan b Do,

Iron oxides (Inclnding o Do,

_hydrated tron oxides)
0N, cresen avea voen 40 wunun Do.

Lead acetaio. . O . TR Do.

Lithlnm steamte... v JOo . in o.

Magnesium alumbhum ... do ... Do.

stlleate.

\Im.uot I CArhONAe . sasufunenatiOn vans Do.

Magneshim 03180, _cveanenfennen do . .. Do.

Magnesium s1earnlos cosnsefsane G0 0. $o,

Magnosinm tristlicate. .. v oleees 00 0nea- Do,

.\lnui:nnesa viglet (prob- )...._do......} None.

2(N1)sMns (P
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Chapter 1—Food and Drug Administration

¢ ator additive

Mt « 4w e s

1
Clustug date  Restentions

Dev, 31, 1984,
or until a
new closftg ronent
date fs ose n haie
tublbhied, dye

Foruwasa
color com-

Silicte acld .
Stlicon dioxide (Miled) oo fao.
Siik, pondeted

TAC. - exanunenen

Titanin dioxide
Ultrantatioe bloe ..
Ultramarine giecn,. -

Ultramarine pink ... ve Q0L L Do
Ultramarine ed. o . Do.
Ultrammatine violet R N Do
Zine catbonate. ... [ T Do
Zineoxide ..l RN T Do
ZiN0 STEATAL0, wruvennoernrfrunasr do...... Do

{See. 203(a) (2), (d) (1) (E), Publlc Law 86-
618, T4 Stat. 404-405; 21 U.S.C. 376, note)
[32 F.R. 10930, July 26, 1967; 32 F.R. 10081,
July 27, 1067; 82 F.R. 11733, Aug. 1§, 1967; 32
fR. 12715, Sept. 2, 1067; 32 F.R. 12043, Sept
12, 1967; 33 F.R. 982, Jan. 26, 1968; 33 F.R.
5987, Apr. 19, 1088; 33 F.R, 10844, July 31,
1968; 33 F.R, 12228, Aug. 30, 1968; 34 F.R. 435,
Jan, 11, 1969; 34 F.R. 2113, Feb. 13, 1060; 34
PR, 9705, June 25, 1069; 34 F.R. 11542, July
12, 1969; 34 F.R. 12578, Aug. 1, 1969; 37 F.R.
3897, Feb. 24, 1072; 38 F.R. 7006, Mar. 15,
1973; 38 FR 9078, Apr. 10, 1973; 38 FR 10069,
July 26, 1973; 38 FR 21643, Sept. I' 1973:
38 FR 20085, Oct, 19, 1973; 38 FR 29097,
Oct, 31, 1978, 39 FR 9539, Mar. 12, 1074; 30 FR
9658, Mar 13, 1974, 39 IR 24503, July 3, 1974,
39 FR 28421, Aug. 7. 1974, 39 FR 382983,
Sept. 13, 1974}

§ 8.502 Terrunation of provisional list.
ings of color additives.

(a) Ext. D&C Yellow Nos. 9 and 10,
These colors cannot be produeed with
any assurance that they do not contain
s-naphthylamine as an impurity. While
It has been asserted that the two colors
can be produced without the impurity
named, no method of analysls has been
suggested to establish the fact, g-Naph-
thylamine is a known carcinogen; there-
.ore, there is no scientific evidence that
will support & safe tolerance for these
colors In produets to be used in contact
with the skin. The Commissioner of
Food and Drugs, having concluded that
such actlon Is necessary to protect the
public health, hereby terminates the pro-
visional listing of Ext. D&C Yellow No. 9
and Ext. D&C Yellow No. 10,

(b) (1) D&C Red Nos, 8, 9, 10, 19, 33,
37; D&C Yellow No.7; D&C Orange Nos.
3,4,5,and 17. Subacute studies have es-

§ 8.502

tablished that these colors are toxic
substances. unsafe for unrestricted use
in drugs and cosmetics.

(2) D&C Red Nos., 11, 12, and 13.
These colors are chemically related to
D&C Red No. 10, beirg the calcium,
bariu _, and strontium salts of the same
dye, and are chemlically indistinguish-
able from D&C Red No, 10 in the analysis
of a product in which such colors have
been used. They therefore must be sub-
ject to the same restrictions imposed on
D&C Red No. 10.

(3) D&C Yellow No. 8. This color is
chemlically and pharmacologically re-
lated to D&C Yellow No. 7, and therefore
must be subject to any restriction im-
posed on that color.

The Commissiorrr of Food and Drugs,
having concluded tnai such actjou 18
necessary for the protection of the pub-
lie heaith, hereby terminates the pro-
visional listing for the colors named in
this section for unrestricted use in drugs
and cosmetics, These colors are now
listed in Part 9 of this chapter as
follows:

D&C Red No. 8 (§9.1563 of this chapter).

D&C Red No. 9 (§ 9.154 of this chapter).

D&C Red. No. 10 (§ 9,155 of this chapter).
D&C Red No. 11 (§6.156 of this chapter).
D&C Red. No, 12 (§ 8.157 of this chapter).
D&C Red. No. 13 (§9.158 of thls ehapter).
D&C Red. No. 19 (§ 8.164 of this chapter).
D&C Red No. 33 (§9.178 of this chapter).
D&C Red No. 3% (§90.182 of this chapter).

D&C Yellow No. 7 (§ 9.150 of this chapter).
D&C Yellow No. 8 (§ 9.181 of this chapter).
D&C Orange No. 4 (§ 9.201 of thischapter).
D&C Orange No. 6 (§ 9202 of this chapter).
D&C Orange No. 17 (§ 9.214 of this chapter).

(¢) FD&C Red No, 1. Results of re
cent feeding tests of this color additive
have demonstrated it to be toxic upon
Ingestion:

(1 Groups of 50 rats are being fed
dlets containing FD&C Red No. 1 at
levels of 5 percent, 2 percent, 1 percent,
0.5 percent, and 0 percent. At thls stage
of the tests, which have now been in
progress for f{rom 15 months to 18
months, 11¢ animals from the 250 being
fed FD&C Red No. 1 at various levels and
27 of the 100 controls have dled. Of
these, 11 being fad at the 5 percent level,
16 belng fed at the 2 percent level, 11
being fed at the 1 percent level, and 2
being fed at the 0.5 percent level, have
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§ 8,503

shown liver damage. None of the con-
trols that have dled have shown lver
damage.

~ 12) Groups of 100 mice are being fed
diets containing 2 percent, 1 percent, 0.5
percent, and 0.1 percent FD&C Red No.
1, with 400 mice as controls. All mice
on dosage levels of 2 percent and 1 per-
cent died before the seventieth week.
Gross lver damage has been observed in
all groups fed at the 0.5 percent diet
and above.

(3) Groups of 4 dogs are being fed
diets containing 2 percent, 1 percent,
0.25 percent, and 0 percent FD&C Red
No. 1. Three of the dogs on the 2 per-
cent dosage level dled before 32 weeks;
the other is living. Three of the dogs
on the 1 percent dosage level dled or
were sacrificed within 13 months, All
deceased or sacrificed dogs have shown
\tver damage grossly and/or microscop-
fcally. Deceased dogs on the 1 percent
and 2 percent dosage level showed poor
physical condition.

The Commissioner of Food and Drugs,
having concluded that ingestion of this
color additive over a long perlod of time
would be unsafe, and in order to pro-
tect the public health, hereby termi-
nates the provislonal lsting of FD&C
Red No. 1 for use in foods, drugs, and
cosmetlics.

(d) FD&C Red No. 4. Feeding testsof
this color additive have been conducted
with three specles:

(1) Rats of the Osborne-Mende] and
Sprague-Dawley strains were fed FD&C
Red No. 4 for 2 years at levels of 5 per-
cent, 2 percent, 1 percent, and 0.5 per-
cent of the diet. No effect was found.

(2) Mlce of the C3Hf and CS5TBL
stralns were fed FD&C Red No. 4 for 2
years at leveis of 2 percent and 1 per-
cent of the diet. No effect was feund.

(3) Dogs were “'d FD&C Red No. 4
at levels of 2 percent and 1 percent of the
diet. Adverse eflects were found at both
levels In the urinary bladder and in the
adrenals Three dogs of five fed on the
2-percent level died after 6 months, 9
months, and 5! ycars on the test. Two

2 the doms on the 2-percent level and
‘;\m‘e of the dugs on the 1-percent level
Uived tg the completlon of the 7 year
study_
;ﬁ‘: Commissioner of Food and Drugs
hlmtoncluded that the data avallable to
do not permit the establlshment of

2 8afe Yoved of use of this color additive

Title 21—Food and Drugs

for a long perlod of time In food and in
Ingested drugs and cosmetics. In order
to protect the public health, the Com-
missioner hereby terminates the provi-
slonal listing of FD&C Red No. 4 (§ 9.63
of this chapter) for use in food and in
drugs and cosmetics that may be In-
gested. The Commissloner does not find
that the facts now before him require
& prohibition of the use of FD&C Red No
4 In drugs and cosmetics which are not
Ingested and the provisional listing with
respect to these uses remains in effect
e) F.D. & C. Violet No. 1. The Com-
mlssloner of Food and Drugs, in order to
protect the public health, hereby termi-
nates the provisional lsting of F.D. & C.
Viole! No. 1 1§9.90 of this chapter) for
use in foods, drugs, and cocsmetics.
125 F.R. 9760, Oct. 13, 1060, as amended at
25 F.R. 10800, Nov. 6, 1060, 25 P.R. 11314,
Nov. 26, 1960, 26 F.R. 7579, Aug 18, 1961
29 FR 16893, Dec. 11, 1964; 38 FR 9078, Apr. 10,
1973; 29 FR 9828, Mar, 14, §974)

§ 8.503 Temporary tolerances.

Two-year chronic rat feeding studies,
including hist sathology of D&C Red
No. 9 and D&C Red. No. 10 have been
completed. A final determination of the
status of these colors for ingestion must
await chronic feeding studies with & non-
rodent specles. However, pharmacolo-
glsts of the Food and Drug Administra-
tlon have concluded, on the basls of
chronic feeding studies with the rat, that
& no-effect level of feeding of 100 parts
per milllon will be accepted pending
chronie feeding studles with & nonrodent
specles. Sinca the subacute toxicity of
the two colors is of the same order of
subacute toxicity as the other nine colors
listed in § 8.502(b) (1), it can be assumed
for the purpose of temporary tolerances
that the same no-effect fevel of feeding
for the nine colors is also 100 parts per
million. Data have bheen submitted
which indicate that the maximum
amount of the color additives listed in
paragraph (a) of this sectton ltkely to
be ingested datly {rom Hpstick will cor-
respond to atout 0.1 part per mlillion in
the dally diet. On this basis, it Is not
Inconsistent with the protection of the
public health to allow, durlng this
transttional period, continued use of
these products in lipstick and in other
products that may be Ingested In the
amounts specifled In this section.

(a) Pursuant, therefore, to the au-
thority in section 203:d»13¢C) of the
Color Additive Amendments of 1860,
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Chapter |—Food and

temporary tolerances are established for
the following color additives:
Color additive Percent

m:c \Orange No. 5 (§ 9.202 of th!s chap-
or
D&c Orange No. 17 (§ 9.214 of this chap-

) -
D&C Red No. 8 (§9.153 of this chaptor)
D&C Red No. 9 (§9.164 of this chapter)
D&C Red No. 10 (§ 9.155 of this chapter)
D&:C Red No, 11 (§ 9.156 of thils chapter)
D&C Red No, 12 (§9.167 ot thls chapter)
D&C Red No. 13 (§ 9.158 of this chapter)
D&C Red No. 19 (§ 9.164 of this chapter)
D&C Red No. 33 (§9.178 of this chapter)
D&C Red No. 36 (§ 9.1s1 of this chapter)

These color additives are therefore re-
talned on the provisional list for use in
lipstick with the Indlcated temporary tol-
erances which are expressed as percent
pure dye by welght of each lipstick. These
color additives may be used It combina-
tlons provided the individual tolerance
Is not exceeded and the total percent of
all colors used does not exceed § percent
pure dye by welght of the lipstick. These
color additives and D&C Yellow No. 7,
D&C Yellow No. 8, and D&C Red No. 37
are retained without tolerance restric-
tions for externally applied drugs and
cosmetics.

(b) (1) The colors named in this para-
graph may safely be used, during the
transitional perlod, in drug produots and
in such other preparations subject to
Ingestion as mouthwashes and denti-
frices, where total usage reasonably to
be expected to be ingested does not con-
tribute more than 1 part per million of
any such color additive or combination
of color additives to the human diet.
Therefore, to meet this limitatlon the
following colors are retained on the pro-
visional list of color additives for use in
drug products for internal use, mouth-
washes, dentifrices, and proprietary
products, under a temporary tolerance,
provided that in no instance shall such
color additives contribute more than 0.75
milligram of the color additive, expressed
as pure dye, to the amount of the product
reasonably expected to be ingested in
1 day.

D&C Orange No. 5 (§ 9.202 of thils chapter).
D&C Red No. 8 (§9.153 of this chapter).

D&C Red No. 12 (§ 9.157 of thls chapter).
D&C Red No. 19 (8 9.164 of this chapter),

D&C Red No. 33 (§9.178 of this chapter).
D&O Red No, 37 (§ 9.182 of this chapter).

o000 O

Drug Administration § 8,503

(2) D&C Red No. 36 (§9.181 of this
chapter) is retained on the provisional
list of color additives for use in drug
products for internal use, mouthwashes,
dentifrices, and proprietary products,
under a temporary tolerance, provided
that 11 no instance shall it contribute
more than 1.7 milligrams of the color
additive, expressed as pure dye, to the
amount of the product reasonably ex-
pected to be ingested in 1 day.

(¢) Stince the action outlined in § 8.502
«d) on December 11, 1964, additional
studies with two specles of animals have
besen completea. An over-all evaluation
of the studies indlcates that there would
be no hazard to the public health if the
use of FD&C Red No. 4 were restricted
as follows:

(1) It may be used in food only for
the coloring of maraschino cherries at a
level not to exceed 150 parts per million
by weight of the maraschino cherrles.
Such welght shall not include packing
medlsa, or in the case of candied mara-
schino cherries, added sugar.

(2) It may be used without quantita-
tive restrictlon in externally applled
drugs and cosmetics. It may be used in
ingested drugs, provided that the label-
ing does not recommend nor suggest con-
tinuous administration to patients, and
the amount of FD&C Red No. 4 used i
such that not more than 5 milligrams of
the color additive Is consumed per day
it the recommended drug dosage Is fol-
lowed. For the purpose of this order, &
recommendation or suggestion for usc
longer than 6 weeks shall be considered
to be a recommendation for continuous
administration.

(3) Labels of the color additlve and
mixtures containing it shall bear, in ad-
«tlon to other statements required by
the act and regulations:

(1) A statement of the quantlty of
FD&C Red No. 4 in welght per unit vol-
ume or percent by weight; and

1) The following statement or lts
equivalent; “This color additive may be
used In or on food only for coloring
maraschino cherrles at a level not to ex-
ceed 150 p.p.m. by weight of the mara-
schino cherrles. Such welght shall not
Include packing media, or In the case of
candled maraschino cherries, added
sugar. It may be used in externally ap-
plied drugs and cosmetles without quan-
titatlve restrictlon. Use In ingested
drugs s subject to quantity and period
of use restrictions. Consult Color Addi-
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§ 8.510

tive Regulations of the U.8. Food and
Drug Administration before using.”

{26 FR. 7579, Aug. 16, 1061, 0o amended at
30 FR. 10289, Aug. 10, 1065, SO P.R. 13056,
Oct. 14, 1065; 35 F.R. 10749, Dec. 30, 1870)

§ 8,510 Cuncellation of certificates.

(a) Certificetes issued niaretofore for
colors belng removed from tne provi-
slonal Ust (§ 8.602(a)) are cancelled end
of no effect after December 1, 1980, and
use of such color additives In drugs or
cosmetics after that dato will result in
adulteration.

(b) (1) Certificates issued heretofore
for the color additive designated FD&C
Red No. 1 (§9.60 of this chapter) are
cancelled as of the date of the publica-
tion of this Order, and use of this color
additive in the manufacture of foods,
drugs, or cosmetics after that date will
result in adulteration.

(2) The Commissioner finds that no
action needs to he taken to remove foods,
drugs, and cosmetics containing this
color additive from the market on the
basis of the sclentific evidence before
him, taking {nto account that the addi-
tive i1s not an acute toxic substance and
that 1t is only used in small amounts In
foods, drugs, and cosmetics.

(c) Certificates issued heretofore for
the color additive designated FD&C Red
No. 4 (39.63 of this chapter) and of all
mixtures containing this color additive
were canceled affective June 9, 1965, in-
sofar as food (except maraschino
cherrles as provided in §8.503()),
Ingested drugs (except for limited use as
provided in § 8.603(c) ) and ingested cos-
metics ure concerned, and use of this
color additive in the manufacture of food
(except maraschino cherrles as provided
in § 8.503(c) ) and ingested drugs (except
for limited use as provided in § 8.503(¢))
and Ingested cosmetics after that date
will result In adulteration. The certifi-
cates shall continue {n effect for the use
of this color additive in drugs and cos-
meties which are not ingested. The Com-
missioner finds that no action needs to be
taken to remove food and ingested drugs
and cosmetics contalning this color addi-
uve frcm the market on the basis of the
sclentific evidence before him, taking
into account that the additive is not an
acutely toxic substance and that it s
used only in small amounts in food and
Ingested drugs and cosmetics.

(d) Certificates issued for the follow-
ing color additives and all mixtures con~

Title 2'—Food and Drugs

taining these color additives are canceled
and have no effect atter October 4, 1966,
and use of such color additives in the
manufacture of foods, druzs, or cos-
metics after that date will result in adul-
teration:

FD&O Green No. 1.
FD&C Green No. 2.
D&C Green No. 7.

D&C Red No. 5.

D&C Red No. 14 (§ 9.105 of this chapter).
D&C Red No. 18.

D&C Red No. 24.

D&C Red No. 29 (§ 9.174 of this chapter).
D&C Red No. 35.

D&C Red No. 38.

D&C Orange No. 3.
D&C Orange No. 8.
D&C Orange No. 14.
D&C Orange No. 15.
D&C Orange No. 16.
D& Blue No. 7.

D&( Black No. 1.

Ext. D&C Yellow No. 5.
Ext. D&C Yellow No. 8.
Ext. D&C Red No, 1.
Ext. D&C Red No. 2.
Ext, D&C Red No. 3.
Ext. D&C Red No. 10.
Ext. D&C Red No. 11,
Ext. D&C Red No. 13.
Ext. D&C Red No. 14.
Ext. D&C Red No. 15.
Ext. D&C Blue No. 1,
Ext. D&C Blue No. 4.
Ext. D&C Orange No. 1.
Ext. D&C Orange No. 4.

(e) Certificates Issued for the follow-
irg color additives and all mixtures con-
taining these color additlves are can-
celed and have no effect after July 1,
1968, and use of such color additives In
the manufacture of drugs or cosmetics
after that date will result in adulteration:
D&C Brown No. 1 (§ 9.230 of this chapter).
Ext. D&C Yellow }™» 3,

Ext. D&C Red No. o.

Ext. D&C Violet No. 2 (§9.411 of this chap-
ter).

Ext. 1%&0 Orange No 3.

(f) Certificates .ssued for D&C Yellow
No. 11 and all mixtures containing this
color additive are cancelled and have no
effect after Aprii 30, 1968, insofar as In-
gested use is concerned. Use of this color
additive in the manufacture of ingested
drugs or cosmetics subject to ingestion
after that date will resutt in adulteration.

(8) Certificates issued for D&C Red
No. 17, D&C Red No. 31, D&C Red No. 34,
D&C Orange No. 4, and D&C Violet No. 2,
and all mixtures containing these color
additives, are canceled and have no effect
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Chapter 1-—Food and Drug Administration

after December 31, 1968, insofar as {n-
gested use is concerned. Use of these color
additives In the manufacture of ingested
drugs or cosmetics subject to ingestion
after that date will result in adulteration,

) Certlficates issunad for F.D. & C.
Violet No. 1 (§ 9.90 of this chapter and
all mixtures containing this color addi-
tive are canceled and have no effect after
April 10, 1973, and use of such color addi-
tive in the manufacture of foods, drugs,
or cosmetics after that date will result
in adulteratlon.

(2) The Commissioner finds that no

action needs te be taken to remove foods,
drugs, and cosmetics containing this
color additive from the market on the
})XilSiS of the scientific cvidence before
N,
125 F.R. 11214, Nov. 26, 1960, as amended at
29 F.R. 16983, Dec. 11, 1964, 30 F.R, 13057, Oct.
14, 1965: 31 F.R. 5190, 1966 32 F.R. 10932,
July 26, 1967; 33 F.R. 883, Jan. 26, 1968; 33
FR 5987, Apr. 19, 1968; 38 FR 9078, Apr. 10.
1973: 39 FR 9828, Mar. 14, 1974}

§8.515 Limitntion of certificates.

(a) Certain color additives. Certifi-
cates issued heretofore for color addi-
tives being retalned on the provisionral
st in §8.503, but under tolerance and
usage restrictions, are hereby limited to
those uses and under those conditions
imposed by that section. Use of such
color additives in any other manner
after December 1, 1960, in drugs or cos~
metics will result in adulteration. Any
color additive certified under such tol-
erance and usage restrictlons after Oc-
tober 12, 1960, shall bear a labrl state-
ment of the name of the color additive
and of the tolerance and use limitations
applicable toit.

M (Reserved]

(c) D&C Red No. 36. Certificates 1s-
sued heretofore for D&C Red No. 36 and
all mixtures containing this color addi-
tive are limited effective October 31, 1970,
to the conditions imposed by § 8.503 (a)
and (b)(2)), Use of D&C Red No. 36 In
any other manner after October 31, 1970,
in drugs or cormetics will result in adule
teration. Any D&C Red No. 36 distrlbuted
after October 31, 1970, shall bear a label
statement of the tolerance applicable
to it,

(Sec, 203(a) (2), 74 Stat. 404: 21 U.B.0, 876,
note) {33 F.R. 16280, Oct. 15, 1968, =s
amended at 35 F.R. 10898, July 7, 1870; 38
FR 119749. Dec. 30, 1970; 38 FR 9078, Apr. 10,
1973

§ 8.4022

Subpart E—Listing of Color Additives
for Drug Use Subject to Certification

§8.4021 FDXCBlueNo. 1.

ta) Identity and specifications. (1)
The color additive FD&C Blue No. 1 shall
conform in identity and specifications to
the requirements of § 8.206 ta)tl) and
b)),

(2) Color additive mixtures for in-
gested drug use made with FD&C Blue
No. 1 may contaln only those dlluents
that are suitable and that are listed in
Subpart F of this part as safe for use in
color additive mixtures for coloring in-
gested drugs,

{b) Uses and restrictions. The color
additlve FD&C Blue No. 1 may be safcly
used for coloring ingested drugs in
amounts consistent with good manufac-
turing practice.

(c) Labelinr. The label of the color
additive ans. any mixtures prepared
therefrom intended solely or in part for
coloring purposes shall conform to the
requirements of § 8.32.

(d) Certification. All batches of FD&C
Blue No. 1 shall be certified in accord-
ance with regulations in Subpart A of
this part.

[34 F.R. 7446, June 8, 1969]

§8.4022 TFD&C Blue No, 2.

(a) Identily, The color additlve
FD&C Blue No. 2 is principally the
disodium salt of 5,5'-disulfo-3,3’-dioxo-
A*-blindoline with smaller amounts of
the isomeric disodium salt of 5,7 -disulfo-
3,3'-dioxo-A**-biindoline.

(b) Specifications, FD&C Blue No, 2
shall eonform to the following specifica-~
tions and shall be free from impurities
other than those named to the extent
that such impurities may be avoided by
good manufacturing practice:

Sum of volatile matter (at 135° C.) and
chlorldes and sulfates (calculated as sodium
salts), not more than 15.0 percent.,

Water-insoluble matter, not more than 0.4
percent,

Isatin-§-sulfonic acld, not more than 0.4
percent,

Isomeric colors, not more than 18.0 per~
cent,

Lower sulfonated subsldiary colors, not
more than 5.0 percent.

Lead (as Pb), not moro than 10 parts per
million,

Arsenic (as As), not more than 3 parts
per miltion,

Total color, not less than 850 percent,

(¢) Uses and restrictions. FD&C Blue
No. 2 may be safely used for coloring
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§ 8.4026

nylon (the copolymer of adipic acid and
hexamethylenc diamine) surgical sutures
for use in general surgery subject to the
following restrictions:

(1) The quantity of color additive does
not exceed 1 percent by weight of the
suture,

(2) The dyed suture shall conform in
%Ilsrespects to the requirements of the

S.P.,

(3) When the sutures are used for the
purposes specified in their labeling, the
color additive does not migrate to the
surrounding tissue.

(4) If the suture Is & new drug, an ap-
proved new-drug application, pursuant
ltf section 505 of the act, is in effect for

(@) Labeling. The label of the color ad-
ditive shall conform to the requirements
of § 8.32,

(e) Certification. All batches of FD&C
Blue No. 2 sheall be certlfied in accordance
wlatrlg regulations in Subpart A of this
pare,

(38 F.R. 2067, Fob. 18, 1871}

§8.4026 [Phthalocyaninato(2.)] cop-
per.

(a) Identity. The color additive Is
[phthalocyaninato(2-)] copper having
'?zgegtmcmre shown in color index No.

(b) Specifications. [Phthalocyaninato
(2-)] copper shall conform to the fol-
lowing specifications and shall be free
from impurities other than those named
to the extent that such impurities may
be avolded by good manufacturing
practice:

Volatile matter (185° C.), not more than
0.3 percent.

Salt content (as NaCl), not more than 0.3
percent,

Alcohol soluble matter, not more than 0.8
percent,

Otr‘ganlc chlorine, not more than 0.2 per-
cen

Aromatis amines, not more than 0.08
percent,

Lead (as Pb), not more than 40 parts per
mililon,

Arsenio (n3 As), not more than 3 parts
por millien,

Mercury (as Hg), not more than 1 part
per million,

Total color, not 1ess than 98.8 percent,

(¢) Uses and restriction, [Phthalo-
cyaninato(2-) Jcopper may be safely used
to color polypropylene sutures for use in
general and ophthalmic surgery subject
to the following restrictions:

Title 21—Food and Drugs

(1) The quantity of the color additive
does not exceed 0.5 percent by weight of
the suture.

(2) The dyed suture shali conform In
all respects to the requirements of The
United States Pharmacopela.

(3) When the sutures are used for the
purposes speclfied in thelr labeling, there
Is no migration of the color additive to
the surrounding tissue.

Authorlzation for thils use shall not be
construed as walving any of the require-
ments of section 505 of the act with
respect to the drug (Including any other
sutures) In which it Is used.

(@) Labeling. The label of the color
additive shall conform to the require-
ments of § 8.32.

(e) Certification, All batches of
[phthalocyaninato(2-) 1 copper shall be
certifled In accordance with regulations
in Subpart A of this part.

184 F\R. 6777, Apr. 23, 1969}

§ 8.1039 D&CBlueNo. 9.

ta) Identity. The color additive D&C
Blue No. 9 is principally 7,16-dichloro-
6,15 - dihydro - 5.9,14,18 - anthrazinetet-
rone.

th) Specifications.~D&C Blue No. 9
shall conform to the following specifica-
tions and shall be free from {mpurities
other than those named to the extent
that such impurities may be avolded by
good manufacturing practice:

Volatile matter (at 135° C.), not more than
3 percent.

Matter extractable by alcoholle HC1 (0.1 ml
of concentrated hydrochlorle acid per 50
ml of 95 percent ethyl alcohol), not more
than 1 percent.

2-Amino anthraquinone, not more than 02
perecent,

Organleally comoined chlorlne In pure dye,
13.0~-14.8 percent.

Lead (as Pb), not more than 20 p/m.

Arsenic (as As),hot more than 3 p/m.

Pure color, not less than 97 persent,

t¢) Uses and restrictions. D&C Blue
No. 9 may be safely used for coloring
cotton and silk surgleal sutures, includ-
ing sutures for opthalmic use, subject
to the following restrictions:

t1) The dyed suture shall conform in
all respects to the requirements of the
U.S.P.

(2) The quancity of the cotor additive
does not exceed 2.5 percent by welght of
the suture.

(3» When the sutures are used for the
purposes specified in their labeling, the

140
IPR2024-00493
Honeywell International Inc. v. DSM IP Assets, B.V.
DSM Ex. 2005, Page 46 of 57


CR054001
Text Box
                                                         IPR2024-00493
 Honeywell International Inc. v. DSM IP Assets, B.V. 
                                     DSM Ex. 2005, Page 46 of 57
  



Chapter 1—Food and Drug Administration

color additive does not migrate to the
surrounding tissue.

(4) If the suture is 2 new drug, a new-
drug application approved pursuant to
section 505 of the act is in offect for it.

«(d) Labeling. The label of the color
additive shall conform to the require-
ments of § 8.32,

(e) Certification. All batches of D&C
Blue No. 9 shall be certified in accord-
ance with regulations in subpart A of
this part.

(39 FR 24503, July 3, 1974]

§8.1069 D&C Green No. 5.

(a) Identity. The color additive D&C
Green No. 5 is principally the disodium
salt of 2,2°-[(9,10-dihydro-9,10-dioxo-
1,4 - anthracenediyl) diiminolbis(5 -
methyl-benzenesulfonic acidl.

b) Specifications. D&C Green No. 5
shall conform to the following specifica-
tions and shall be free from impurities
other than those named to the extent
that such impurities may be avoided by
good manufacturing practice:

Sum of volatlle matter (at 135°C) and
chlorides and sulfates (calculated as soditm
salts), not more than 20.0 pereent,

Watcr-insoluble matter, not more than 0.2
percent,

1.4-Dihydroxy-anthraquinone,
than 0.2 percent.

2-Amino-in-toluencsuifonic acld, not more
than 0.2 percont,

Subsidlary colors, not more than 5.0 per-
cent.

Lead (as Pb), not mare than 10 parts per
miilion,

Arsenic (ns As), not more than 3 parts per
million,

‘Total color, not less than 80.0 percent.

(¢) Uses ond restrictions. D&C Green
No. 5 may be safely used to color nylon
(the copolymer of adipic acid and hexa-
methylene diamine) nonabsorbable sur-
gical sutures for use in general surgery
subject to the following restrictions.

(1) The quantity of color additives
does not exceed 0.6 percent by weight of
the suture.

(2) The dyed suture shall conform in
all respects to the requiremcnts of the
United States Pharmacopeia.

(3) When the sutures arc used for the
purposes specified in their labeling, there
is no migration of the color additive to
the surrounding tissue.

(4) I{ the suture is a new drug, an
approved new-drug application, pur-
suant to section 505 of the act, is in effect
for it.

not more

§ 8.4102

(d) Labeling. The label of the color
additive shall conform to the require-
ments of § 8.32.

(@) Certification. All batches of D&C
Green No. 5 shall be certified in accord-
ance with regulations in subpart A of
this part.

(Sce. 708 (b). (€}, {d), 74 Stat, 509-103; 21
U.S.C. 376(b)., (c), (d)) (38 FR 20514,
Aug. 2, 1973}

§ 84070 D&C Green No. 6.

(a) Identity. The colcr sdditive D&C
Green No. 6 s 1-4-di-p-toluidino anthra-
quinone.
(b)Y Specifications. D&C Green No. 6
shall conform to the followlng specifica-
tlons and shall be free {rom impurities
other than those named to the extent
that such other impuritles may be
avoided by good manufacturing practice:
Volatile matter (at 136° C.), not more thap
20 percent.

Wutert-solublo matter, not more than 0.3 per-
cen

Matter Insoluble in carbon tetrac)’oride, not
more than 1.5 percent.

Intermediates, not more than 0.5 percent.

Lead (ax Pb), not more than 10 parts per
mililan

Arsenlc (as As), not more than 1 part per
million,

Pure coior, cot less than 66.0 percent.

(¢c) Uses and resirictions. D&C Green
No. 6§ may be safely used for coloring
polyethylene terephihalate surgical su-
tures, including sutures for ophthalmic
use, subject to the follow!ng restrictions:

(1) The quantity of the color additive
does not exceed 0.75 percent by weight of
the suture materiatl,

(2) When the sutures are used for the
purposes specifiad in thelr labeling there
{s no migration of the color additive to
the surrounding tissue.

(3) The listing of D&C Green No. 6
for the purposes described in paragraph
(c) of this section i{s not to be construed
as n listing for any other use.

(d) Labdeling. The label of the color
additlve shall conform to the require-
ments of § 8.32.

(e) Certification. All batches of D&C
Green No. § shall be certified in accord-
ance with regulations promulgated under
Subpart A of this part,

{33 F.R. 8815, Juno 18, 1968)

§8.4102 FD&CRed No. 3.
(a) Identity and specifieations, (I)

The color additive FD&C Red No. 3 shalt
conform in identity and specifications to
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§ 8.4104

the requirements of § 8.242 (a) (1) and
).

(2) Color additive mixtures for in-
gested drug use made with ¥D&C Red
No. 3 may contain only those diluents
that are suitable and that are listed in
Subpart F of this part as safe for use in
color additive mixtures for coloring in-
gested drugs.

(b) Uses and restrictions. FD&C Red
No. 3 may be safely used for coloring in~
gested drugs in amounts consistent with
good manufacturing practice.

(c) Labeling. The label of the color
additive and any mixtures prepared
therefrom intended solely or in part for
coloring purposes shall conform to the
requirements of § 8.32,

(d) Certification. All batches of FD&C
Red No. 3 shall be certified in accord-
ance with regulations in Subpart A o2
this part.

{3¢ F.R. 7446, June 3, 1069)

§8.4104 FD&XC Red No. 40.

(a) Identity and specifications. (1)
The color additive FD&C Red Na. 40 shall
conform in identity and specificatlons to
t!l;c)a requirements of § 8244 (a) (1) and
(b).
(2) Color additive mixtures for dr-
use made with FD&C Red No. 40 1
contain only those dlluents that are
sultable and that are listed In Subpart F
of this part as safe for use In color ad-
ditive mixtures for coloring drugs.

(3) The listing of this color additive
includes lakes prepared as described in
§§9.100 and 9.280 of thls chapter, ex-
cept that the color additive used is
FD&C Red No. 40 and the resultant lakes
meet the speclfication and labeling re-
gglggments prescribed Lk, §§9.100 or

(b) Uses aqnd restrictions. FD%C Red
No. 40 may be safely used in coloring
drugs, subject to the restrictions on use
of color eddltlves in §8.101, in amounts
consistent with good manufacturing
practice,

(¢) Labeling. Lhe label of the color
additive and any lakes or mixtures pre-
pared therefrom intended solely or in
part for coloring purposes shall conform
to the requirements of § 8.32.

(d) Certification. All batches of FD&C
Red No. 40 and lakes thercof shall be
certified in accordance with regula‘tons
in Subpart A of this part.

138 IR, 6892, Apr. 10, 1971, as amended at
36 F\R. 2356563, Dec, 10, 1671}

Title 21—Food and Drugs

§8.1132 D&C Red No. 39.

(a) Identity. (1) The color additive
D&C Red No. 39 Is o-Ip(p,8’-dihydroxy=
dlethylamino) -phenylazol-benzoiz acld.

(2) Color additlve mixtures made with
D&C Red No. 39 may contaln the follow-
Ing diluents: Water, acetone, isopropyl
alcohol, and speclaliy denatured alcohols
used in accordance with 26 CFR Part 212.

(b) Specifications. D&C Red No. 39
shall conform to the following specifica~
tions and shall be free from impurities
other than those named to the extent
that such other Impurities may be
avoided by good manufacturing practice:

Volatlle matter (at 100* C.). not more than
2.0 percent.

Matter insoluble in acetone, not more than
1.0 percent.

Anthranilic acld. not more than 0.2 piercent.

N.N-(8.8’-Dihydroxy-dlethyl) aniline, not
more than 0.2 percent.

Subsidiary cslors, not more than 80 percent.

Lead {as Pb), not more than 20 parts per
millton.

Arsenic (as As). not more than 3 parts per
miltion,

Pure color, not less than 95.0 percent.

t¢. Uses and restrictions. The color
additive D&C Red No. 39 may be safely
used for the colonng of quaternary am-
momum ftype germicldal solutions in-
tended for eaternal apphication enly, and
subject to the further restriction that the
quantity of the color additive does not
exceed 0.1 percent by weight of the
finished drug product.

tdr Labeling. The label of the color
additive and any mixtures prepared
therefrom and wntended solely or in part
for colouing purposes shall conform to
the requirements of § 8.32.

te) Certification. All batches of D&C
Red No. 39 shall be certified in accord-
ance with regulations promulgated under
Subpart A of this part,
[33 FR 8815, June 18, 1968)

§ 841532 D&C VYiolet No. 2.

@y Identity. The color additive D&C
Vintet No. 2 is principully 1-hydroxy-4-
[14 - methylphenyl'amino} - 9,10 - an-
thracenedione.

tbt Specifications. D&C Violet No, 2
shall conform to the foliowing specifica-
tions and snall be free from impurities,
other than those named, to the exten:
that such other impurities can be avolded
by good manufacturing practice:

Volatile matler tat 135° C.), not more
than 2.0 percent.
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Chapter I—Food and Drug Administration

Matter insoluble in both carbon tet-
rachloride and water, not more than 0.5
percent.

p-Toluldine, not more than 0.2 percent.

1-Hydroxy-9,10-anthracenedione, not
nore than 0.5 percent.

1,4 - Dihydroxy-9,10-anthracenedione,
not more than 0.5 percent.

Subsidiary colors, 1not more than 1.0
percent.

Lead (as Pb), not more than 20 parts
per million.

Arsenic (as As), not more than 3 parts
per million.

Total color, not less than 96.0 percent.

(¢) Uses and restrictions. D&C Violet
No. 2 may be safely used for coloring
giycolic-lactic acid polyester (USAN
polyglactin 910) synthetic absorbable
sutures for usc in general and ophthal-
mic surgery subject to the following
restrictions:

(1> The quantity of the color aadi-
tive does not exceed 0.2 percent by
weight of the suture.

(2) If the suturc Is a new drug, an
approved new drug application, pur-
suant to section 505 of the act, is In
effeet for it.

(d) Labcling. The labei of the color
additive shall conforin to the requirc-
ments of § 8.32.

(e) Certification. All batches of D&C
Violet No. 2 shall be cerlified in accord-
ance with regulations i Subpart A of
this part.

139 FR 13267, Apr. 12, 1974]

§8.4175 FD&C Yellow No. 5.

() Identity and specifications. (1)
The color additlve FD&C Yellow No. 5
shall conform in identity and specifica-
tlons to the requirements of §8.275
(a) (1) and (b).

(2) Color additive mlxtures tor in-
gested drug use made with FD&C Yellow
No. 5 may contain only those dlluents

§ 8.6000

that are sultable and that are listed in
Subpart F of this part as safc for use
in color additive mixtures for coloring
Ingested drugs.

(b) Uses and restrietions. FD&C Yel-
low No. 5 may be safely used for coloring
ingested drugs generally In amounts con-
sistent with good manufacturing practice,

(¢) Labeling requirements. The lahel
of the color additive and any mixtures
intended solely or in part for coloring
purposes prepared therefrom shall con-
form to the requirements of § 8.32,

(d) Certification. All batches of FD&C
Yellow No. 5 shall he certified in accord-
ance with regulations in Subpart A of
this part.

(34 IR, 7447, May 8, 1060]

Subpart F—Listing of Color Additives
for Drug Use Exempt From Certifi-
cation

§ 8.6000 Diluents in color additive mix-
tures for drug use exempt from cer-
tification.

The following diluents may be safely
used in color additive mixtures that are
exempt from certification and which are
to be used for coloring drugs, subject to
the condition that each straight color in
the mixture has been exempted from cer-
tificaticn or, if not so exempted, is from
a batch that has previously been certified
and has not changed in composition since
certification. Such listing of diluents is
not to be construed as superseding any of
the other requirements of the Federal
Food, Drug, and Cosmetic Act with re-
spect to drugs, including new drugs. If
a definltion and specification for a par-
ticular diluent is not set forth in this
Subpart F, the material shall he of a
purity consistent with ite Intended use.

(a) Ingested drugs—-(1) General use,
Diluents listed in § 8.300(2) and the fol-
lowing:

Substances Definitions and specifications Restriction
Alsohol, s clally denatured.......... Asset forth In 26 (‘!~ ll Part 212....] As et forth in 26 CF R, Part 211
Cotyl alcohiol Asset forth fn NoF Xlacuaavconenes

Isopropyl nteohol

In color coatings for pharmaccutical

Polyox;elh{leno 20 sotbltan mono-
stowate (Polysorbate 60,
Polyoxyethylene (20) sotbltan trl-

As sct forth In
chapter.,
As sct forth in

forms; no resldue.
§ 120030 of thix

§ 1201008 of this

stowate (Polysorbate 63). chapter,
Polysorhate 80.eeeececcaceancocanasana Af:lmt forth {n §X21,1009 of this
hapter,
Polyvinylpyrrotidonoe..a.. As sct forth fn § 120139 of this
chapter,
Borbitan m¢
Sorbitan ato As set forth in §121,1029 of this
chapter.,
Sorbft antriolcate
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§ 8.6001

(2) Special use; inks for branding
pharmaceutical forms. Items listed in
subparagraph (1) of this paragraph,
£8.300( (1) (D, and the following:

Ethyl lactate.
Polyoxyethylene sorbitan monolaurats (20).

(b) Exlernally applied drugs. Dilu-
ents lsted in paragraph (a)(1) of this
section and the following:

Definitions and
Substances specifications
Benzyl aleohol..... As sot forth in NP, XI
Ethyl cellulose-... Asset forth in § 121.1087
of this chapter.

Hydroxyethyl - -
celluloee.

Hydroxypropyl As set forth in § 121.1180
cellulose. of this chapter.

[20 F.R. 13808, Oct. 8, 1964, as amended at
83 F.R. 8815, June 18, 1068. Redesignated 20
F.R. 1562817, Nov. 14, 1964]

§ 8.6001 Synthetic iron oxide.

(a) Identitu., (1) The color additive
synthetlc iron oxlde consists of any one
or any combination of synthetically pre-
pared iron oxides, including the hydrated
forms. It is free from admixture with
other substances,

(2) Color additive mixtures for drug
use made with synthetic iron oxide may
contain only those diluents listed in this
subpart as safe and suitable in color
additive mixtures for coloring drugs.

(b) Specifications. Synthetic iron
oxlde shall eonform to the following spec-
{fications, all onan “asis” basis:

Arsenic (¢4 As), not more than 8 parts per
milifon.

Lead (as Pb), not more than 10 parts per
millfon.

Mereury (as Eg), not more than 3 parts
per mililion.

(c) Uses and restrictions. The color
additive synthetic L. on cxide may be safe-
Iy used to color ingested or topicsily ap-
plled drugs generally subject to the re-
striction that if the color additive Is used
in drugs ingested by man the amount
consumed In accordance with labeled or
prescribed dosages shall nct exceed 5
milligrams, caleulated as elemental iron,
per day.

(d) Labeling requirements. The label
of the color additive and any mixtures
intended solely or in part for coloring
purposes prepared therefrom shall con-
form to the requirements of § 8.32.

(e) Ezemption from certification.
Certification of this color additive is not
necessary for the protection of the pub-

Title 21—Food and Drugs

lic health, and therefore batches there-
of are exempt from certification require-
ments of sectiop 706(c) of the act.

[81 F.R, 2658, Feb., 11, 1066]

§ 8.6002 Caramel.

(a) Ildentity and specifications. (1)
The color additive caramel shall con-
form in Identity and snecifications to the
requirements of § 8.303(a) (1), (2), and
(3) and (b).

(2) The diluents in color additive mix-
tures for drug use containing caramel
shall be limited to those listed in this
subpart F as safe and suitable in color
additive mixtures for coloring drugs.

(b) Uses and restrictions. Caralnel
may be used for coloring Ingested and
toplcally applied drugs generally in
amounts consistent with good manufac-
turing practice.

(¢) Ezemption from cerlification.
Certification of this color additive Is not
necessary for tha protection of the pub-
itc health and therefore batches thereof
are exempt from the certification re-
quirement of section 708(c) of the act.
[28 E.R. 8309, Aug. 14, 1863]

§ 8.6003 Ammatto extract.

(a) Identity and specifications. (1)
The color additive annatto extract shall
conform in identity and specifications to
tl;f): requirements of § 8.305¢a)(1) an~*
(h).

(2) Color additive mixtiures for drug
use made with annatto extract may con-
tain only those diluents that are suitable
and that are listed In this subpart as
safe in color additive mixtures for color-
Ing Ingested drugs.

b) Uzes and restrictions. The color
additive annatto extract may be used for
coloring Ingested drugs generally in
amounts consistent with good manufac-
turing practlce.

(¢) Labeling. The label of the color
additive and any mixtures prepared
therefrom and intended solely or in part
for coloring purposes shall conform to
the requirements of § 8.32. Labels shall
bear Information showing tl.at the color
Is derlved from annatto seed. The re-
qitirements of §8.32(a) that all ingre-
dlents shall be listed by name shall not be
construed as requiring the dectaration of
resldues of solvents listed in § 8.305(a)
).

(d) Exemption from ceriification,
Certification of this color additive Is not
necessary for the protection ot the public
health and therefore batches thereof are
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Chapter |—Food ana Drug Administration

exempt from the certification require-
ments of section 706(c) of the act.
|33 F.R. 8815, Juue 18, 1968]

§ 8.6004 B-Carctene.

(a) Identily and specifications. (1)
The color additive g-carotene shall con-
form In identity and specifications to the
requirements of § 8.304 (a) (1) and (b).

(2) The dlluents in color additive
mixtures for drug use contauning g-car-
otene are limited to those listed In Sub-
part I of this Part 8 as safe and suitable
ih color additive mixtures for coloring
ingested drugs.

(b) Usesandrestrictions. g-Carotene
may be used for coloring ingested drugs
gerierally In amounts consistent with
food manufacturing practice.

(¢c) Labeling requirements. The la-
beling of the color additive and any mix-
tures Intended soiely or In part for
colering purposes prerpared therefrom
;l;allo conform: to the requiretients of

o3 de

(dY Ezemption from certification
Certification of this color additive is not
necessary for the protection of the public
health, and therefore batches thereof
are exempt from the certification re-
culrements of sectlon 706(c) of the Act.
|29 F.R. 3003, Mar, 5, 1064]

§ 8 6005 Titanium dioxide.

(a) Identity and spectfications. (1)
The color additive titanium dloxide shall
conform in ldentity anc speclfications to
tl;)e requirements of §8.316 (a)(1) and
.

(2) Color additive mixtures for drug
use made with titanium dioxlde may con-
tain only thosc diluents that are sultable
and that are listed in thls subpart as safe
in color additive mixtures ror coloring
drugs, and the following: Sillcon dloxide,
S10:, and/or sluminum oxide, AlO;, &S
dispersing alds—not more than 2 percent
total.

(b) Uses and restrictions. The color
additive titanlum dioxide may be used
for coloring Ingested and externally
applied drugs generally, in amounts con-
sistent with good manufacturing prac-
tice. External application includes use
in the arca of the eye.

(c) Labeling. The label of the color
additive and any mixtures prepared
therefrom and intended solely or in part
for coloring purposes shall conform to
the requirements of §8.32.

(d) Ezemption from cerlification, Cer-
tification of this color addltive Is not

§ 8.6006

necessary for the protection of the public
health and therefore batches thereof are
exempt from the certification require-
ments of section 706¢(c) of the act.

|33 F.R. 8815, June 18, 1968]

§8.6006 Pyrophyllite.

(a) Identity., (1) The color additive
pyrophyllite is a naturally occurring
mineral substance consisting predom-
inantly of a hydrous aluminum sflicate,
Al0,:+4S101:H,0, iIntimately mixed with
lesser amounts of finely divided silica,
S10:, Small amounts, usually less than
3 percent, of other sllicates, such as po-
tassium aluminum stlicate, may be pres-
ent. Pyrophyllite may be ldentifled and
semiquantitatively determined by ita
characteristic X-ray powder diffraction
pattern and by its optical properties.

(2) Color additive mixtures made with
pyrophyllite are limited to those lsted
f1. this Subpart F as safe and suitable In
color additive mixtures for coloring ex-
ternally applied drugs.

(b) Specifications. Pyrophyllite shall
conforin to th2 fallowing specifications:
Lead (as Pb), not moro than 20 parts per

millljon,

Arsenlc (a3 As), not more than 3 parts per
million.

Lead and arsenic shall be determined in
the solution obtained by boiling 10 grams
of the pyrophyllite for 15 minutes in 50
milliliters of 0.5N hydrochloric acid.

(c) Uses and restrictions. Pyrophyl-
lite may be safely used in amounts con-
sistent with good manufacturing practice
to color drugs that are to be externally
applied.

(d) Labeling requirements. The la-
beling of the color additive and any mix-
tures prepared therefrom intended solely
or in part for coloring purposes shall con=
form to the requirements of §8.32.

(e) Exemption Jrom certification.
Certification of this color additive is not
necessary for the protection of the public
health, and thercfore batches thereof
are exempt from the certification re-
quirements of section 706(c) of the act
[81 F.R. 5070, Mar, 28, 1066}

§ 8.6009 Cocliineal extract: carmine.

(a) Identity and specifications. (1)
The color additives cochineal extract and
carmine shall conform in identity and
specifications to the requiremants of
§8.317(a) (1) and (2) and (b).

12) Color additive mixtures for drug
use made with carmine and cochineal
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§ 8.6010

extract may contain only those diluents
that are suitable and that are listed In
this Subpart ¥ as safe in color additive
mixtures for coloring drugs.

(b) Uses and restrictions. Cochineal
extract and carmine may be safely used
for coloring ingested and externally ap-
plied drugs In amounts conslstent with
good manufacturing practice.

(¢) Labeling requirements. The label
of the color additives and any mixtures
intended solely or in part for coloring
purposes prepared therefrom shall con-
form to the requirements of § 8.32.

(d) Exemption from certification. Cer-
tification of these color additives is not
necessary for the protectlon o¢ the pub-
e health, and therefore batches thereof
are exempt from the certificatlon re-
quirements of sectlon 706(c) of the act.
183 F.R. 18578, Dec. 14, 1868}

§ 8.6010 Chromium - cobalt - aluminam
onide.

ta) Identity. The color additive chro-
mium-cobalt-aluninum oxide is a blue-
green pigment obtained by calelning a
mixture of chrewium oxide, cobalt car-
bonate, and aluminum oxide. It may con-
tain small amounts tless than 1 percent
each' of oxides of barium, boron, silicon,
and nickel.
th1 Specifications. Chromium-cobalt-
aluminum oxide shall conform to the
following specifications:
Chrontuum, calculated as Cr0, 34-37 per-
cent.
Cobalt, catculated as Co0O, 29 34 percent.
Aluminum, calculated as Al,0,, 29-35 per-
cent,
Lead (as Pb), not more than 30 parts per
millfon,
Arsenic (as As), not more than 3 parts per
miltion,
Total oxides of aluminum, chromium, and
cobalt not less than 97 percent.

Lead and arsenic shall be determined in
the solutfon obtained by boiling 10 grams
of the chromium-cobalt-aluminum oxtde
for 15 minutes in 50 milliliters of 0.5 N
hydrochloric acid.

(¢ Uses and restrictions. The color
additive chromium-cobalt-aluminum ox-
ide may be safely used for coloring linear
bolyethylene surgical sutures, U.S.P., for
use i general surgery, subject to the fol-
lowing restrictions:

t1) For coloring procedure, the color
additive is bleuded with the polyetis, wnic
resini. The mixture 1s heated to a tem-
perature of 500 -550 F. and extruded
through a fixed orifice. The filaments are

Title 27~—Food and Drugs

cooled, oriented by drawing, and set by
annealing.

12)» The quantity of the color additive
does not esceed 2 percent by weighit of
the suture material.

131 The dyed suture shall conform in
all respec » to the requirements of the
U.S.P.

t4) When the sutures are used for
the purpose specified in their labeling,
there 1s no migration of the color addi-
tive to the surrounding tissue.

(51 If the suture Is a new drug, an
approved new drug application, pursuant
to suction 505 of the Federal Food, Drug,
and Cosmetic Act, 15 in effeet for it.

wd) Labeling. The label of the color
additive shall conform to the require-
ments of § 8.32.

e Exemption from certification. Cer-
tification of this color additive is not
necessary for the protection of the pub-
lic heaith, and batches thereof are ex-
empt from the certification requircments
of section 706¢c) of the act.
|39 FR 28421, Aug. 7, 1974}

§ 8,601  Alumina (dried aluminum hy-
droxide).

(a) Identity. (1) The color additive
alumina (dried aluminum hydroxide) is
a white, adoriess. tastele<s, amorphous
vowder consisting essentlally of alumi-
num bydroxide (Al:0,-X H,O).

(2) Color additive mlixtures for drug
use made with alumina (dried aluminum
hydroxtde) may contain only those dilu-
ents listed In this Subpart F as safe and
sultable for use in color additive mix-
tures for coloring drugs.

(b) Specifications. Alumina (drled
atuminum hydroxide) shall conform to
the following speclfications:

Acldity or alkatinity: Agitate 1 gram of the
color additive with 25 milliliters of water and
filter. The flitrate shall be neutral o litmus

anper.
P l?mttcr insoluble {n dilute hydrocholrie
ucld, not more than 0.5 percent,

Lerd (as Pb), not more than 10 parts per
million,

Arsenic (as As), not more than 1 part per
million.

Mercury tas Hg), not more thaa 1 part per
million.

Aluminum oxide (ALQ,), not less than 60
percent.

(¢) Uses and restrictions. Alumina
tdried aluminum hydroxide) may be
safely used in amounts conslstent with
good manufacturing practice to color
drugs generally.
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Chapter 1-—Food and Drug Administration

(d) Labeling requirements. The label
ol the color additive and of any mixtures
prepared therefrom Intended solely or in
part for cotoring ptrposes shall conform
to the requirenients of § 8.32.

) Exemption from certification. Cer-
tification of thls color additive is not
necessary for the protection of the pub-
tic health, and therefore batches thereof
are exempt from the certification re-
quirements of section 706(c) of the act.
[32 F.R. 6686, May 3, 1667

§ 8.6012 Culciam cacrhonate.

(a) Identity. (1) The color additive
calclum carbonate is a fine, white, syn-
thetically prepared powder consisting es-
sentlally of preclpitated callcum carbo-
nate (CaCOJ).

(2) Cotor additlve mixtiices for drug
use made with calclum carbonate may
contaln only those dlluents listed In this
Subpart F as safe and sultable for use
in color additive mixtures for coloring
drugs.

by Spectfications. Calclum carbonate
shall meet the specificatlons for pre-
cipltated calclum carbonate in the U.S.P,

(¢c) Uses and restrictions. Calclum
carbonate mey be safely used In amounts
consistent with goud manufacturing
practice to color drugs generaily

{d) Labeling requirements. The label
of the color additive and of any mixtures
prepared therefrom Intended solely or in
part for colorlng purposes shai conform
to the reauirements of § 832,

te) Exemption from certification. Cer-
tification of this color additive Is not
necessary for the protection of the public
health, and therefore batches thercof are
exempt {rom the certification requlre-
ments of section 706(c) of the act.

[33 F\.R. 6683, May 3, 1067]

§8.6013 Tale.

(a) Identity. (1) The color additlve
trlc Is o finely powdered, natlve, hydrous
magnestum sllicate somet!mes contalning
a small proportion of aluminum silicate,

(2) Celor additlve mixtures for drug
use made with talc may contaln only
those diluents listed in this Subpart F as
sife and sultable {for use fn color additive
mixtures for coloring drugs.

(b) Specifieations. Talc shall meect
the specifications for taic in the U.S.P.
and the follow!ing:

Lead (as Ph), not moro than 20 parts per
millton,

Arsenie (/s As), not more than 3 parts per
miilion,

§8.6014

Lead and arsenic shall be determined in
the solution obtained by bolling 10 grams
of the tale for 15 minutes in 50 milliliters
of 0.5N hydrochloric acld.

(c) Uses and restrictions., Talc may
be safely used in amounts consistent with
good manufacturing practice to color
drugs generatly,

(d) Labeling requirements. The label
of the color additive and of any mixturcs
prepared therefrom Intended solely or in
part for coloring purposes shall conform
to the requirements of § 8.32.

(@) Ezempticn from certification. Cer-
tification of thls color additive is not
necessary for the protecticn of the public
health, and therefore batches thereof are
exempt from the certification require-
ments of sectlon 706(c) of the act.

{32 F.R. 6686, May 2, 1967]

§ 8.6014 Potassiuam sodium copper chlo.
rophyllin (chlorophyliin.copper com-
plex).

(a) Identity. (1) The color additlve
potasstum sodium conper chlorophyllin is
a green to black powder oblalned from
chlorophyll by replacing the methyl and
phytyl ester groups with alkall and re-
placing the magneslum with copper The
source of the chlorophyll 1s dehydrated
alfalfa

(2) Color additlve mixtures for drug
use made with potassium sodium copper
chlorophyllin may cont ‘n only those
ditucnts that are suliable and that are
listed In this subpart as safe for use In
color additive mixtures for coloring
drugs.

tb) Spccifications. Potasstum sodium
copper chluruphyllin shall conform to the
fulloning specifications and shall be free
from impurities other than those named
to the extent that such other impuritles
may be avoided by good manufacturing
practice:

Molsture, not more than 5.0 pereent.

Nitrogen, not more than 5.0 percent.

pH of 1 percent solution, 9 to 11.

Total copper, not less than 4 percent and nos
more than ¢ percent.

Freo copper, not more than 0,25 percent.

Iron, not more than 0.5 percent.

tead (as Pb), not more than 20 parts per
million.

Arsenic (ng As), not more than 6 parts per
million,

Ratto, absorbanco at 405 inu to absorbance at
630 mypu, not less than 3.4 and not more
than 3.9.

Total color, not less than 76 percent.

(c) Uses and restrictions. Potasslum
sodlum copper chlorophyllin may be
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§ 8.6015

safely used for coloring dentifrices that
are drugs at & level not to exceed 0.1 per-
cent. Authorization for this use shall not
be construed as walving any of the re-
quirements of section 505 of the act with
respect to the drug in which 1t is used.

(d) Labdbeling. ‘The label of the color
additive and any mixtures prepared
therefrom intended solely or in part for
coloring purposes shall conform to the
requirements of § 8.32.

(e) Exemption from certification. Cer-
tiflcation of this color additive is not
necessary for the protection of the public
health and therefore batches thereof are
exempt {rom the certification require-
ments of section 706(c) of the act.

[34 F.R. 6075, Apr. 20, 1969; 34 F.R. 0795,
June 25, 1869]

§ 8.6015 Canthaxanthin.

) Identily and specifications. (1)
The color additive canthaxanthin shall
conform in identity and specifications to
th(): requirements of §8.326 (a)¢lr and
(b).
(2) Color additive mixtures for in-
gested drug use made with canthaxan-
thin may contain only those diluents that
are suitable and that are listed in this
subpart as safe in color addittve mixtures
for coloring Ingested drugs.

(b) Uses and restrictions, Canthaxan-
thin may be safely used for coloring in-
gested drugs generally in amounts con-
sistent with good manufacturing
practice.

(¢) Labeling requirements. The label
of the color additive and of any mixtures
prepared therefrom intended solely or in
part for coloring purposes shall conform
to the requirements of § 8.32.

(d) Exemplion from cerlification. Cer.
tificatlon of this color additive is not nec-
essary for the protection of the public
health, and therefore batches thereof
are exempt from the certification re-
quircments of section 706:¢c, of the act.
[34 F.R. 250, Jan. 8, 1069)

§ 8,6016 Dihydroxyacetone,

(8) Identity. (1) The colrr additive di-
hydroxyacetone is 1,3-dthydroxy-2-pro-
panone,

(2) Color additive mixtures for arug
use made with dihydroxyacetone may
contain only those diluenis that are
listed in this subpart F as safe and suit-
able in color additive mintures for color-
Ing externally applied drugs.

(b)Y Specificaiions. Diliydroxyacetone
shall conform to the fullewing specifica-

Title 21—Food and Drugs

tions and shall be free from impurities
other than those named to the extent
that such impurities may be avoided by
good manufacturing practice:

Volatile matter (at 34.6° C. for 3 hours at
a pressure of not more than 30 mn. mer~
cury), not more than 0.5 percent.
Residue on ignitlon, not more than 04
percent.

Lead tas Pby, not more than 20 parts per
mililon.

Arsenic (as As), not more than 3 parts
per million.

Iron (as Fe), not more than 25 parts per
million.

1,3-dihydroxy-2-propanone, not less than
98 percent.,

(¢) Uses and restrictions. Dihydroxy-
acetone may be safely used in amounts
consistent with good manufacturing
practice in externally applied drugs in-
tended solely or in part to impart a color
to the human body. Authorization for
this use shall not be construed as waiv-
ing any of the requirements of Section
505 of the act with respect to the drug in
which 1 5 used.

() Labeling requirements. The label
of the color additive and any mixtures
prepared therefrom intended solely or
in part for coloring purposes shall con-
form to the requirements of § 8.32,

() Ezxemplion from certificalion,
Certification of this color additive is not
necessary for the protection of the public
health and therefore batches thereof are
exempt from the certlfication require-
ments of section 706(¢c) of the act.
|38 FR 20615, Aug. 2, 1973)

§ 8.6017 Pyrogallol.

(a) Idenlity, The color additive pyro-
gallol is 1,2,3~trihydroxybenzene.

(h) Specifications. Pyrogallol shall
conform to the following specifications
and shall be free from impurities other
than those named to the extent that
such impurities may be avolded by good
manufacturing practice:

Metting point, between 130* and 133* C,

Resldge on Ignition, not more thaa 0.1 per-
cent.

Lead (as Pb), not more than 20 p/m (parts
per million),

Arsenle (as As), not more than 3 p/m.

(¢c) Uses and restricltions. Pyrogaliol
may be safely used in combination with
ferric ammonium citratc was hsted in
§ 8.6018 (21 CFR 8.6018) of this chapter),
for coloring plain and chromic catgut
sutures for use m general and cphthalmic
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Chapter |—Food and Drug Administration

s;xrgrry, subject to the following restric-
tions:

¢1) The dyed suture shall conform in
xttyllsrlgspects to the requirements of tlie

(2) The level of the ferric ammonium
citrate-pyrogaliol complex shall not ex-
ceed 3 percent of the total weight of the
suture mnaterial,

(3) When the sutures are used for the
purposes specified in their iabeling, there
is no migration of the color additive to
the surrounding tissue.

4 If the suture is a new drug, an
approved new drug application, pursuant
to section 505 of the act, is in effect for it.

vdr Labeling. The label of the color
additive shall conform to the require-
ments of §8.32 (21 CFR 8.32) of this
chapter.

(¢ Exemption from certification. Cer-
tification of this color additive is not
necessary for the protection of the publle
health and therefore batches thercof are
excmpt from the certification require-
ments of section 706(c) of the act.
(Sees. 706 (b) (1), (€)(2), (d): 74 Stat. 399,
402-403, 21 USLC. 376 (L) (2) () (2), (d))
[38 I'R 12803, May 16, 1973]

§ 8.6018 Ferric ammoniam citrate.

(a) Identity. The color additive ferric
ammonium citrate consists of complex
chelates prepared by the interaction of
ferric hydroxide with citric acid in the
presence of ammonia. The complex che-
lates occur in brown and green fortns, are
gellkgucsccnt in air, and are redueible by

ght.

tb) Specifications. Ferric ammonium
citrate shall conforin to the following
specifications and shait be free from im-
purities other than those named to the
extent that such fmpurities may be
avoided by good manufacturing practice:
Iron {as Fe), nat less than 14.5 percent and

not more than 18.5 percent.

Lead (as Pb), not more than 20 p/m.
Arsenlc (as As), not more than 3 p/m,

(¢) Uses and restrictions. Ferric am-
monium clirate may be safely used in
combination with pyrogal'cl (as listed In
$ 8.6017 (21 CFR 8.6017) of this chap-
ter), for coloring plain and chromic cat-
gut sutures for use in general and oph-
thalmic surgery subject to the following
conditions:

(1) The dyed suture shall conform in
all respects to the requirements of the
u.s.p,

(2) The level of the ferric ammonium
citrate-pyrognllol complex shall not ex-

§ 8.7201

ceed 3 percent of the total weight of the
suture material,

(3" When the sutures area used for the
purposes specified fn thein labeling, there
is no migration of the color additive to
the surrounding tissue.

(4) If the suture Is a new drug, an
approved new drug application, pursu-
?ntiléo section 505 of the act, is in effect

or it,

wd) Labeling. The labeling of the color
additive shall conform to the require-
ments of §8.32 (21 CFR 8.32) of this
chapter.

we) Exemplion from certification, Cer-
tification of tlns color additive is not
necessary for the protection of the pub-
lic health and therefore batches thereof
are exempt from the requirements of sec-
tion 706(c) of the act.

(Sec. 706(b) (1), (¢)(2). td), T4 Stat. 399,
402-403, 21 US.C. 376 (b)(1), (€)(2), (d))
{38 FR 12803, May 16, 1973]

Subpart G—Listing of Color Additives for
Cosmetic Use Subject to Certification

§ 8.7201  FD&C Red No. 40,

W) Identity and speeifications. 1)
The color additive FD&C Read No. 40 shall
conform in identlty and specifications to
ngc requirements of §8.244/av (I and
th),

12) The listing of this color additive
ineludes lakes prepared as described in
§§9.100 and 9.280 of this chapter, except
that the color additive used 1s FD&C Red
No. 40 and the resultant Inkes meet the
speeification and labeling requirements
prescribed by §9.100 or § 9.280 of this
chapter.

(h) Uses and restrictions. FD&C Red
No. 40 may be safely used in coloring
cosmetics generally subject to the follow-
Ing restrictions:

(1) The color additive may be used in
amounts consistent with good manufic-
turing practice.

2) The color additive shall not be
exposed to oxidizing or reducing agents
which may affect the integrity of the
color or any other conditions wlich niay
affect the integrity of the color.

(¢) Labeling. The label of the color
additive shall conform to the require-~
ments of § 8.32.

(d) Certification. All batches of FD&C
Red No. 40 shall be certified in accord-
aunce with regulations in Subpart A of
this part.

139 FR 28278, Aug. 6, 1974, ns nmended at
39 FR 44198, Dec. 23, 1974]
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§ 8.7955

§ 8.7255 FDXC Yellow No. 5.

() Identity and specifications. The
color additive FD&C Yellow No. 5 shall
conform in wdentity and spectfications to
tl;e requirements of §8.275ta)(1) and
.

(by Uses and restrictions. FD&C Yellow
No. 5 may bhe safely used for coloring
externally applied cosmetics other than
hair straighteners, permanent iave
preparations and depilatories in amounts
consistent with good manufacturing
practice.

(¢) Labeling. The label of the color ad-
ditive shall conform to the requirements
of § 8.32.

(d) Certification. All batehes of FD&C
Yellow No. 5 shail be certified in accord-
nnctt: with regulations in Subpart A of this
part.

{39 FR 2358, Jan. 21, 1074)

Subpart H—Listinz of Color Additives for
Cosmetic Use Exempt From Certification

§ 8.8001 Titanimu dioxide.

(@) Idenlity and specifications. The
color additive titanium dioxide shali con-
form in identity and spccifications to the
requirements on § 8.316(a) (1) and h),

(b) Uses and restrictions. The color
additive titanium dioxide may be safely
used in cosmetics, including cosmetics
intended for use in the area of the eye,
in amounts consistent with good manu-
facturing practice.

(¢) Labeling requirements. The color
additive and any mixtutes preparea
thereirom intended solely vt 1 part for
coloring purposes shall bear, in addition
to any other informatlon required by law,
labeling m accordance with the provi-
slons of § 8.32.

) Exemption from cerlification.
Certifleation of this color additive Is not
necessary for the protection of the pub-
lic health, and therefore batches thereof
are exempt from certification pursuant
to section 706:¢) of the act.

(Sees. 706(b), (¢), and (d), T4 Stat. 399-403;
21 U.S.C. 376(b), (¢), and (d)) |38 FR 8650,
Apr. 5, 1973)

§ 8.8002 Henna,

(a) Identity. The color additive hen-
na Is the dried leaf and petiole of
Lawsonia alba Lam. (Lawsonia inermis
L.). It may be identificd by its character-
istic odor and by characteristlc plant
histology.

I

Title 21—Food and Drugs

(b) Specifications. Henna shall con-
form to the following specificatlons:

It shall not contaln more than 10 percent
of plant material from Lawsonia aldba Lam
{Lawsonia inermis L.} other than the leaf
and petlole, and shall be free from admixture
with material from any other specles of
plant,

Motisture, not more than 10 percent,

Total ash, not more than 15 percent.

Acld-lusoluble ash, not more than 5 percent

Lead (as Pb), not more than 20 parts pet
milllon.

Arsenio (as As), not more than 8 parts per
miflion,

(¢) Uses and restrictions. The color
additlve henna may be safely used for
coloring halr only. It may not be used
for coloring the eyelashes or eyebrows,
or generally in the urea of the eye.

(d) Labeling. The label for henna shall
bear the information required by §8.32
and the following statements or their
equivalent:

*Do nos use Ip the aren of the eye,”
*Do not use on cut or abraded sealp.”

(e) Exemption from certification. Cer-
tificatlon of this color additive for the
prescribed use is not necessary for the
protection of the onubile health and
therefore batches thereof are exempt
from the certification requirements of
section 706¢c) of the act.

{33 F.R. 8815, June 18, 1808)

§ 8.8003 TIyrophyllite.

W Identity and specifications, The
culut additive pyauphyllite shall conform
in ldentity and specifications to the re-
quirements of § 8.6006 (a) (1) and (b).

(b)Y Uses and restrictions. Pyrophyl-
lite may be safely used for coloring ex-
ternally applied cosmetics, in amounts

consistent with good manufacturing
practice.
«¢) Labeling requirements. The la-

beling of the color additive and any mix-
twes prepared therefrom ttended solely
vl in part fur coloring purpuses shall
conform to all applicable requircments
of law, including the requircinents of
§ 8.32.

(d) Exemption from ceriification.
Certification of this color additive is not
necessary for the protection of the pub-
lte health and therefore batches thercof
are exempt from the certificatlon re-
quirements of section 7061¢) of the act.
(Secs. 706(b), (c), and (4}, 74 Stat, 309-403;
21 U.8.C. 376\b), (c), and (d)) [38 FR 8650,
Apr, 5, 1073)
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Chapter I—Food and

§ 8.8004 Potassium sodinm copper chlo-
rophyllin (chloropliyllin-copper com-
plex).

ta) Identity and specifications. The
color additive potassium sodium copper
chiorophyllin shall conform in identity
and specifications to the requirements of
§8.6014 (a) (1) and (bh).

(b) Uscs and restrictions. Potassium
sodium copper chlorophyllin may be
safely used for coloring dentifrices that
are cosmetics subject to the following
conditions:

(1) It shall not be used at a level in
excess of 0.1 percent.

(2) It may be used only in comblna-
tion with the following substances:
Water.

Glycerin.

Sodium carboxymethylcellulose.

Tetrasodium pyrophosphate.

Sorbitol.

Magnesium phosphate, tribasic.

Calcium carbonate.

Calcium phosphate, dibasic.

Sodium N-lauroy! sarcosinate,

Artificial sweeteners that are generally recog-
nized as safe or that are authorized under
Part 121 of this chapter.

Flavors that are generally recognized as safe
or that are suthorized under Part 121 of
this chapter.

Preservatives that are generally recognized as
safe or that are authorized under Part 121
of this chapter.

(¢) Labeling. The label of the color
additive shall conform to the require-
ments of § 8.32.

(d) Exemption from certification. Cer-
tification of this color additive is not
necessary for the protection of the public
health and therefore batches thereof are
exempt from the certification require-
ments of section 706(c) of the act.

{34 F.R. 6976, Apr. 26, 1969
§ 8.8005 Dihiydroxyacetone.

(a) Idenlity and specifications. The
color additive dihydroxyacetone shall
conform in identity and specifications to
the requirements of § 8.6016 (a) (1) and
(b).

(b) Uses and restrictions. Dihydrox-
yacetone may be safely used in amounts
consistent with good manufacturing
practlee in externally applied cosmetics
intended solely or in part to impart a

Drug Administration § 8,8006
or in part for colormg purposes shall con-
form to the requirements of § 8.32.

(d) Exemplion from certification. Cer-
tification of this color additive is not
necessary for the protection of the pub-
lic health and therefore baiches thereof
are exempt from the requirements of
Section 706(c) of the act.

(Sec. 706(b) (1), (e)(2), (d), 74 Stat. 390-
402; 21 U.S.C. 376(b) (1), (c) (2), (d)) [38
FR 206185, Aug. 2, 1973}

§ 8.8006 Disodium EDTA-copper.

(a) Identity. The color additive diso-
dium EDTA-copper is disodium [IN,N’-
1,2 - ethanediylbis{N - (carboxymethyl)
glycinatollw4-) - N,N’,0,0',0%,0%Icu-
prate(2-).

(b) Specifications. Disodium EDTA-
copper shall conform to the followlng
specifications and shall be free from im-
purities other than those named to the
extent that such impurities may be
avoided by good manufacturing practice:

Total copper, not less than 13.5 percent.

Total (ethylene-dinitrilo)tetraacetic acid,
1ot less than 62.5 percent.

Free copper, not more than 100 parts per
million.

Free disodium salt of (ethylene-dinltrilo)
Letraacetic aclid, nov more than 1.0 percent,

Molisture, not more than 15 percent.

Water insoluble matier, not more than 0.2
percent.

Lead (as Pb), not more than 20 parfs per
milijon.

Arsenic (as As), not more than 3 parts per
million.

(¢) Uses and restrictions. Disodium
EDTA-copper may be safely used in
amounts consistent with good manufac-
turing practices in the coloring of sham-
poos which are cosmetics.

(d) Labeling requirements. The label-
ing of the color additive shall conform
to the requirements of § 8.32.

(e) Exemption from certification, Cer-
tification of this color additive is not nec-
essary for the protection of the public
health and therefore batches thereof are
exempt from the requirements of section
706(c) of the act.

139 FR 16884, May 10, 1874, as amended at
39 FR 23066, June 26, 1874}

PART 9—COLOR CERTIFICATION

Subpart A—General
color to the human body. gelc- Definitions
(c) Labeling requirements. The label- 9.2 QGeneral sbeclﬂcatlons for straight
ing of the color addilive and any mix- colors.
tures prepared therefrom intended solely 9.3 Mixtures that may be certified.
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