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Subpart F—Listing of Color Additives for Drug 
Use Exempt From Certification 

860u' Dium.t., dadap.e mixture, 
fur drug (LA. t &erupt Stunk crttlita-
Don 

8.600' Synthetic Iron oxide. 
8.6002 Caramel. 
8.6003 Annatto extract. 
8.6004 6-Carotene. 
8.6005 Titanium dioxide. 
8.6006 Pyrophyllite. 
8.6009 Cochineal extract. carmine. 
8 Guio 
8.6011 Alumina Oiled ao.oninum 

1de). 
8.6012 Calcium carbonate. 
8.6013 Talc. 
8.6014 Potassium sodium copper chlorophyl-

lin (chlorophyllIn-copper com-
plex). 

8,6015 Ca nthaxan thin 
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81,017 Pl. roe,.11.4 
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Subpart G—Listing of Color Additives for 
Cosmetic Use Subject to Certification 
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Auriroarrr; The provisions of this Part 3 
Issued under secs. 701, 706, 52 Stat. 1055 as 
amended; 74 Stet 399; 21 U.S.C. 371, 378. 
unless otherwise noted. 

Subpart A—Definitions and Proce-
dural and Interpretative Regula-
tions 
Souaca: The provisions of this Subpart A 

appear at 28 Pit 6439, Juno 22, 1063, unless 
otherwise noted. 

§ 8.1 Definitions and interpretations. 
(a) "Secretary" means the Sec.u4cr 

of Health, Education, and Welfare. 

Drug Administration § 8.1 

(b) "Department" means the Depart-
ment of Health. Education. and Welfare. 

(c) "Commissioner" means the Com-
missioner of Food and Drugs. 

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

(e) "Color Certification Branch" 
means the unit established within the 
Food and Drug Administration located 
in the Bureau 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 certification. 

(f) A "color additive" Is any material, 
not exempted under section 201(t) of the 
act, that is a dye, pigment, or other sub-
stance made by a process of synthesis or 
similar 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 applied 
to a food, drug, or cosmetic or to the 
human body or any part thereof. Is capa-
ble (alone or through reaction with an-
other substance) of imparting a color 
thereto. SubstatICeS capable of imparting 
a color to a container for foods, drugs, or 
cosmetics arc not cuter additives unless 
the ...w,torr...ry or reasonably foreseeable 
handling or use of the container may 
reasonably be expected to result in the 
transmittal of the color to the contents 
of the package or any part thereof. Food 
ingredients such as cherries, green or red 
pepper;, chocolate, and orange juice 
which contribute their own natural color 
when mixed with other foods are not 
regarded as "color additives"; but where 
a food substance such as beet juice is 
deliberately used as a color, as in pink 
lemonade, it is a "color additive" Food 
Innedients as authorized by a definition 
and standard of identity prescribed by 
regulations pursuant to section 401 of the 
act are "color additives," where the in-
gredients are specifically designated in 
the ddinitioriss and Aaticiards of identity 
as permitted for use fur coloring pur-
poses. An ingredient of nn animal feed 
whoso intended function is to impart, 
through the biological processes of the 
animal, a color to the meat, milk, or eggs 
of the animal is a color additive and is 
not exempt from the rcquuements of the 
statute. This definition shall apply 
whether or mit such ingredient has nu-
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Aunswarrrt; The provisions of this Part 3
Issued under secs, 701, 708, 52 Stat. 1055 al
amended: 74 Stat 399; 21 U.S.0. 371. 376.
unless otherwise noted.

Subpart A-Definitions and Proce-
dural and Interpretative Regula-
tions

Souacz: The provisions of this Subpart A
appear at 28 FMR. 0439. June 22, 1003, unless
otherwise noted.

§ 8.1 Definitions and interprctations.
(a) "Secretary" means the Sec.,, ,

of Health, Education, and Welfare.

(b) "Department" means the Depart-
ment of Health. Education, and Welfare.
(c) "Commlszioner" means the Com-

missioner of Food and Drugs.
(d) "Act" means the Federal Food.

Drug. and Cosmetic Act as amended.
(c) "Color Certification Branch"

means the unit established within the
Food and Drug Administration located
In the Bureau 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 certification.

C) A "color additive" is any material,
not exempted under section 201t) of tile
act, that is a dye. pigment, or other sub-
stance made by a process of synthesis or
,imilar artlffie. 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 applied
to a food. drug, or cosmetic or to the
human body or any part thereof. is capa-
ble (alone or through reaction with an-
other substance of Imparting a color
thereto. Substances capable of Imparting
a color to a contaminer for foods, drugs, or
cometics are not culor addithes unless
tllo ,,u.tolLr54 or rea. onitly, foreNeeable
iandling or use of the container may
reasonably be expected to result in the
transmittal of tile color to the contents
of tile packag-e or any part thereof. Food
Ingredlient, such as cherries, green or red
pepper,, chocolate, and orange juice
which contribute their own natural color
when mixed with other foods are not
regarded as "color additives": but where
a food substance such as beet Juice is
deliberately wed as a color, as in pink
lemonade, it is a "color additive" Food
inrredlents as authorized by a definition
and standard of Identity prescribed by
regulations pursualt to section 401 of tile
act are "color atdditive%,." where the In-
gredients are specifically designated In
the dtfinition., and .taihd,ird. uf identity
as permitted for use 1.r coloring pur-
poses. Ali ingredient of an animal feed
whose intended function is to Impart,
through the biological processes of the
animal, a color to the meat, milk, or eggs
of the animal is a color additive and is
not exempt from tile requuements of the
st4ttute. This definition shall apply
Mhethcr or it %ui Ingredient has nu-
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§ 8.1 Title 21—Food and Drugs 

tritive or other functions 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 packaging materials which do not 
contribute any color apparent to the 
nalzed eye are not "color additives." 

(gi 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 material must be 
used in a way that any color imparted is 
clearly unimportant insofar as the ap-
pearance. value, marketability, or con-
sumer acceptability is concerned. It is 
not enough to warrant exemption if con-
ditions are such that the primary pur-
pose of the material other than to 
impart color 

(hi The exemption that applies to a 
pesticide chemical, soil or plant nutrient. 
or other agricultural chemical, where its 
coloring effect results solely from its 
aiding, retarding, or otherwise aflocting 
directly 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 physiological processes such as en-
zymatic action If the pesticide chemi-
cal, soil or plant nutrient., or other agri-
cultural chemical itself 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 is not exempt. 

(i) "Safe" means that there is con-
vincing 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 
a 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-

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 color-
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, emulsifying, or 
stabilizing, or may be a functional com-
ponent of an article intended for color-
ing the human body 

(n) The term "substratum" means 
the substance on which the pure color 
in a lake is extended. 

to) 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. 

(pi The term "batch" means a home. 
geneous lot of color additive or color 
additive mixture produced by an identi-
fied 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 
identifying number or symbol assigned 
to a batch by the Food and Drug Admin-
istration. 

is) 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 the eyebrow, the 
eyelids and the eyelashes. and conjunc-
tival sac of the eye, the eyeball, and the 
soft areolar tissue that lies within the 
perimeter of the infra-orbital ridge. 

it) 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 containing less than 15 percent pure 
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tritive or other functions 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 packaging materials which do not
contribute ary color apparent to the
na'"-ed 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
basis that it is used (or intended to be
used) solely for a purpose or purposes
other than coloring, the material must be
used in a way that any color imparted is
clearly unimportant insofar as the ap-
pearance. value, marketability, or con-
surier acceptability is concerned. 'It is
not enough to warrant exenition if con-
ditions are such that the primary pur-
pose el the material "- other than to
iml)art color

,h, The exemption that applies to a
pesticide chemical, soil or plant nutrient.
or other agricultural chemical, where its
coloring effect results solely from its
aiding, retarding, or otherwise aflecting
directly 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 physiological processes such as en-
zymatic action If the pesticide chemi-
cal, soil or plant nutrient, or other agri-
cultural chemical Itself acts as a color
or carris as an ingredient a color, and
because of this property colors the prod-
uce of the soil. it Is a "color additive"
and is not exempt.

(i) "Safe" means that there is con-
vincing 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
a 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.

Wk) 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-

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 color-
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, emulsifying, or
stabilizing, or may be a functional com-
ponent of an article intended for color-
ing the human body

(n) The term "substratum" means
the substance on which the pure color
In a lake is extended.

to) 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.

(pI The term "batch" means a homo-
geneous lot of color additive or coloT
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
identifying number or symbol assigned
to a batch by the Food and Drug Admin-
Istration.

is) The term "area of the eye" means
the area enclosed within the circuinfer-
ence of the supra-orbital ridge and the
Infra-orbital ridge. including the eye-
brow, the skin below the eyebrow, the
eyelids and the evelashes, and conJunc-
tival sac of the eye. the eyeball, and the
soft areolar tissue that lies within the
perimeter of the infra-orbital ridge.

it) 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 !or household
use containing less than 15 percent pure
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color, when two or more containers of 3 
ounces each or less, each containing a 
different color, are distributed as a unit, 
the immediate container for such unit 
shall be considered to be the package as 
definea in this section. 

Mt The "hair dye" exemption in 
section 601(a) of the 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 ir-
ritation in certain Individuals and possi-
ble blindness when used for dyeing the 
eyelashes or eyebrows. The exemption is 
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 dyes 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 in a color shampoo, rinse, 
tint, or similar dual-purpose cosmetic 
that alter the color of the hair. 

(v) The terms "externally applied 
drugs" and "externally applied cos-
metics" mean drugs or cosmetics applied 
only to external parts of the body and 
not to the lips or any body surface cov-
ered by mucous membrane. 
128 F.R. 6439, June 22, 1963. as amended at. 
29 F.R. 14983. Nov. 5, 1964, BO F.R. 7484, June 
8, 1965; 31 F.R. 12019, Sept. 14. 1966; 36 F.R. 
16902, Aug. 26, 19711 

§ 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 related to such effects caused 
by color additives, and, in the absence of 
evidence to the contrary, those that do 
so will be considered as having additive 
toxic effects. 

(c) Pesticide chemicals may also cause 
pharmacological or biological effects sim-
ilar or related to such effects caused by 
color additives, and, in the absence of 
evidence to the contrary, those that do 
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so will be considered toThave 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 biological 
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 definition 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 coicr additive (If 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 proposal 
for a color additive regulation, and the 
petitioner falls to designate it as such, 
the Commissioner, upon determining 
that the petition includes a proposal for 
a color additive regulation, shall so no-
tify the petitiortet and shall thereafter 
proceed In accordance with the regula-
tions in this part. 

(3) A regulation will 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 9 10.5 of 
this chapter. When the contemplated 
use of such additive complies with the 
terms of a temporary permit, the color 
additive regulation will be conditioned on 
such compliance and will expire with 
the expiration of the temporary permit. 

(h) .veil drugs and antibiotics. (1) 
Where ari application for a new drug or 
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color, when two or more containers of 3
ounces each or less. each containing a
different color, are distributed as a unit,
the immediate container for such mt
shall be considered to be the package as
deftneu in this section.

(u) The "hair dye" exemption In
section 601(a) of the act applies to
coal tar hair dyes intended for use
in altering the color of the hair and
which are, or wich bear or contain, color
additives derived from coal tar with the
sensitization potential of causing skin Ir-
ritation in certain individuals and possi-
ble blindness when used for dyeing the
eyelashes or eyebrows. The exemption is
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 dyes 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 in a color shampoo, rinse,
tint, or similar dual-purpose cosmetic
that alter the color of the hair.

(v) The terms "externally applied
drugs" and "externally applied cos-
metics" mean drugs or cosmetics applied
only to external parts of the body and
not to the lips or any body surface cov-
ered by mucous membrane.
128 P.R. 6439, June 22, 1963. as amended at
29 F.R. 14983, Nov. 5, 1904, 80 F.R. 7484, June
8, 1965; 31 P.R. 12019, Sept. 14, 1966; 36 P.R.
16902, Aug. 26, 19711

§ 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 related to such effects caused
by color additives, and, in the absence of
evidence to the contrary, those that do
so will be considered as having additive
toxic effects.

(c) Pesticide chemicals may also cause
pharmacological or biological effects sim-
ilar or related to such effects caused by
color additives, and, In the absence of
evidence to the contrary, those that do

so will be considered tohave 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 biological
activity (such as cholnesterase Inhibi-
tion) produced by such substance.

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

(a) Standardized joods. (1) Where a
petition Is received for issuance or
amendment of a regulation establishing
a definition 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 color additive (if 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 proposal
for a color additive regulation, and the
petitioner fails to designate it as such,
the Commissioner, upon determining
that the petition includes a proposal for
a color additive regulation, shall so no-
tify the petitioner and shall thereafter
proceed in accordance with the regula-
tions in this part.

(3) A regulation will 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 a temporary permit, the color
additive regulation will be conditioned on
such compliance and will expire with
the expiration of the temporary permit.

(h- Ivew drugs and antibiotics. (1)
Where art application for a new drug or
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for certification of an antibiotic drug is 
received and this application proposes. 
for coloring purposes only, the inclu-
sion of a color additive, !lie provisions of 
the regulations in this dart shall apply 
with respect to ti..e information that must 
be submitted about the safety of the 
color additive, if such information has 
not previously been submitted and safety 
of the color additive for the intended use 
has not already been established. 

(2) If an application for a new drug 
or certification of an antibiotic drug la-
ferentially coatainz a proposal for a 
color additive regulution, and the appli-
cant fails to designate it as suca, 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 this part. 

(3) Where a petition for a color addi-
tive must be filed in accordance with 
subparagraph (2) of this paragraph, the 
date of filing of the color additive peti-
tion shall be considered as the date of 
filing of the new-drug application or the 
request for certification of the antibiotic 
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 to 
of this sectirsn. The petition shall be 
submitted in triplicate If ^:iy part of 
the material submitted is in a 4'oreign 
language, it shall bs accompanh.d by an 
accurate and complete English transla-
tion. The petitioner shall state the post-
oMce address in the Urited States to 
which published notices or orders issued 
or objections 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 information submitted 
to and retained in the files of the Food 
and Drug Administration. However. any 
reference to unpublished information 
furnished by a person other than the ap-
plicant will not be considered unless 
use of such information is authorized 

in a written statement signed by the per-
son who submitted the information. 
Any reference to published information 
offered in support of a color additive 
peti.:Ion should be accompanied by re-
prints or photostatic copies of such 
references. 

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

(Date) 
Name of pet '. zee  
Post-off.... N. -.rim  
Name of war uddttive and proposed use--

Commissioner of Food and Drugs. 
Fe d and Drug Administration, 
Deprrtment of Health, Education, and 

'iWelfare, 
Washington 25. D.C. 

Dear Sir: 
Petitioner submits this pursuant to sec-

tion 708(b) (1) of the Federal Food, Drug, 
and Cosmetic Act requesting listing by the 
Commissioner of the color additive 
as suitable and safe for use in or on 
subject to the conditions that 
[Petitioner may propose a listing for gen-
eral use in food, drug% or cosmetics or. if 
such general listing is not believed suitable 
and safe, the petitioner shall describe the 
conditions under which he believes the ad-
ditive can be safely used and for which It 
will be suitable. These conditions may in-
clude tolerance limitations. specifications as 
to the mauner to which the additive may be 
added or used. and directions and other 
labeling or packaging safeguards that should 
be applied. The level of use proposed should 
not be higher than reasonably required to 
accomplish the intended color effect.] 

Attached hereto In triplicate and con-
stituting a part. of this petition are the 
following: 

A. The name and all pertinent informa-
Hon concerning the color additive, including 
chemical identity t 4 composition of the 
color additive. lta p ilea!, chemical, and 
biological propertiee. t....d specifications pre-
scribing its component(s) and identifying 
and limiting the reaction byproducts and 
other impurities. 

The petition shall contain a description 
of the chemical and physical teats relied 
upor. to Identify the color additive and shall 
contain a full description of the methods 
used in. and the facilities and controls used 
for, the production of the color additive 
These shall establish that it is a substance 
of reproducible composition. Alternative 
methods and controls and variations in 
methods and controls, within reasonable 
limits, that do not affect the characteristics 
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for certification of an antibiotic drug is
received and thls application proposes.
for coloring purposes only, the inclu-
sion of a color additive, Ihe provisions of
the regulaticns In the dart shall apply
with respect to twe information that must
be submitted about the safely -f the
color additive, if such Information has
not previously been submitted and safety
of the color additive for the intended use
has not already been established.

(2) If an application for a new drug
or certlficat nn of an antibiotic drug hi-
ferentially coatain a proposal for a
color additive regultion, and the appli-
cant falls to designate It as suca. the
Commissloner, upon determining that
the application includes a proposal !or
a color additive regulation, shall so noti-
fy the applicant and shall thereafter
proceed in accordance with the regula-
tions In this part.

(3) Where a petitlon for a color addi-
tive must be filed in accordance with
subparagraph (2) of this paragraph, the
date of filing of the color additive peti-
tion shall be considered as the date of
filing of the new-drug application or the
request for certification of the antibiotic
drug.
§ 8.4 Petitions proposing regulatlons 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 petition
In the form prescribed in paragraph (c)
of this section. The petition shall be
submitted In triplicate If -ny part of
the material submitted Is ,n a ?orelgn
language, it shall bs accompanikd by an
accurate and complete English transla-
tion. The petitioner shall state the :ost-
office address in the Urited States to
which published notices or orders issued
or objections filed pursuant to section
700 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 information submitted
to and retained in the files of the Food
and Drug Administration. However, any
reference to unpublished Information
furnished by a person other than the ap-
plicant will not be considered unless
use of such information is authorized

in a written statement signed by the per-
son who submitted the information.
Any reference to published information
offered in support of a color additive
reti-'on should be accompanied by re-
prints or photostatic copies of such
references.

(c) Petitions shall Include the follow-
ing data and be bubmItted in the fol-
lowing form:

(Date)
Name -f pet. e------------------Post-Om,.k -A -.."tu ......................

Name of -,mcr udd.tlve and proposed use ----

Commissioner of Food and Drugs.
F d and Drug Administration,
De)*rtme't of Health. Education, and

Welfare.
Washington 25. D.C.
Dear Sir:

Petitioner submits this pursuant to ec-
tion 706(b)(1) of the Federal Food, Drug,
and Co6metic Act requesting listing by the
Commissioner of the color additive ........
as suitable and safe for use in or on ...-....
subject to the conditions that .............
[Petitioner may propose a listing for gen-
eral use In food, drugp, or cosmetics or. If
such generai listing Is not believed suitable
and safe. the petitioner ahall describe the
conditlous under which he believes the ad-
ditive can be safely used and for which It
will be su;table. These conditions may in-
clude tolirsnce limitations, specifications as
to the maaner in which the additive may be
added or used. and directions and other
labeling or packaging safeguards that should
be applied. The level of use proposed should
nnt be higher than reasonably required to
accomplish the Intended color effect.]

Attached hereto in triplicate and con-
stituting a part of this petition are the
following:

A. The name and all pertinent informa.
tLion concerning the collor additive, including
chemical identity L 4 composition of the
color additive, its p ical, chemical, and
biological properties, t.-;! specificatlons pre-
scribing Its component(s) and identifying
and limiting the reaction byproducts and
other Impurities.

71%e petition shall contain a deoviptlon
of the chemical and physical tests relied
upon to Identify the color additive and ehall
contain a full decriptlon of the methods
used In. and the facilities and controls used
for. the production of the color additive
These shall establish that it Is a substance
of reproducible composition. Alternative
methods und controls and variations In
methods and controls, within reasonable
limits, that do not affect the characteristics
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of the substance or the reliability of the 
controls may be specified. 

The petition shall supply a ilst of all sub-
stances used in the synthesis, extraction, or 
other method of preparation of any straight 
color, regardless of whether they undergo 
chemical change in the process. Each sub-
stance should be identified by its common or 
usual name and its complete chemical name. 
using structural formUlas when necessary 
for specific identification If any proprie-
tary preparation is used as a component. 
the proprietary name should be followed by 
a complete quantitivo statement of composi-
tion. Reasonable alternatives for any listed 
substance may be specified. 

If the petitioner does not himself perform 
all the manufacturing, processing, and 
packing operations for a color additive, the 
petitioner shall identify each person who 
will perform a part of such operations and 
designate the part. 

The petition shall include stability data, 
and, if the data indicate that is needed 
to insure the identity. strengtn, quality, or 
purity of the color additive, the expiration 
period that will be employed as well as any 
packaging and labeling precautions needed 
to preserve stability. 

13. The amount of the color additive pro-
posed for use and the color effect intended 
to be achieved, together with all directions, 
recommendations, and suggestions regarding 
the proposed use, es well as specimens of 
the labeling proposed for the color additive 
a the color effect results or may reasonably 
be expected to result from use of the color 
additive in packaging material, the peti-
tioner shall show how this may occur and 
what residues may reasonably be anticipated 

Typewritten or other draft -labeling copy 
will be accepted for cousideratIon of the 
petition provided anal printed labeling 
identical In content to the draft copy is 
suurnitted as soon as available, and prior to 
the marketing of the color additive. The 
printed landing shall conform in prominence 
and conspicuousness with the requirements 
of the act. 

If the color additive is one for which a 
tolerance limitatior is required to assure its 
safety, the level of use proposed should be 
no higher than the amount reasonably re-
quired to accomplish the intended physical 
or other technical effect, even though the 
safety data may support a higher tolerance. 
If the safety data will not support the use 
of the amount of the color additive reason-
ably needed to accomplish the desired color 
effect, the requested tolerance will not be 
established. Petitioners are expected to pro-
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-
mediates, subsidiary colors, and other com-

ponents of the color additive. 

2. A description of practicable methods to 
determine the amount of the color additive 
in any raw, proceased, and/or finished food. 
Srug, or cosmetic In which use of the color 
additive is proposed. (The testa proposed 
shall be those that can be used for food, 
drug, or cosmetic control purposes and can 
be applied with consistent results by any 
properly equipped laboratory and trained 
personnel ) 

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

(Lf it is the petitioner'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 lieu of 
methods as to the basis for such view.) 

D. Full reports of investigations made with 
respect to the safety of the color additive. 

(A petition will . .tzar., • incomplete 
unless it included full reports of adequate 
tests reasonably applicable to show whether 
or not the color additive will be safe for its 
Intended use. The reports ordinarily should 
include detailed data derived from appro-
priate animal and other biological experi-
ments in which the methods used and the 
results obtained are clearly set forth. The 
petition shall not omit without explanation 
any data that would influence the evalua-
tion of the safety of the color additive). 

E. Complete data which will allow the 
Commissioner to consider, ampng other 
things, the probable consumption of. and/or 
other relevant exposure from the additive 
and of any substance formrd in or on food, 
drugs, or csrsmetles because of such additive, 
and the cumulative effect. if any, of such 
additive in the diet of man or aalmals, tak-
ing into account the same or any chemically 
or pharmacologically related substance or 
substances in the diet including, but not 
limited to food additives and pesticide chem-
icals for which tolerances or exemptions 
rum to.erances have been established. 

P. Proposed tolerances and other limita-
tions on the use of the color additive. If 
tolerances and limitations are required in 
order to insure its safety. A petitioner may 
include a proposed regulation. 

G. If exemption from batch certification 
is requested. the reasons why it is believed 
such certification Is not necessary (including 
supporting data to establish t. safety of 
the intended use). 

II. If submitting a petition to alter an 
existing regui.olon issued pursuant to See. 

tion 70(irb) of the act, full Information ut 
each proposed i hange that is to be made in 
t..e original remation must be submitted 
The petition may omit statements made in 
the o. ,anal petition concerning which no 
change is proposed. A supplemental petition 
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of the substance or the reliability of the
controls may be specified.

The petition shall supply a list of all sub-
stances used In the synthesis. extraction, or
other method of preparation of any straight
color. regardless of whether they undergo
chemical change in the process. Each sub-
stance should be Identified by Its common or
usual name and Its complete chemical name.
using structural formulas when necesmry
for specific Identification If any proprIe-
tary preparation is used as a component.
the proprietary name should be followed by
a complete quantltve statement of composl-
tIon. Reasonable alternatives for any listed
substance may be specified.

If the petitioner does not himself perform
all the manufacturing, processing, and
packing operations for a color additive, the
petitioner shall Identify erich person who
will perform a part of such operations and
designate the part.

The petition shall include stability data.
and. if the data Indicate that Is needed
to insure the Identity. strengtn. quality, or
purity of the color additive, the expiration
period that will be employed as well as any
packaging and labeling precautions needed
to preserve stability.

B. The amount of the color additive pro-
posed for use and the color effect intended
to be achieved, together with all directions,
recommendations, and suggestions regarding
the proposed use. as well as specimens of
the Ibeling proposed for the color additive
&: the color effect results or may reasonably
be expected to result from use of the color
additive In packaging material, the peti-
tioner shall show how this may occur and
what residues nmy reasonably be anticipated

Typewritten or other draft-labeling copy
wUil be accepted for cousLideration of the
petition provided final printed labeling
identical in content to the draft copy Is
sulaitted as soon a available, and prior to
the marketing of the color additive. The
printed laelig shall conform in prominence
and conspicuousness with, the requirements
of the act.

If the color additive Is one for which a
tolerance limitation is required to assure its
safety, the level of use proposed should be
no higher than the amount reasonably re-
quired to accomplish the Intended physical
or other technical effect, even though the
safety data may support a higher tolerance.
If the safety data will not support the use
of the amount of the color additthe reason-
ably needed to accomplish the desired color
effect, the requested tolerance will not be
established. Petitioners are expected to pro.
pose the use of color additives In accordance
with sound color chemistry.

0 1. A description of pr,%cticable methods
to determine the pure color and all Irter-
mediates, subsidiary colors, and other com-
ponents of the color additive.

2. A description of practicabli methods to
determine the amount of the color additive
in any raw. processed, and/or finished food.
Irug. or cosmetic In which use of the color
additive is proposed. (The testa proposed
shall be those that can be used for food.
drug. or cosmetic control purposes and can
be applied with consistent results by any
propetly equipped laboratory and trained
personnel.)

8. A description of methods for Identifica-
tion and determination of any substance
formed in or on such food, drug. or cosmetic
because of the use of the color additive.

(Lf It is the petitlones view that any such
method would not be needed, under the
terms of the section 706(b) (5) (A) (lv). a
statement shall be submitted in lieu of
methods as to the basis for such view.)

D. Pull reports of Investigations made with
respect to the safety of the color additive.

(A petition will I . itgaw . incomplete
unless it includes full reports of adequate
tests reasonably applicable to show whether
or not the color additive will be safe for Its
Intended use. The reports ordinarily should
include detailed data derived from appro.
priate animal and other biological experi-
ments in which the methods used and the
results obtained are clearly set forth. The
petition shall not omit without explanation
any data that would influence the evalua-
tion of the safety of the color additive).

E. Complete data which will allow the
Commissioner to consider. ampng other
things, the probable consumption of. and/or
other relevant exposure from the additivo
and of any subrtance formid In or on food.
drugs, or cismeties because of such additive,
and the cumulative effect. if any, of such
additive In the diet of man or aimals. tak-
Ing Into account the same or any chemically
or pharmacologically related substance or
substances in the diet including, but not
limited to food additives and pesticide chem-
Icals for which tolerances or exemptions
t-im tiuerancea have been established.

P. Proposed tolerances and other limita-
tions on the use of the color additive, If
tolerances and limitations are required In
order to insure Its safety. A petitioner may
Include a proposed regulation.

0. If exemption from batch certification
Is requested, the reasons why it is believed
such certification 1b not necessary (Including
supporting data to establish t safety of
the Intended use).

1. If submitting a petition to alter an
exlstmirg reguLLIun issued pursuant to sac-
tion 706tb) of the act. full Infurmation ul.
each proposed t hange that is to be made in
t..e original regu.atlon must be submitted
The petition may omit statements made in
the o, tnal petltion concerning which no
change is proposed. A supplemental petition
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must be submitted for any change beyond 
the variations provided for in the original 
petition and the regulation issued on the 
beats of the original petition. 

I. The prescribed fee of $ for admit-
ting the color additive to listing is enclosed 
(unless there is an advance deposit ade-
quate to cover the fee). 

Yours very truly, 

(Petitioner) 
By 

(Indicate authority) 

J. The petitioner 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 I 6.1 of this chapter. 

(d) The petitioner will be notified 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 filed. A petition shall 
be retained but shall 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 been submitted. The peti-
tioner will be notified in what respects 
his petition is incomplete. 

(0) 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 application, the present petition 
may incorporate it by specific reference 
to the earlier petition. 
(28 Fit. 6439, June 22, 1963, as amended at 
38 P.R. 7005, Mar. 15, 19731 

§ 8.5 Notification of filing of petition. 

(a) Except where the petition involves 
a new drug, the Commissioner, within 15 
days after receipt, will notify the peti-
tioner of acceptance or nonacceptance of 
a petition, and if not accepted the 
reasons therefor. If accepted, the date 
of the notification letter sent to peti-
tioner becomes the date of filing for the 
purposes of section 706(d) (1) of the act. 
If the petitioner desires, he may supple-
ment a deficient petition after being 
notified regarding deficiencies. If the 
supplementary material or explanation 
of the petition is deemed acceptable, 

petitioner shall be notified. The date of 
such notification becomes the date of 
filing. If 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 so notified. The date of 
such notification becomes the date of 
filing. Where the petition involves a 
new drug or certifiable antibiotic, 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 FEDERAL 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 terms. A 
copy of the notice will be mailed to the 
petitioner when the original document 
is signed. 

§ 8.6 Publication of regulation. 

The Commissioner will forward for 
publication in the FEDERAL REGISTER, 
within 90 days after filing of the petition 
(or within 180 days if the time is ex-
tended as provided for in section 
706(d) (1) of the act) : 

(a) A regulation listing in Subpart C, 
D, E, F, 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 l',3t 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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must be submitted for any change beyond
the variations provided for In the original
petition and the regulation issued on the
basis of the original petition.

I. The prescribed fee of $ .--- for admit.
ting the color additive to listing Is enclosed
(unless there is an advance deposit ade-
quate to cover the fee).

Yours very truly,
------------------------

(Petitioner)
B y ------------------------

(Indicate authority)
J. The petitioner 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 notified of
the date on which his petition is filed:
and an incomplete petit'on, or one that
has not been submitted in triplicate, will
be retained but not filed. A petition shall
be retained but shall not be fied 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 been submitted. The peti-
tioner will be notified 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 application, the present petition
may incorporate it by specific reference
to the earlier petition.
(28 P.R. 6439, June 22, 1963, as amended at
38 P.R. 7005, Mar. 15, 19731
§ 8.5 Notification of filing of petition.

(a) Except where the petition involves
a new drug, the Commissioner, within 15
days after receipt, will notify the peti-
tioner of acceptance or nonacceptance of
a petition, and if not accepted the
reasons therefor. If accepted, the date
of the notification letter sent to peti-
tioner becomes the date of filing for the
purposes of section 706(d) (1) of the act.
If the petitioner desires, he may supple-
ment a deficient petition after being
notified regarding deficiencies. If the
supplementary material or explanation
of the petition is deemed acceptable,

petitioner shall be notified. The date of
such notification becomes the date of
filing. If 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 so notified. The date of
such notification becomes the date of
filing. Where the petition involves a
new drug or certifiable antibiotic, 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 FEDERAL 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 terms. A
copy of the notice will be mailed to the
petitioner when the original document
is signed.

8 8.6 Publication of regulation.
The Commissioner will forward for

publication in the FEDERAL REGISTER,
within 90 days after filing of the petition
(or within 180 days if the time is ex-
tended as provided for in section
706(d) (1) of the act):

(a) A regulation listing in Subpart C,
D. E, F, 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 LV t 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

§ 8.5
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svhich it has been found suitable and 
for which it may safely be employed. 
Alternatively, the Commissioner shall by 
order deny the petition, and notify the 
petitioner of such order and the reasons 
therefor. 

(b) Whenever the Commissioner finds 
that batch certification is not necessary 
for the protection cf the public health 
he will, by order, ...,cmpt the color addi-
tive from the certification procedure. In 
determining whether certification of a 
color additive is necessary, the Commis-
sioner will consider the composition of 
the additive. its manufacturing process. 
possible impurities, its toxic potential. 
control and analytical procedures neces-
sary to assure compliance with the listing 
specifications, and tho variability of its 
composition. 
§ 8.7 Samples; additional information. 

The Commissioner may request sam-
ples of the color additive, articles used 
as components thereof, or of the food, 
drug, or cosmetic in which the color 
additive is proposed to be used, or which 
comprises the color additive. and any 
additional information needed to clarify 
a submitted method or other aspect of 
a petition at any time while a petition 
is under consideration. The Commis-
sioner shall specify in the request for 
a sample of the color additive, or ar-
ticles used ar components thereof, or of 
the food, (hug, or cosmetic in which 
the color aciaitive is proposed to be used, 
or which comprises the color additive, a 
quantity deemed adequate to permit tests 
of analytical methods to determine quan-
tities 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 physical or technical effect it pro-
duces. The date used for computing the 
90-day limit for the purposes of section 
706(d) if.) of the act shall be moved for-
ward 1 day for each day, after mailing 
date of the request, taken by the peti-
tioner to submit the information and/or 
sample If the information 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 P R. 6439, June 22. 1983, as amended at 
33 Fn, 8812, June 18, 19881 

§ 8.9 

0.0 raiewloti of time for studying 
petitions; substantive amendments; 
nithiiranal of petitions %idiom prej-
udice. 

tai Extension of time for studying 
petitions. If the Commissioner deter-
mines that additional time is needed to 
study and investigate 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. 

ib) Substantive amendments. After 
a petition has been flied, the petitioner 
may submit additional Information or 
data in support theteof. such cases, 
if the Commissioner determines that, the 
additional Information or data amounts 
to a substantive amendment, the peti-
tion as amended will be given a new filing 
date, and the time limitation will 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 inadequate to justify the establishment 
of a regulation or the regulation re-
quested by petitioner. This may be due 
to the fact that the data are not suffi-
ciently 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 railing, the time limitation will 
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 FEDERAL REGISTER for publication the 
petitioner may withdraw the petition 
without prejudice to a future filing. 
Upon refiling, the time limitation will 
begin to run anew. 

119 Confidrntialil. of data and infor-
mation in color addithe petition., 

a I The folio; tni: data and infoi ma - 
tion in .1, coloi additne petition are mail-
able for public disclosure, unless extra-
ordinary circumstances are shown, after 
the notice of filitm of the petition is 
published hi the FEDERAL REGISTER or. if 
the petition is not promptly filed because 
of deficiencies in n, after the petitioner 
is informed that t v ill not be fllcd be-
cause of tla, defik tenctes Ins oh ed. 

All Liftt4 and functionality data 
and information submitted uith or in-
corporated by reference in the petition. 
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or which It has been found suitable and
for which It may safely be employed.
Alternatively. the Commssioner slall by
order deny the petition, and notify the
petitioner of such order and the reasons
therefor.

(b) Whenever the Commissioner find.
that batch certification is not necessary
for the rrotection of the public health
he will. by order. .,cmpt the color addi-
tive from the certification procedure. In
determining whether certification of a
color additive is necessary, the Commis-
sioner will considcr the composition of
the additive. its manufacturing process.
possible impuritics, its toxic potential.
control and analytical procedures neces-
sary to assure compliance with the listing
specifications, and tho variability of its
composition.
§8.7 Samples; additional information.

The Commissioner may request sam-
ples of the color additive, articles used
as components thereof, or of the food.
drug. or cosmetic in which the color
additive is proposed to be used, or which
comprises the color additive, and any
additional information needed to clarify
a submitted method or other aspect of
a petition at any time while a petition
is under consideration. The Commis-
sioner shall specify in the request for
a sample of the color additive, or ar-
ticles used ar components thereof, or of
the food. drug, or cosmetic in which
the color adaltive is proposed to be used.
or which comprises the color additive, a
quantity deemed adequate to permit tests
of analytical methods to determine quan-
tities 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 physical or technical effect it pro-
duces, The date used for computing the
90-day limlt for the purposes of section
706tdt 1) of the act shall be moved for-
ward I day for each day, after mailing
date of the request, taken by the peti-
tioner to submit the information andior
sample If the information 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.
128 FR. 6439. June 22, 1903, as amended at
33 F.R. 8812, June 18, 10681

§ 8.8 r.len;on or time for studying
peliltiosu sustntive nmendnlcnits;
lithdraital or pCitions idlhout prej-
udce.

tai Extenstun of time for studying
petitions. If the Commissioner deter-
muxeb that additional time Is needed to
study and investigate 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.

tb) Substantive amendments. After
a petition has been fixed, the petitioner
may submit additional Information or
data in support theteof. jll such cases,
if the Commissioner determines that the
additional information or data amounts
to a substantive amendment, the peti-
tion as amended will be given a new filing
date. and the time limitation will begin
to run anew.

(c) Withdrawal of petitions WlthoUt
prejudice. (1) In some cases the Com-
missioner may notify the petitioner that
the petition, while technically complete.
Is inadequate to justify the establishment
of a regulation or the regulation re-
quested by petitioner. This may be due
to the fact that the data are not suM-
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 limitation will
begin to run anew from the date of
refiling.

(2) At any time before the order pro-
vided for In § 8.0 has been forwarded to
the FEDERAL REGISTER for publication the
petitioner may withdraw the petition
without prejudice to a future filing.
Upon refiling, the time limitation will
begin to run anew.

8 .9 Confid .iahl% of data itd infur-
mation iii rolor iidithc pctilot%.

a The follva;I w data and infomnma-
tion In a cout addithe petitlun are aiail-
able for public disclo.lure, unless extra-
ordinary crcumnstan(ces are shown, after
the notice of filitng of the petition is
published in the F'LuFRAL REGISTER or, if
the petition is not promptly filed because
of deflciencies in it, after the petitioner
is informed that it %%ill not be Mcd be-
cause of thLz dufi iecie.s ii ohed.

kIi All %aftt. ,and fuictionitti data
and Informatioi Nubmitted Alith or In-
corporated by reference in the petition.

§ 8.9
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§ 8.10 Title 21 —Food and Drugs 

(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 commercial information in 
§ 4.61 of this chapter 

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

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

(II) Names and any information that 
would identify any third party involved 
with the report, such as a physician or 
hospital or other institution. 

(4) A list of all ingredients contained 
in a color 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 notation 
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-
tion in a color additive 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 and they no 
longer represent a trade secret or con-
fidential commercial or financial in-
formation as defined in § 4.61 of this 
chapter: 

(1) Manufacturing methods or proc-
esses, including 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 data or in-
formation which is not available for pub-
lic disclosure under this provision is 
available for public disclosure. 

(3) Quantitative or semiquari.itative 
formulas. 

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

public disclosure in accordance with the 
provisions of Part 4 of this chapter when 
the color additive regulation is published 
in the FEDERAL REGISTER. 

(d) For purposes of this regulation, 
safety and functionality data include all 
studies and tests of a color additive on 
animals and humans and all studies and 
tests on a color additive for identity, 
stability, purity, potency, performance, 
and usefulness. 
39 FR 44652, Dec. 24, 1974 

§ 8.10 Deception as a basis for refusing 
to issue regulations; deceptive use of 
a color additive for which a regula-
tion has issued. 

The Commissioner shall refuse to issue 
a regulation listing 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 a manner that may promote deception 
or conceal damage or inferiority. The 
use of a color additive to promote de-
ception or conceal damage or inferiority 
shall be considered as the use of a color 
additive for which no regulation has is-
sued pursuant to section 706 (b) 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 Commissioner fail 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 FED-
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 can 
be made in accordance with section 706 
(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 run anew. As 
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(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 commercial information in
§ 4.61 of this chapter

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

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

(ii) Names and any information that
would identify any third party involved
with the report, such as a physician or
hospital or other institution.

(4) A list of all ingredients contained
in a color 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 notation
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-
tion in a color additive 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 i § 4.61 of this
chapter:

(1) Manufacturing methods or proc-
esses, including 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 data or in-
formation which is not availablk for pub-
lic disclosure under this provision is
available for public disclosure.

(3) Quantitative or semiquar,. tative
formulas.

(c) All correspondence and written
summaries of oral discussions relating to
a color additive petition are available for

public disclosure in accordance with the
provisions of Part 4 of this chapter when
the color additive regulation is published
in the FEDERAL REGISTER.

(d) For purposes of this regulation,
safety and functionality data include all
studies and tests of a color additive on
animals and humans and all studies and
tests on a color additive for identity,
stability, purity, potency, performance,
and usefulness.
139 Fi 44652. Dec. 24, 19741

§ 8.10 Deception as a basis for refusing
to issue regulations; deceptive use of
a color additive for which a regula.
tion has issued.

The Commissioner shall refuse to issue
a regulation listing 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 a manner that may promote deception
or conceal damage or inferiority. The
use of a color additive to promote de-
ception or conceal damage or inferiority
shall be considered as the use of a color
additive for which no regulation has is-
sued pursuant to section 706(b) 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 Commissioner fail 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 FED-
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 can
be made in accordance with section 706
(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 run anew. As

§ 8.10
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Chapter I—Food and Drug Administration § 8.14 

promptly as possible after presentation 
of the data, the Commissioner will, by 
order, announce the allocat.on and the 
tolerance limitations. 
§ 8.12 Advisory com m ittee on the appli-

cation of the cancer clause. 
(a) Any person who will be adversely 

affected by any action or proposed action 
applying the cancer clause may at any 
time, before or within 30 days after the 
publication of the Commissioner's order 
taking such action, request the referra, 
of the matter to an advisory committee 
[or a report and recommendations. Such 
request shall be made in writing to the 
Commissioner and shall be accompanied 
by an advance deposit for fees prescribed 
by § 8.50. 

(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 person filing 
the petition, if any there be. 
§ 8.13 Appointment of advisory com-

mittee. 

(a) Whenever the referral of a peti-
tion or proposal to an advisory commit-
tee is requested, or the Commissioner 
otherwise deems such referral necessary, 
the Commissioner will request the Na-
tional Academy of Sciences to select 
qualified experts willing to serve on the 
advisory committee. All such experts 
shall have had sufficient training and 
experience in biology, medicine, physi-
ology, toxicology, pharmacology, veteri-
nary medicine, or other appropriate 
science to qualify them on the subject 
matter to be referred to them. The 
Commissioner will request the National 
Academy of Sciences, when it furnishes 
the names of such experts, to supply a 
biographical sketch showing the back-
gt ound of their experience and their 
ccnnectton, if any, with academic and 
commercial institutions. 

(b) Each advisory committee shall 
consist of not less than three 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 numbet to scree. lie shall ap-
point one member of the tonanittee as 
chairman, and the Lhalrman shall be 
the spokesman of the Lotomittee tor re-

ceiving and forwarding reports and 
other functions of the committee. 

(c) The Commissioner shall appoint 
the experts so selected and fix their 
compensation at not to exceed 575.00 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 
pauses while the experts are serving 
away from their places of residence. 
Subsistence expenses shall not exceed 
S25.00 per day. 
§ 8.14 Procedure for advisory com-

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, 
ame:...1...ent, or repeal of any regulation 
in question; and other such relevant 
information as is available. When the 
Commissioner submits a proposal to an 
advisory committee, he shall inform the 
petitioner, if any there be, and furnish 
him with copies 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 or the committee. 

(b) A secretariat to the advisory com-
mittees will be established by the Com-
missioner. The secretariat shall furnish 
members of the committee with copies 
of the proposal or petition and any data 
received by the chairman. If the chair-
man of the committee believes that a 
meeting of the committee is necessary 
before making a recommendation. he 
shall so advise the Commissioner. Such 
meetings shall be held in Washheon, 
D.C., o: at such other place as the Com-
missioner shall furnish a suitable meet-
ing place for the committee. If a 
meeting is held, the secretariat shall 
keep the minutes and provide clerical 
assistance. 

(c) As soon es practicable. the ad-
visory committee shall make an inde-
pendent study of the data, and not later 
than GO days after receipt of the pro-
posal or petition (unless the time has 
been extuided Its pros ided in paragraph 
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promptly as possible after presentation
of the data, the Commissioner will, by
order, announce the allocaton and the
tolerance limitations.
§ 8.12 Advisory conmttee on the appli-

cation of the cancer clause.
(a) Any person who will be adversely

affected by any action or proposed action
applying the cancer clause may at any
time. before or within 30 days after the
publication of the Commissioner's order
taking such action, request the referra.
of the matter to an advisory committee
for a report and recommendations. Such
request shall be made in writing to the
Commissioner and shall be accompanied
by an advance deposit for fees prescribed
by § 8.50.

(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 person filing
the petition, if any there be.
§ 8.13 Appointment of advisory corn-

mittee.

(a) Whenever the referral of a peti-
tion or proposal to an advisory commit-
tee is requested, or the Commissioner
otherwise deems such referral necessary.
the Commissioner will request the Na-
tional Academy of Sciences to select
qualified experts willing to serve on the
advisory committee. All such experts
shall have had sufficient training and
experience in biology, medicine, physi-
ology, toxicology, pharmacology, veteri-
nary medicine, or other appropriate
science to qualify them on the subject
matter to be referred to them. The
Commissioner will request the National
Academy of Sciences, when It furnishes
the names of such experts, to supply a
biographical sketch showing the back-
ground of their experience and their
connection, if any. with academic and
commercial itstitutions.

(b) Each advisory committee shall
consist of not le ,s than three 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 crve. Ile shall ap-
point one member of the Lomnuttee tr
chairman, and the Lharmtan shall be
the spokebman uf tlhe unazuittte for re-

ceiving and forwarding reports and
other functions of the committee.

(c) The Commissioner shall appoint
the experts so selected and fix their
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 :x-
penses while the experts are serving
away from their places of residence.
Subsistence expenses shall not exceed
$25.00 per day.
§8.1,1 Procedure for advisory corn-

Inittee.
ta) 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,
amc.J...cnt, or repeal of any regulation
In question; and other such relevant
Information as is available. When the
Commissioner submits a proposal to an
advisory committee, he shall inform the
petitloner, if any there be, and furnish
him with copies 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.

(b) A secretariat to the advisory com-
mittees will be established by the Com-
missioner. The secretariat shall furnish
members of the committee with copies
of the proposal or petition and any data
received by the chairman. If the chair-
man of the committee believes that a
meeting of the committee is necessary
before making a recommendation. he
shall so advise the Commissioner. Such
meetings shall be held in WashIufton,
D.C., o- at such other place as che Com-
missioner shall furnish a sultabl.- meet-
Ing place for the committee. if a
meeting is held, the secretariat shall
keep the minutes and provide clerical
assistance.

(c) As soon es practicable, the ad-
visory committee shall make an Inde-
pendent study of the data. and not later
than 60 days after receipt of the pro-
posal or petition tunless the time has
been extonded ais proided ii paragraph

§ 8.14
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td) of this section), the chairman 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 report will 
include copies of all material considered 
by the committee, except that in the e 'se 
of scientific literature readily avail .ne 
in scientific libraries proper reference 
may be made to it instead of furnishing 
actual copies. A copy of the report of 
the advisory committee will be supplied 
to any person who has filed a petition 
or requested the referral to the advisory 
committee. 

(d) If at any time within 60 days the 
chairman believes that the advisory 
committee needs more time, he shall so 
inform the Commissioner in writing, in 
which case he shall make the certifica-
tion contemplated by section 706(b) (5) 
(C) (11) of the net within the additional 
30 days. The Commissioner shall in 
turn notify the petitioner. 

(e) 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. 

(f) The chairman of the committee. 
after consultation with the committee 
members, will inform the National Acad-
emy of Sciences of the committee's opin-
ion as to the member who may best rep-
resent the committee at a hearing, if one 
occurs. 

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

(h) A person who has filed 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 committee in connection 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 

originating pith a petitiontr prior to 
publication of a regulation. 
§ 8.13 Condition for certification. 

(al When the Commissioner cannot 
conclude from the information before 
him that there is a basis for exempting 
a color additive from the requirement of 
batch certification, he will so order by 
appropriate listing in Subpart C, E, or 
G of this part. The Commissioner's 
order shall state in detail the specifica-
tions 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 a batch certified by procedure pre-
scribed in this section would result in 
adulteration of the product in which it 
is used. 
§ 8.16 Revocation of exemption from 

certification. 
If information becomes available to 

the Commissioner that a color additive 
that has been granted exemption from 
certification should not, for the protec-
tion of the public health, be so exempted. 
such exemption will be canceled by a 
notice published in the FEDERAL REGISTER 
§ 8.17 Listing and exemption from cm.. 

tification on the Commissioner's 
initiative. 

Where a petition for a regulation to 
list a color additive has not been re-
ceived and the Commissioner has avail-
able facts which demonstrate that n 
color additive should be 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 regulation and listing in Subpart 
C, D, E. F, G, or H of this part. 
g 8.18 Request for exemption from eel 

tification. 
A manufacturer, packer, or distributor 

of a color additive or color additive mix-
ture that has not been exempted from 
the certification 1.rocedure by order of 
the Commissioner may make formal ob-
jections and request an order providing 
such exemption. Such a request shall 
be accompanied by full facts on which 
such a request is based. The request 
shall furnish reasonable grounds for the 
desired finding including specifically why 

tifo tltlUll lZs IAA tut the 
protection of the public health. 
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td) of this section). the chairman 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 report will
include copies of all material considered
by the committee, except that in the r'se
of scientific literature readily avail ie
In scientific libraries proper reference
may be made to it Instead of furnishing
actual copies. A copy of the report of
the advisury committee will be supplied
to any person who has filed a petition
or requested the referral to the advisory
committee.

(d) If at any time within 60 days the
chairman believes that the advisory
committee needs more time. he shall so
Inform the Commissioner in writing, in
which case he shall make the certifica-
tion contemplated by section 706(b) (5)
(C) dli of the act within the additional
30 days. The Commissioner shall In
turn notify the petitioner.

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

(fM The chairman of the committee.
after consultation with the committee
members, will inform the National Acad-
emy of Sciences of the committee's opin-
ion as to the member who may best rep-
resent the committee at a hearing, If one
occurs.

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

(h) A person who has filed 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 u right to consult
with the committee In cnnctluin Mth
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 %ith the committee. Except
for discussions with authorized persons
the committee shall not disclose data

uriginating Mith a pCtitInVI prior to
publication of a regulation.
§ 8.13 Condition for certification.

(a) When the Commissioner cannot
conclude from the Information before
him that there Is a basis for exempting
a color additive frum the requirement of
batch certification, he will so order by
appropriate listing in Subpart C. E. or
G of this part. The Commissioner's
order shall state in detail the specifica-
tions 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 a batch certified by procedure pre-
scribed In this section would result In
adulteration of the product In which it
is used.
§ 8.16 levocaiton of exemption front

certification.
If information becomes available to

the Commissioner that a color additive
that has been granted exemption from
certification should not, for the protec-
tion of the public health, be so exempted.
such exemption will be canceled by a
notice published In the FEDERAL REoGISTER
§ 8.17 Listing and exemption front cer.

tifieation on the Conimndssioner's
initiative.

Where a petition for a regulation to
list a color additive has not been re-
ceived and the Commissioner has avail-
able facts which demonstrate that a
color additive should be 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 regulation and listing in Subpart
0. D, E. F. 0. or H of this part.
§ 8.181 Request for exemption front ccitifiration.

A manufacturer, packer, or distributor
of a color additive or color additive mix-
ture that has not been exempted from
the certificatlon I.rocedure by order of
the Commissioner may make formal ob-
Jcctons and request an order providing
such exemption. Such a request shall
be accompanied by full facts on which
such a request is based. The request
shall furnish reasonable grounds for the
desired finding including specifically why

&,edi. k U tif-kdkolk u t ltate .,t lo tU the
protection of the public health.
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Chapter I—Food and Drug Administration § 8.22 

§ 8.19 l'rocedure for filing objections to 
regulations. 

(a) 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 accompanied by a 
tiling fee as specified in § 8.50. Each 
objecticn to a provision of the regulation 
shall 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; Or 

(2) It 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 objection raised. 
Grounds which it is reasonable to con-
clude are capable of being established by 
reliable 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. 
(c) If the statement of objections 

may not be filed, the Commissioner shall 
inform time 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 FEDERAL 
REGISTER a notice reciting the objections 
and announcing a public hearing to re-
ceive evidence on them. The notice shall 
designate the place where the hearing 
will be held. -Jincify the time within 
which appnrraiecs must be filed, and 
specify the time (not earlier than 30 
days after colic date of the notice) when 
the hearing will start. The hearing shall 
convene at the place and time announced 
in the notice, but thereafter it may be 
Tnoved to a different place and may be 
continued from day to day or recessed to 

a later day withc it other notice than 
announcement thereof by the presiding 
officer at the hearing, 
§ 8.21 Hearing procedure. 

Public hearings will be conducted in 
accordance with the rules provided in 
Subpart 10 of Part 2 of this chapter. 
[31 F.R. 3003, Feb. 22, 19881 

§ 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 (i ) of this section. 
(c) 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 accompanied by the fee pre-
scribed in § 8.51 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 Commissioner consider a 
request for certification of a batch of 
color additive if the fee accompanying 
such request is less than that required 
by § 8.51 or if such fee exceeds the 
amount held in the advance deposit ac-
count of the manufacturer submitting 
such request for certification. 

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

(1) Four 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 Certification Branch. 

(h) The 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. 
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§ 8.19 Procedure for filing objections to
regulations.

(a) 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 accompanied by a
filing fee as specified in § 8.50. Each
objecticn to a provision of the regulation
shall 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; or

(2) It 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 objection raised.
Grounds which it is reasonable to con-
clude are capable of being established by
relible 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.
(c) 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 arc
reasonable, the Commissioner shall
cause to be published in the FEDERAL
REGISTER a notice reciting the objections
and announcing a public hearing to re-
ceive evidence on them. The notice shall
designate the place where the hearing
will be held. .; .cify the time within
which appar,.nc(;s must be filed, and
specify the time (not earlier than 30
days after Lac date of the notice) when
the hearing will sturt The hearing shall
convene at the place and time announced
in the notice, but thereafter it may be
moved to a different place and may be
lontinued from day to day or recessed to

a later day witheit other notice than
announcement thereof by the presiding
officer at the hearing.
§ 8.21 learing procedure.

Public hearings will be conducted in
accordance with the rules provided in
Subpart F of Part 2 of this chapter.
131 F.R. 3008, Feb. 22, 1961]

§ 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.
(c) 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 accompanied by the fee pre-
scribed in § 8.51 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 Commissioner consider a
request for certification of a batch of
color additive if the fee accompanying
such request is less than that required
by § 8.51 or if such fee exceeds the
amount held in the advance deposit ac-
ccunt of the manufacturer submitting
such request for certification.

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

(1) Four 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 Certification Branch.

(h) The 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.

§ 8.22
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§ 8.22 Title 21—Food 

(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. 

(I) 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. 

(J) 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 
a color additive mixture. 

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

Date 
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 certification of a batch of straight 
color additive. 

Name of color  
(As listed in Subpart C, E, or 

0) 
Batch number  

(Manufacturer's number) 
Batch weighs  pounds 
Batch manufactured by  

 at 
(Name and address of actu,,I manufacturer) 

How stored pending certification  

(State conditions of storage. with kind and 
size of containers, location, etc.) 

Certification requested of this color for use in 

(State proposed uses) 

Required fee. $ (drawn to the order of 
Food and Drug Administration). 

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

(Signed)  
LR . 

(Title) 

and Drugs 

(2) Request for certification of a batch 
of color adative 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 

(Manufacturer's number) 
Batch weighs  pounds 
Name of color used 
Quantity   pounds 
Lot number 

(When certification of the lake 
for use in foods Is requested) 

Precipitant used  
Substratum used 
Quantity   pounds 
Batch manufactured by  

  at 
(Name and address of actual manufac-

turer) 
How stored pending ...ortification 

(State conditions of storage. with kind and 
size of contain .rs. location, etc.) 

Certification requested of this color for use in 

(State proposed uses) 
Required fee. $ (drawn to the order of 

Food and Drug Administration). 

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

(Signed)  
By 

(Title) 

(3) Request for certification of a re-
pack ci/ a batch of certified ‘olor additive 

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 Fethia. Food. Drug, and 
Cosmetic Act, we hereby make application 
for the certification of a batch of color addi 
tive repack. 

Name of color  
(As listed In regulations and 

as certified; or repacker's 
name, if a mixture) 

Original lot number 
Certified color content  

IOS 
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(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.

(I) 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 Adninistra-
tion when such additional information
and samples are necessary to determine
compliance with the requirements of
§ 8.27 for the Issuance of a certificate.

(J) 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
a color additive mixture.

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

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 certiltion of a batch of straight
color additive.

Name of color ----------------------------
(As listed In Subpart C. E. or

()
Batch number ---------------------------

(Manufacturer's number)
Batch weighs -------------------- pounds
Batch manufactured by -------------------

------. a ................
IName and address ,f actu,A maznufacturerj

How stored pending certification ---------

(State conditions of storagv. with kind and

size of containers, location, etc.)
Certification requested of this color for use in

(State proposed uses)
Required fee. $ ---- (drawn to the order of

Food and Drug Administration).

Tie accompanying sample was taken after
the batch was mixed in accordance with 21
CFR 8.23 ned is accurately representative
thereof.

(Signed) ------------------------

(Title)

(2) Rcq'rest for certification of a batch
of color additive 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 ---------------------------

(Manufacturer's number)
Batch weighs -------------------- pounda
Name of color used ......................
Quantity ----------------------- pounds
Lot number ..........................

(When certification of the lake
for use In foods Is requested)

Precipitant used ........................
Substratum used -------------------------
Quantity ----------------------- pounds
Batch manufactured by -------------------

-at ............... -
(Name and address of actual manufac-

turer)
How stored pending -ortification ..........

(State conditions of storage, with kind and
size of contain .rs. location, etc.)

Certification requested of this color for use in

(State proposed uses)
Required fee. $ ------ (drawn to the order of

Food and Drug Administration).

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

(Signed) .......................
By ......................

(Title)

(3) Request for certiflcation of a re-
pack of a batch o certified *olor additive

Date ..................
Commissioner of Food and Drugs.
Food and Drug Administration.
Department of Health. Education. and

Welfare.
Washington 25. D.0.

In accordance with the regulations pro-
mL4gated under the Fedtia. Fuod. Drug. and
Cosmetic Act. we hereby roike application
for the certification of a batch of color addl
tire repack.

Name of color ..........................
(As listed In regulations and

as certified: or repacker's
name. If a mixture)

Original lot number .....................
Certified color content -------------------

§ 8.22
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Chapter 1—Food and Drug Administration § 8.25 

Tnis color obtained from 
Batch number 
Batch weighs  pounds 
Row stored pending certification 

(State conditions of storage, with kind and 
slzo of containers, location. etc.) 

Certification requested for use In 

(State proposed uses) 
Required fee, $ (drawn to the order of 

Food and Drug Administration). 
The accompanying sample was taken after 

the batch was mixed In accordance with 21 
CFR 8.23 and is accurately representative 
thereof. 

(Signed)  
By 

(Title) 

(4) Request for certification of a batch 
of color additive mixture. 

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 mixture. 
Name of mixture  

(Manufacturer's trade 
name) 

Batch number 
( Manufacturer's number) 

Weight of batch pounds 
Volume of batch   gallons 

(If Iiquid) 
Batch manufactured by 
Constituents of the mixture: 
t Color (a). (List separately each color and 

each lot number.) 

Name 0/ color 
as certified Lot number 

Quantity used 
(in pounds) Obtained from 

2 List of diluents. (List separately each 
diluent.) 

Name 0/ diluent 

Quantity used 
By volume 

By weight (i/ liquid) 

Batch mixed as follows  
(Describe in detail) 

How stored pending certification 

(State conditions of storage, with kind and 
size of containers. location. etc I 

Certification requested for use in 

(State proposed uses) 
Required fee, 8 (drawn to the order of 

Food and Drug Administration). 
The accompanying sample was taken after 

the batch was mixed in accordance with 21 
CFR 8.23 and is accurately representative 
thereof. 

(Signed)  
By  

(Title) 

§ 8.23 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 mixed as to be 
of uniform composition throughout. 

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

(c) Be labeled to show: 
(1) The name of the color additive. 
(2) The manufacturer's batch num-

ber. 
(3) Thr quantity of such batch. 
(4) The name and post-office address 

of the person requesting certification 
of such batch. 

(5) Be accompanied by any label or 
labeling intended to be used. 
§ 8.24 Treatment of butch pending ccr• 

tification. 
Immediately after t' -: sample that is 

to accompany a request for certification 
of a batch of color 'tdditive is taken, 
the batch shall be: 

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

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

(c) Marked, by labeling or otherwise, 
in a 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. 0439, June 22, 1003. as amended at 
20 F.R. 14983, Nov. 5, 19041 

§8.25 Treatment of batch after certifi-
cation. 

(a) Immediately upon notification 
that a batch of color additive has been 
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Tnis color obtained from .................
Batch number ...........................
Batch weighs -------------------- pounds
how stored pending certification ..........

(State conditions of storage, with kind and
size of containers, location. etc.)

CertlficaUon requested for use In .........

(State proposed uses)
Required fee, ------- (drawn to the order of

Food and Drug Administration).
The accompanying sample was taken after

the batch was mixed In accordance with 21
CFR 8.23 and is accurately representative
thereof.

(Signed) .......................
By..................-

(Tit-e)
(4) Request for certification of a batch

af color additive mixture.
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 mixture.
Name of mixture ........................

(Manufacturer's trade
name)

Batch number .....................
(Manufacturer's number)

Weight, of batch ------------------ pounds
Volume of batch ---------------- gallons

(If liquid)
Batch manufactured by -----------------
Constituents of the mixture:
I Color(s). (Ust separately each color and

each lot number.)

Name o color
as Certillcd Lot numbcr

Quantity used
(in pounds) Obtained from

2 List of diluents. (List ceparately each
diluent.)

Name of dilucnt

Quantity used
By volume

fy weight (i Uquid)

Batch mixed as follows ..............
(Describe in detail)

How stored pending certification ..........

(State conditions of storage, with kind and
%ize of containers. location. etc I

Certification requested for use In ----------

tState proposed uses)
Required fee. $ .--- (drawn to the order of

Food and Drug Administration).
The accompanying sample was taken after

the batch was mixed in accordance with 21
CFR 8.23 and is accurately representative
thereof.

(Signed) .......................
By _.-.....-.............

(Title)

§ 8.23 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 mixed as to be
of uniform composition throughout.

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

(c) Be labeled to show:
(1) The name of the color additive.
(2) The manufacturer's batch num-

ber.
(3) Tho quantity of such batch.
(4) The name and post-office address

of the person requesting certification
of such batch.

(5) Be accompanied by any label or
labeling Intended to be used.
§ 8.24 Treatment of butch pending cer-

tification.
Immediately after t -%. sample that Is

to accompany a request for certification
of a batch of color itdditive is taken.
the batch shall be:

(a) Stored in containers of such kind
as to prevent change In composition.

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

(c) Marked, by labeling or otherwise.
in a 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 P.R. 0439, June 22. 1003. as amended at
29 P.R. 14983, Nov. 5. 10841
§ 8.25 Treatment of batch after certifi-

cation.
(a) Immediately upon notification

that a batch of color additive has been

§ 8.25
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* 8.26 Title 21—Food and Drugs 

certified, the person requesting certifi-
cation thereof shall identify such batch. 
by labelii.g, ith the certified lot num-
ber. 

lit The person requesting cert.fiLa-
tion shall maintain storage in such man-
ner as to prevent change in composition 
until such batch has been packat,ed and 
labeled as required by I§ 8.31 and 11.32, 
except that the peison reit uesting ccr• 
t.fication may use such color additive for 
the purpose of coloring a food, drug, or 
cosmetic. 
129 F.R, 14983. Nov. 5, 10641 

§ 8.26 Records of distribution. 
(a) 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 of the Food and Drug 
Administration or of any other officer 
or employee acting on behalf of the Sec-
retary of Health, Education, and Wel-
fare, such person, at all reasonable hours 
until at least 2 years after disposal of 
all such color additive, shall make such 
records available to any such officer or 
employee, 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 delivery was made. 

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

(a) If the Commissioner determines. 
after such Investigations 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 additive conforms to 
the specifications and any other condi-
tions set forth therefor in Subpart C. E. 
or G of this part. 

(3) The batch covered by such re-
quest otherwise appears to comply with 
the regulations in this part, the Corn-

missioner shall issue to the person who 
submitted such request a 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. 

Lb) If the Commissioner determines, 
after such investigation as he considers 
to be necessary, that a request submitted 
to act.ordaticu utth § 8.22. or the batch 
of additive covered by such request. 
does not comply with the requirements 
prescribed by paragraph (a) of this sec-
tion for the issuance of a certificate, the 
Commissioner shall refuse to certify such 
batch and shall gibe notice thereof to the 
person who submitted such request. 
stating his reasons for refusal. 
§ 8.28 Authority to refuse certification 

service. 
(a) When it appears the Commis-

sioner than person has: 
(1) Obtained, or attempted to obtain. 

a certificate through fraud or misrepre-
sentation of a material fact. 

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

131 Failed to keep st, i records, or to 
make them available, or to accord full 
opportunity to make iuvtntory of stocks 
on hand or otherwise to check the cor-
rectness of such records, as required by 
§ 8.26; or 

(4) Refused to pe.mit duly authorized 
employees of the Food and Drug Admin-
istration free access to all manufacturing 
facilities, processes, and formulae In-
volved in the manufacture of color addI-
tives and intermediates from which such 
color additives are derived ; 
he may immediately suspend certification 
service to such person and may continue 
such suspension until adequate corrective 
act Pin has been taken. 

(b) Upon receipt of the notice of sus-
pension of service, the person so notthed 
may request a hearing upon the factual 
basis for the suspension. The procedure 
at the hearing shall conform as nearly 
as possible to the procedure described in 
§§ 314 200 through 314.232 of this chap-
ter. 
128 FR 6439, June 22, 1963, as amended at 
39 it 11535, Mar. 29. 19741 

§ 8.29 Limitations of certificates. 
(a) Tf a certificate is obtained through 

fraud or misrepresentation of a material 
fact, such certificate shall not be effec-
tive. and a color additive from the batch 
on which such certificate was issued shall 
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certified, the person rcquestng certll-
cation thereof shall identify such batch,
by labelht.g. \ith the certified lot num-
ber.

,b) The person request.ng cert.fla-
Lion shall maintain bto age in such man-
ner as to Prevent change iii composition
until such batch has been packagel and
labeled as required by 4§ 8.31 and 8.32.
exce:t that the pciso rcLtuestwg ccr-
t.flcation may use such color additive for
the purpose of coloring a food, drug. or
cosmetic.
129 P.R. 14083. NOV. 5. 10041

§ 8.26 Records of distribluion.
(a) The person Lo 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 of the Food and Drug
Administration or of any other officer
or employee acting on behalf of the Sec-
retary of Health, Education, and Wel-
fare. such person, at all reasonable hours
until at least 2 years after disposal of
all such color additive, shall make such
records available to any such officer or
employee, and shall accord to such officer
or employee full opportunity to make in-
ventory of stocks of such color additive
on hand and othenvise 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 delivery was made.

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

(a) If the Commissioner determines.
after such Investigations 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 additive conforms to
the specifications and any other condi-
tions set forth therefor in Subpart C. E.
or 0 of this part.

(3) The batch covered by such re-
quest otherwise appears to comply with
the regulations in this part, the Coin-

missioner shall issue to the person who
submitted such request a certificate
shoving 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 uf this
part. Is a certified batch.

ibi If tie Commissioner determines.
after such Investigativn as he considers
to be ie~e.Sr., that ,a request submitted
in acordaticu %%ith § 8.22. or the batch
uf co:or additive covered by such request.
does not comply with the requirenents
prescribed by paragraph (a) of this sec-
tion for the issuance of a certificate, the
Commissioner shall refuse to certify such
batch and shall give notice thereof to the
person who submitted such request.
stating his reasons for refusal.
§ 8.28 Authority to refuse certification

service.

(a) When it appear. o the Commis-
sioner that a person has:

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

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

431 Failed to keep st. records, or to
make thim available, or to accord full
opportunity to make hiv.ntory of stocks
on hand or othervIse to check the cor-
rectness of such records, as required by
§ 8.26: or

(4) Refsced to pe.init duly authorized
cmployees of the Food and Drug Admin-
Istration free access to all manufacturing
facilities, processes, and formulae in-
volved in the manufacture of color addi-
tives and intermediates from A% hich such
color additives are derived;
he may immediately suspend certificatior,
service to such person and may continue
such suspension until adequate corrective
act ion has been taken.

(b) Upon receipt of the notice of sus.
pension of service, the person so nottiled
may request a hearing upon the factual
basis for the suspension. The procedure
at the hearing shall conform as nearly
as possible to the procedure described in
§§ 314 200 through 314.232 of this chap-
ter.
128 FR 643D. June 22. 1963, as tmneadud at
3 Fit 1153. Mar. 29. 19741
. 8.29 iitahntions of certificates.

(a) Tf a certificate is obtained through
fraud or misrepresentation of a material
fact, such certificate shall not be effec-
tLive. and a color additive from the batch
on which such certificate was L-sued shall

§ 8.26
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Chapter I—Food and Drug Administration § 8.25 

be considered to be from a batch that has 
not been certified in accordance with the 
regulations in this part. Whenever, the 
Commissioner 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 between the time a sample of 
color additive accompanying a request 
for certification is taken and the time a 
certificate covering the batch of such 
color additive is received by the person to 
whom it is issued, any such color addi-
tive becomes changed in composition, 
such certificates shall not be effective 
with respect to such changed color addi-
tive and such changed color additive 
shall be considered to be from a batch 
that has not been certified in accordance 
with the regulations in this part. 

(c) If at any time after a certificate is 
received by the person to whom it is 
issued any coley additive from the batch 
covered by such certificate becomes 
changed in composition, such certificate 
shall expire with respect, 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 used for coloring a food, 
drug, or cosmetic, or for the purpose of 
certifying a batch of a mixture in which 
such color additive was used as an in-
gredient. or for use in preparing a batch 
of a mixture for which exemption from 
certification has been authorized, if such 
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 closed for shipment or de-
livery is opened. After such expiration 
such color additive shall be considered to 
be from a batch that has not been cer-
tified, except that such color additive 
shall not be so considered when the pack-
age Is opened; 0 ) and such color additive 
is used, subject to the restrictions pre-
scribed by paragraphs (f), (g), and (h) 
of this section, in coloring a food, drug, 
or cosmetic; (2) for the purpose of cer-
tifying a batch made by repacking such 
color; (3) for the purpose of certifying 
a batch of a mixture in which such color 
is used ns an ingredient; or (4) for the 
purpose of preparing a hatch of a mix-
ture for which exemption from certifica-
tion has been authorized; or (5) whei 
the package is reopened solely for re-

packaging by the person to whom suet 
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 to be from a batch that has not 
been certified if such package is shippec 
or delivered under a label which does not 
bear ail words, statements, and other in-
formation required by § 8.32 to appeal 
thereon. 

(f) A certificate shall not be effective 
with respect to a package of color addl• 
live, and such color additive shall bi 
considered to be from a batch that ha: 
not, been certified if: 

(1) Such package has not been settle( 
in accordance with § 8.31; 

(2) Such package has been sealed ii 
accordance with § 8.31 and the seal ha 
been broken, intentionally or acci 
dentally, unless such seal has been broke] 
for the purpose of using color additive 1] 
accordance with § 8.25, or, such packag,
has been opened by a duly authorize( 
representative of the Administration o 
Department in the performance of hi 
official duties, and lie has immediatel; 
resealed the package in conformanc 
with § 8.31. 

(g) A certificate shall not be effectiv 
with respect to a package of color addi 
two and such color additive shall be con 
sidered to be from a batch that has no 
been certified if such color additive I 
used in any manner other than that fo 
which it was certified. 

(h) When the listing or the speclfica 
tions for a color additive are revoked c 
amended, the final order effecting th 
revocation or amendment may specify 
in addition to its own effective date, 
date on which all certificates for existin 
batches and portions of batches of suc 
a color additive theretofore issued uncle 
such revoked or amended regulation 
shall cease to be effective; and any suc 
lots of the color additive shall be rc 
garded as uncertified after the dal 
specified unless a new certificate can t 
and is obtained in conformance with tt. 
new regulations. When a certificate the: 
ceases to be effective for a color additiv 
any certificates previously issued for 
color additive mixture containing the 
color additive shall cease to be effecth 
on the same date. Use of such colt 
additive or color additive mixture aft( 
such specified date without the new eel 
tificate in preparing food, drugs, or co: 
metics will result in such food, drugs, ( 
cosmetics being adulterated. When 
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be considered to be from a batch that has
not been certified in accordance with the
regulations in this part. Whenever, the
Commissioner learns that any certificate
has been obtained through fraud or
material m:sreprcsentation, he shall no-
tify the holder of the certificate that it
is of no effect.

(b) If between the time a sample of
color additive accompanying a request
for certification is taken and the time a
certificate covering the batch of such
color additive Is received by the person to
whom it is issued, any such color addi-
tive becomes changed in composition,
such certificates shall not be effective
with respect to such changed color addi-
tive and such changed color additive
shall be considered to be from a batch
that has not been certified in accordance
with the regulations in this part.

(c) If at any time after a certificate is
received by the person to whom it Is
Issued any color additive from the batch
covered by such certificate becomes
changed in composition, such certificate
shall expire with respect to such changed
color additive. After such expiration.
such color additive shall be considered to
be from a batch that has not been certi-
fled in accordance with this part; except
that such color additive shall not be so
considered when used for coloring a food,
drug, or cosmetic, or for the purpose of
certifying a batch of a mixture in which
such color additive was used as an in-
gredient. or for use in preparing a batch
of a mixture for which exemption from
certification has been authorized, if such
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 closed for shipment or de-
livery is opened. After such expiration
such color additive shall be considered to
be from a batch that has not been cer-
tified, except that such color additive
shall not be so considered when the pack-
age is opened; (M) and such color additive
is used, subject to the restrictions pre-
scribed by paragraphs (f), (g), and (h)
of this scetion, in coloring a food, drug,
or cosmetic; (2) for the purpose of cer-
tifying a batch made by repacking such
color; (3) for the purpose of certifying
a batch of a mixture in which such color
is used as an ingredient; or (4) for the
purpose of preparing a hatch of a mix-
ture for which exemption from certifica-
tion has been authorized; or (5) whe-i
the package is reopened solely for re-

packaging by the person to whom suc
certificate was Issued.

(e) A certificate shall not be effectivw
with respect to a package of color addi-
tive and such color additive shall be con-
silered to be from a batch that has not
been certified if such package is shippec
or delivered under a label which does not
bear ail words, statements, and other in-
fcrmation required by § 8.32 to appeai
thereon.

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

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

(2) Such package has been sealed 1i
accordance with § 8.31 and the seal ha
been broken, intentionally or acci
dentally, unless such seal has been brokei
for the purpose of using color additive i
accordance with § 8.25, or, such packag.
has been opened by a duly authorizei
representative of the Administration o
Department in the performance of hi
official duties, and lie has immedlatel:
resealed the package In conformanc
with § 8.31.

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

(h) When the listing or the specifica
tions for a color additive are revoked c
amended, the final order effecting th
revocation or amendment may specif
in addition to its own effective date,
date on which all certificates for existin
batches and portions of batches of suc
a color additive theretofore Issued unde
such revoked or amended regulatior
shall cease to be effective; and any sue
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 regulations. When a certificate tht
ceases to be effective for a color additv
any certificates previously Issued for
color additive mixture containing th:
color additive shall cease to be effecth
on the same date. Use of such coh
additive or color additive mixture aftm
such specified date without the new cei
tifleate in preparing food, drugs, or co:
metics will result In such food, drugs,
cosmetics being adulterated. When

§ 8.2
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certified color additive has been used in 
food. drugs. or cosmetics and the status 
of the color additive is thereafter 
changed by amendment 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 nf the foods, drugs, or cosmetics 
cannot bo safely used. in which cases 
findings to that effect will be made and 
regulations appropriate for such special 
cases will be issued. 
§ 8.30 Color athlith c mixtures; certifica-

lion and exemption from certifica-
tion. 

ito Color additive mixtures to be cer-
tified. Any color additive mixture that 
contains one or more straight colors 
listed in Subpart C. E. or G. together with 
any diluents listed in such subparts for 
use with such straight colors, shall be 
certified if intended for use in foods. 
drugs, or cosmetics, or in coloring the 
human body. as the case may be. subject 
to any restrictions prescribed in Subparts 
A and B. 

4b) Color additive mixtures exempted 
from certification. A color additive mix-
ture prepared from a previously certified 
batch of one or more straight colcrs, 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 
has not changed in compoqtion in any 
manner whatsoever since its certification 
and if it 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 straight color components. 
but shall bear the manufacturer's control 
number through which the history of the 
straight color can be determined. 

(e) Additions to the list of diluents. 
A person requesting additions to the list 
of diluents authorized for the purposes 
described in paragraphs in) and b) of 
this section shall submit a petition in 
accordance with the provisions of § 8.4. 
Each such petition shall be accompanied 
by the fee prescribed in § 8.50, unless 
there is an advance deposit to be used 
for prepayment of such fees. 

Nara* The provisions of 1 820 with respect 
only to diluents for use In cosmetic color 
additive mixtures were sta}ed, until a regu-
lation is effected listing safe diluents for 
c6snictIc use. including cosmetics which 

and Drugs 

color the human body, 29 F.R. 18495, Dec. 29. 
1964. 

§ 8.31 Packaging requirements for 
straight colors (other than hair 
d? es). 

Straight colors shall be packaged in 
containers which prevent changes in 
composition. Packages shall be scaled 
so that they cannot be opened without 
breaking the seal. An unavoidable 
change in moisture content caused by the 
ordinary and customary exposure that 
occurs in good storage. packing. and dis-
tribution practice is not considered n 
change in composition. If the packag-
ing material is a food additive It shall 
be authorized by an appropriate regula-
tion in Part 121 of this chapter. 
§ 8.32 Labeling requirements for color 

achlith es (other than hair dyes). 
tai General labeling requirements. All 

color additives shall be labeled with suf-
ficient information to assure their safe 
use and to allow a determination of com-
pliance with any limitations imposed by 
Subparts A and B of this part. In addi-
tion to all other information required 
by the act, labels for color additives, 
except those inn form suitable for color-
ing the human body. shall state: 

(I) The name of the straight color or 
the name of each ingredient comprising 
the color additive, if it is a mixture. 

(2) A statement indicating general 
limitations for the use of the color ad-
ditive, such as "for food use only"; "for 
food, drug, and cosmetic use"; "for use in 
drugs for external application only." 

(3) Where regulations issued impose 
quantitative limitations for a general or 
specific use of a straight color, the 
amount of each such straight color in 
terms of weight per unit/volume or per-
cent by weight. 

(4) An expiration date if stability data 
require it. 

(b) Special 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 directions for use of the color 
additive which if followed will preclude 
the food, drug, or cosnietic to which it is 
added from containing an amount of the 
color additive in excess of the tolerance. 

c Special labeling for color additives 
with other limitations. If use of the 
color additive is subject to other limita-
tions prescribed in this part, such limita-
twns  be tstatt.d on the label of the 
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certified color additive has been used in
food, drugs, or cosmetics and the status
of the color additive is thereafter
changed by amendment 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 ,f the foods, drugs, or cosmetics
cannot bo safelv uied. in which cases
findings to that effect will be made and
regulations appropriate for %uch special
cases will be Issued.
§8.30 Color nddiiic mixturcs; certifien-

tion atd cxcmption frout certifica-
lion.

(a) Color additrc mixturcs to be cer-
tified. Any color additive mixture that
contains one or more straight colors
listed in Subpart C. E. or G. together with
any diluents listed in such subparts for
use with such straight colors, shall be
certified if intended for use in foods.
drug.; or cosmetics, or in coloring the
human body. as the case may be. subject
to any restrictions prescribed in Subparts
A and B.

4b) Color additive mixtures exempted
fron certification. A color additive mix-
ture prepared from a previously certified
batch of one or more straight colors, 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
has not changed in composition in any
manner whatsoever since its certification
and if It Is simrly mixed vith 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 straight color components.
but shall bear the manufacturer's control
number through which the history of the
strtight color can be determined.

(c) Additions to the list of diluents.
A person requesting additions to the list
of diluents authorized for the purposes
described in paragraphs ta) and tb) of
this section ,.hall submit a petition in
accordance with the provisions of § 8.4.
Each such petition shall be accompanied
by the fee prescribed in § 8.50, unless
there is an advance deposit to be used
for prepayment of such fees.

No=* The provisions of 18.30 with respect
only to diluents for use In cosmetic color
additive mixtures were sta)ed, until a regu-
lation is effected listing safe diluents for
e,',smctlc use. includiag cusmetics which

color the human body. 29 F.R. 18495. Dec 29.
1964.

§ 8.31 Packaging requirements for
straighI colors (otier than haird) es).

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 unavoidable
change in moisture content caused by the
ordinary and customary exposure that
occurs in good storage, packing, and dis-
tribution practice is not considered a
change in composition. If the packag-
ing material Is a food additive it shall
be authorized by an appropriate regula-
tion in Part 121 of this chapter.
§ 8.32 .blueling requirements for color

additives (other Ithan hair dyes).
tn) General labelinv requirements. All

color additives shall be labeled with suf-
flclient information to assure their safe
u.se and to allow a determination of com-
pliance with any limitations Imposed by
Subparts A and B of this part. In addi-
tion to all other Information required
by the act, labels for color addiives,
except those In a form suitable for color-
Ing the human body, shall state:

ti1 The name of the straight color or
the name of each ingredient comprising
the color additive. If it is a mixture.

t2) A statement indicating general
limitations for the use of the color ad-
ditive, such as "for food use only"; "for
food, drug, and cosmetic use"; "for use In
drugs for external application only."

(3) Where regulations issued impose
quantitative limitations for a general or
specific use of a straight color, the
amount of each such straight color in
terms of weight per unit/volume or per-
cent by weight.

(4) An expiration date if stability data
require It.

(b) Special labeling for color additive3
with tolerances. Where tolerances are
Imposed for a general or specific use of
a color additive, the label shall in addi-
tion provide directions for use of the color
additive which If followed will preclude
the food, drug, or cosntetic to which it is
added from containing an amount of the
color additive in excess of the tolerance.

tce Special labelnr tor color addizrc.q
unth other limltations. If use of the
color additive is subject to other limita-
tions prescribed in this part, such limita-
tivits Mall be %tated on the label of the

§ 8.30
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Chapter I —Food and Drug Administration § 8.35 

color additive by a plain 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 labeling the lot number assigned 
by the Color Certification Branch, except 
that in tl!• 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 
identified with the lot number by giving 
to the Food and Drug Administration 
written notice that such code number will 
be used in lieu of the lot number. 
128 F.R. 6439, June 22, 1963, as amended at 
33 F.R. 8812, June 18, 19681 

§ 8.33 Exemption of color additives for 
investigational use. 

(a) A shipment or other delivery of a 
color additive or of a food, drug, or cos-
metic containing such a color additive 
for investigational use by cxperts quali-
fied to determine safety shall be exempt 
from the requirements of section 402(c), 
501(a) , or 601(e) of the act, provided that 
the color additive or the food, drug, or 
cosmetic containing the color additive 
bears a label which states prominently, 
"Caution—Contains new color additive—
For investigational use only." No ani-
mals used in such investigations, or their 
products, such as milk or eggs, shall be 
used for food purposes, uniess the sponsor 
or the investigator has submitted to the 
Commissioner data demonstrating that 
such use will be consistent with the public 
health, and the Commissioner, proceed-
ing as he would in a matter involving 
section 409(i) of the act, has notified the 
sponsor or investigator that the proposed 
disposition for food is authorized. 

( b) The person who introduced such 
shipment or who delivers the color ad-
ditive or a food, drug, or cosmetic con-
taining such an additive into Interstate 
commerce shall maintain adequate 
records showing the name and post-office 
address of the expert to whom the color 
additive is shipped, date, quantity, 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 

of the Department, at reasonable times, 
he shall make such records available for 
inspection and copying. 
§ 8.34 Safety factors lo be considered. 

In accordance with section 706(b) (5) 
(A) (iii) of the act, the following safety 
factor will be applied in determining 
whether the proposed use of a color addi-
tive will be safe: Except where evidence 
is submitted which justifies use of a dif-
erent safety factor, a safety factor of 
100 to 1 will be used in applying animal 
experimentation data to man; that is, 
a color additive 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 various species 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 filing and in 
reaching a decision on any petition filed, 
the Commissioner will apply the "safe-
for-use" principle. This will require the 
presentation of an 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 cosmetics when he finds 
from the data presented that such addi-
tive is suitable 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 is proven suit-
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 particular 
dye, pigment, 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 addl. 
tives will normally be determined by 
tests for acute oral toxicity, primary ir-
ritation, sensitization, subacute dermal 
toxicity on intact and abraded skin, and 
carcinogenicity by skin application, The 
Commissioner may waive any of such 
tests if data before him otherwise estab-
lish that such test is not required to 
determine safety for the use proposed. 
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color additive by a plain 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 ron certification. Color
additives not exempt from the certifica-
tion procedures shall in addition include
in the labeling the lot number assigned
by t he Color Certification Branch, except
that in tl: 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
Identified with the lot number by giving
to the Food and Drug Administration
written notice that such code number will
be used in lieu of the lot number.
128 F.R. 6439, June 22, 1963, as amended at
33 F.R. 8812, June 18. 19681

§ 8.33 Exemption of color additives for
investigational use.

(a) A shipment or other delivery of a
color additive or of a food, drug. or cos-
metic containing such a color additive
for investigational use by experts quali-
fied to determine safety shall be exempt
from the requirements of section 402(c),
501(a). or 601(e) of the act, provided that
the color additive or the food, drug, or
cosmetic containing the color additive
bears a label which states prominently.
"Caution-Contains new color additive-
For investigational use only." No ani-
mals used in such investigations, or their
products, such as milk or eggs, shall be
used for food purposes, unless the sponsor
or the investigator has submitted to the
Commissioner data demonstrating that
such use will be consistent with the public
health, and the Commissioner, proceed-
ing as he would in a matter involving
section 409(i) of the act, has notified the
sponsor or investigator that the proposed
disposition for food is authorized.

(b) The person who introduced such
shipment or who delivers the color ad-
ditive or a food, drug, or cosmetic con-
taining such an additive into interstate
commerce shall maintain adequate
records showing the name and post-office
address of the expert to whom the color
additive is shipped, date, quantity, 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

of the Department, at reasonable times,
he shall make such records available for
inspection and copying.
§ 8.34 Safely factors to be considered.

In accordance with section 706(b) (5)
(A) (iii) of the act, the following safety
factor will be applied in determining
whether the proposed use of a color addi-
tive will be safe: Except where evidence
is submitted which justifies use of a di!-
erent safety factor, a safety factor of
100 to 1 will be used in applying animal
experimentation data to man; that is,
a color additive 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 various species of
experimental animals used in the tests
shall conform to good pharmacological
practice.
§ 8.35 Critcria for evaluating the safety

of color additives.
(a) In deciding whether a petition Is

complete and suitable for filing and in
reaching a decision on any petition filed,
the Commissioner will apply the "safe-
for-use" principle. This will require the
presentation 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 cosmetics when he finds
from the data presented that such addi-
tive is suitable 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 is proven suit-
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 particular
dye, pigment, 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 will normally be determined by
tests for acute oral toxicity, primary ir-
ritation, sensitization, subacute dermal
toxicity on intact and abraded skin, and
carcinogenicity by skin application. rhe
Commissioner may waive any of such
tests if data before him otherwise estab-
lish that such test is not required to
determine safety for the use proposed.

§ 8.35
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§8.36 Title 21—Foot! and Drugs 

(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 establish the 
safety of a color additive whether he 
believes the experiments planned will 
yield data adequate for an evaluation of 
the safety of the additive. 
128 F.R. 643D, June 22, 1963, as amended at 
36 F.R. 16903, Aug. 26, 19711 

§ 8.36 Application of the cancer clause 
of section 706 of the act. 

(a) Color additives that may be in-
gested. Whenever (1) the scientific data 
before the Commissioner (either 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 qualified scientists, cancer has been 
induced, no regulation may issue which 
permits its use. 

(b) Color additives that will not be 
ingested. Whenever the scientific data 
before the Commissioner suggest the 
possibility that the color additive, in-
cluding its components or impurities, has 
induced cancer in man or animals by 
routes other than ingestion, the Com-
missioner shall determine whether, based 
on the iudgment of appropriately quali-
fied 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 

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 that 
the color additive will be safe under con-
ditions that can be specified in the regu-
lations, it may be fisted for such use 
But if, in 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 the color additive. 
including its components or impurities. 
no regulation may issue which permits 
its use in external drugs and cosmetics 

§ 8.37 Request for scientific studies. 

The Commissioner will consider re-
quests by any interested person who de-
sires 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 determination m 
foods, drugs, or cosmetics, as the case 
may be. All 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) Each petition for the listing of a 
color additive shall be accompanied by 
a deposit of $3,000.00 if the proposal is 
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. 

(c) 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), and (c) of this section shall be ap-
plicable, whether or not the proposal 
contemplates any 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 technical 
review, shall be returned to the peti-
tioner. 
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(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 establish the
safety of a color additive whether he
believes the experiments planned will
yield data adequate for an evaluation of
the safety of the additive.
128 P.R. 6439, June 22, 1963, as amended at
36 P.R. 16903, Aug. 26. 19711

§ 8.36 Application of the cancer clause
of section 706 of the act.

(a) Color additives that may be in-
gested. Whenever (1) the scientific data
before the Commissioner (either 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 qualified scientists, cancer has been
induced, no regulation may Issue which
permits Its use.

(b) Color additives that will not be
ingested. Whenever the scientific data
before the Commissioner suggest the
possibility that the color additive, In-
cluding Its components or Impurities, has
induced cancer in man or animals by
routes other than ingestion, the Com-
missioner -hall determine whether, based
on the judament of appropriately nunli-
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

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 that
the color additive will be safe under con-
ditions that can be specified in the regu-
lations, it may be listed for such use
But if, in 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 the color additive.
including its components or impurities.
no regulation may issue which permits
its use in external drugs and cosmetics
§ 8.37 Request for scientific studies.

The Commissioner will consider re-
quests by any interested person who de-
sires 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
its identification and determination in
foods, drugs, or cosmetics, as the case
may be. All requests for such studlec
shall be accompanied by the fee pre-
scribed in § 8.50.
§§ 8.38-8.49 [Reserved]
§ 8.50 Fees for listing.

(a) Each petition for the listing of a
color additive shall be accompanied by
a deposit of $3,000.00 if the proposal hi
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 I.
for use In or on foods only, the deposit
shall be $3,000.00.

(c) 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), and c) of this section shall be ap-
plicable, whether or not the proposal
contemOlates any tnlerances. 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 technical
review, shall be returned to the peti-
tioner.

§ 8.36

CR054001
Text Box
                                                         IPR2024-00493
 Honeywell International Inc. v. DSM IP Assets, B.V. 
                                     DSM Ex. 2005, Page 20 of 57
  




Chapter I —Food and Drug Administration § 8.51 

(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 is covered by 
Paragraph (a) or (b) of this section, and 
less $1,600.00, if the petition is covered 
by paragraph ic), 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 S1,800.00 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 
is resubmitted after 6 months, it shall 
be accompanied by the deposit that would 
be required if it were being submitted 
for the first Lime. 

( h ) When the resubmission pertains 
twit petition that had been withdrawn 
before acceptance for filing. a new ad-
vance deposit shall be made in full as 
prescribed in paragraph (a), (b), or (c) 
of this section. 

(I) After a color additive has been 
listed, any request for an amendment or 
additional tolerance shall be accom-
panied by a deposit of $1,800.00 for use 
in the items spi ,cii,ed in paragraphs (a) 
and (b) of this section, or S1,600.00 for 
use in items specified in paragraph (c) 
of this section. 

( j) 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 organization requesting the referral, 
such costs to be assessed on the basis of 
actin] 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 

( in) In the 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-
missioner of Food and Drugs. All de-

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

in) 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 and Drugs when necessary to pre-
vent arrears in such cost. Any deposits 
in excess of actual expenses will be re-
funded to the depositor. If a request is 
denied the advance deposit will be re-
funded less such costs as are incurred for 
review of the request. 

(o) The person who files a petition 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. All 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 in the spe-
cial account "Salaries and Expenses. 
Certification, Inspection, and Other 
Services, Food and 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 promote the public 
interest. 

(r) Any person who believes that pay-
ment of these fees will work a hardship 
on him may petition the Commissioner 
of Food and Drugs to waive 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 nart 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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(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 is covered by
paragraph (a) or (b) of this section, and
less $1,600.00, if the petition is covered
by paragraph (c), 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 S.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
is resubmitted after 6 months, it shall
be accompanied by the deposit that would
be required If it were being submitted
for the first time.

(h) When the resubmission pertains
,oa' petition that had been withdrawn
before acceptance for filing, a new ad-
vance deposit shall be made In full as
prescribed in paragraph (a), (b), or (c)
of this section.

(It After a color additive has been
listed, any request for an amendment or
additional tolerance shall be accom-
panied by a deposft of $1,800.00 for use
in the items spcifled in paragraphs (a)
and (b) of this section. or S1,600.00 for
use in items rpecified in paragraph (c)
of this section.

(j) 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 tinder 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 organization 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

(in) In the 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-
missioner of Food and Drugs. All de-

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

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

(o) The person who files a petition 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. All 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 in the spe-
cial account "Salaries and Expenses,
Certification, Inspection, and Other
Services, Food and 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 promote the public
interest.

(r) Any person who believes that pay-
ment of these fees will work a hardship
on him may petition the Commissioner
of Food and Drugs to waive 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 nart 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 certifiled 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-

§ 8.51
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ted in accordance with § 8.22(j) (3) and 
(4) shall be: 

Weight of batch 
100 pounds or lea.. 
Over 100 pounds 

but not over 
1,000 pounds. 

Over 1,000 pounds-

Fees 
$0.00 
$0.00 plus 4 cents for 

each pound over 100 
pounds. 

$42.00 plus 1 cent per 
pound for each pound 
in excess of 1,000 
pounds. 

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

(d) Method of payment. All deposits 
and fees required by this section shall be 
paid by money order, bank draft, or cer-
tified check, drawn to the order of the 
Food and Drug Administration, collecta-
ble at par at Washington. D.C. All such 
deposits and fees shall be fun% aided to 
the Food and Drug Administration. De-
pal tment of Health. Education. and Wel-
fare. Washington 25. D.C., whereupon 
after making appropriate records there-
of. they will be transmitted to the Treas-
urer of the United States for deposit to 
the special account "Salaries and Ex-
penses, Certification, Inspection, and 
Other Services, Food and Drug Admin-
istration." 

(e) Refunds from advance deposits. 
Whenever in the judgment of the Com-
missioner the ratio between fees cellecxd 
ewhich are based upon experience and 
the best estimate of costs and the best 
estimate of earnings, and the costs of 
providing the service during an elapsed 
period of time, in the light of all circum-
stances and contingencies, a arrants a re-
fund from 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 
period is 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 

§ 8.101 General restrictions on use of 
color additives. 

ta) Color additives for use in the arca 
of the eye. No listing ur certification of 
a color additive shall be considered to 
a(thuilze the use of at* such colui addi-

tive in any article intended for use in 
the area of the eye unless such listing or 
certification of such color additive spe-
cifically provides for such use 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 considered to be a color additive 
not listed under Subparts E. F. G. and H 
of this part, even though such color ad-
ditive is certified and/or listed for other 
uses. 

(b) Color additives for use in injec-
tions. No listing or certification of a 
color additive shall be considered to au-
thorize the use of any such color additive 
in any article intended for use in injec-
tion.; unless such listing or certification 
of such color additive specifically pro-
vides for such use. Any color additiee 
used in or on any article intended for use 
in injections, the listing or certification 
of winch color additive does not provide 
for such use, shall be 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 listed 
for other uses. 

Lei Color additives fur use in surgical 
sit "res. No listing or certification 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 unless such listing or cm'. 

of such color additive specifi-
cally pail, ides for such use. Any color 
additive used in or on -ny article in-
tended for usz as a surgical suture, the 
listing or certification of which color 
additive does not provide for such use. 
shall be considered to be a color additive 
not listed onder Subparts E and r of this 
part, even though such color additive Is 
certified and, or listed for other uses. 
128 F P 448, June 22. 1963. as amended at 
3'3 Fn. 0632. June IP mat 

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

§8.201 Citrus Red No. 2. 
ea) Identity. (1) The color additive 

Citrus Red No. 2 is principally 1-(2.5-
dimethoxyphenylazo)-2-nanlithol. 

(2) The following diluents may be 
used in aqueous suspension. in the per-
centages specified. to facihtate aAplica-
tion to orannes in accordance with 
paragraph eci el of this seet!on: 

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

Weight of batch Fee3
100 pounds or leas. $0.00
Over 100 pounds $0.00 plus 4 cents for
b u t not over each pound over 100
1.000 pounds. pounds.

Over 1.000 pounds. $42,00 plus 1 cent per
pound for each pound
in excess of 1,000
pounds.

ic' Adrancc deposits. Any person
regularly requesting certification services
may deposit funds in advance of requests
as prepayment of fees required by this
section.

(d) Method of payment. All deposits
and fees required by this section shall be
paid by money order, bank draft, or cer-
tified check. drawn to the order of the
Food and Drug Administration. collecta-
ble at par at Washington, D.C. All such
deposits and fees shall be furua.idcd to
the Food and Drug Admnistration. Dc-
paz twent of Health. Edutatiun. and Wel-
fare, Washington 25, D.C., whereupon
after making appropriate records there-
of. they will be transmitted to the Treas-
urer of the United States for deposit to
the special account "Salaries and Ex-
penses, Certification. Inspection. and
Other Services, Food and Drug Admin-
istration."

(e) Refunds from advance deposits.
Whenever in the judgment of the Com-
missioner the ratio betiavon fees cullcxed
%.which are based upon experience and
the best estimate of costs and the best
estimate of earnings) and the costs of
providing the service during an elapsed
period of time. in the light of all circum-
stances and contlngcncics, . arrants a re-
fund from the tund collected during such
period. he shall make ratable refunds to
those persons to whom the services were
rendered and charged. exccpt that no
refund shall be made where the com-
puted ratable amount for the elapsed
period is less than $5.00.
§§ 8.52-8.100 [Ilceservedl
Subpart B-General Specifications

and General Restrictions for Color
Additives for Use in Foods, Drugs,
and Cosmetics

§ 8.101 Genernl restrictions on risc or
color ahti'es.

ta) Color additives for use in the area
of the eye. No listing or certification of
a color additive shall be considered to
autii ieu the use of a t&. uh (ul1 addi-

tive In any article intended for use in
the area of the eye unless such listing or
certification of such color additive spe-
cifically provides for such ust 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.
alhall be considered to be a color additive
not listed under Subparts E. F, G. and H
of this part. even though such color ad-
ditive Is certified and/or listed for other
uses.

(b) Color additives for use in inlec-
tions. No listing or certification of a
color additive shall be considered to au-
thorize the use of any such color additive
in any article intended for use In injec-
tion,; unless such listing or certification
of such color additive specifically pro-
vides for such use. Any color additie
used in or on any article Intended for use
in Injcctions. the listing or certification
of whoch color additive does not proldt
for such use, shall be considered to be a
color additi e not listed under Subparts
E and F of this part. even though 6uch
color additivc is certified and, or listed
for other uses.

tee Colur additivcs for use in surgical
su .,res. No lHsting or certification of n
color additie shall be considered to au-
thorize the use of ary such color additive
in any article intended for use as a
surgical suture unless such listing or cer-
tific.tln of such color additihe specifi-
cally p.ao Ides for such use. Any color
additive used In or on _ny article In-
tended for us., as a surgical suture, the
listing or ccrtification of which color
addIthe does not pro~ide for such use.
shall be cunsidered to be a color addithe
not listed ;ndcr Subpart E and r oi thos
part, cien though such color nddithc Iq
certified and, or listed for other uses.
128 P P 448. June 22. 1063. as amonded at

31 FR, oDl2, Jlno IP 10081

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

§ 8.201 Citru% lied 7io. 2.
ta) Identitu. (I The color additive

Citrus Red No. 2 is principally l-(2.5-
dlieth3xyphenylazo) -2-naphthol.

(2) The following diluents may be
used In aqueous suspcnslon. In the per-
centages sixClfled. to faciltate apjjllca-
tiun to uranrnes in accordance wIth
paragraph t 1 of this secton,

§ 8.52-8.100
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not more than 

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

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

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

(iv) Sodium tripolyphosphate, not 
more than 0.05 percent. 

(b) Specifications. Citrus Red No. 2 
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: 
Volatile matter (at 100° C.), not more than 

0.5 percent. 
Water-soluble matter, not more than 0.3 

percent. 
Matter insoluble in carbon tetrachloride, not 

more than 0.5 percent. 
Uncombined intermediates, 

0.05 percent. 
Subsidiary dyes, not more than 2.0 percent. 
Lead (as Pb), not more than 10 parts per 

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

million. 
Pure color, not less than 98 percent. 

(c) 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 grown. 

(2) Oranges colored with Citrus Red 
No. 2 shall bear not more than 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 shall conform to 
the requirements of § 8.32. To meet the 
requirements of § 8.32 (b) and (c) the 
label shall bear: 

(1) The statement (or its equivalent) 
"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. 
133 F.R. 8813. June 18. 1988] 

§ 8.202 Orange B. 
(a) Identity. (1) The color additive 

Orange B is principally the disodium salt 
of 1 - (4-sulfophenyl) -3-ethylcarboxy-4-
(4-sulfonaplithylazo) - 5 - hydroxypyr-
azole. 

(2) The diluents in color additive mix-
tures for food use containing Orange B 
are 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 fallowing 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 - 5 - hy-

droxypyrazolone and 1-(4-sulfophenyi) -3-
carboxy-5-hydroxypyrazolone, not more-
than 0.7 percent. 

Naphthionic acid, not more than 0.2 percent. 
Phenylhydrazine-p-sulfonic acid, not more 

than 0.2 percent. 
The trisodium salt of 1- ( 4-sulfophenyi) -3-

carboxy - 4 - (4 - sulfonaphthylazo)-5-hy-
droxypyrazole, not more than 6.0 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 color, not less than 87.0 percent. 

(c) 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 million by 
weight of the finished food. 

(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) Certification. All batches of 
Orange B shall be certified in accordance 
with regulations promulgated urder Sub-
part A of this part. 
131 F.R. 8, Jan. 4, 19661 

§ 8.206 FD&C Blitc No. 1. 
(a) Identity. (1) The color additive 

FD&C Blue No. 1 is principally the di-
sodium salt of ethyl [4- Ep [ethyl (m-sulfo-
benzyl) aminol-a- (o-sulfophenyl) ben-
zylidene 1-2,5-cyclohexadien-1-ylidene 
(m-sulfobenzyl) ammonium hydroxide 
inner salt with smaller amounts of the 
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(I) Suitable diluents used in accord-
ance with § 8.300(a).

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

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

(iv) Sodium tripolyphosphate, not
more than 0.05 percent.

(b) Specifications. Citrus Red No. 2
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:
Volatile matter (at 100* C.), not more than

0.5 percent.
Water-soluble matter, not more than 0.3

percent.
Matter Insoluble in carbon tetrachloride, 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

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

million.
Pure color, not less than 98 percent.

(c) 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 grown.

(2) Oranges colored with Citrus Red
No. 2 shall bear not more than 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 shall conform to
the requirements of § 8.32. To meet the
requirements of § 8.32 (b) and (c) the
label shall bear:

(1) The statement (or its equivalent)
"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.
183 P.R. 8813. June 18. 19681

§ 8.202 Orange B.
(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
are 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 fallowing specifications:
Volatile matter (at 135 ° C.), not more than

8.0 percent.
Chlorides and sulfates (calculated as the

sodium salts), not more than 7.0 percent.
Water insoluble matter, not more than 0.2

percent.
l-(4-Sulfophenyl) - 3 - ethylcarboxy - 5 - hy-

droxypyrazolone and 1-(4-sulfophenyl)-3-
carboxy-5-hydroxypyrazolone, not more-
than 0.7 percent.

Naphthionic acid, not more than 0.2 percent.
Phenylhydrazine-p-sulfonc acid, not more

than 0.2 percent.
The trisodium salt of 1-(4-sulfophenyl)-3-

carboxy - 4 - (4 - sulfonaphthylazo) -5-hy-
droxypyrazole, not more than 6.0 percent.

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

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

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

Pure color, not less than 87.0 percent.

(c) 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 million by
weight of the finished food.

(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) Certification. All b a t c h e s of
Orange B shall be certified in accordance
with regulations promulgated urder Sub-
part A of this part.
131 P.R. 8, Jan. 4. 19661
§ 8.206 FD&CBiueNo. I.

(a) Identity. (1) The color additive
FD&C Blue No. 1 is principally the di-
sodium salt of ethyl [4- [p[ethyl(m-sulfo-
benzyl) amino ] -a- (o-sulfophenyl) ben-
zylidene ]-2,5-cyclohexadlen-l-ylidene ]
(m-sulfobenzyl) ammonium hydroxide
inner salt with smaller amounts of the

§ 8.206
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isomeric disodium salts of ethy114-1p-
fethyl(a-sulfobenzyl) aminoI-a-(o-sul-
f °phenyl) benzylidene1-2.5-cyclohexa-
ellen - 1 - ylidenel (V-suifobenzyl) ammo-
nium hydroxide inner salt and ethy1(4-
1p-lethyl(o-sulfobenzyl) amino) - a - (o - 
sulfophenyl)benzylidenel-2.5-cyclohexa-
dien - 1- ylidenel(o-sulfobenzyl) ammo-
nium hydroxide inner snit. 

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

b) Specifications. FD&C Blue No. 1 
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. 
Sum of volatile matter tat 135° C.) and 

chlorides 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 percent. 
Sum of o-, rn-. and p-sulfobenzaidehydes, not 

more than 1.5 percent. 
N-ethyl, N- ( m-sulfubenzyl) sulfanilic acid. 

not more than 0.3 percent. 
Subsidiary colors, not more than 6 0 percent. 
Chromium (as Cr), nut more than 50 parts 

per million. 
Arsenic (as As►, not more than 3 parts per 

million. 
Lend (as Pb), nut more than 10 parts per 

million. 
Total color, not less than 850 percent. 

(el Uses and restrictions. FD&C Blue 
No. 1 may be safely used for coloring 
foods (including dietary supplements• 
generally In amounts consistent w ith 
good manufacturing pi attice except that. 
it may not be used to color foods for 
which standards of idoitity have been 
promulgated Lnder sectiou 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 intended solely or in part fur 
coloring purposes shall conform to the re-
quirements of § 8.32. 

(e) Certification. All batches of FD&C 
Blue Nu. 1 shall be certified in accordance 
with regulations in Subpart A of this 
part. 
(34 F.R. 7445, May 8, 19891 

8.2,12 FI)&r. Red No. 3. 
In) Identity. (1) The color additive 

FD&C Red No 3 is principaly the mono-
hydrate of 9 (o-carboxyphenyl) 
droxy - 2 4.5.7-tetraiodo-31T-xanthen-3-
one, disochum salt, with smaller amounts 
of lower iod►nated fluoresceins, 

42) 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. 

lb) Specifications. FD&C Red No. 3 
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 gaud litanuftiCtUring prliCtiCe. 
Volatile matter (at 135• C.) and chlorides 

and sulfates (calculated as the sodium 
salts), total not more than 13 percent. 

Water-insoluble matter. nut more than 0.2 
percent, 

Unhalogenated intermtdiates, total not inure 
than 0.1 percent, 

Sodium iodide, nut more than 0.4 percent. 
TrllodurvsonlnuI, scut mac than 0 2 percent. 
2 (2".4*-Dillydroxy-3'.5"-dilodobenzoyl) ben-

zoic acid, not more than 0.2 percent. 
Monolodofluoresceins not more than 1.0 

percent. 
Other 1..aer iodinated nkiVrVbi-CillS, uut inure 

than 9.0 percent. 
Lead (as Piot, not. more than 10 parts per 

million. 
Arsenic (as As). nt.t more than 3 parts per 

million. 
Total color, not less than 87.0 percent. 

(c) Uses and restrictions. FD&C Red 
No. 3 may be safely used for coloring 
foods genet ally (including dietary sup-
i.aellielitb) in amounts consistent with 
g"Jud mallaaCtuang practices except 
that It may not be used to color foods 
fur 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 prepared 
therefioni intended solely or in part for 
coloring purposes shall conform to the 
requirements of § 8.32. 

ie) Certification. All batches of FD&C 
Red No. 3 shall be et:allied in accordance 
with regulations In Subpart A of this 
part. 
134 FR 7446, May 8. 19691 
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isomeric disodlum salts of ethyl[4-(p-
fethyl(v-sulfobenzyl) amino] -a-(o-sul-
fophenyl) benzylidenel-2.5-cyclohexa-
dlen - 1 - ylidenel (V-sulfobenzyl) ammo-
nium hydroxide Inner salt and ethyl[4-
[p-lethylto-sulfobenzyl) amino] - a - (o -
sulfoplhenyl) beniylidenel -2,5-cyclohexa-
dien - 1 - ylidenel (o-sulfobenzyl) ammo-
tilum hydroxide inner salt.

(2) Color additive mixtures for food
use (including dietary supplementsi
made with FD&C Blue No. 1 may contain
only those diluents that are suitable and
thar are listed In Subpart D of this part
as safe for use in color additive mixtures
for coloring foods.

'b) Speci/fcations. D&C Blue No. 1
shall conform to the foiloxig specifica-
tions and shall be frc,. from impurlities
other than those naned to the extent
that such other impurities may be
avoided by good manufacturing practice.
Sum of volatile matter (at 1350 C.) and

chlorides 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 percent.
Sum of o-, i-. and p-.-uifobenzaldehlydes. not

more than 1.5 percent.
N-ethyl, N-tm-sulfvbenzyl) sulfanillc acid.

not more than 0.3 percent.
Subsidiary colors, not more than 6 0 percent.
Chrnlum ntas Crj, not mure than 80 parts

per million.
Arsenic (as Asj, not more than 3 parts per

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

million.
Total color, not less than 85 0 percent.

(c) Uses and restrictions. FD&C Blue
No. 1 may be safely ustd for coloring
foods thicludlig dletar, supplemenL
generally in amounts consistent %%ith
goud nanufacturing p;a,tice except that
it may not be used to color foods for
which standards of Idtntity have been
promulgated Under sectioi 401 of the act
unless added color Is authorized by such
standards.

(d) Labeling. The label of the color
addithe and any mixtures prepared
therefrom ltended sokl. or in part fur
coloring purposes shall confoLm to tile re-
quirements of § 8.32.

(e) Certification. All batches of FD&C
Blue No. 1 shall be certified In accordance
with regulations in Subpart A of this
part.
134 P.R. 7445. May 8. 19691

8.2,12 FD&C led No. 3.
on) Identity. (1) The color additive

PD&C Red No 3 is prlincipa'ly the mono-
hydrate of 9 bo-carboxyphenyl)-6-hy-
droxy - 2 4.5.7-tetraiodo-311-xanthen-3-
one. disodinn salt. with smaller amounts
of lower lodmated fluorescelns.

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.

1b) Speczications. FD&C Red No. 3
shall conform to the following specifica-
tions and shall be free from Impurities
other than those namcd to the extent
that such other Impurities may be
a% olded b. guud manufacturing practice.
Volatile matter (at 1350 C.) and chlorides

and sulfates kcalculatcd is the sodium
salts), total not more than 13 percent.

Water-!nsolubIe matter. tizt more than 0.2
percent.

Unhalogenated Intermthates, ttal n.,t inure
than 0.1 percent.

Sodikmi Iodide. n.t more than 0.4 percent.
Trllodurcsvrdnul. hut m~re tLan 0 2 percent.
2(2".4'-Dlihydroxy-3".5'-dllodobenzoyl) ben-

zoic acid, not wore than 0.2 percent.
Monolodofluoresceins not more than 1.0

percent.
Other 1,% er lodlinated r iutei, Ut more

than 0,0 percent.
Lead ias Pbs. nt nvre than 10 parts per

million.
Ar.enlc (as As). nt nivre than 3 parts per

million.
Total color, not less than 87.0 percent.

tc) Uscs and restrictions. FD&C Red
No. 3 may be safely used for coloring
foods gencally tincluding d'etarv sup-
plelucntsJ Ill amounts conslsteiht % lth
g-jud manufactwing practices except
that It may not be used to color foods
fur ,,hich standards of Identity have been
promulgated under cction 401 of the act
unless add#d color Is autlorized by such
standards.

(d) Labeling. The label of tile color
additive and any mixtures prepared
therefiorn intended solely or In part for
coloring iurlposes shall conform to the
requirements of § 8.32.

tej Certification. All batches of FD&C
Red No. 3 shall be certifled in accordance
with regulations In Subpart A of this
part.
134 FR 7446. May 8. 19691
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Chapter I—Food and Drug Administration 

§ 8.214 1:1)&C lied No. 40. 
(a) Identity. ) The color additive 

FD&C Red No. 40 is principally the diso-
dim salt of 6-hydroxy-5-I t2-methoxy-
5-inethy1-4- sulfophenyll azol- 2- naph-
thalenesulfonic acid. 

(2) Color additive mixtures for food 
use (including dietary supplements) 
made with ToD&C Red No. 40 may contain 
only those diluents that are suitable and 
that are listed in Subpart D of this part 
as safe for use in color additive mixtures 
for coloring foods. 

t3) The listing of this color additive 
includes lakes prepared as described in 
§ 0 100 of this chapter. except that the 
color additive used is MAC Red No. 40 
and the resultant lakes meet the 
specification and labeling requirements 
prescribed by § 9.100. 

Specifications. FD&C Red No. 40 
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: 
Sum of volatile matter (at 135' C.) and chlo-

rides and sulfates (calculated as sodium 
salts), not more than 14.0 percent. 

Water -insoluble matter. nut inure than 0.2 
percent. 

Higher sulfonated subsidiary colors (as 
sodium salts), not more than 1.0 percent. 

Lower sulfonated subsidiary colors (as 
sodium salts), not more than 1.0 percent. 

Disodlum salt of 6-hydroxy-5-02-methozy-
5 - me th3 1-4 -sultoplicity4 azo -8- (2- meth-
oxy-5-methy1-1-sulfophenoxy ) -2-naphtha-
lenesulfunic acid, not more than 1.0 per-
cent. 

Sodium salt of 0-hydroxy-2-nnphthalene-
sulfonic acid (Schaeffer's salt), not more 
than 0.3 percent. 

4-Amino-5-methoxy-o-toluenesulfonic acid. 
not more than 0.2 percent. 

Disodium salt of 0,0'-oxybis(2-naphthalene-
suifonic acid). not more than 1.0 percent. 

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

Arsenic (a3 AS). not more than 3 parts per 
million. 

Total color, not less than 85.0 percent. 

(c) Uses and restrictions. FD&C Red 
No. 40 may be safely used for coloring 
foods (including dietary supplements) 
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 added color :s authorized by 
such standards. 

§ 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 shall conform 
to the requirements of § 8.32. 

(e) Certification. All batches of 
1124&C Red No. 40 and lakes thereof shall 
be certified in accordance with regula-
tions in Subpart A of this part. 
no PR 6892. Apr. 10, 1971. ti, amended at 
36 P.R. 23553. Dec. 10, 19711 

§ 8.275 1:1)&C Yellow No. 5. 
(a) Identity. (1) The color additive 

PDF& Yellow No. 5 is 5-oxo-1-(p-
sulfophenyl ) -4- tp-suifophenyl) azol -2- 
spaylr

t.
azoline-3-carboxylic acid, trisodium 

(2) Color additive mixtures for food 
use made with VD&C Yellow No. 5 may 
contain only those diluent:, that are 
suitable and that are listed in Subpart 
D of this part as safe for use in color 
additive mixtures for coloring foods. 

(I)) Specifications. FD&C Yellow No. 5 
shall conform to the following specifica-
tions and shall 1.), i free from impurities 
other than those named to the extent 
that such other impurities may be 
avoided by good manufacturing practice. 
Volatile matter (at 135* C.) and chlorides 

and sulfates (calculated ns the sodium 
sans), total not more than 13.0 percent. 

Water insoluble matter, not more than 0.2 
percent. 

Phenyillydrazine-p-sultonio acid, not more 
than 0.1 percent. 

Other uncomblned intermediates, not more 
than 0.2 percent each. 

Subsidiary dyes, not more than 1.0 percent. 
Lend (as Pb). not more than It) parts per 

million. 
Arsenic (as As). not mo.-0 tl».n 3 parts per 

million. 
Total color, not less than 87.0 percent. 

(c) Uses and restrictions. ToD&C Yel-
low No. 5 may be safely used for color-
ing foods (including dietary supple-
ments) generally in amounts consistent 
with good manufactuiing practice, ex-
cept that it may not be used to color 
foods for a hich standards of Identity 
have been in omuIgated under section 401 
of the act unless added Lulur is author-
ized by such standards. 

td) 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. 
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§ 8.244 I)l&C lied No.40.
ia) Identity. i) The color additive

FD&C Red No. 40 is pricipally the diso-
dium %alt of 6-liydroxy-5-i 2-methoxy-
5-methyl-4- sulfophenyltazol- 2- naph-
thalenesulfonic acid.

12) Color additive mixtures for food
use (including dietary supplements)
made with FD&C Red No. 40 may contain
only those diluents; that are suitable and
that are listed in Subpart D of this part
as safe for use in color additive mixtures
for coloring foods.

3) The listing of this color additive
Includes lakes prepared as described in
§ 9 100 of this chapter. except that the
color additive used is FD&C Red No. 40
and the resultant lakes incet the
specification and labeling requirements
prescribed by § 9.100.

(b) Specifications. FD&C Red No. 40
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:
Sum of volatile matter (at 135' C.) and chlo-

rides and sulfates (caleulated as sodium
salts). not more than 14.0 percent.

Water-Insviuble matter, nut inore than 0.2
percent.

IHigher sulfonated subsidiary colors (as
sodium salts). not more than 1.0 percent.

Lower sulfonated subsidiary colors (as
sodium salts), not more than 1.0 percent.

Dlsodlurn salt of 6-hydroxy-5.[ (2-mothoxy-
5-mc"th 1-4-bAfophicnylj azol-8-(2-meth-
oxy-5-methyl-*4-sulfophenoxy) -2-naphtha-
letiesolfunl acid, not more than 1.0 per-
cent.

Sodium salt uf 0-hydroxy-2-naphthalene-
sulfonic acid (Schaeffer's salt), not more
than 0.3 percent.

4-Amtno-5-mothoxy-o-toluenesulfono acid.
not more than 0.2 percent.

Disod!dm salt of 6,6'-oxybis(2-naphthalene-
sulfonic acid), not more than 1.0 percent.

Lead (as Pb). not more than 10 parts per
r"'lion.

Arseic tas As). not inure than 3 parts per
mill7ion.

Total color, not less than 85.0 percent.
(c) Uses and restrictions. FD&C Red

No. 40 may be safely used for coloring
foods (including dietary supplements)
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 added color :s authorized by
such standards.

(d) Labeling. The 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.

(e) Certification. All batches of
FD&C Red No. 40 and lakes thereof shall
be certified in accordance with regula-
tions in Subpart A of this part.
13G FIt 6892. Apr. 10. 1971. a amended at
36 .R. 23553. Dec. 10, 19711

§ 8.275 F),C Yellow No. 5.
(a) Identity. (1) The color additive

PD&C Yellow No. 5 is 5-oxo-l-(p-
sulfophenyl) -4-i tp-sulfophenyl) azol-2-
pyrazoline-3-carboxylic acid, trisodium
salt.

(2) Color additive mixtures for food
use made with FD&C Yellow No. 5 may
contain only those diluents 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 b' frce from impurities
other than those named to the extent
that such other impurities may be
avoided by good manufacturing practice.
Volatile mattcr (at 135 ° 

C.) and chlorldea
and sulfates (calculated as the sodium
salts), total not more than 13.0 percent.

Water Insoluble matter, not more than 0.2
percent.

Phenylhydrazine-p-sultonlo acid, not more
than 0.1 percent.

Other uncomblned Intermediates, not more
than 0.2 percent each.

Subsidiary dyes. not more than 1.0 percent.
Lead (as Pb). not more than 10 parts per

million.
Arsenl (as As). not mo;o t.n 3 parts per

million.
Total color. not less than 87.0 percent.

(c) Uses and restrictions. FD&C Yel-
low No. 5 may be safely used for color-
Ing foods (including dietary supple-
ments) generally in amounts consistent
with good manufactulng practice, ex-
cept that it may not be used to color
foods for %%hich standards of identity
have been iiomulgatcd under section 401
of the act unless added culur is author-
lzed by such standards.

(d) Labeling rcquirements. The label
of the color additive and any mixtures
Intended solely or In part for coloring
purposes prepared therefrom shall con-
form to the requlirements of § 8,32.

08s.275
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§ 3,300 Title 21—Food and Drugs 

(e) Certification. All batches of FD&C 
Yellow No. 5 shall be certified in accord-
ance with regulations in Subpart A of this 
part. 
I34 7447. May 8. 10691 

Subpart D—listing of Color Additives 
for Food Use Exempt From Cer-
tification 

§ 8.300 Diluents in color additive mix-
tures for food use exempt front 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 
straight color in the mixture has been 

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-
tion. 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 Its intended use. 

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

l2) Substances meeting the definitions 
and specifications set forth under Part 
121 of this chapter, and v. hicli are used 
only as prescribed by such regulations 

(3) The following: 

Sulishinee Dellintlen noel 
, vecifiez0 len 

14, 4(4110'1+ 

htoe uti 

I hoe( 

1.014( .0111W. 

I, .44 bait In 
U.S.P. 

As .41 lent* In 
II-I II .; this 

elka(0,

Not more II, I4 tilt 2ltlhtte.l 144 C • .4 14 4 . , t 

mixtures ea d tome e en shot 44 it ;4..40 Oe h for ,c.e 
Diu will resat( in l food meeting tins te-trwtion. 

Not more th p.p.m. ill the anh'ot ie.) I. ..lbe 4 

I anreA cool unnlIe 119,1 - 'so ao a,. an,. ,t i., , a tar 
directions for arre :la at 419 w l 6.0 j e %nh,. 

(b) Special use—(1) Diluents in color additive mixtures /or marking food—
tit Inks for marking food supplements in tablet form, gum, and confectionery 
Items listed In paragraph (a) of this section and the following; 

Sub-tames Definitions anal specifications Restrictions 

Alcohol. SI)A-1§, 
nicolaol 

VotYI alcohol 
yeloherano 

kph} colluloso  

I'lli)reno glycol monoethyl ether 
Teoblityl alcohol 
Isoptop§I alcohol 
Poiyoz,seth§tene sorlaihin monoole-

ate (Ix0yeetimje he), 
Polyvinyl acetate  
Poly ylnylpyrrolidone 

Rosin and to-ln 

Shells°, purif,ed 

As set forth .'  CFR Part 212. 

Asset forth In N.1,

As set forth In 1121.1ina of um 
chapter. 

As sot forth hi § 121.1Wa of this 
eltnoler. 
oloeniar weight. minimum 2.0yo. 

As set forth in t 121.11.is of this 
chapter. 

As set forth in § 111.10:9 of this 
chanter. 

Food grade. 

No rest ne. 

No rer-hlue. 

No rc-Olue. 
Do. 
I h,. 

(11) Inks for marking fruit and vegetable& Items listed in paragraph (a) of this 
section and the following: 

Sulisisnces Definitions and swemeitions Restrictions 

Acetone 
Alcohol, SDA-3A 
Ilonroln 
Copal, stank a 
Ethyl facet tie 
Ethyl celltilo-c 

Methylene chlorials 
Poly vinylpyrroblone 

nosin snal rain derlyttises 

81lico I'. 

Terpono restm, n thirst  

Torporie resing.synt Ilene  

As set forth in N.F. XI 
As set forth In 29 CFR Part 
As set forth in U.S.P.. VI 

As set forth in N.F. X1 
AIM( forth In f I 2I.10S7 °Mil,: chap 

ier 

As set forth in §121.1139 of this chip. 
ter. 

Asset forth I:11121 111:9 of Dill chap-
ter. 

Asset forth In 1121.1= cf this chap-
ter. 

A-, set forth In I 121.1hlTof this chap-
ter. 

Polymers of a- and 8,pinene 

No residue 

Do. 

Do. 

Not lima Drin 2 percent of the lot. 
sollals. 
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(e) Certification. All batches of FDC
Yellow No. 5 shall be certified In accord-
ance with regulations in Subpart A of this
part.
134 V?.n. 7447. May 8. 19691

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

§ 8.300 Diluents in color additive mix.
tures for food use exempt front 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
straight color in the mixture has been

Stl,,ttanwe VellitIioPI awl I
I ivinl,t ttlo n I

exempted from certification or. If not
so exempted, is from a batch that has
previously been certified and has not
changed in composit,on since certifica-
tion. 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 its intended use.

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

12, Substances meeting the definitions
and specifications set forth under Part
121 of this chapter, and %%hich are ilbed
only as prescribed by such regulations

(3) The following:

I' lto~r Q ........ ... .I,-et i tIt I II Ot inore Ih i +i L Alt . r) I 4e fi i Itot . I. ii . r+ - ii
SAl' XV1. in unllres cait tnin or~i~ ou i lil 4-t it W-,,lll , ,wa. or t

Ithit will r(..i.tli i l oIm' oO, tIn- Itlui re~lrlon|.
[tot yi xllatllll t ,St A t'0 h, rib It lit N +ot inorr th III -).p. tit. til llt I l .k- ~ l o , i j. ,.. .- 4 a t -1 q 1 t~t
1", 1It +cl natk. 11.1 1 I;o-4 this i A llt ei "lltit ln |+ .V tIII- I nL Ito ol mI. I 1, 'I t it~l

e IhIl ltl. ,llretllOnq.for w+ Ili it +ileqlti lbot , uot t~ ' p+l)l

(b) Special use- ) Diluents In color additive mxtures for marking food-
t) Inks for marking food supplements in tablet form, gum, and confectoncry
Items listed in paragraph (a) of this section and the following:

stI.'talnee$ Deflnitlons and t1ki1ons 1letttltis

Alth. )A-A................... -ct forth ,0 CFI( Part .12, No reIdue.
.llut)l alcohol ............ . ...................................

tetyl alcohol ......................... Asset f.rth tn NIF XI.
I y.,hsne ............................ No retuo.
rtti colluloso....................... t forth In I ttlt of this

chapter.
fVihfe glycol mt! lon<wohvl tr .t.i......................................... NO re-, le.
Teobutvl alcohol ......... ..................................... .. 111,.
NlOprp, I akohol ......... ...................................... i,.

sytitoet i orl . mita i onolt- As sot forth Il f 121.1 i of thil
,t ( lyuolytbat, to). chIte r.

Polyrllly!0l t o ttt ................... Moocilar weiht.1 nillulltuti Z.,
Po0yrIllynl yrrolldone ................ As st forth li %%IWrl, %) this¢]l3a1ter.

Ilosn andr I in erlvitte ........... As set forth In I I2.IW'J 01 thl.s
ctapter.

Shellac, lurli el ...................... I'ood Igrade.

(11) Inks for marking fruit and vegetables. Items listed In paragraph (a) of this
section and the following:

tSti,-,ces Definitio ant lflc-itions Ilestrietolo

Acetone .............................. As.t forth In N.F. XI ......... No residue
Alcohol. SDA-3A ................... As set forth in 26 CFIl Part 212..... Do.
Benzoion ............................As set forth In U.i'! tXI ... ......
Copal, Mnll I........................
Ethyl Betl us..................... ., f t'Rh n ." ....- . .:::..: : Io.
Ethyl '0ln1l10e ....................... Asset forth In 121.107 of thl chap.

tsr
Mothvhli, eb !,+ ..................... ..........................
I'olyvlnvlityrrolMohie............... As set forth In I 121.1139 of this chi;.

ter.
flotlin , n o- r illn deth .......... Assot forth In| 121 1Olof th chap-

Ift.
SlctCloui 1 ..................... Astfortho Il 21.IllS eft hchsp- Not mints theml 2 prcent of tho hnkter sotit.

Terpnso retti, n ittirat ............. A set forth In 1 121.I19of thts chap.
ter.

Terpene rems.svothetw ........... .'olymers of c. and B.ptnene .........

§ 8.300

lNitril l10114
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Chapter I—Food and Drug Administration § 8.302 

(2) Diluents in color additive mixtures 
for coloring shell eggs. Items listed in 
paragraph (a) of this section and the 
following, subject to the condition that 
there Is no penetration of the color addi-
tive mixture or any of its components 
through the eggshz11 into the egg: 
Alcohol, denatured, formula 23A (26 CFR 

Part 2121, internal Revenue Service. 
Damar gum (resin). 
Diethylene glycol distearate. 
Dioctyl sodium sulfosuccinate. 
Ethyl cellulose (as identified in 4 121.1087 of 

this chapter). 

Ethylene glycol distearate. 
Japan wax. 
Limed rosin. 
Naphtha. 
Pentaerythritol ester of fumaric acid-rosin 

adduct. 
Polyethylene glycol 6000 (as identified in 

121.1185 of this chapter. 
Polyvinyl alcohol. 
Rosin and rosin derivatives (as identified 

in § 121 1185 of this chapter), 
(3) Miscellaneous special uses. Items 

listed in paragraph (a) of this section 
and the following: 

11,0,k:to ,

Vol) t4li,)INITt.lolula  

IDefinitions:Ind st)ec.lications 

,et forth In § of 
this chapter. 

Restrictions 

In or as fo,Ki tahlet coatings, lunit, not more than 
tr.lpr.rent In (Ito finished food: labeling of rotor 
additive mitt rontaininI polyvinyipyrrolidon 

hear adequate direction:. (or tn4 that will 
re:4M Ina hod meeting this rotriction. 

(20 F.R. 13893. Oct. 8, 1964. Redesignated. 29 F.R. 16287, Nov. 14. 1064, and amended at 32 F.R. 
6568, Apr. 28. 1067. 33 F.R. 2844. Fob. 10, 1068; 33 F.R. 8813. June 18, 1068; 33 F.R. 9953, July 11, 
1968: 39 FR 9828, Mar. 14, 19741 

§ 8.301 Dried algae meal. 
(a) Identity. The color additive dried 

algae meal is a dried mixture of algae 
cells (genus Sporigiococcum, 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 suitable fermentation, under 
controlled conditions, from a pure cul-
ture of the genus Spongiococcum. 

(b) Uses and restrictions. The color 
additive dried algae meal may be safely 
used in chicken feed in accordance with 
the following prescribed conditions: 

(1) The color additive is used to 
enhance 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: 

(i) Is supplemented sufficiently with 
xanthophyll and associated carotenoids 
so as to accomplish the intended effect 
described in subparagraph (1) of this 
paragraph: and 

(ii) Meets the tolerance limitation for 
ethoxyquin in animal feed prescribed in 
§ 121.202 of this chapter. 

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

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

(2) Adequate directions to provide a 
final product complying with the limita-
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tions prescribed in paragraph (b) of this 
section. 

(a) 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. 
(33 F.R. 8813, June 18, 19681 
§ 8.302 ii-Apo-W-carotenal. 

(a) Identity. (1) The color additive is 
p-apo-8'-carotenal. 

(2) Color additive mixtures for food 
use made with p-apo-8'-carotenal may 
contain only diluents that are suitable 
and that are listed in this subpart as safe 
in color additive mixtures for coloring 
foods. 

(b) Specifications. p-Apo-8'-carotenal 
shall conform to the following specifica-
tions: 
Physical state, solid. 
1 percent solution In chloroform, clear. 
Melting point (decomposition), 136' C.-140• 

C. (corrected). 
boas 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 

(c) Uses and restrictions. The color 
additive ti-apo-8'-carotenal may be 

37.074 O - 75 - 
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(2) Biluents in color additive mixtures
/or coloring shell eggs. Items listed In
paragraph (a) of this section and the
following, subject to the condition that
there Is no penetration of the color addi-
tive mixture or any of its components
through the eggshell into the egg:
Alcohol, denatured, formula 23A (28 CFR

Part 2121. Internal Revenue Service.
Danar gum (resin).
Dlethylene glycol distearate.
Dioctyl sodium sullosucclnate.
Ethyl cellulose (as Identified in 1 121.1087 of

this chapter).

I )eflniions and .l'Caltlons I

Ethylene glycol distearate.
Japan wax.
Limed rosin.
Naphtha.
Pentaerythritol ester of fumarlc aeld-rosin

adduct.
Polyethylene glycol 6000 (as identified in

§ 121,1185 of this chapter.
Polyvinyl alcohol.
Rosin and rosin derivatives (as identified

In § 121 1185 of this chapter),

(3) Miscellaneous special uses. Items
listed in paragraph (a) of this section
and the following:

Restrlctions

o....... A 'el forth in L.l.l 13' ol in or as t1ol latlet rostingt,lit not inore ahl
ills cal'aptr. I .1 Ie.ehill1 Iih,, ihhied fool: labeling of cotoraidiiveniamullr.x ¢rloilin ipolyviayapyrrolidone

'hhall bewar ad,'.llmio dirc ion for ux, that will
rt,.,Ii In a fox!l : ti+|llsh rhrlriction.

120 F.R. 13803. Oct. 8, 1064. Redesignated. 20 P.R. 15287. Nov. 14. 1084, and amended at 32 P.R.
6568, Apr. 28. 1967.33 F.R. 2844, Feb. 10, 1068; 33 F.R. 8813. Juno 18. 1068; 33 F.R. 0053, July 11,
1068; 39 FR 9828. Mar. 14, 19741

§ 8.301 Dried algae meal. tions prescribed In paragraph (b) of this
(a) Identity. The color additive dried section.

algae meal Is a dried mixture of algae ta) Exemption from certificatlon.Cer-
cells (genus Spongiococcum. separated tification of this color additive is not
from its culture broth), molasses, corn- necessary for the protection of the public
steep liquor, and a maximum of 0.3 per- health and therefore batches thereof are
cent ethoxyquin. The algae cells are pro- exempt from the certification require-
duced by suitable fermentation, under ments of section 706(c) of the act.
controlled conditions, from a pure cul- 133 F.R. 8813. June 18, 10681
ture of the genus Spongiococcum. § 8.302 ft.Apo-8'.carotenal.

(b) Uses and restrictions. The color
additive dried algae meal may be safely (a) Identity. (1) The color additive Is
used in chicken feed in ac.cordance with p-apo-8'-carotenal.
the following prescribed conditions: (2) Color additive mixtures for food

(1) The color additive is used to use made with p-apo-8'-carotenal may
enhance the yellow color of chicken skin contain only diluents that are suitable
and eggs. and that are listed In this subpart as safe

(2) The quantity of the color additive In color additive mixtures for coloring
Incorporated in the feed Is such that the foods.
finished feed: (b) Specifications. P-Apo-8'-carotenal

(i) Is supplemented suflciently with shall conform to the following speciflca-
xanthophyll and associated carotenoids tions:
so as to accomplish the intended effect Physical state, solid.
described in subparagraph (1) of this I percent solution in chloroform. clear.
paragraph; and Melting point (decomposition). 136" C.-140'

(I) Meets the tolerance limitation for c. (corrected).
ethoxyquin in animal feed prescribed In Loss of weight on drying, not more than 0.2
1121.202 of this chapter. percent.

(c) Labeling. The label of the color Residue on ignition, not more than 0.2 per-
additives and any premixes prepared cent.
therefrom rhall bear in addition to the Lead (as Pb), not more than 10 parts per
information required by § 8.32: million.

(1) A statement of the concentrations Arsenic (as As), not more than 1 part per
of xanthophyll and ethoxyquin contained million.
therein. Asay (spectrophotometric), 96-101 percent

(2) Adequate directions to provide a (c) Uses and restrictions. The color
final product complying with the limita- additive i-apo-8-carotenal may be

121
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§ 8.303 Title 21—Food and Drugs 

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

(1) The quantity of p-apo-8'-carotenal 
does not exceed 15 milligrams per pound 
of solid or semisolid food or 15 milli-
grams per pint of liquid food. 

(2) It may not be used to color foods 
for which standards of laentity 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 prepared 
therefrom and intended solely or In part 
for coloring purposes 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 certification require-
ments of section 706:c) of the act. 
133 P.R. 8813. June 18. 19681 

§ 8.303 Caramel. 

(a) Identity. (1) The color additive 
caramel is the dark-brown liquid or solid 
material resulting from the carefully 
controlled heat treatment of the follow-
ing food-grade carbohydrates: 
Dextrose 
Invert sugar. 
Lactose. 
Malt sirup. 
Molasses. 
Starch hydrolysates and fractions thereof. 
Sucrose. 

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

(I) Acids: 
Acetic acid. 
Citric acid. 
Phosphoric add. 
Sulfuric acid 
Sulfurous acid 

(ii) Alkalis: 
Ammonium hydroxide. 
Calcium hydroxide U.S.P. 
Potassium hydroxide. 
Sodium hydroxide. 

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

(3) Poiyglycerol esters of fatty acids. 
identified in § 121.1120 of this chapter. 
may be used as antifoaming agents in 

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

0) 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. 

(1» Specifications. Caramel shall con-
form to the following specifications: 
Lead (aa Pb). not more than 10 parts per 

million. 
Arsenic (as Az), not more than S parts per 

million. 
Mercury (as lig) . not more than 0.1 part pa: 

million. 

(c) Uscs and restrictions. Caramel 
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 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 certification 
Certification of this color additive is not 
necessary for the protection of the pub-
lic health and therefore batelies thereof 
are exempt from the certification re-
quirements of section 706(c) of the act 
133 F.R. 8813, Juno 18, 10881 

§ 8.3() I /3-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 made with p-carotene may contain 
only diluents that are suitable and that 
are listed in this subpart as safe in color 
additive mixtures for coloring foods. 

(b) Specifications, p-carotene shall 
conform to the following specifications: 
Physical state solid. 
1 percent solution in chloroform. clear. 
Loss of weight on drying, not more than 0.2 

percent. 
Residue on ignition. not more than 0.2 prr• 

cent. 
Lend (as Pb). not more than 10 parts per 

million. 
Arsenic (as As). not more than 3 parts per 

million. 
Assay (spectrophotometric), 06-101 percent 

lc) Uses and restrictions. The color 
additive ft-carotene may be safely used 
foi coloring foods generally, in amounts 
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safely used for coloring foods generally.
subject to the following restrictions:

(1) The quantity of p-apo-8'-carotenal
does not exceed 15 milligrams per pound
of solid or semisolid food or 15 milli-
grams per pint of liquid food.

(2) It may not be used to color foods
for which standards of luentity have been
promulgated under section 401 r'f 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 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 require-
ments of section 706c) of the rct.
133 P.R. 8813. June 18. 19081

§ 8.303 Caramel.
(a) Identity. (1) The color additive

caramel is the dark-brown liquid or solid
material resulting from the carefully
controlled heat treatment of the follow-
ing food-grade carbohydrates:
Dextrose
Invert sugar.
Lactose.
Malt sirup.
Molasses.
Starch hydrolysates and fractions thereof.
Sucrose.

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

(i) Acids:
Acetic acid.
Citric acid.
Phosphoric acid.
Sulfuric acid
Sulfurous acid

(ii) Alkalis:
Ammonium hydroxide.
Calcium hydroxide U.S.P.
Potassium hvdroxide.
Sodium hydroxide.

(ii) Salts: Ammonium. sodium, or
potassium carbonate, bicarbonate, phos-
phate (including dibasic phosphate and
monobasic phosphate). sulfate. and
sulflte.

(3) Polyglycerol esters of fatty acids.
identified in § 121.1120 of this chapter.
may be used as antifoaming agents in

amounts not greater than that required
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.

(b) Sp cifications. Caramel shall con-
form to the following specifications:
Lead (as Pb). not more than 10 parts per

million.
Arsenic (as A). not more than 3 parts per

million.
Mercury (as Zig). not more than OA part per

million.

(c) Uses and restrictions. Caramel
may be safely used for coloring foods
generally, in amounLs 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 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 certification
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
133 F.R. 8813, June 18. 10881

§ 0.30I .CQtrotene.

(a) Identify. (1) The color additive ih
#-carotene prepared synthetically or ob-
tained from natural sources.

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

(b) Speclfications. B-carotene shall
conform to the following specifications:
Physical state solid.
I percent solution in chloroform, clear.
Loss of weight on drying, not more than 9.2

percent.
Residue on Ignition. not more than 0.2 p,'r-

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

million.
Arsenic (as As). not more than 3 parts per

million.
Assay (speetrophotometric). 0-101 percent

to) Uses and restrictions. The color
additive fi-carotene may be safely used
foi coloring foodb gcncrall . in amounts

§ 8.303
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Chapter I—Food and Drug Administration § 8.306 

consistent with good manufacturing 
practice, except that it may not be used 
to color those 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 colt.. 
additive and any mixtures prepared 
therefrom and intended solely or in part 
for coloring purposes Lima conform to 
the requirements of § 8.32. 

(e) Exemption from certification. Cer-
tification of this color additis c is not nec-
essary for the protection of the public 
health and therefore batches thereof are 
exempt from the certification require-
ments of section 'I06(c) of the act. 
[33 F.R. 8814, June 18. 18681 

§ 8.305 Annatto extract. 

(a) Identity. (1) The color additive 
annatto extract is an extract prepared 
from annatto seed, Bira orcllatia L., 
using any one ur an appropriate combi-
nation of the fond-grads. extractants 
listed in subdivisions it) and di) of this 
subparagraph: 

(i) Alkaline aqueous solution. alkaline 
oropylene glycol. eth)..1 alcohol or alkaline 
solutions thereof, edible vegetable oils or 
fats, mono- and diglycerides from the 
glyceroloysis of edible vegetable oils or 
fats. The alkaline alcohol 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 listed 
under subdivision of this subpara-
graph. Food-grade alkalis or carbonates 
may be added to adjust alkalinity. 

(it) Acetone, ethylene dichloride, 
hexane, isopropyl alcohol, methyl aka-
nol, methylene chloride, trichloroethyl-
ene. 

(2) Color additive mixtures for food 
ise made with annatto extract may 

contain 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 million; lead as Pb, not more 
than 10 parts per million. 

(2) When solvents listed under para-
graph (a) (1) (il) of this section are used, 
annat►o extract shall contain no more 
solvent residue than is permitted of the 

corresponding solvents in spice oleoresins 
under app:lcable food additive regula-
tions in Part 121 of this chapter. 

(c) Uses and restrictions. Annetta 
extract 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 promulgated under section 
401 of the act unless added color Is au-
thorized 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. Labels 
shall bear information showing that the 
color is derived from annatto seed. The 
requirements of § 8.32(a) that all in-
gredients shall be listed by name shall 
not be construed as requiring the decla-
ration of residues of solvents listed in 
Paragraph (a) (1) (ii) of this section. 

(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 so-talk atiun regal( e-
ments of section 'I06(c) of the act. 
133 F.R. 8814, June 18, 19e91 

§ 8.306 Tagetes (Aztec marigold) meal 
and extract. 

(a) Identity. (1) The color additive 
tagetes (Aztec marigold) meal is the 
dried, ground flower petals of the Aztec 
marigold (Tagetes credo L.) mixed with 
not more than 0.3 percent ethoxyquin. 

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

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

(2) Tagetes (Aztec marigold) extract 
shall be prepared from tagetes (Aztec 
marigold) petals meeting the specifica-
tions set forth in subparagraph (1) of 
this paragraph and shall conform to the 
following additional specifications: 
melting point  53.5°-55.0* C. 
Iodine value________._-- 132-145. 
Saponification value__ 175-200. 
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consistent with good manufacturing
practice. except that it may not be used
to color those foods for which standards
of identity have been promvlgated under
section 401 of the act unlcss added color
Is authorized by such standards.

d) Labeling. The label of the colt..
additive and any mixtures prepared
tl,jrcfrom and Intcnded sulcly or in part
for coloring purposes -hall conform to
the requirements of § 8.32.

(e) Exemption fron certification. Cer-
tiflcatloa of this color addlth% e is not nec-
essary for the protection of the public
health and therefore batches thereof are
exempt from the certification require-
ments of section 706tc) of the act.
33 F.R. 8814. June 18, 1681

§ 8.305 Annamm cxr-act.
(a) Identity. l) The color additive

annatto extr.tct is an cxtract prepared
from annatto seed, Bzxa urellana L.,
using any one ur an appropriate combi-
nation of the food-gradt, extractants
isted in subdivisions it) and (ll) of this
subparagraph:

1it Alkaline aqueous sohitlon. alkaline
aropylene glycol. ethyl alcohol or alkaline
solutions thereof, edible vegetable oils or
fats. mono- and diglycerides from tile
glyceroloysis of edible vegetable oils or
fats. The alkaline alcohol or aqueous ex-
tracts may be treated with food-grade
acids to precipitate arnatto pigments.
which are separated from th - liquid and
dried, with or without intermediate re-
crystallization, using the solvents listed
under subdivision dij of this subpara-
graph. Food-grade alkalis or carbonates
may be added to adjust alkalinity.

(it) Acetone. ethylene dichloride.
hexane, isopropyl alcohol, methyl alco-
hol. methylene chloride, trichloroethyl-
ene.

2 Color additive mixtures for food
ase made with annatto extract may
wrntain 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 million; lead as Pb, not more
than 10 parts per million.

(2) When solvents listed under para-
graph (a) (1) (it) of this section are used.
annaPo extract shall contain no more
solvent residue than is permitted of the

corresponding solvents in spice oleoresins
under appl!cable food additive regula-
tions in Part 121 of this chapter.
(e) Uses and restrictions. Annatto

extract may be safely uset 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 promulgated under section
401 of the act unless added color s au-
thorized by such standards.

(d) Labeling. The label of the color
additive and any mixturcs prepared
therefrom and intended solely or in
part for coloring purposes shall conform
to the requirements of § 8.32. Labela
shall bear information showing that the
color is derived from annatto seed. The
requirements of § 8.32(a) that all in-
gredients shall be listed by name shall
not be construed as requiring the decla-
ratbn of residues of solvents listed in
paragraph (a) (1) (i) of this section.

(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
vC.\cpt from the tertiffitiun requjiC-
ments of section 706(c) of the act.
133 P.R. 8814. June 18. l901
§ 8.306 Tagetes (Aztec marigold) meal

and extract.

(a) Identity. (1) The color additive
tagetes (Aztec marigold) meal Is the
dried, ground flower petals of the Aztec
marigold (Tagetes ereeta L.) mixed with
not more than 0.3 percent ethoxyquin.

(2) The color additive tagetes (Aztec
marigold) extract is a hexane extract of
tie flower petals of the Aztec marigold
,Tagetcs ereeta L.). It is mixed with an
edible vegetable oil, or with an edible
vrietable oil and a hydrogenated edible
vegetable oil, and not more than 0.3 per-
cent ethoxyquin. It may also be mixed
MHth soy flour or corn meal as a carrier.

(b) Specifications. (I) Tagetes (Aztec
marigold) meal is free from admixture
with other plant material from Tagetes
ereeta L. or from plant material or flow-
ers of any otler species of plants.

(2) Tagetes (Aztec marigold) extract
shall be prepvred from tagetes (Aztec
marigold) petals meeting the specifica-
tions set forth in subparagraph (1) of
this paragraph and shall conform to the
following additional specifications:
Melting point --------- 53.5°-55.0* C.
Iodine value ---------- 132-145.
Saponification value --- 175-200.

§ 8.306
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§8.307 Title 21—Food and Drugs 

Acid value  0.60-1.20. 
Titer  35.5* -37.0* C. 
Unaaponiiiable matter.— 23.0 percent -27.0 

percent. 
Hexane residue  Not more than 25 

All determinations, except the hexane 
residue, shall be made on the initial ex-
tract of the flower petals (after drying 
in a vacuum oven at G0° C. for 24 hours) 
prior to the addition of the oils and eth-
oxyquin. The hexane determination 
shall be made on the color additive after 
the addition of the vegetable oils, hydro-
genated vegetable oils, and ethoxyquin. 

(c) 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 conditions: 

(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: 

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

(11) Meets the tolerance limitation for 
ethoxyquin in animal feed prescribed in 
§ 121,202 of this chapter. 

id) Labeling requirements. The label 
of the color additives and any premixes 
prepared therefrom shall bear. in addi-
tion to the information required by 
I 8.32: 

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

(2) Adequate directions to provide a 
final product complying with the limita-
tions prescribed in paragraph k c) of this 
section. 

(e) Exemption f r o m 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(e) of the act. 
131 F.R. 5070, Mar. 20. 10661 

§ 8.307 Paprika. 
(a) Identity. (1) The color additive 

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

as setting forth an official standard for 
paprika under P:ction 401 of the act. 

(2) Color additive mixtures made 
with paprika may contain as diluents 
only those substances listed in this Sub-
part D as safe and suitable in color addi-
tive mixtures for coloring foods. 

(b) Uses and restrictions. Paprika 
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 
It of the act, unless the use of added 
color is authorized by such standards. 

(a) Labeling. The color additive and 
any mixtures Intended solely or in part 
for coloring purposes prepared there-
torn shall bear, In addition to the other 
information required by the act, label-
in; in accordance with the provisions of 
§832. 

(d) Exemption from certification. 
Certification of this color additive is not 
necessary for the protection of the pub-
:ic 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. 10661 

ft 8.308 Paprika olcorcain. 
(a) Identity. (1) The color additive 

paprika oleoresin is the combination of 
flavor and color principles obtained from 
Paprika (Capsicum annuum L.) by ex-
traction, using any one or a combina-
tion sif the following solvents: 
Acetone. Isopropyl alcohol. 
Ethyl alcohol. Methyl alcohol. 
Ethylene dtchioride. Methylene chloride. 
Hexane. Trichloroethylene. 

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. 

(b) Specifications. Paprika oleoresin 
shall contain no more residue of the 
solvents listed in paragraph (a) (1) of 
this section than is permitted of the cor-
responding solvents in spice oleoresins 
under applicable food additive regula-
tions in Part 121 of this chapter. 
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Acid value -----------.-- 0.60-1.20.
Titer ------------------. 35.5*-37.0* C.
Unsaponlflable matter.. 23.0 percent-27.0

percent.
Ifetane residue --------- Not more than 25

p.p.1

All determinations, except the hexane
residue, shall be made on the Initial ex-
tract of the flower petals (after drying
in a vacuum oven at 600 C. for 24 hours)
prior to the addition of the oils and eth-
oxyquin. The hexane determination
shall be made on the color additive after
the addition of the vegetable oils. hydro-
genated vegetable oils. and ethoxyquin,

(c) 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 conditions:

(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:

0i Is supplemented sufficiently with
xanthophyll and associated carotenolds
so as to accomplish the intended effect
described in subparagraph (1) of this
paragraph; and

(11) Meets the tolerance limitation for
ethoxyquin in animal feed prescribed hi
§ 121.202 of this chapter.

(d) Labeling requzrements. The label
of the color additives and any premixes
prepared therefrom shall bear. in addi-
tion to the information required by
18.32:

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

(2) Adequate directions to provide a
final pridu..t Lompsitiu, aIth the limita-
tlons prescribed In paragraph tc) of this
section.

(e) Exemption f r o m 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(c) of the act.
131 P.R. 5070. Mar. 29. 10661

§ 8.307 Paprika.
(a) Identity. (1) The color additive

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

as settirg forth an offlcial standard for
paprika under nction 401 of the act.

(2) Color e'.ditive mixtures made
with paprika may contain as diluents
only those substances listed in this Sub-
part D as safe and suitable in color addi-
tive mixtures for coloring foods.

(b) Uses and restrictions. Paprika
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
Vult of the act, unless the use of added
color is authorized by such standards.

(.,) Labeling. The color additIve and
ary mixtures intended solely or in part
for coloring purposes prepared there-
fr)ni shall bear, in addition to the other
information required by the act. label-
inj in accordance with the provisions of

8 32.
(d) E x m p t i o n from certificatiOn.

Certification of this color additive is not
neressary for the protection of the pub-
.ic health, and therefore batches thereof
are exempt from the certification re-
quirements of section 706tc) of the act
131 F.R. 1064, Jan. 24. 1066]
§ 8.308 Paprika oleoresin.

(a) Identity. (1) The color additive
paprika oler-csin is the combination of
flavor and color principles obtained from
paprika (Capsicum annuum L.) by ex-
traction, using any one or a combina-
tion )f the following solvents:
Acetone. Isopropyl alcohol.
Ethyl alcohol. Methyl alcohol.
Ethylene dtchiorlde. Methylene chloride.
llexane. Trichloroethylene.

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.

(b) Specifications. Paprika oleoresin
shall contain no more residue of the
solvents listed in paragraph (a) (1) of
this section than is permitted of the cor-
responding solvents in spice oleoresins
under applicable food additive regula-
tions in Part 121 of this chapter.

§ G.307
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(c) Uses and restrictions. Paprika 
oleoresin may be safely used for the 
coloring of foods generally to 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 authorized by such 
standards. 

(d) 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 
information required by the act, label-
ing in accordance with the provisions 
of § 8.32. 

(e) Exemption I r o m certification. 
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 
131 P.R. 1064. Jan. 27.19661 

§ 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 is for the purpose of 
identity as a color additive only. and 
shall not be construed as setting forth an 
official standard for turmeric under sec-
tion 401 of the act. 

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

(b) Uses and restrictions. Turmeric 
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-
ized by such standards. 

(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 
information required by the act, labeling 
in accordance with the provisions of 

8.32. 
(d) Exemption J r o m certification. 

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. 
131 P.R. 1064. Jan. 27,19601 

§ 8.310 Turmeric oleoresin. 
(a) Identity/. (1) The color additive 

turmeric oleoresin is the combination of 
flavor and color principles obtained from 
tumeric (Ctircuma longs L.) by extrac-
tion using tny one or a combination of 
the follow'. 3 solvents: 
Acetone. Isopropyl alcohol. 
Ethyl alcohol. Methyl alcohol. 
Ethylene dichlorlde. Methylene chloride. 
flextime. Trichloroethylene. 

The definition of turmeric 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 of-
ficial standard for turmeric oleoresin un-
der section 401 of the act. 

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

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

(c) Uses and restrictions. Turmeric 
oleoresin 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 foods 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 
shnll bear, in addition to the other in-
formation required by the act, labeling 
in accordance with the provisions of 
§ 8,32. 

~ci Excm pt ton 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(c) of the act. 
j31 P.R. 1064. Jan. 27.19661 

§ 8.311 Saffron. 
(a) Identity. (1) The color additive 

saffron is the dried stigma of Crocus 
sativus L. The definition of saffron in 
this paragraph is for the purpose of 
ide..tity as a color additive only, and 
shall not be construed as setting forth 
an official standard for saffron under 
section 401 of the act. 
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(c) Uses and restrictions. Paprika
olcoresin may be safely used for the
coloring of 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
scction 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 there-
from shall bear. in addition to the other
information required by the act, label-
ing in accordance with the provisions
of § 8.32.

(e) Exemption I r o m certification.
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 rc-
quirements of section 706(c) of the act
131 P 1064. Jan. 27. 19661
§ 8.309 Turmeric.

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

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

(b) Uses and restrictions. 'Trmeric
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-
Ized by such standards.

(c) Labeling. The color additive and
any mixtures intended solely or n part
for coloring purposes prepared there-
from shall bear, in addition to the other
information required by the act, labeling
in accordance with the provisions of
§ 8.32.

(d) Exemption /ram ccrtification.
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.
131 P.R. 1084, Jan. 27. 10061

§ 8.310 Turmeric oleoresin.
(a) Identity. (1) The color additive

turmeric olcoresin Is the combination of
flavor and color principles obtained from
tumeric (Clarcuma longa L.) by extrac-
tion using my one or a combination of
the followiL 1 solvents:
Acetone. Isopropyl alcohol.
Ethyl alcohol. Methyl alcohol.
Ethylene dichlorldo. Methylene chloride.
Ulexane. Trichloroethylene.
The definition of turmeric 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 of-
ficial standard for turmeric oleoresin un-
der section 401 of the act.

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

(b) Specifications. Turmeric oleores-
in shal contain no more residue of the
solvents listed under paragraph (a) (1)
of this section than is permitted for the
corresponding solvents in spice oleoresins
under applicable food additive regula-
tion in Part 121 of this chapter.

(c) Uscs 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 foods 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 accordance with the provisions of
§ 8.32.

lei 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(c) of the act.
131 P.R. 1064. Jan. 27. 1g681
§ 8.311 Saffron.

(a) Identity. (1) The color additive
saffron Is the dried stigma of Crocus
sativus L. The definition of saffron in
this paragraph is for the purpose of
ide-.tity as a color additive only, and
shall not be construed as setting forth
an official standard for saffron under
section 401 of the act.

§ 8.311
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(2) Color additive mixtures made with 
saffron may contain as diluents only 
those substances listed in this Subpart 
D as safe and suitable in color additive 
mixtures for coloring foods. 

(b) Uses and restrictions Saffron 
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 authorized by such standards. 

(c) Labeling. The color additive and 
any mixtures intended solely or in part 
for coloring purposes prepared therefrom 
abali bear. in addition to the other infor-
mation required by the act, labeling in 
accordance with the provisions of 4 8.32. 

(d) 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 re-
quirements of section 700(c) of the act. 
131 P.R. 1064, Jan. 27. 19661 

§ 8.313 Fruit juice. 
(a) Identity. (1) The color additive 

trait juice is the concentrated or uncon-
centrated liquid expressed from mature: 
varieties of fresh, edible fruits, or is a 
water infusion of the dried fruit. The 
definition of fruit juice in this paragraph 
is for the purpose of identity as a color 
additive only and shall not be construed 
as a standard of identity under section 
401 of the act. However. where a stand. 
ard of identity for a particular fruit 
juice has been promulgated under section 
401 of the act, It shall conform to such 
standard. 

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

(b) Uses and restrictions. Fruit juice 
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 authorized by such standards. 

(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 

information required by the act, labeling 
in accordance with the provisions of 

§ 86:132). Exemption I r o m certification. 
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 700(c) of the act. 
131 F12.1065. Jan. 27. 19621 

§ 8.314 Vegetable juice. 
(a) Identity. (1) The color additive 

vegetable juice is the concentrated or 
unconcentrated liquid expressed from 
mature varieties of fresh, edible vege-
tables. The definition of vegetable juice 
in this paragraph is for the purpose of 
Identity as a color additive only. and 
shall not be construed as a standard of 
identity under section 401 of the act. 
However. where a standard of identity 
for a particular vegetable juice has been 
promulgated under section 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 in this Sub-
part D as safe and suitable in color addi-
tive mixtures for coloring foods. 

(b) Uses and restrictions. Vegetable 
Juice 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 promulgated under sec-
tion 401 of the act, unless the use of 
added color is authorized by such stand-
ards. 

(a) 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 
information required by the act, labeling 
in accordance with the provisions of 

8 n, 
(di Exemption J r o m 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 
requirements of section 700(c) of the 
act 
131 P.R. 1065.Jan. 27, 1966 ) 

§ 8.315 Toasted partially defatted 
cooked cottonseed flour. 

(a) Identity. (1) The color additive 
toasted partially defatted cooked cot-
tonseed flour is a product prepared as 
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(2) Color additive mixtures made with
saffron may contain as diluents only
those substances listed in this Subpart
D as safe and suitable in color additive
mixtures for coloring foods.

(b) Uses and restrictions Saffron
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 authorized by such standards.

(c) Labeling. The color additive and
any mixtures Intended solely or in part
for coloring purposes prepared therefrom
sball bear, in addition to the other infor-
mation required by the act, labeling in
accordance with the provisions of § 8.32.

(d) Exemption frein 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-
quirements of section 706(c) of the act.
131 P.. 1064, Jan. 27. 19661
§ 8.313 Fruit juice.

(a) Identity. (1) The color additive
fruit Juice is the concentrated or uncon-
centrated liquid expressed from mature
varieties of fresh, edible fruits, or is a
water infusion of the dried fruit. The
definition of fruit juice in this paragraph
is for the purpose of identity as a color
additive only and shall not be construed
as a standard of identity under section
401 of the act. However. where a stand.
ard of identity for a particular fruit
Juice has been promulgated under section
401 of the act, it shall conform to such
standard.

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

(b) Uses and restrictions. Fruit Juice
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 authorized by such standards.

(c) Labeling. The color additive anrid
any mixtures intended solely or in part
for coloring purposes prepared there-
from shall bear, In addition to the other

Information required by the act, labeling
in accordance with the provisions of
I 8.32.

(d) Exemption I rom certificalon.
Certiflation of this color add-tlve 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.
131 fl 1005. Jan. 27. 196GI
§ 8.314 Vegetable juice.

(a) Identity. (1) The color additive
vegetable Juice Is the concentrated or
unconcentrated liquid expressed from
matuie varieties of fresh, edible vege-
tables. The definition of vegetable Juice
in this paragraph Is for the purpose of
identity as a color additive only, and
shall not be construed as a standard of
Identity under section 401 of the act.
However. where a standard of Identity
for a particular vegetable juice has been
promulgated under section 401 of tie act.
It shall conform to such standard.

(2) Color additive mixtures made with
vegetable Juice may contain as diluents
only those substances listed in this Sub-
part D as safe and suitable In color addi-
tive mixtures for coloring foods.

(b) Uses and restrictions. Vegetable
juice 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 promulgated under sec-
tion 401 of the act. unless the use of
added color is 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
information required by the act. labeling
in accordance with the provisions of
§ 8.i2.

(d) 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
requirements of section 706(c) of the
act
131 FI. 1085. Jan. 27. 19661
§8.315 Toasted partially defatcud

cooked coitonsed flour.
(a) Identity. (1) The color additive

toasted partially defatted cooked cot-
tonseed flour Is a product prepared as

%,8.313
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follows: Food quality cottonseed is de-
linted and decorticated; the meats are 
screened, aspirated, and roiled; moisture 
Is adjusted, the meats heated, and the oil 
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 
listed in this subpart as safe in color ad-
ditive mixtures for calming foods. 

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

pound and therefore may not exceed a 
maximum natural background level of 0.2 
part per million total arsenic, calculated 
as As. 

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

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

(c) Uses and restrictions. The color 
additive toasted partially 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 certification. 
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, 1968) 

§ 8.316 Titanium dioxide. 
(a) Identity. (1) The color additive 

titanium dioxide is synthetically pre-
pared T1O1, 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-

part as safe in color additive mixtures 
for coloring foods, and the following: 
Silicon dioxide, 8iO2 and/or aluminum 
oxide, Al2O1, as dispersing aids—not 
more than 2 percent total. 

(b) Specifications. Titanium dioxide 
shall conform to the following specifi-
cations: 
Lead (as Pb), not more than 10 parts per 

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

million. 
Antimony (as Sb), not more than 2 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 0.3 
percent. 

Acid soluble substances, not more than 0 5 
percent. 

TIO2, 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. 

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

(1) The quantity of titanium dioxide 
does not exceed 1 percent by weight of 
the food. 

(2) It may not be used to color foods 
foi 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) 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. 
(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-alcoholic extract 
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follows: Food quality cottonseed is de-
linted and decorticated; the meats are
screened, aspirated, and rolled; moisture
is adjusted, the meats heated, and the oil
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
listed in this subpart as safe in color ad-
ditive mixtures for coloring foods.

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

pound and therefore may not exceed a
maximum natural background level of 0.2
part per million total arsenic, calculated
asAs.

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

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

(c) Uses and restrictions. The color
additive toasted partially 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 certification.
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.
133 P.R. 8814. June 18, 19881
§ 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 titanit.m dioxide may
contain only those diluents that are
suitable and that are listed in this sub-

part as safe in color additive mixtures
for coloring foods, and the following:
Silicon dioxide, Mo1 and/or aluminum
oxide, Alies, as dispersing aids--not
more than 2 percent total,

(b) Specifications. Titanium dioxide
shall conform to the following specifi-
cations:
Lead (as Pb), not more than 10 parts per

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

million.
Antimony (as Sb), not more than 2 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.

Acid soluble substances, not more than 0 5
percent.

T102, not less than 99.0 percent after drying
for 3 hours at 105" 0.

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.

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

(1) The quantity of titanium dioxide
does not exceed 1 percent by weight of
the food.

(2) It may not be used to color foods
foi 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) 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.
133 P.R. 8814, June is, 19881

§ 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-alcoholic extract

§89.317
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of cochineal (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 
coloring principles, chiefly carminic acid, 
obtained by an aqueous extraction of 
cochineal (Dactylopius coccus costa 
(Coccus cact₹ L.) ) . 

(3) Color additive mixtures for food 
use made with cochineal extract or car-
mine may contain only diluents that are 
suitable and that are listed in 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 
5.5 at 25° C. 

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

Total solids, not less than 5.7 and not more 
than 6.3 percent. 

Methyl alcohol, not more than 150 parts 
per million. 

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

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

Carminic acid, not less than 1.3 percent. 

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

Volatile matter (at 135° C. for 3 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 

Carminic acid, not less than 50.0 percent. 

Carmine and cochineal extract shall be 
pasteurized or otherwise treated to de-
stroy all viable Salmonella micro-orga-
nisms. 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 function 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 

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

(c) Uses and restrictions. Carmine and 
cochineal extract may be safely used for 
coloring foods generally 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 public 
health, and therefore batches thereof arr. 
exempt from the certification require-
ments of section 706(c) of the act. 
(33 F.E. 18577, Dec. 14, 19681 

§ 8.318 Grape skin extract (enocia-
nina). 

(a) Ident₹ty. (1) The color additive 
grape skin extract (enocianina) is a pur-
plish-red liquid prepared by the aqueous 
extraction (steeping) of the fresh de-
seeded mare remaining after grapes 
have been pressed to produce grape juice 
or wine. It contains the common com-
ponents of grape juice; namely, antho-
cyanins, tartaric acid, tannins, sugars. 
minerals, etc., but not in the same pro-
portions as found In grape juice. During 
the steeping process, sulphur dioxide is 
added and most of the extracted sugars 
are fermented to alcohol. The extract is 
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, not more than per-
mitted in or on grapes by regulations pro-
mulgated under section 408 of the Federal 
Food, Drug, and Cosmetic Act. 
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of cochineal (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
coloring principles, chiefly carminic acid.
obtained by an aqueous extraction of
cochineal (Dactilopfus coccus costa
(Coccus cacti L.) ).

(3) Color additive mixtures for food
use made with cochineal extract or car-
mine may contain only diluents that are
suitable and that ure listed in 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
5.5 at 25' C.

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

Total solids, not less than 5.7 and not more
than 6.3 percent.

Methyl alcohol, not more than 150 parts
per million.

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 1.IG percent.

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

Volatile matter (at 135 C. for 3 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.
Carminie acid, not less than 50.0 percent.

Carmine and cochineal extract shall be
pasteurized or otherwise treated to de-
stroy all viable Salmonella micro-orga..
nisms. 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 function 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

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

(c) Uses and restrictions. Carmine and
cochineal extract may be safely used for
coloring foods generally 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 public
health, and therefore batches thereof aro
exempt from the certification require-
ments of section 706(c) of the act.
183 P.R. 18577, Dec. 14, 1908]
§ 8.318 Grape skin extract (enocia-

nina).
(a) Identity. (1) The color additive

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 Juice; namely, antho-
cyanins, tartaric acid, tannins, sugars,
minerals, etc.. but not in the same pro-
portions as found in grape Juice. During
the steeping process, sulphur dioxide is
added and most of the extracted sugars
are fermented to alcohol. The extract is
concentrated by vacuum evaporation,
during which practically all of the al-
cohol is removed. A small amount of
sulphnr 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, not more than per-
mitted in or on grapes by regulations pro-
mulgated under section 408 of the Federal
Food, Drug, and Cosmetic Act.

§ 0.318
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Lead (as Pb), not more than 10 parts per 
million. 

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

(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 
sled-Ale 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 artificial 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 additive 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)". 

(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 re-
quirements of section 706(c) of the act. 
)31 F.R. 4784. Mar. 22, 1966] 

§ 8.319 Ultramarine blue. 

(a) Identity. The color additive ul-
tramarine blue is a blue pigment obtained 
by calcining a mixture of kaolin, sulfur, 
sodium carbonate, and carbon at tem-
peratures above 700° C. Sodium sulfate 
and silica may also be Incorporated in 
the mixture In order to vary the shade. 
The pigment is a complex sodium alumi-
num sulfo-silicate having the approxi-
mate formula NatAltS1.O2.Ss. 

(b) Specifications. Ultramarine blue 
shall conform to the following specifica-
tions: 
Lead (as Pb). not more than 10 parts per 

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

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

million. 

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

the quantity of ultramarine blue does 
not exceed 0.5 percent by weight of the 
salt 

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

(e) Exemption f r o m certification. 
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. 
131 F.R. 6104, Apr. 21, 1066) 

§ 8.320 Ferrous gluconate. 
(a) Identity. The color additive fer-

rous gluconate is the ferrous gluconate 
defined In the Food Chemicals Codex, 
First Edition, Puolication 1406 (1966), 
National Academy of Sciences-National 
Research Council, Washington, D.C. 

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

(c) Use; and restrictions. Ferrous 
gluconate may be safely used in amounts 
consistent with good manufacturing 
practice fur the coloring of ripe olives. 

(d) Labeling. The label of the color 
ac'.itive shall conform to the require-
ments of 1 8.32. 

(e) Exemption from certification. 
Certification of this color aduitive 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 
132 F.R. 6131, Apr. 19, 1987) 

§ 8.321 Dehydrated beets (beet pow. 
der). 

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

(2) Color additive mixtures made with 
dehydrated beets may contain as diluents 
only those substances listed in this Sub-
part D as safe and suitable for use in 
color additive mixtures for coloring 
foods. 

(b) Specifications. The color additive 
shall conform to the following speci-
fications: 
Volatile matter, not more than 4 percent. 
Acid Insoluble ash, not more than 0.5 percent. 

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

Arsenic (as As). not more thpu I part per
million.

(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-
hig restrictions:

(1) It may not be used to color foods
for which standards of Identity have
been promulgated under section 401 cf
the act unless artillcial 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 additive 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 "(enocianina)".

(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 re-
quirements of section 706(c) of the act.
131 P.R. 4784. Mar. 22, 19661

§ 8.319 Uhraniarineblue.
(a) Identity. The color additive ul-

tramarine blue Is a blue pigment obtained
by calcining a mixture of kaolin, sulfur,
sodium carbonate, and carbon at tem-
peratures above 7000 C. Sodium sulfate
and silica may also be incorporated in
the mixture in order to vary the shade.
The pigment is a complex sodium alumi-
num sulfo-silicate having the approxi-
mate formula NaAhSi4O,,S,.

(b) Specifications. Ultramarine blue
shall conform to the following specifica-
tions:
Lead (as Pb), not more than 10 parts per

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

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

million.
le) Uses and restrictions. The color

additive ultramarine blue may be safely
used for coloring salt intended for ani-
mal feed subject to the restriction that

the quantity of ultramarine blue does
not exceed 0.5 percent by weight of the
salt

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

(e) Exemption / r o m certification.
Certification of this color additive is not
necessary for the protection of the pub-
lie health, and therefore batches thereof
are exempt from the certification re-
quirements of section 706(c) of the act.
131 P.R. 6104. Apr. 21. 10601
§ 8.320 Ferrous gluconate.

(a) Identity. The color additive fer-
rous gluconate is the ferrous gluconate
defined In the Food Chemicals Codex,
First Edition, Puolication 1406 (1966),
National Academy of Sciences-National
Research Council, Washington, D.C.

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

(c) Us. and restrictions. Ferrous
gluconate may be ,afely used in amounts
consistent with gooO manufacturing
practice for the coloring of ripe olives.

(d) Labeling. The label of the color
a" .itive shall coni'orm to the require-
ments of § 8.32.

(e) Exemption from certification.
Certification of this color adultive 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
132 P.R. 0131, Apr. 19, 19871

§ 8.321 Dehydrited bects (beet pow-
,der).

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

(2) Color additive mixtures made with
dehydrated beets may contain as diluents
only those substances listed In this Sub-
part D as safe and suitable for use in
color additive mixtures for coloring
foods.

(b) Specifications. The color additive
shall conform to the following speci-
fications:
Volatile matter. not more than 4 percent.
Acid insoluble ash. not more than 0.5 percent.
Lead tas Pb), not more than 10 parts per

million.

§ 8.321
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Arsenio (as Ae), not more than 1 part per 

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

(c) Uses and restrictions. Dehydrated 
beets 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 authorized by such standards. 

(d) 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 § 5.32. 

(0) 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(c) of the act. 
[32 'FIL. 8188, Apr. 20, 1987] 

§ 8.322 Corn endosperm oil. 
(a) Identity. (1) The color additive 

corn endosperm oil is a reddish-brown 
liquid composed chiefly of glycerides. 
fatty acids, sitosterols, and carotenoid 
pigments obtained by isopropyl alcohol 
and hexane extraction from the gluten 
fraction or yellow corn grain. The defi-
nition of corn endosperm oil, 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 oil 
may contain only those diluents listed in 
this subpart as safe and suitable in color 
additive mixtures for coloring foods. 

(b) Specifications. Corn endosperm 
oil conforms to the following specifica-
tions: 
Total fatty acids, not less than 85 percent. 
Iodine value, 118 to 134. 
Saponification value. 185 to 185. 
Unsaponifiable matter, not more than 14 per-

cent. 
Hexane, not more than 25 parts per million. 
Isopropyl alcohol. not more than 100 parts 

per million. 

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

(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 associated 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) Exemption from certification. 
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 '106(c) of the act. 
[32 F.R. 5325, Mar. 80, 1987. as amended at 
32 10199. July 11. 1987] 
§ 8.323 Riboflavin. 

(a) Identity. (1) The color additive 
riboflavin is the riboflavin defined in the 
Food Chemicals Codex, First Edition, 
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 and suitable for use In color addi-
tive mixtures for coloring foods. 

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

(c) Uses and restrictions. Riboflavin 
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 see.':.lon 401 
of the act. unless the use of added color 
is authorized by such standards. 

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

(e) Exemption from certification. 
Certification of this color additive is not 
necessary for the proUcbion of the pub-
lic health, and therefore batches thereof 
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Arsenlo (as As), not more than I part per
mllion.

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

c) Uses and restrictions. Dehydrated
beets 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 authorized by such standards.

(d) 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 § 5.32,

(e) Exemption frein 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(c) of-the act.
[32 'P.R. 6186, Apr. 20, 19671
§8322 Corn endosperm oil.

(a) Identity. (1) The color additive
corn endosperm oil is a reddish-brown
liquid composed chiefly of glycerides,
fatty acids, sitosterols, and carotenold
pigments obtained by Isopropyl alcohol
and hexane extraction from the gluten
fraction ol yellow corn grain. The defi-
nlton of corn endosperm oli 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 oil
may contain only those diluents listed In
this subpart as safe and suitable in color
additive mixtures for coloring foods.

(b) Specifications. Corn endosperm
oil conforms to the following specifica-
tions:
Total fatty acids, not les than 85 percent.
Iodine value, 118 to 134.
Saponification value. 165 to 186.
Unsaponiflable matter, not more than 14 per-

cent.
Hexane. not more than 25 parts per Million.
Isopropyl alcohol, not more than i00 parts

per million.
() Uses and restrictions. The color

additive corn endosperm oil may be
safely used In chicken feed In accordance
with the following prescribed conditions:

(1) The color additive s 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 associated carot-
enolds 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 premlxes
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) Exemption from certification.
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 s.'ction 706(c) of the act.
132 .R. 5325, Mar. 80, 1967, as amended at
32 2!'. 10199. July 11, 19871
§ 8.323 Riboflavin.

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

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

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

c) Uses and restrictions. Riboflavin
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 sectlon 401
of the act. unless the use of added color
Is authorized by such standards.

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

(e) Exemption from certification.
Certification of this color additive Is not
necessary for the prot;ction of the pub-
lic health, and therefore batches thereof

1 8.322
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Chapter I—Food and Drug Administration § 8.326 

are exempt from the certification re-
quirements of section 106(c) of the act. 
[32 P.R. 8853, June 22. 19871 

§ 8.324 Carrot oil. 
(a) Identity. (1) The color additiye 

carrot oil is the liquid or the solid portion 
of the mixture or the mixture itself ob-
tained by the hexane extraction of 
edible carrots (Dane= carota L.) with 
subsequent removal of the hexane by 
vacuum distillation. The resultant mix-
ture of solid and liquid extractives con-
sists chiefly of oils, fats, waxes, and ca-
rotenoids naturally occurring in carrots. 
The definition of carrot oil 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 section 401 of the act. 

(2) Color additive mixtures for food 
use made with carrot oil 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 mole than 25 parts per mil-
lion of hexane. 

(c) Uses and restrictions. Carrot oil 
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 intended solely or in 
part for coloring purposes 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 certification re-
quirements of section '106(c) of the act. 
[32 P.R. 10980. July 27, 19871 

§ 8.325 Synthetic iron oxide. 

(a) Identity. (1) The color additive 
synthetic iron oxide 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 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 additive mixtures for coloring 
foods. 

(b) Specifications. Synthetic iron oxide 
shall conform to the following specifica-
tions, 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 
iron oxide may be safely used for the 
coloring of dog and cat foods in an 
amount, not exceeding 0.25 percent by 
weight of the finished food. 

(d) Lobeling requirements. The label 
of the ct.lor additive and any mixture 
prepared therefrom intended solely or 
in part for coloring purposes shall con-
form to the requirements of § 8.32. 

(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 re-
quirements of section 106(c) of the act. 
[33 P.R. 9953, July 11, 19881 

§ 8.326 Canthaxanthin. 

(a) Identity. (1) The color additive 
canthaxanthin is p-carotene-4,4'-dione. 

(2) Color additive mixtures for food 
use made with ce.nthaxanthin may con-
tain only those diluents 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 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: 
Physical state, solid. 
1 percent solution in chloroform, complete 

and clear. 
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are exempt from the certification re-
quirements of section 706(c) of the act.
[32 P.R. 8853, June 22, 19671

§ 8.324 Carrot oil.
(a) Identity. (1) The color additive

carrot oil 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 chiefly of oils, fats, waxes, and ca-
rotenoids naturally occurring in carrots.
The definition of carrot oil 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 oil or carrot oleoresin
under section 401 of the act.

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

(b) Speciftcations. Carrot oil shall
contain no more than 25 parts per ml-
lion of hexane.

(c) Uses and restrictions. Carrot oil
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) Labelingy requirements. 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 certiftcation. 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 P.R. 10980. July 27, 19671
§ 8.325 Synthetic iron oxide.

(a) Identity. (1) T7he color additive
synthetic iron oxide 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 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 additive mixtures for coloring
foods.

(b) Specifications. Synthetic iron oxide
shall conform to the following specifica-
tions, 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 3 parts per

million.

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

(d) L tbeling requirements. The label
of the clor additive and any mixture
prepared therefrom intended solely or
in part for coloring purposes shall con-
form to the requirements of I 8.32.

(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 re-
quirements of section 706(c) of the act.
133 P.R. 9953, July 11, 19681
§ 8.326 Canthaxanthin.

(a) Identity. (1) The color additive
canthaxanthin is p-carotene-4,4'-dione.

(2) Color additive mixtures for food
use made with canthaxanthin may con-
tain only those diluents 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 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:
Physical state, solid.
1 percent solution in chloroform, complete

and clear.

§80.326
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§ 8,501 Title 21—Food and Drugs 

Melting range (decomposition). 207.  O. to 
212. C. (corrected). 

Loss on drying, not more than 0.2 percent. 
Residue on ignition, not more than 0.2 

percent. 
Total carotenolds other than trans-canthax-

anthin, not more than 5 percent. 
Lead, not more than 10 parts per million. 
Arsenic. not more than 3 parts per million. 
Mercury, not more than 1 part par million. 
Assay, 98 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 solid or semisolid food or per pint of 
liquid 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 prepared 
therefrom intended solely or in part for 
coloring purposes shall conform to the 
requirements of § 8.32. 

(e) Exemption from certification. Cer-
tification 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. 
134 F.R. 250, Jan. 8, 19891 

Subpart—Provisional Regulations 
AUTHORITY: The provisions of this Subpart 

issued under Title rt of Public Law 88-618, 
sec. 203(c), (d); 74 Stat. 405; 21 U.S.O. 376. 
note. 

Nors 1: If 0.1 to 9.3 of this chapter shall 
continue in effect, insofar as they are not in-
consistent with the following provisional 
regulations, until new regulations for the 
enforcement of section 708 of the Federal 
Food, Drug, and Cosmetics Act hash) color 
additives amendments of 1980 can be pro-
posed and made effective, 25 F.R. 9759, Oct. 
12, 1980. 

§ 8.501 Provisional lists of color addi-
tives. 

The Commissioner of Food and Drugs 
finds that the following lists of color 
additives are provisionally listed under 
section 203(b) of the Color Additives 
Amendments of 1960 (sec. 203(b), 74 
Stat. 405; 21 U.S.C. 376, note). Except 
for color additives for which petitions 
have been filed, progress reports are re-
quired by January 1, 1968, and at 6-
month intervals thereafter. Specifica-
tions for color additives listed in para-
graphs (a), (b), and (c) 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 listing 
for surgical suture use unless color ad-
ditive petitions have been submitted for 
such use or the Commissioner has been 
notified of studies underway to establish 
the safety of the color additive for such 
use. The color additives listed in para-
graphs (a), (b), and (c) 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 dato 
Restrictions 

Food uso Drug and 
cosmetic use 

Dec. 31,1974, 
or until a 
new dos-
Mg date 
is estab-
Wshed. 

do 
, do 

 do 
 do 

do.  
do 
do 

1: D&C Green No. 3 (I 9.23 of this cilapteri 

FD&C Yollow No.5 (4 8.275 of thls chapter) 
FD&C Yellow No. 6 if 9.41 of tlii chapter) 
FD&C Rod No. 2 (§ 9.01 of this chapter) 
FD&C Red No. 3 (48.242 of this chapter) 
FD&C lied No. 4 (§ 9.03 of this chapter) 
FD&C Blue No. 1 (I 8.2G6 of this chapter) 
F D&C Blue No. 2 (49.81 of this chapter) 
Lakes (FD&C) (I 9.100 of this chapter) 

Dec.31, 1974, 
or until a 
new dos- 
Dig date 
is estab- 
Wiled. 

del 
do 
do 

 do 
do 
del 
do 

4 8.503. 

Laken only. 
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Melting range (decomposition). 2071 0. to
212" 0. (corrected).

Lois on drying, not more than 0.2 percent.
Residue on Ignition, not more than 0.2

percent.
Total carotenolds other than trans-canthax-

anthin. not more than 5 percent.
Lead, not more than 10 parts per million.
Arsenic, not more than 8 parts per million.
Mercury, not more than 1 part per milUon.
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 of canthaxanthin
does not exceed 30 milligrams per potMd
of solid or semisolid food or per pint of
liquid food.

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

(d) 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.

(e) Exemption from certification. Cer-
tification of this color additive is not
necessary for the protection of the pub-
li health, and therefore batches thererof
are exempt from the certification re-
quirements of section 706(c) of the act.
[34 F.R. 250, Jan. 8, 19891

Subpart-Provisional Regulations
AUTHORITY: The provisions of this Subpart

Issued under Title n of Public Law 86-018,
4ec. 203(c), (d); 74 Stat. 405; 21 U.S.C. 378,
note.

Non 1: 1;9.1 to 9.3 of this chapter shall
continue In effect, insofar as they are not In-
consistent with the following provlsonel
regulations, until new regulations ior 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, 25 P.R. 9759. Oct.
12. 1900.

§ 8.501 Provisional lists of color add!.tiwzs.

The Conmissioner of Food and Drugs
finds that the following lists of color
additives are provisionally listed under
section 203(b) of the Color Additives
Amendments of 1960 (sec. 203(b), 74
Stat. 405; 21 U.S.C. 376, note). Except
for color additives for which petitions
have been filed, progress reports are re-
quired by January 1, 1968, and at 6-
month Intervals thereafter. Specifica-
tions for color additives listed in para-
graphs (a), (b), and (c) 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 listing
for surgical suture use unless color ad-
ditive petitions have been submitted for
such use or the Commissioner has been
notified of studies underway to establish
the safety of the color additive for such
use. The color additives listed in para-
graphs (a), (b), and (c) may not be
used in products which are Intended to
be used in the area of the eye.

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

Closing date

Food use Drug and Restrictions
cosnietlc use

Fi&C Green No. 3( 9.23 of flits caplerj ........................... Dec.31.1974, Dec.31,1974,
or until a or until a
now clse new cs.
Ing date Ing date
Isestab. Is estab.
lished. bUshed.

FD&C Yellow No. 5 (§ 8.275 of thi chaplter) ................. do ......... do .......
FI)&O Yellow No. 6 (f 9.41 of thll,; eipter) ....... .................. (10 ........
FD&C Red No. 2 (Q 9.01 of this chapter) ............................. .. do .......... do .......
FD&O Red No. 3 (§ 8.242 of this chapter) ................................ do .......... do .......
FD&C Ited No. 4 (1 9.W30 o this c apter) ..................... do......... do ........ 8.03.
FD&O Blue No. 1 (I 8.2W of thlH chapter) .................... dot........ do ........
FD&C Blue No. 2 (19.81 of this cipter) ..................... do ............. do ........
Lakes (FD&C) (19.100 of this chapter) ......................................

I Lakes only.
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Chapter 1—Food and Drug Administration *8401 

(b) Color additives previously and presently subject to certification and provi-
sionally fisted for drug and cosmetic use. 

Closing date Restrictions 

D&C Orem No.6 (I 9.103 of this chapter) Dec.31. 1974, 
or until a 
now clos-
ing date 
is estab-
lished. 

Da C Green No. 6 (¢9.164 of this chapter) do 
1)&0 Green No.8 (8 9.106 of this chapter) do 
1)&0 Yellow No. 7 (§ 9.130 of this chapter) do §8.;10'3. 
I) &C Yellow No.8 (§ 9.131 of this chapter) do o. 
D&C Yellow No.10 (§ 9.133 of this chapter) do 
D&C Yellow No.11 (49.131 of this chapter) do External use only. 
D&C Red No. 0 (§ 9.151 of this chapter) do 
D&C Red No. 7 (I 9.152 of this chapter) do 
D&C Rod No.8 (§ 9.153 of this chapter) do § 8.603. 
t)&C Red No. 9 (89.154 of this chapter) .do Do. 
D&C Red No. 10 ( 9.155 of this chapter do Do. 
1)&C Red No. II ( 9.150 of this chapter do Do. 
D&C Red No. 12 ( 9.157 of this chapter do 1)o. 
D&O Red No.13 ( 9.158 of this chapter do 1)o. 
1)&O Red No. 17 ( 9.182 of this chapter  do External use only. 
11.40 Red No.19 ( 
I)&C Red No.21 ( 

9.164 of this chapter  
9.166 of this chapter  do

do. ( 8.503. 

li&C Red No.22 ( 9.167 of this chapter do 
MC Red No.27 ( 9.172 ol thls chapter  do 
IMO Red No.23 ( 
D&C Red No. 30 ( 

9.173 of this chaptor  
9.175 of this chapter do

do 

D&C Red No. 31 ( 9.t7eo thls chapter do. External use only. 
MC Red No.33 ( 9.178 of this chapter   do 8.503. 
D&C ited No. 34 ( 9.179 of this chapter) .do External use only. 
D&C Red No.39 (§9.181 of this chapter do 
1)50 Red No.37 (19.182 of this chapter)  do 8.503. 
4)&0 Orange Nn. 4 (89.201 of this chapter) do External use only. 
D&C Orange No. 5 (49.202 of this chapter) do Do. 
1)&0 Orange No. I0 (¢ 9.207 of this chapter) lo 
D&C Oranco No.11 ((9.208 of this chapter  lo 
D&C Orange No.17 (§ 9.211 of this chapter  do § 8.803. 
D&C Blue No. 4 (I 9.240 of this chapter) 
D50 Blue No. 6 09.242 of this chapter do 
1)50 Violet No.2 (89270 of this chapter) do External use only. 
Lakes (D&C) (§ 9.280 of this chapter) 
D&C Brown No. I (89.230 of this chapter)  Dec.31 1974. 

or until a 
new dos-
ing date 
is estab-
lished. 

For coloring ester-
natty applied 
cosmetics. 

(c) Color additives previously and presently subject to certification and provi-
sionally listed for use in externally applied drugs and cosmetics. 

Closing date nestrictions 

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

Ext. IMO Yellow No. 7 (§ 9.307 of this chapter) 
Ext. 1)50 Green Nn. 1 (§ 9.400 of this chapter) 
Lakes (Ext. D&C) (89.440 of this chapter) 
Ext. D&0 Violet No.2 (89.411 of this chapter) 

Dec.31, 1974, 
or until a 
now clos-
ing date 
is estab-
lishoed. 

 d
do 

Dec.31, 1974, 
or until a 
new clos-
fog date 
is estab-
lished. 

For coloring exter-
nally applied 
cosmetics. 
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(b) Color additives previousily and presently subject to certflfcation and provi-
sonally listed for drug and cosmetic use.

Closing date Restrictions

D&C Green No. 5 (19.103 of this chapter) ................................. Dec.31. 1974,
or until a
now clos-
ing data
isestab.ll*Jt .i

Da C Green No. 6 (9.14 of this chapter) ............................ o.
DJ& C Green No. 8 (§ 9.106 of tills chapter) .............................. .
D&O Yellow No. 7 (19.130 of this chapter) ..................................... do ........ 18.41,03.
I)&C Yellow No. 8 ( 9.131 of this chapter) ................................ ..... do .. Do.
D&0 Yellow No. 10 (§ 9.133 of tills chapter) ............................. .... do...
D&O Yellow No. li Q9.131 of this cllaptor) ............................... .... do ... External use only.
D)&C lied No. 60(9.151 of this chapter) ....................................... do.
i)&O Red No.7 (9.152 o this chapter) ....................................... do.
D&C Red No. 8 ( 9.13 of this chapter) ................................... do.. 8.03.
)&C lied No.0(19.13 olthlschapter) ................................... .. do........ )o.

U)&C led No. 10 (6 9.155 of thIs chapter) ..................... do....... 1o.
l)&C led No.11( 9.15601thischapter) ..................... (t0........ 1)o.
i)&C Red No. 12( 0.157 of tlis chapter) ...................................... do ........ Do.
)&O Red No. 13 9.(OMoflths chapter) do........ Do.

l)&O Red No. 17 (6 9.112 of this chapter) ............................. do ....... External use only.
1&O lied No. 19 9.16 of tin clpte) ................. ......... .... . [ 8.503.
1&C Red No. 21 ( 9.168 oft ischapter ........................ ..... do.

U&C led No.22 9.167 o thischapter) . . . . . . . ...... do ........
I&C Red o.127 9,T Olt ittschapar) ............................ do.
I& O Red No.28 1 9,173 of Its chapter) ............................ do:. -

t)&C Red No.30( 9.1T7of thischapter .......................................do.
i)&C Red No.3t 7 tle o tills chapter) ... ....................... ..... do External u1s only.
I &C ied No. 33 (6 9.t78oftitschapter) ........... .................. d. 8.503.
l)&O 1ied No. 34 (19.179 of tis capter...............................do..... External use only.I)&C Red No. 30(6 9.181 o1 thils chapter.......... ................... do...
U&O Red No. 3G(0 9.181 of this chapter) ....... ....................... ...... do . 8. 03
)&C Orane No. "(s 9.201 of thils chpterV............................... .... o.. E: rnsl u 8 only.

I)&O Orango No. 5 (19.202 of this chapter) ..................................... do ......... 1)s.
I&C Orange No. 0 (J 9.207 of this chapter) ........................... do ........

I)&C Orango No. 10 (9.207 o this chapter) .......................... do ......
I)&O Orange No. 17( 9.214 of this chapter) .......................... do ...... 03.
D&C Olne No.4 ( 9.240 of this chapter) ................................ do .......

D&C Blue No. 6 (19.242 of this chapter) ....................... ........
I)&0 Vlft No. 2 (§ 92700 of tlts chapter) ............................. do... External usonly.
Lakes (D&C) (19.280 of this chapter) .........................
D&C Brown No. I (19.230 of tills chapter) ......................... Dec.31 1974, For colorngextr.

or untu anew clos.
Ing date
Is estab-
1lshed.

nally npPhletCosmetic&

c) Color additives previously and presently subject to certflication and provi.
8aonaly lsted for use in externallzi applied drugs and cosmetics.

Closing date Restrictions

Ext. D&C Yellow No. I (1 9.301 of this chapter) ........................... Dec.31, 1974.
or until a
new clos-
Ing date
is estab.
lished.

Eil. D&O Yellow No. 7 ( 9.307 of this chapter) ................................ do ........
itsx. i)&O Omen No. 1 ( 9.40atof tischapter) ................................. do ........

Likes (lit. D&C) (J 9.440 of this cht eter) ...............................................
Ext. D&C Violet No. 2 (19.411 of this chapter) ............................ D e.31, 1974, For colorinqezter-

or until a nally applied
new clos- cosmetic.
Ing date
is estab.
UIshed.
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§ 8.501 Title 21—Food and Drugs 

(d) (Reserved] 
(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. 

Closing date Itestriet Ions 

Carbon black (prepared by tho "impingement" or "channel" process) Dec.31, 1974, 
or until a 
new clos-
ing date 
is estab-
lished. 

(1) Color additives provisionally listed for drug use on the basis of prior com-
mercial sale but which have not been nor are now subject to certification. The color 
additives listed in this paragraph are listed only for the uses and purposes com-
mercially 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 I tot' lotions 

Carbon black ("Impingement" or "channel" process) 

I .ogwood.. . ... ....... ......... . ......... . ....... . .. ........ . 

Doc.31, 1974. 
or until a 
now dos-
ing ditto 
is estab-
lished. 

I' 'licit( chit(' surgical 
'torture r s. only. 

(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 certification. The 
color additives provisionally 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 eye area (as defined in 
§ 8.1(s)) is not provisionally listed for 
eye-area use. 

Color With e Closing da'e Restrictions 

Aluminum hydroxide 

Aluminum powder. 
Aluminum stenrato 
Annitto 
Atulene  
Barium suifato (Wane 

Axe). 
Bentonite 
Bismuth citrate . . 

Dec.31, None, 
1974. or 
1111111 a 
new dos-
ing dote 
is tomb. 
listed. 

do Do. 
 do. Do. 
 lo 1)o. 
do Do. 

 do Do. 

 do Do. 
 do For use me a 

color com-
ponent 
in hair 
;lye. 

Color additive Closing date,  Restrictions 
' 

Bismuth oxychloride 

Bronze powder 
Calcium earhonato 
Calcium silicate  
Calcium stearate . .....  
Calcium sulfate 
Caramel 
Carbon black (prepared 

by tho "impingement" 
or "channel" process). 

Carmine 
Carotene 
Chromium hydroxide 

green. 
Chromium oxide greens... 
Copper, metallic powder 
Cornstarch 
Ferric ferrocyanido (iron 

blue). 
Cold 
(I raphite 
()nimble (pearl essence) 
Iron oxides (Including 

hydrated Iron oxidm). 
Naolin 
Lead acetate 
Lithium steatitic 
NI a g nesl it in alum minu 

silicate. 
Nlagnesium carbonate . 
Magnesium oxide.  
31 agnesium sleamte 
Magnesium trisilicate 
Manganese violet (prob-

ably 2(N1101Nins l'a 
000. 
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Der.31, 1974, 
or until a 
new closing 
date is es• 
tablished, 

do 
do 
lo 

... do_... 
do 
do 

 do 

 do 
. do 

 do 

.... .doo.... 
d 
do 
do 

do 
do 

do  

.do 
 do 

do 
. do 

do 
do 

. do 
 do 
 do 

For use 0.5 a 
color com-
ponent in 
hair dye, 

Do. 
Do. 
Do. 
Do. 
Do. 
Do. 
Do. 

Do. 
Do. 
Do. 

Do. 
Do. 
Do. 
Do. 

Do. 
Do. 
Do. 
Do. 

Do. 
Do, 
1)o. 
Do. 

Do. 
Do. 
Do. 
Do. 

None. 

§ 8.501 Title 21-Food and Drugs

(d) [Reserved]
(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.

Closing dale lestrictions

Carbon black (prepared by :he "Impingement" or "channel" process) ...... Dec.31. 1974,
or until a
new dlos-
lng data
is estab-
lished.

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

Closing (late Iteqt~iltlon,

Carbon black ("lInplngernent" or "channel" procass) ............... Dec. 31, 1974.
or until a
new clos.
ig dote
Is estab-
lished.

Logwood .................................... .............. do ..... ' ilrhvion, surgical
lllTl I S * (-P11).

(g) Color additives provisionally listed
for cosmetic use on the basis of prior
commercial sale but which, have not been
nor are nowe subject to certification. The
color additives provisionally 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 eye area (as defined in
§ 8.1(s)) is not provisionally listed for
eye-area use.

Color addliie Clolng ldate Restrlctlons

Aluminum hydroxide ..... Dee.31. None.

Aluminum powder .......
Alumihnum stearate .......
Anto . .................
Atulen ...................
Barinm sulfate (blanefie).
Dentonite ................
Bilismuth citrate ........

1974, or
until a
llew ties-
Ing date
Is estab.
llshed.

..... do ......

..... do ........... (10 .......
.... do ....... I .do...... do.......

..... do ......

..... do .....

I)o.
Do.
Do.

l)o.

DO.

For lse as a
rolor com-

elhir'lye.

Color additive

lismuth oxychlorlde ......

Brone powder ............
Calcln carbonate ........
Calculn silicate ...........
Caldun stearate ........
Calcium .ul5ate ..........
Caramel ..................
Carbon black (prepared

isy the inlngemnunt"
or "channel is'rocess).

Carnine ..................
Carotene ..................
Chromium hydroxide

gree .
Chromim oxide greens...
Copler, metallic Iowder..
Cornstarch ................
Ferric ferrocyanid (iron

blue).
Gold ......................
Gr philte ..................
]lllnile (pearl essence)...

Iron oxides (Including
hydrated Iron oxide%).

Kaoln...... ......
Lead acetate........
Lithun msteaate ..........
. a ng le % I In ahunlinn

slilate.
Mlagteshlutn carbonate ....
,Magnesium oxide .........
Naagnesiuni Mearate .......
Magnesillnl trisilicate.....
Alanigneso violet (prob-

ably 2(NIIl)sinIi (I
0)).

Closing dot) Iestrictions

De.3l, 1974. For 1e,0 asa
or until a I color cotn-
210weloblg I o ltent in
date Is ts, i air dye,.
tabll~lhed,

....do .... )o....do .... Do,

do I)o.
.... do . lo.

.~io.. . Do.

.....do ......,.. O ......

..... d10

.do ....

.do_..

..... (10. .. .do 

......

....

do ..

....

do . .

....

do ..

...

do ..

....do ..
...do ..

...do ..

....do..

l)o.
)o,Do,

Do.
)o.
)o.
)0.

i)o.
D)o.

IDo.
Do.
l)o.
Do.
1)o.

1)0.
D7o.
Do.

None.
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Chapter I—Food and Drug Administration § 8.502 

t otor odditne I. to  .tat. lte, trittiota. 

Nlica„   Dee. 31, Pea. I For use te. n 
or until a color rout-
new v1 Oita! portent 

isdate e,.. in bait 
Itildtslied. dye 

:Mien* acid . do . _ ”one. 
Silicon diolide (Mica' .. , do _ Do. 
Silk, polNdeted . do . Do 
Tole do, D 
Tin oxide   ...do Do 
Titanium dioxide   .. . do . . Do 
Ultramarine bine ...   . .. do. Do 
Ultramarine 13, en, do Do. 
Ultramarine pink   do. Do 
Ultramarine red. .   do Do. 
Ultnunerlite violet   do. Do. 
Zine carbonate.   do. Do 
Zinc °tide   do Do 
Zine raearate,   do Do. 

(Sec. 203(a) (2), (d) (1) (E), Public Law 80-
810, 74 Stat. 404-405; 21 U.S.C. 376, note) 
(32 F.R. 10930. July 28, 1087; 32 F.R. 10981. 
July 27, 1987; 32 F.R. 11733. Aug. 15, 1967: 32 
F.R. 12715, Sept. 2. 1967; 32 F.R.. 12943, Sept 
12, 1987; 33 F.R.. 982, Jan. 26, 1968; 33 F.R. 
5987, Apr. 19. 1968; 33 F.R.. 10844, July 31, 
1960; 33 F.R.. 12228, Aug. 30,1988: 34 P.R. 435, 
Jan. 11, 1980; 34 F.R. 2112, Feb. 13, 1989; 34 
F.R. 9795, June 25. 1989; 34 F.R. 11542, July 
12, 1969; 34 F.R.. 12578, Aug. 1, 1969; 37 F.R. 
3897, Feb. 24, 1972; 30 F.R. 7006, Mar. 15, 
1973; 38 FR 9078, Apr. 10, 1973: 38 FR 19969, 
July 20, 1973; 38 FR 24643, Sept. 1973: 
38 FR 20085, Oct. 19, 1973; 38 FR 20997, 
Oct. 31.1973. 39 FR 9539. Mar. 12. 1074; 39 FR 
9658, Mar 13, 1971. 3918 24503, July 3, 1074. 
39 FR 28421. Aug. 7, 1974, 39 FR 32983. 
Sept. 13, 19741 
§ 8.502 Ternnnation of provisional list-

ings of color additives. 
(a) Ext. D&C Yellow Nos. 9 and 10. 

These colors cannot be produced 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 analysts has been 
suggested to establish the fact. p-Naph-
thylamine is a known carcinogen: there-
.ore, there is no scientific evidence that 
will support a safe tolerance for these 
colors In products to be used in contact 
with the skin. The Commissioner of 
Food and Drugs, having concluded that 
such action 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-

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 arc chemically related to 
D&C Red No. 10, being the calcium, 
barit._ , and strontium salts of the same 
dye, and are chemically 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 
chemically and pharmacologically re-
lated to D&C Yellow No. 7, and therefore 
must be subject to any restriction im-
posed on that color. 

The Commissioner of Food and Drugs, 
having concluded that adzii (tetir,i.. is 
necessary for the protection of the pub-
lic health, 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 (i 9.153 of this chapter). 
D&C Red No. 9 (19.154 of this chapter). 
D&C Red. No. 10 (f1155 of this chapter). 
Lm.:C Red No. 11 (i 9.158 of this chapter). 
D&C Red. No. 12 (i 9.157 of this chapter). 
D&C Red. No. 13 ( f 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. Ts (I 9.182 of this chapter). 
LAC Yellow No. 7 (I 9.130 of this chapter). 
D&C Yellow No. 0 (I 9.I31 of this chapter). 
Ckl4C Orange No.4 (f 9.201 of this chapter). 
13&C Orange No. 5 ( f 9.202 of this chapter). 
MC Orange No. 17 (f 9.2I4 of this chapter). 

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

(1r Groups of 50 rats are being fed 
diets containing FD&C Red No. 1 at 
levels of 5 percent, 2 percent, 1 percent, 
0.5 percent, and 0 percent. At this stage 
of the tests, which have now been in 
progress for from 15 months to 18 
months, 11d animals from the 250 being 
fed FD&C Red No. 1 at various levels and 
27 of the 100 controls have died. Of 
these, 11 being fed at the 5 percent level. 
16 being 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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- *i

I-,- ------ ------ l). 31. 114.1 For u* a a
Or Oilh .a color roln+
1 1('\ cl+ing] p0lltdae vI.hiw i" IKiIC!hai

_ , iLk l '?dye
aedyd8al W .adI ........ ... . o . o e.

Silkoll ,lodWh, N.l¢ . lo . . Io.
Silk, poutdhed .. o .o )
Tat .................... c . I)
Tin oxide ............ .. ..do - DO
Tiatltun doxildr ......... do I)
Ultram dthmiobit .. .. .. do. _ 1o
Ultral~nalhilo to nI . . ... 10.. Do.
Ultrauadne pin~k D....I. o.. . Io
Ultra..alhrd . .... !... 41o ...... D~o.
l11tran-tlne violal.. .... do D to.

Do'z/.ie eaT-d..............d : ,?,Zn l .ta t .............M l st .-............ Io

(Sec. 203(a) (2), (d) (1) (E), Public Law 80-
610, 74 Stat. 404-405; 21 U.S.C. 376, note)
132 F.R. 10930. July 26. 1067; 32 P.R. 10081.
July 27. 1967: 32 P.R. 11733. Aug. 13. 1967: 32
F.R. 12715, Sept. 2. 1087: 32 FP.. 12943. Sept
12. 1987; 33 P.R. 982, Jan. 26. 1968; 33 FP.R.
5987. Apr. 19. 198; 33 P.R. 10844, July 31.
1968: 33 P.R. 12228, Aug. 30, 1968: 34 FP.R. 435.
Jan. 11, 1969; 34 F.R. 2112, Feb. 13. 1969; 34
P.R. 9795, June 25. 1969: 34 P.R. 11542. July
12, 1969; 34 P.R. 12578. Aug. 1. 1069; 37 P.R.
3897, Feb. 24, 1972; 38 P.R. 7006, Mar. 16.
1973; 38 FR 9078. Apr. 10, 1973; 38 PR 19969,
July 26. 1973; 38 FR 24643. Sept. 11 1973.
38 FR 29085. Oct. 19, 1073; 38 FR 20997.
Oct. 31.1973. 39 FR 9539. Mar. 12. 1974; 39 FR
9658. Mar 13. 1974. 39 1U 24503. July 3, 1074.
39 FR 28421. Aug. 7. 1074. 39 FP 32983.
Sept. 13. 19741

8.502 Ternunation of provisionnl list.
ings of color additlives.

(a) Ext. D&C Yellow Nos. 9 and 10.
These colors cannot be produced with
any assurance that they do not contain
8-naphthylamine as an impurity. While
It has been asserted that the two colors
can be produced without the Impurity
named, no method of analysis has been
suggested to establish the fact. p-Naph-
thylamine Is a known carcinogen: there-
.ore, there Is no scientific evidence that
wll support a safe tolerance for these
colors In products to be used In contact
with the skin. The Commissioner of
Food and Drugs, having concluded that
such action 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-

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,
barlu -, and strontium salts of the same
dye, and are chemically 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
chemically 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 Drug,
having concluded tna; tch -etioL. is
necessary for the protection of the pub-
lic health, 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 (1 9.153 of this chapter).
D&C Red No. 9 (19.154 of this chapter).
D&C Red. No. 10 (19.155 of this chapter).
D&C Red No. 11 (19.156 of this chapter).
D&C Red. No. 12 (19.157 of this chapter).
D&C Red. No. 13 (19.158 of tias chapter).
O&C Red. No. 19 (19.184 of tis chapter).
D&C Red No. 33 (19.178 of this chapter).
D&C Red No. 3' (19.182 of this chapter).
D&C Yellow No.7 (1 9.130 of this chapter).
O&C Yellow No. 8 (19.131 of this chapter).
D&C Orange No. 4 (1 9.201 of this chapter).
O&C Orange No. 5 (19.202 of this chapter).
D&C Orange No. 17 (1 9.214 of this chapter).

(C) 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
diets containing FD&C Red No. 1 at
levels of 5 percent, 2 percent, 1 percent,
0.5 percent, and 0 percent. At this stage
of the tests, which have now been in
progress for from 15 months to 18
months, ld animals from the 250 being
fed FD&C Red No. I at various levels and
27 of the 100 controls have died. Of
these, II being fed at the 5 percent level,
16 being 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

§ 8.502
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§ 8.503 Title 21—Food and Drugs 

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

(2) 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 liver 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 died before 32 weeks; 
the other is living. Three of the dogs 
on the 1 percent dosage level died or 
were sacrificed within 13 months. All 
deceased or sacrificed dogs have shown 
liver damage grossly and/or microscop-
ically. 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 period of time 
would be unsafe, and in order to pro-
tect the public health, hereby termi-
nates the provisional listing of FD&C 
Red No. 1 for use in foods, drugs, and 
cosmetics. 

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

(1) Rats of the Osborne-Mendel 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) Mice of the C3Hf and C57BL 
strains were fed FD&C Red No. 4 for 2 
years at levels of 2 percent and 1 per-
cent of the diet. No effect was found. 

(3) Dogs were ' d FD&C Red No. 4 
at levels of 2 percent. and 1 percent of the 
diet. Adverse effects 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 5r2 years on the test. Two 
01 the dogs on the 2-percent level and 
! II five of the dugs on the 1-percent level 

st4urvived to the completion of the 7 year study.

Ftle Commissioner of Food and Drugs bas concluded that the data available to nun do not permit the establishment of 
safe level of use of this color additive 

for a long period of time in food and in 
Ingested drugs and cosmetics. In order 
to protect the public health. the Com-
missioner hereby terminates the provi-
sional 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 Commissioner does not find 
that the facts now before him require 
a 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-
missioner of Food and Drugs, in order to 
protect the public health, hereby termi-
nates the provisional listing of F.D. & C. 
Violet No. 1 ( § 9.90 of this chapter) for 
use in foods, drugs, and cosmetics. 
125 P.R. 9760, Oct. 12, 1960, u amended at 
25 P.R. 10800, Nov. 5, 1960, 25 P.R. 11214. 
Nov. 26, 1960, 26 F.R. 7579. Aug 16. 1961, 
29 FR 16893, Dec. 11, 1964; 38 FR 9078, Apr. 10. 
1973: 39 FR 9828. Mar. 14, 19741 

§ 8.503 Temporary tolerances. 

Two-year chronic rat feeding studies. 
including hist 'ethology of DbiC Red 
No. 9 and D&C Red. Nu. 10 have been 
completed. A final determination of the 
status of these colors for ingestion must 
await chronic feeding studies with a non-
rodent species. However. pharmacolo-
gists of the Food and Drug Administra-
tion have concluded, on the basis of 
chronic feeding studies with the rat, that 
a no-effect level of feeding of 100 parts 
per million will be accepted pending 
chronic feeding studies with a nonrodent 
species. Since the subacute toxicity of 
the two colors is of the same order of 
subacute toxicity as the other nine colors 
listed in 3 8.502(b) (1), it can be assumed 
for the purpose of temporary tolerances 
that the same no-effect level of feeding 
for the nine colors is also 100 parts per 
million. Data have been submitted 
which indicate that the maximum 
amount of the color additives listed in 
paragraph (a) of this section likely to 
be ingested daily from lipstick will cor-
respond to stout 0.1 part per million in 
the daily diet. On this basis, it is not 
inconsistent with the protection of the 
public health to allow, during this 
transitional period, continued use of 
these products In lipstick and in other 
products that may be ingested in the 
amounts slit-el:led In this section. 

(a) Pursuant, therefore, to the au-
thority in section 203(th (t) (C) of the 
Color Additive Amendments of 1960, 
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shown liver damage. None of the con-
trols that have died have shown liver
damage.

(2) 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 perent and 1 per-
cent died before the seventieth week.
Gross liver 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. I percent.
0.25 percent, and 0 percent FD&C Red
No. 1. Three of the dogs on the 2 per-
cent dosage level died before 32 weeks;
the other is living. Three of the dogs
on the 1 percent dosage level died or
were sacriflced within 13 months. All
deceased or sacrificed dogs have shown
liver damage grossly and/or microscop-
Ically. 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 period of time
would be unsafe, and in order to pro-
tect the public health, hereby ternil-
nates the provisional listing of FD&C
Red No. I for use In foods, drugs, and
cosmetics.

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

(1) Rats of the Osborne-Mendel 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) Mice of the C3Hf and C57BL
strains were fed FD&C Red No. 4 for 2
years at levels of 2 percent and 1 per-
cent of the diet. No effect was found.

(3) Dogs were ",d FD&C Red No. 4
at levels of 2 percent and I percent of the
diet. Adverse effects 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 51 ycars on the te.%t. Two

t the (logs on the 2-percent level and
lt ,e of the dugs on the 1-pez kent level

survived to the completion of the 7 year
t1Udy.

The Commissioner of Food and Drugs
dSconcluded that the data available to

not permit the establishment of
wa4 e level 31 use of this color additive

for a long period of time in food and in
ingested drugs and cosmetics. In order
to protect the public health, the Com-
missioner hereby terminates the provi-
sional 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 Commissioner does not find
that the facts now before him require
a 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

(c) F.D. & C. Violet No. 1. The Com-
missioner of Food and Drugs, in order to
protect the public health, hereby termi-
nates the provisional listing of F.D. & C.
Violet No. 1 (§ 9.90 of this chapter) for
use in foods, drugs, and cosmetics.
125 P.R. 9760, Oct. 12, 1900. as amended at
25 P.R. 10600. Nov. 5. 1960. 25 P.t. 11214.
Nov. 26. 1960. 26 P.R. 7579. Aug 10. 1961.
29 FR 16893, Dec. 11. 1964; 38 FR 9078, Apr. 10,
1973; 39 FR 9828. Mar. 14. 19741
§ 8.503 Temporary tolerances.

Two-year chronic rat feeding studies.
including hist ,athology 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 a non-
rodent species. However, pharmacolo-
gists of the Food and Drug Administra-
tion have concluded, on the basis of
chronic feeding studies with the rat, that
a no-effect level of feeding of 100 parts
per million will be accepted pending
chronic feeding studies with a nonrodent
species. Since 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 level of feeding
for the nlne colors is also 100 parts per
million. Data have been submitted
which indicate that the maximum
amount of the color additives listed in
paragraph (a) of this section likely to
be ingested daily from lipstick will cor-
respond to about 0.1 part per million in
the daily diet. On this basis. it is not
inconsistent with the protection of the
public health to allow, during this
transitional 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 bection 203(d) 1l) (C) of the
Color Additive Amendments of 1960,

§ 8.503
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Chapter I—Food and Drug Administration § 8.503 

temporary tolerances are established for 
the following color additives: 

Color additive Percent 

D&C Orange No. 5 (t 9.202 of this chap-
ter) 6 

D&C Orange No. 17 (I 9.214 of this chap-
ter)  6 

D&C Red No. 8 (I 9.153 of this chapter) 6 
D&C Red No. 9 (I 9.154 of this chapter) 6 
D&C Red No. 10 O 9.155 of this chapter) 6 
D&C Red No. 11 (§ 9.156 of this chapter) 6 
D&C Red No. 12 (I 9.157 of this chapter) 6 
D&C Red No. 13 (I 9.158 of this chapter) 6 
D&C Red No. 19 (4 9.164 of this chapter) 6 
D&C Red No. 33 (§ 9.178 oI this chapter) 6 
D&C Red No. 36 (I 9.1e1 of this chapter) 6 

These color additives are therefore re-
tained on the provisional list for use in 
lipstick with the indicated temporary tol-
erances which are expressed as percent 
pure dye by weight of each lipstick. These 
color additives may be used in combina-
tions provided the individual tolerance 
is not exceeded and the total percent of 
all colors used does not exceed 6 percent 
Pure dye by weight 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 period. 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 limitation 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 (I 9.202 of this chapter). 
D&C Red No. 8 (I 9.153 oI this chapter). 
D&C Red No. 12 (I 9.157 of this chapter). 
D&C Red No. 10 (I 9.164 oI this chapter). 
D&C Red No. 33 (I 9.178 of this chapter). 
D&O Red No. 37 (I 9.182 of this chapter). 

(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 in 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. 

(c) Since the action outlined in § 8.502 
td) on December 11, 1964, additional 
studies with two species of animals have 
been completes. An over-all evaluation 
of the studies indicates 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 cherries. 
Such weight shall not include packing 
media, or in the case of candied mara-
schino cherries, added sugar. 

(2) It may be used without quantita-
tive restriction 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 F'D&C Red No. 4 used la 
such that not more than 5 milligrams of 
the color additive is consumed per day 
if the recommended drug dosage is fol-
lowed. For the purpose of this order, a 
recommendation or suggestion for use 
longer than 6 weeks shall be considered 
to be a recommendation for continuous 
administration. 

(3) Labels of the color additive and 
mixtures containing it shall bear. in ad-
-tion to other statements required by 
the act and regulations: 

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

(ii) The following statement or its 
equivalent: "This color additive may be 
used in or on food only for coloring 
maraschino cherries at a level not to ex-
ceed 150 p.p.m. by weight of the mara-
schino cherries. Such weight shall not 
Include packing media, or in the case of 
candied maraschino cherries, added 
sugar. It may be used in externally ap-
plied drugs and cosmetics without quan-
titative restriction. Use in ingested 
drugs is subject to quantity and period 
of use restrictions. Consult Color Addi-
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temporary tolerances are established for
the following color additives:

Color additive Percent

D&C Orange No. 5 (J 9.202 of this chap-
ter) ------------------------------ a

D&C Orange No. 17 (19.214 of this chap-
ter) ----------------------------- 8 6

D&C Red No. 8 (19.153 of this chapter) 6
D&C Red No. 9 (19.154 of this chapter) 6
D&C Red No. 10 t§ 9.155 of this chapter) 6
D&C Red No. 11 (1 9.156 of this chapter) 0
D&C Red No. 12 (1 9.157 of this chapter) 0
D&C Red No. 13 (1 9.158 of this chapter) 8
D&C Rod No. 19 (1 9.104 of this chapter) 6
D&C Red No. 33 (1 9.178 of this chapter) 6
D&C Red No. 36 (§ 9.1ts of this chapter) 6

These color additives are therefore re-
tained on the provisional list for use in
lipstick with the indicated temporary tol-
erances which are expressed as percent
pure dye by weight of each lipstick. These
color additives may be used in combina-
tions provided the individual tolerance
is not exceeded and the total percent of
all colors used does not exceed 6 percent
pure dye by weight 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 period, in drug products and
in such other preparations subject to
ingestion as mouthwashes and denti-
frices, where total usage reasonably to
be expectcd to be ingested does not con-
tribute more than 1 part per millionAof
any such color additive or combination
of color additives to the human diet.
Therefore, to meet this limitation the
follow-ng 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
I day.
D&O Orange No. 5 (19.202 of this chapter).
D&C Red No. 8 (19.153 of this chapter).
D&O Red No. 12 (6 9.157 of this chapter).
D&O Red No. 19 (19.164 of this chapter).
D&C Red No. 33 (19.178 of this chapter).
D&O Red No. 37 (19.182 of this chapter).

(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 hi 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.
(c) Since the action outlined in § 8.502

td) on December 11, 1964, additional
studies with two species of animals have
been completes. An over-all evaluation
of the studies indicates 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 cherries.
Such weight shall not include packing
media, or in the case of candied mara-
schino cherries, added sugar.

(2) It may be used without quantita-
tive restriction in externally applied
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 is
such that not more than 5 milligrams of
the color additive is consumed per day
If the recommended drug dosage is fol-
lowed. For the purpose of this order, a
recommendation or suggestion for use
longer than 6 weeks shall be considered
to be a recommendation for continuous
administration.

(3) Labels of the color additive and
mixtures containinr it shall bear. in ad-

M..tion to other statements required by
the act and regulations:
(1) A statement of the quantity of

FD&C Red No. 4 in weight per unit vol-
time or percent by weight; and

(ii) The following statement or its
equivalent: "This color additive may be
used In or on food only for coloring
maraschino cherries at a level not to ex-
ceed 150 p.pm. by weight of the mara-
schino cherries. Such weight shall not
Include packing media, or in the case of
candied maraschino cherries, added
sugar. It may be used in externally ap-
plied drugs and cosmetics without quan-
titative restriction. Use in ingested
drugs is subject to quantity and period
of use restrictions. Consult Color Addi-
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tive Regulations of the U.B. Food and 
Drug Administration before using." 
126 F.R. 7579, Aug. 16. 1061, an amended at 
30 F.R. 10289, Aug. 19, 1005. 30 F.R. 13056. 
Oct. 14, 1965: 35 F.R. 10749, Dee. 30, 19701 

§ 8.510 Cancellation of certificates. 

(a) Certificetes issued rieretofore for 
colors being removed from the provi-
sional list (5 8.502(a)) are cancelled and 
of no effect after December 1, 1980, and 
use of such color additives In drugs or 
cosmetics after that date will result in 
adulteration. 

(b) (1) Certificates issued heretofore 
for the color additive designated FD&C 
Red No. 1 (I 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 scientific evidence before 
him, taking into account that the addi-
tive is not an acute toxic substance and 
that it 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 (5 9.63 of this chapter) and of all 
mixtures containing this color additive 
were canceled affective June 9, 1965. in-
sofar as food (except maraschino 
cherries as provided In 5 8.503(c)). 
Ingested drugs (except for limited use as 
provided In 5 8.503(c) ) and ingested cos-
metics 1,,re concerned, and use of this 
color additive in the manufacture of food 
(except maraschino cherries as provided 
In 5 8.503(c) ) and ingested drugs (except 
for limited use as provided in 8.503(c) ) 
and ingested cosmetics after that date 
will result in adulteration. The certifi-
cates shall continue in effect for the use 
of this color additive in drugs and cos-
metics which are not ingested. The Com-
missioner finds that no action needs to be 
taken to remove food and ingested drugs 
and cosmetics containing this color addi-
tive from the market on the basis of the 
scientific evidence before him, taking 
into account that the additive is not an 
acutely toxic substance and that it Is 
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-

tabling these color additives are canceled 
and have no effect after 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. 10. 
D&C.: Blue No. 7. 
D&C Black No. 1. 
Ext. D&C Yellow No. 5. 
Ext. D&C Yellow No. 6. 
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-
ing color additives and all mixtures con-
taining these color additives 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 r" 3. 
Ext. D&C Red No. b. 
Ext. D&C Violet No. 2 (§ 9.411 of this chap-

ter). 
Ext. D&C Orange No 3. 

(f) Certificates .ssued for D&C Yellow 
No. 11 and all inix.hires containing this 
color additive are cancelled and have no 
effect after April 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 result In adulteration. 

(g) 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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tive Regulations of the US. Food and
Drug Administration before using."
126 P.R. 7579, Aug. 18. 1061. an amended at
30 P.R. 10289, Aug. 19. 1965. 30 P.R. 13058.
Oct. 14, 1965: 35 F.R. 19749, Dec. 30, 19701

§ 8.510 Cancellation of certificates.
(a) Certlce.tes issued neretofore for

colors being removed from the provi-
slonal list (§ 8.502(a)) are cancelled nd
of no effect after December 1. 1900. and
use of such color additives In drugs or
cosmetics after that date will result In
adulteration.

(b) (1) Certificates issued heretofore
for the color additive designated FD&MC
Red No. 1 (1 9.60 of this chapter) are
cmcelled 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 Commisioner finds that no
action needs to be taken to remove foods.
drug% and cosmetics containing this
color additive from the market on the
basis of the scientific evidence before
him, taking into account that the addi-
tive is not an acute toxic substance and
that it 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 (§ 9.63 of this chapter) and of all
mixtures containing this color additive
were canceled affective June 9. 1965. in-
sofar as food (except maraschino
cherries as provided in 1 8.603(c)).
ingested drugs (except for limited use as
provided in § 8.503(c) ) and Ingested cos-
metics o.re concerned, and use of this
color additive In the manufacture of food
(except maraschino cherries as provided
in § 8.503(c) ) and Ingested drugs (except
for limited use as provided in § 8.503(c) )
and Ingested cosmetics after that date
will result In adulteration. The certifi-
cates shall continue in effect for the use
of this color additive in drugs and cos-
metics which are not ingested. The Com-
missioner finds that no action needs to be
taken to remove food and Ingested drugs
and cosmetics containing this color addi-
Live from the market on the basis of the
scientific evidence before him, taking
into account that the additive Is not an
acutely toxic substance and that it Is
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-

taining these color additives are canceled
and have no effect after October 4. 1966.
and use of such color additives in the
manufacture of foods, dru~s, or cos-
metics after that date will result In adul-
teration:
FD&C Green No. 1.
FD&C Green No. 2.
D&C Green No. 7.
D&C Red No. 5.
D&C Red No. 14 (1 9.105 of this chapter).
D&C Red No. 18.
D&C Red No. 24.
D&O Red No. 29 (1 9.174 of this chapter).
D&C Red No. 35.
D&C Red No. 38.

&C Orange No. 3.
D&C Orange No. 8.
D&C Orange No. 14.
D&O Orange No. IS.
rMko Orange No. 10.
D&C Blue No. 7.
D&A; Black No. 1.
Ext. D&C Yellow No. S.
Ext. D&O Yellow No. 6.
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 additives 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. I (1 9.230 of this chapter).
Ext. D&C Yellow I'^ 3.
Ext. D&C Red No. b.
Ext. D&C Violet No. 2 (5 9.411 of this chap-

ter).
Ext. D&C Orange No 3.

(f) Certificates ,ssued for D&C Yellow
No. 11 and all mixtlures containing this
color additive are cancelled and have no
effect after April 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 result In adulteration.

(g) 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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after December 31, 1968. Insofar as in-
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. 

(h) (1) Certificates issued 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 adulteration. 

(2) The Commissioner finds that no 
action needs to be taken to remove foods, 
drugs, and cosmetics containing this 
color additive from the market on the 
basis of the scientific evidence before 
hint. 
125 F.R. 11214. Nov. 26. 1960. as amended at 
29 F.R. I6983. Dec. 11, 1964, 30 F.R. 12057, Oct. 
14, 1965: 31 F.R. 5490. 1966. 32 F.R. 10932, 
July 26, 1967; 33 F.R. 983, Jan. 26, 1969; 33 
FR 5987, Apr. 19. 1968; 38 FR 9078, Apr. 10. 
1973; 39 FR 9828, Mar. 14, 19741 

§ 8.515 I.imitniion of certificates. 

(a) Certain color additives. Certifi-
cates Issued heretofore for color addi-
tives being retained on the provisional 
list 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 restrictions after Oc-
tober 12, 1960, shall bear a label state-
ment of the name of the color additive 
and of the tolerance and use limitations 
applicable to it. 

(b) (Reservedl 
(c) D&C Red No. 36. Certificates is-

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 cosmetics will result in adul-
teration. Any D&C Red No. 36 distributed 
after October 31, 1970. shall bear a label 
statement of the tolerance applicable 
to It, 
(388. 203(8) (2). 74 Stat. 404: 21 17J3.O. 876. 
note) (33 P.R. 15280. Oct. 15. 1968, as 
amended at 35 F.R. I0898. July 7. 1970; 35 
FR I9749, Dec. 30, 1970; 38 FR 9078. Apr. 10, 
19731 

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

§ 8.4021 FD&C Blue No. 1. 
(a) Identity and specifications. (1) 

The color additive FD&C Blue No. 1 shall 
conform in identity and speciEcations to 
the requirements of § 8.206 (a) (1) and 
(b). 

(2) Color additive mixtures for in-
gested drug use made with FD&C Blue 
No. 1 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. The color 
additive FD&C Blue No. 1 may be safely 
used for coloring ingested drugs in 
amounts consistent with good manufac-
turing practice. 

(c) Labelinr. The label of the color 
additive an: 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, I9691 

§ 8.4022 FD&C Blue No. 2. 
(a) Identity. The color additive 

FD&C Blue No. 2 is princlmlly the 
disodium salt of 5,5•-disulfo-3,3•-dioxo-
ps."-biindoline with smaller amounts of 
the isomeric disodium salt of 5,7'-disulfo-
3,3'-dioxo-ps."-biindoline. 

(b) Specifications. FD&C Blue No. 2 
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 volatile matter (at 135.  C.) and 
chlorides and sulfates (calculated as sodium 
salts). not more than 15.0 percent. 

Water -insoluble matter, not more than 0.4 
percent. 

Isatin-5-sulfonic acid, not more than 0.4 
percent. 

Isomeric colors, not more than 18.0 per-
cent. 

Lower sulfonated subsidiary 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 million. 

Total color, not less than 85.0 percent. 

(c) Uses and restrictions. FD&C Blue 
No. 2 may be safely used for coloring 
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after December 31, 1968. Insofar as in-
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.

(lh) (1) Certificates issued for P.D. & C.
Violet No. 1 Q§ 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 adulteration.

(2) The Commissioner finds that no
action needs to be taken to remove foods,
drugs, and cosmetics containing this
color additive fron the market on the
basis of the scientific evidence before
hitu.
125 P.R. 11214. Nov. 26. 1960. as amended at
29 P.R. 16983. Dec. 11, 1964, 30 P.R. 13057. Oct.
14. 1965: 31 P.R. 5490. 1966" 32 P.R. 10932.
July 26. 1967: 33 P.R. 983. Jan. 26. 1968; 33
PR 5987. Apr. 19. 1968: 38 FR 9078. Apr. 10.
1973: 39 FR 9828. Mar. 14. 19741

§8.515 I.intuxion of cerificalee.
(a) Certain color additives. Certifi-

cates issued heretofore for color addi-
tives being retained on the provslopal
list 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-
naetics will result In adulteration. Any
color additive certified under such tol-
erance and usage restrictions after Oc-
tober 12, 1960, shall bear a labnl state-
ment of the name of the color additive
and of the tolerance and use limitations
applicable to it.

(b) (Reserved]
(c) D&C Red No. 36. Certificates is-

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 adul-
teration. Any D&C Red No. 36 distributed
after October 31, 1970, shall bear a label
statement of the tolerance applicable
to It.
(Sec. 203(a) (2). 74 Stat. 404: 21 UZ.O. 876,
note) 133 P.R. 15280. Oct. 15. 1968. as
amended at 35 P.R. 10898. July 7. 1970; 35
FR 19749, Dec. 30. 1970; 38 FR 9078, Apr. 10.
19731

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

§ 8.4021 FD&CBlue No.1.
ta) identity and specifications. (1)

The color additive FD&C Blue No. 1 shall
conform in Identity and specif.catlons to
the requirements of § 8.206 (a) (1) and
(b).

(2) Color additive mixtures for in-
gested drug use made with FD&C Blue
No. I 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. The color
additive FD&C Blue No. 1 may be safely
used for coloring ingested drugs in
amounts consistent with good manufac-
turing practice.

(c) Labelinr. The label of the color
additive an.. 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. I shall be certified in accord-
ance with regulations in Subpart A of
this part.
[34 P.R. 7448. June 8. 19891
§ 8.4022 FD&C Blue No. 2.

(a) Identity. The color additive
FD&C Blue No. 2 Is princip',flly the
disodium salt of 5.5'-dIsuIfo-3.3Y-doxo-
A"-bindollne with smaller amounts of
the isomeric disodium salt of 5.7"-disulfo-3,3'-dioxo-Al-.'-blindoline.

(b) Specifications. FD&C Blue No. 2
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 volatile matter (at 135 ° C.) and
chlorides and sulfates (calculated as sodium
salts). not more than 15.0 percent.

Water-Insolublo matter, not more than 0.4
percent.

Isatln-5-sulfonic acid. not more than 0.4
percent.

Isomeric colors, not more than 18.0 per-
cent.

Lower sulfonated subsidiary colors, not
more than 5.0 percent.

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

Arsenic (as As). not more than 3 parts
per million.

Total color, not less than 85.0 percent.
(c) Uses and restrictions. FD&C Blue

No. 2 may be safely used for coloring

§ 8.4022
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nylon (the copolymer of adipic acid and 
hexamethylenc diarnine) 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 
all respects to the requirements of the 
U.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 a new drug, an ap-
proved new-drug application, pursuant 
to section 505 of the act, is in effect for 
it. 

(d) Labeling. The label of the color ad-
ditive shall conform to the requirements 
of § 8.32. 

(e) Certification. AU batches of FD&C 
Blue No. 2 shall be certified in accordance 
with regulations in Subpart A of this 
part. 
ISO F.H. 2967, Feb. 13, 19711 

§ 8.4026 [Phthalocynninato (2-) ] cop-
per. 

(a) Identity. The color additive is 
Iphthalocyaninato(2-)1 copper having 
the structure shown in color index No. 
74160. 

(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 avoided by good manufacturing 
practice: 

Volatile matter (135• C.), not more than 
0.3 percent. 

Salt content (as NaCI), not more than 0.3 
percent. 

Alcohol (soluble matter, not more than 0.5 
percent. 

Organics chlorine, not more than 0.2 per-
cent. 

Aromatic amines, not more than 0.05 
percent. 

Lead (as Pb). not more than 40 parts per 
million. 

Arsenio (as As). not more than 3 parts 
per million. 

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

Total color, not less than 08.5 percent. 

(c) Uses and restriction. [Phthalo-
cyaninato(2-) I copper may be safely used 
to color polypropylene sutures for use in 
general and ophthalmic surgery subject 
to the following restrictions: 

(1) The quantity of the color additive 
does not exceed 0.5 percent by weight of 
the suture. 

(2) The dyed suture shall conform in 
all respects to the requirements of The 
United States Pharmacopeia. 

(3) When the sutures are used for the 
purposes specified in their labeling, there 
is no migration of the color additive to 
the surrounding tissue. 
Authorization for this use shall not be 
construed as waiving 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. 

(d) Labeling. The label of the color 
additive shall conform to the require. 
ments of § 8.32. 

(e) Certification. AU batches of 
[phthalocyaninato(2-) I copper shall be 
certified in accordance with regulations 
in Subpart A of this part. 
134 PA. 6777, Apr. 23. 19691 

§ 8..1039 DM: Blue No. 9. 
(a) Identity. The color additive D&C 

Blue No. 9 is principally 7,16-dichloro-
6,15 - dihydro - 5.9,14,18 - anthrazinetet-
rone. 

( b ) Specifications.—D&C Blue No. 9 
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: 
Volatile matter (at 135• C.), not more than 

3 percent. 
Matter extractable by alcoholic HC1 (0.1 ml 

of concentrated hydrochloric acid per 50 
ml of 05 percent ethyl alcohol). not more 
than 1 percent. 

2-Amino anthraquInone, not more than 0.2 
percent. 

Organically comoined chlorine In pure dye, 
13.0-14.8 percent. 

Lead (as Pb) , not more than 20 p/m. 
Arsenic (as As). not more than 3 p/m. 
Pure color, not less than 97 percent. 

(c) Uses and restrictions. D&C Blue 
No. 9 may be safely used for coloring 
cotton and silk surgical sutures, includ-
ing sutures for opthalmic use. subject 
to the following restrictions: 

(1) The dyed suture shall conform in 
all respects to the requirements of the 
U.S.P. 

(2) The quantity of the color additive 
does not exceed 2.5 percent by weight of 
the suture. 

(31 When the sutures are used for the,
purposes specified in their labeling, th' 
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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 I percent by weight of the
suture.

(2) The dyed suture shall conform in
all respects to the requirements of the
U.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 a new drug, an ap-
proved new-drug application, pursuant
to section 505 of the act, is in effect for
I t.

(d) Labeling. The label of the color ad-
ditive shall conform to the requirements
of § 8.32.

(e) Certiftcation. All batches of FD&C
Blue No. 2 shall be certified in accordance
with regulations in Subpart A of this
part.
130 P.R. 2067, Feb. 13, 19711
§ 8.4026 [Phthalocyaninato(2.)] cop-

per.
(a) Identity. The color additive is

(phthalocyaninato(2-) ] copper having
the structure shown In color Index No.
74160.

(b) Speciftcatfons. (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 avoided by good manufacturing
practice:

Volatile matter (135" 0.), not more than
0.3 percent.

Salt content (as NaCI), not more than 0.3
percent.

Alcohol soluble matter, not more than 0.5
percent.

Organic chlorine, not more than 0.2 per-
cent.

Aromatio amines, not more than 0.05
percent.

Lead (as Pb). not more than 40 parts per
million.

Arsenic (as As). not more than 3 parts
per million.

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

Total color, not less than 08.5 percent.
(c) Uses and restriction. [Phthalo-

cyaninato(2-) ]copper may be safely used
to color polypropylene sutures for use in
general and ophthalmic surgery subject
to the following restrictions:

(1) The quantity of the color additive
does not exceed 0.5 percent by weight of
the suture.

(2) The dyed suture shall conform in
all respects to the requirements of The
United States Pharmacopeia.

(3) When the sutures are used for the
purposes specified in their labeling, there
is no migration of the color additive to
the surrounding tissue.
Authorization for this use shall not be
construed as waiving 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.

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

(a) Certification. All batches of
[phthalocyaninato(2-)1 copper shall be
certified in accordance with regulations
in Subpart A of this part.
I84 P.R. 0777. Apr. 23, 19891
§ 8.4039 D&C llue No.9.

(a) Identity. The color additive D&C
Blue No. 9 is principally 7,16-dilchloro-
6,15 - dihydro - 5.9,14,18 - anthrazinetet-
rone.

(b) Specifications.-D&C Blue No. 9
shall conform to the following specifica-
tions and shall be free from impuritips
other than those named to the extent,
that such impurities may be avoided by
good manufacturing practice:
Volatile matter (at 135' C.). not more than

3 percent.
Matter extractable by alcoholic HCI (0.1 ml

of concentrated hydrochloric acid per 50
nil of 95 percent ethyl alcohol). not more
than I percent.

2-Amino anthraqulnone, not more than 02
percent.

Organically comolned chlorine In pure dye,
13.0-14.8 percent.

Lead (as Pb), not more than 20 p/m.
Arsenic (as As). not more than 3 p/rn.
Pure color, not less than 97 percent.

(c) Uses and restrictions. D&C Blue
No. 9 may be safely used for coloring
cotton and silk surgical sutures, includ-
ing sutures for opthalmic use. subject
to the following restrictions:

(1) The dyed suture shall conform in
all respects to the requirements of the
U.S.P.

t2) The quantity of the color additive
does not exceed 2.5 percent by weight of
the suture.

t31 When the sutures are used for tho
purposes specified in their labeling, the%

§ 8.4026
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Chapter I—Food and Drug Administration § 8.4102 

color additive does not migrate to the 
surrounding tissue. 

(4) If the suture is a new drug, a new-
drug application approved pursuant to 
section 505 of the act is in effect 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. 19741 

§ 8.4069 D&C Green No. 5. 
(a) Identity. The color additive D&C 

Green No. 5 is principally the disodium 
salt of 2,2'4 (9.10-dihydro-9,10-dioxo-
1,4 - anthracenediy1) diiminolbisf5 - 
methyl-benzenesulfonie acid]. 

(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 volatile matter (at 135•C) and 
chlorides rnd sulfates (calculated as sodium 
salts), not more than 20.0 percent. 

Water-insoluble matter, not more than 0.2 
percent. 

1.4-Dihydroxy-anthraquinone, not more 
than 0.2 percent. 

2-Amino-m-toluenesulfonic acid, not more 
than 0.2 percent. 

Subsidiary colors. not more than 5.0 per-
cent. 

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

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

Total color, not less than 80.0 percent. 

(c) Uses and restrictions. D&C Green 
No. 5 may be safely used to color nylon 
(the copolymer of aiipic acid and hevt-
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 requirements of the 
United States Pharmacopeia. 

(3) When the sutures are used for the 
purposes specified in their 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, pur-
suant to section 505 of the act, is in effect 
for it. 

(d) Labeling. The label of the color 
additive shall conform to the require-
ments of 4 8.32. 

(e) Certification. All batches of D&C 
Green No. 5 shall be certified in accord-
ance with regulations in subpart A of 
this part. 
(Sec. 708 (b). (c), (d). 74 Stat. 399-103; 21 
U.S.C. 378(b). (c), (d)) (38 FR 20614. 
Aug. 2,19731 

§ 8.4070 D&C Green No. 6. 
(a) Identity. The color additive D&C 

Green No. 6 is 1-4-di-p-toluidino anthra-
quinone. 

(b) Specifications. D&C Green No. 6 
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: 
Volatile matter (at 135• C.). not more than 

2 0 percent. 
Water-soluble matter, not more than 0.3 per-

cent 
Matter Insoluble In carbon tetracPoride, not 

wore than 1.5 percent. 
Intermediates, not more than 0.5 percent. 
Lead (as Pb). not more than 10 parts per 

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

million. 
Pure color, not less than 98.0 percent. 

(e) Uses and restrictions. D&C Green 
No. 6 may be safely used for coloring 
polyethylene terephthalate surgical su-
tures, including sutures for ophthalmic 
use, subject to the following restrictions: 

(I) The quantity of the color additive 
does not exceed 0.75 percent by weight of 
the suture material. 

(2) When the sutures arc used for the 
purposes specified in their labeling there 
is 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 is not to be construed 
as a listing for any other use. 

(d) Labeling. The label of the color 
additive shall conform to the require-
ments of ¢ 8.32. 

(e) Certification. All batches of D&C 
Green No. 6 shall be certified In accord-
ance with regulations promulgated under 
Subpart A of this part. 
133 F.A. 8815, Juno 18. 18681 
§ 8.4102 FD&C Red No.3. 

(a) Identity and specifications. (1) 
The color additive FD&C Red No. 3 shall 
conform In identity and specifications to 
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color additive does not migrate to the
surrounding tissue.

(4) If the suture is a new drug, a new-
drug application approved pursuant to
section 505 of the act Is In effect 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.
139 FR 24503. July 3. 19741

§ 8.4069 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 - anthracenedlyl) diiminolbis[5 -
methyl-benzenesulfonit acid].

(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 volatile matter (at 135"C) and
chlorides and sulfates (calculated as sodium
salts), not more than 20.0 percent.

Water-Insolublo matter, not more than 0.2
percent.

1.4-Dihydroxy-anthraquinone. not more
than 0.2 percent.

2-AmIno-m-toluencsulfonilc acid. not more
than 0.2 percent.

Subsidiary colors. not more than 5.0 per-
cent.

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

Arsenic tas As). not more than 3 parts per
million.

Total color, not less than 80.0 percent.

(c) Uses and restrictions. D&C Green
No. 5 may be safely used to color nylon
(the copolymer of alipie acid and hexm-
methylene diumine) 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 requirements of the
United States Pharmacopeia.

(3) When the sutures are used for the
purposes specified in their 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, pur-
suant to section 505 of the act, Is in effect
for It.

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

ee) Certification. All batches of D&C
Green No. 5 shall be certified in accord-
ance with regulations in subpart A of
this part.
(See. 706 (b). (c), (d). 74 Stat. 399-103. 21
U.S.C. 376(b). (c), (d)) 138 FR 20-14.
Aug.2, 19731

§ 8.4070 D&C Green No. 6.
(a) Identity. The coler additive D&C

Green No. 6 is 1-4-di-p-toluidino anthra-
quinone.

(b) SpcclfIcations. D&C Green No. 6
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:
Volatile matter (at 135 C.). not more than

2 0 percent.
Water-soluble matter, not more than 0.3 per.

cent
Matter Insoluble in carbon tetrac?,.orlde. not

more than 1.5 percent.
Intermediates. not more than 0.5 percent.
Lead (as Pb). not more than 10 parts per

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

millian.
Pure color, rot less than 96.0 percent.

(c) Uses and restrictions. D&C Green
No. 6 may be safely used for coloring
polyethylene terephthalate surgical su-
tures, including sutures for ophthalmic
use, subject to the following restrictions:

(1) The quantity of the color additive
does not exceed 0.75 percent by weight of
the suture material.

(2) When the sutures are used for the
purposes specified in their labeling there
is 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 is not to be construed
as a listing for any other use.

(d) Label!ng. The label of the color
additive shall conform to the require-
ments of § 8.32.

(e) Certification. All batches of D&C
Green No. 6 shall be certified in accord-
ance with regulations promulgated under
Subpart A of this part.
133 P.R. 8815. June 18. 19681
§ 8.4102 FD&C Red No. 3.

(a) Identity and specifications. C:)
The color additive FD&C Red No. 3 shall
conform In identity and specifications to

§ 8.4102
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the requirements of § 8.242 (a) (1) and 
(b). 

(2) Color additive mixtures for in-
gested drug use made with FD&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 t; 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 0.! 
this part. 
134 P.R. 7446, June 8, 1069) 
§ 8.4104 FD&C Red No. 40. 

(a) Identity and specifications. (1) 
The color additive FD&C Red No. 40 shall 
conform in identity and specifications to 
the requirements of § 8.244 (a) (1) and 
(b). 

(2) Color additive mixtures for dry 
use made with FD&C Red No. 40 1. 
contain only those diluents that are 
suitable 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 this chapter, ex-
cept that the color additive used is 
FD&C Red No. 40 and the resultant lakes 
meet the specification and labeling re-
quirements prescribed b,, §§ 9.100 or 
9.280. 

(b) Uses and restrictions. FD&C Red 
No. 40 may be safely used in coloring 
drugs, subject to the restrictions on use 
of color additives in § 8.101, in amounts 
consistent with good manufacturing 
Practice, 

(c) Labeling. The label of the color 
additive and any lakes or mixtures pre-
pared therefrom intended solely of 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 thereof shall be 
certified in accordance with regulations 
in Subpart A of this part. 
133 P.R. 6892, Apr. 10, 1971, as amended at 
36 P.R. 23553, Dec. 10, ltil 1 

§ 8.4132 D&C Red No. 39. 
(a) Identity. (1) The color additive 

D&C Red No. 39 is o-fp(fhp'-dihydroxY-
diethylamino) -phenylazol -b envoi:: acid. 

(2) Color additive mixtures made with 
D&C Red No. 39 may contain the follow-
ing diluents: Water. acetone, isopropyl 
alcohol, and specially 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: 
Volatile matter (at 1006 C.). not more than 

2.0 percent. 
Matter insoluble in acetone, not more than 

1.0 percent. 
Anthranilic acid. not more than 0.2 percent. 
N.N-(F.0'-Dihydroxy-dlethyl) aniline, not 

more than 0.2 percent. 
Subsidiary cMors, not more than 3 0 percent. 
Lead (as Pb), not more than 20 parts per 

million. 
Arsenic ins As). not more than 3 parts per 

million. 
Pure color, not less than 95.0 percent. 

ic , Uses and restrictions. The color 
additive D&C Red No. 39 may be safely 
used for the color mg of quaternary am-
monium type germicidal solutions in-
tended for external application only, 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. 

(di 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. 

let Certification. All batches of D&C 
Red No. 39 shall be certified in accord-
ance Ns ith regulations promulgated under 
Subpart A of this part. 
133 FR 8315. June 18, 19681 

§ 8.4152 D&C Violet No. 2. 
(a1 Identity. The color additive D&C 

Vitle.t No. 2 is principally 1-hydroxy-4-
1 (4 - rnethylphenyl i amino) - 9.10 - an-
thracenedione. 

lb , Specifications. D&C Violet No. 2 
shall conform ta the fol:owing specifica-
tions and snail be free from impurities, 
other than those named, to the extent 
that such other impurities can be avoided 
by good manufacturing practice: 

Volatile matter I at 135' C.). not more 
than 2.0 percent. 
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the requirements of 1 8.242 (a) (1) and
(b).

(2) Color additive mixtures for In-
gested drug use made with FD&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 t, the
requirements of § 8.32.

(d) Certification. All batches of FD&C
Red No. 3 shall be certified in accnrd-
ance wlh regulations In Subpart A o&
this part.
!34 F.R. 7445. June 8. 1i69)
§ 8.4104 FD&C Red No. 40.

(a) Identity and specifications. (1)
The color additive PI&C Red No. 40 shall
conform In Identity and specifications to
the requirements of § 8.244 (a) (1) and
(b).

(2) Color additive mixtures for dr'
use made with FD&C Red No. 40 1.
contain only those diluents that are
suitable 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 this chapter, ex-
cept that the color additive used Is
FD&C Red No. 40 and the resultant lakes
meet the specification and labeling re-
quirements prescribed I: §§ 9.100 or
9.280.

(b) Uses and restrictions. FDC Red
No. 40 may be safely used in co!orlng
drugs, subject to the restrictions on use
of color additives In § 8.101, In amounts
consistent with good manufacturing
practice.

(c) Labeling. 1he label of the color
additive and any lakes or mixtures pre-
pared therefrom Intended solely ot 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 thereof shall be
certified in accordance with regulations
In Subpart A of this part.
!30 P.R. 6892, Apr. 10, 1971, as amended at
36 F.R. 23553, Dtc. 10, lC711

§ 8.4132 D&C Red No. 39.
(a) Identity. (1) The color additive

D&C Red No. 39 Is o-[p(A,fP'-dlhydroxy-
diethylamino) -phenylazoj-benzo!: acid,

(2) Color additive mixtures made with
D&C Red No. 39 may contain the follow-
ing diluents: Water, acetone. Isopropyl
alcohol, and specially 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
tait such other Impurities may be
avoided by good manufacturing practice:
Volatile matter (at 100' C.). not more than

2.0 percent.
Matter Insoluble in acetone, not more than

1.0 percent.
Anthranilic acid. not more than 0.2 fierceat.
N.N-(O.D'-DIhydroxy-dletbyl) aniline, not

more than 0.2 percent.
Subsidiary colors. not more than 3 0 percent.
Lead (an Pb). not more than 20 parts per

million.
Arsenic inas As). not more than 3 parts per

million.
Pure color, not less than 05.0 percent.

tc. Uses and restrictions. The color
additive D&C Red No. 39 may be safely
used for the coloxing of quaternary am-
nionluin type germicidal solutions in-
tended for extcrnal applicttin onb, and
sub.ect to the fui tier restriction that the
quantit. of the color additive does not
exceed 0.1 percent by weight of the
finished drug product.

td, Labcing. The label of the color
,idditive and any m!xtures prepared
therefrom and intended solel) or in part
for coloimng purposes bhall conform to
the requirements of § 8.32.

(e Certification. All batches of D&C
Red No. 39 shall be certified In accord-
ance %%mth regulationb promulgated under
Subpart A of this part.
133 FR 8815, June 18, 19681
§ 8.,1152 D&C Violet No. 2.

(a) Identity. The color additive D&C
Violet No. 2 is principally l-hydroxy-4-
i '4 - methylphenyl amino] - 9,10 - an-
thracenedlone.

1b, Specifications. D&C Violet No. 2
shall conform ta the follo Ing specifica-
tions and snall be free from impurities,
other than those named, to the extent
tIhat.such othei impurities can be avoided
by good manufacturing practice:

Volatile matter 'at 135" C.,. not more
than 2.0 percent.

§ U.4104
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Chapter I—Food and Drug Administration § 8.6000 

Matter insoluble in both carbon tet-
rachloride and water, not more than 0.5 
percent. 

p-Toluidine, not more than 0.2 percent. 
1-Hydroxy-9,10-anthracenedione, not 

more than 0.5 percent. 
1,4 - Dihydroxy -9,10 -antl racened lone, 

not more than 0.5 percent. 
Subsidiary colors, not 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. 
tc) Uses and restrictions. D&C Violet 

No. 2 may be safely u3ed for coloring 
giycolic-lactic acid polyester (USAN 
polyglactin 910) synthetic absorbable 
sutures for use 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 suture is a new drug, an 
approved new drug application, pur-
suant to section 505 of the act, is in 
effect 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 
Violet No. 2 shall be certified in accord-
ance with regulations in Subpart A of 
this part. 
139 FR 13267, Apr. 12, 19741 

§ 8.4175 FD&C Yellow No. 5. 
(a) Identity and specifications. (1) 

The color additive FD&C Yellow No. 5 
shall conform in identity and specifica-
tions to the requirements of § 8.275 
(a) (1) and (b). 

(2) Color additive mixtures for in-
gested drug use made with FD&C Yellow 
No. 5 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 
ingested drugs. 

(b) Uses and restrictions. FD&C Yel-
low No. 5 may be safely used for coloring 
ingested drugs generally in amounts con-
sistent with good manufacturing practice. 

(e) 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, 

(d) Certification. All batches of FD&C 
Yellow No. 5 shall he certified in accord-
ance with regulations in Subpart A of 
this part. 
134 F.R. 7447, May 8, 10691 

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 front 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 definition and specification for a par-
ticular diluent is not set forth in this 
Subpart F, the material shall he of a 
purity consistent with its intended use. 

(a) Ingested drugs—(1) General use, 
Diluents listed in § 8.300(a) and the fol-
lowing: 

Substances 

Alcohol, specially denatured.  
Cotyl alcohol 
isopropyl alcohol 

relvosyethyleno (20) sorbltan mono-
cle trate (Polysorhate GO), 

Polyoryethyleno (20) sorbitan tri• 
sto trate (Polysorbato 65). 

Polyso7bato 86 

Poly v inyl.pyrroildone 

SorbItan monooleato 
Sorbitan monostearato 

Sorblt sn t doh ate 

Definitions and specifications itoStriction 

As set forth In 26 C Fit, Part 21" 
Asset forth In N.F.Xl 

As set forth In 121.1030 of rids 
chapter. 

As set forth In 121.1008 of this 
chapter. 

As set forth in 1121.1000 of this 
chapter. 

As set forth In 1121.1139 of this 
chapter. 

As set forth In 1121.1029 of this 
chapter. 

Ai At forth In it, Pat 211. 

In color coatings for nharma( cutical 
forms: no residue. 
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Matter insoluble in both carbon tet-
rachloride and water, not more than 0.5
percent.

p-Toluidine. not more than 0.2 percent.
1 -Hydroxy-9.10-anthraceneione, not

more than 0.5 percent.
1,4 - Dlhydroxy-9,10-anthracenedione,

not more than 0.5 percent.
Subsidiary colors, not 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.
(c) Uses and restrictions. D&C Violet

No. 2 may be safely u;ed for coloring
glycolic-lactic acid polyester (USAN
polyglactin 910) synthetic absorbable
sutures for use 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 thc act, is in
effect for it.

(d) Labeling. The label of the color
additive shall Lonform to the require-
ments of § 8.32.

(c) Certiflcation. All batches of D&C
Violet No. 2 shall be certified in accord-
ance with regulations in Subpart A of
this part.
139 FR 13267, Apr. 12. 19741

§ 8.4175 FD&C Yellow No. 5.
(a) Identity and specificatior. (1)

The color additive FD&C Yellow No. 5
shall conform in identity and specifica-
tions to the requirements of § 8.275
(a) (1) and (b).

(2) Color additive mixtures for in-
gested drug use made with FD&C Yellow
No. 5 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
ingested drugs.

(b) Uses and restrictions. FD&C Yel-
low No. 5 may be safely used for coloring
ingested drugs generally in amounts con-
sistent with good manufacturing practice.

(c) 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.

(d) Certification. All batches of FD&C
Yellow No. 5 shall be certified in accord-
ance with regulations in Subpart A of
this part.
[34 F.R. 7447, May 8, 10691

Subpart F-Listing of Color Additives
for Drug Use Exempt From Certifi-
cation

§ 8.6000 Dilueits 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-
tification 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 definition and specification for a par-
ticular diluent is not set forth In this
Subpart F, the material shall be of a
purity consistent with Its intended use.

(a) Ingested drugs-(1) General use,
Diluents listed in § 8.300ta) and the fol-
lowing:

Substances Deflniltions and sveciflcations iestrictioni

Alohol, specially denatured ........ Asst forth ,, 26 C FRIt, Part 212.... Ai .et forth In 2t, CI It, Part 211.
Cotyl alcohol ......................... Asset forth fn N.F.XI ... .
lsopropyl alcohol ................................................ . In color coatings for pharma euticalfornis: no residue.
Polyoxyethlfeno (20) sorbltan mono- As set forth In 121.1030 of li f o

Sto irate (ol ysorbato 0). chapter.
Polyoxyethyileno (20) sorbltan tri. As set forth In 121.1008 of this

Ste irate (i'olysorbato C5). chapter.
Polywlbato80 ........................ As set forth In 121.1000 of this

chapter.
PolyvInyl.pyrroldono ................ As set forth In 121.1139 of thischapter.
Borbftan tnonooleate .............. h....................................
Sorbita monostearate ............... As set forth In § 121.1020 of thIs

chapter.Sorblt t rloktate ..................... .......................................

§ 8.6000
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§ 8.6001 Title 21—Food and Drugs 

(2) Special use; inks for branding 
pharmaceutical forms. Items listed in 
subparagraph (1) of this paragraph, 
§ 8.300(b) (1) (1) , and the following: 
Ethyl lactate. 
Polyoxyethylene sorbitan monolaurate (20). 

(b) Externally applied drugs. Dilu-
ents listed in paragraph (a) (1) of this 
section and the following: 

Substances 
Benzyl alcohol...-. 
Ethyl cellulose--

Hydroxyethyi 
celluloee. 

Hydroxypropyl As set forth in t 121.1160 
cellulose. of this chapter. 

120 F.R.. 19803, Oct. 8, 1984, as amended at 
83 P.R. 8815. June 18, 1068. Redesignated 20 
F.R. 16287, Nov.14, 1984] 

§ 8.6001 Synthetic iron oxide. 
(a) Identity. (1) The color additive 

synthetic iron oxide 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 
oxide shall conform to the following spec-
ifications, all on an "as is" basis: 
Arsenic (as As), not more than 3 parts per 

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

million. 
Mercury (as lig). not more than 3 parts 

per million. 
(C) Uses and restrictions. The color 

additive synthetic I.; on cxide may be safe-
ly used to color ingested or topically ap-
plied 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 net exceed 5 
milligrams, calculated 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) Exemption from certification. 
Certification of this color additive is not 
necessary for the protection of the pub-

Definitions and 
specifications 

As set forth in N.F. XL 
As set forth in I 121.1087 

of this chapter. 
— — — 

lie health, and therefore batches there-
of are exempt from certification require-
ments of section 706(c) of the act. 
131 F.R.. 2653. Feb. 11. 1068] 
§ 8.6002 Caramel. 

(a) Identity and specifications. (1) 
The color additive caramel shall con-
form in identity and specifications 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. Caramel 
may be used for coloring ingested and 
topically applied drugs generally in 
amounts consistent with good manufac-
turing practice. 

(c) Exemption from certification. 
Certification of this color additive is not 
necessary for tha protection of the pub-
lic health and therefore batches thereof 
are exempt from the certification re-
quirement of section 706(c) of the act. 
128 F.R. 8309. Aug. 14. 18831 

§ 8.6003 annatto extract. 

(a) Identity and specifications. (1) 
The color additive annatto extract shall 
conform in identity and specifications to 
the requirements of § 8.305(a) (1) ow' 
(b). 

(2) Color additive mixtures 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) Uses and restrictions. The color 
additive annatto extract may be used for 
coloring ingested drugs generally in 
amounts consistent with good manufac-
turing practice. 

(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. Labels shall 
bear information showing that the color 
is derived from annatto seed. The re-
quirements of § 8.32(a) that all ingre-
dients shall be listed by name shall not be 
construed as requiring the declaration of 
residues of solvents listed in § 8.305(a) 
(1) (it). 

(d) Exemption from cerlification. 
Certification of this color additive is not 
necessary for the protection of the public 
health and therefore batches thereof are 
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(2) Special use; inks for branding
pharmaceutical forms. Items listed In
subparagraph (1) of this paragraph,
1 8.300(b)(1)(i), and the following:
Ethyl lactate.
Polyoxyethylene sorbitan monolaurate (20).

(b) Externally applied drugs. DIlu-
ents listed In paragraph (a) (1) of this
section and the following:

Definitions and
Substances specifcations

Benzyl alcohol_. As set forth In N.F. XL
Ethyl ceUulosoe.... As set forth In 1 121.1087

of this chapter.
Hydroxyethyl - - -

cellulose.
Hydroxypropyl A set forth In 1121.1160

cellulose, of this chapter.
[20 P.R. 13893, Oct. 8. 1964, as amended at
03 F.R. 8815, June 18. 1068. Redesignated 29
F.R. 15287, Nov. 14, 19641

§ 8.6001 Synthetic iron oxide.
(a) ldentitu. (1) The color additive

synthetic Iron oxide 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
oxide shall conform to the following spec-
ifications, all on an "as is" basis:
Arsenic (A As). not more than 3 parta per

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

million.
Mercury (as Hg), not more than 3 parts

per million.

(C) Uses and restrictions. The color
additive synthetic !.on cxlde may be safe-
ly used to color ingested or topically ap-
plied 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 not exceed 5
milligrams, calculated 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) Exemption f r o m certification.
Certification of this color additive Is not
necessary for the protection of the pub-

lie health, and therefore batches there-
of are exempt from certification require-
ments of sectio 706(c) of the act.
[31 P.R. 2653. Feb. 11. 19661
§ 8.6002 Caramel.

(a) Identity and specifications. (1)
The color additive caramel shall con-
form In Identity and specifications 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. Caramel
may be used for coloring ingested and
topically applied drugs generally in
amounts consistent with good manufac-
turing practice.

(c) Exemption from certification.
Certification of this color additive Is not
npcessary for tha protection of the pub-
lic health and therefore batches thereof
are exempt from the certification re-
quirement of section 706(c) of the act.
128t k.R. 8301.1 A ug. 14, ludl3l

§ 8.6003 Annatto extract.
(a) Identity and specifications. (1)

The color additive annatto extract shall
conform in Identity and specifications to
the requirements of § 8.305(a) (1) an'
(b).

(2) Color additive mixtures 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) UMes and restrictions. The color
additive annatto extract may be used for
coloring Ingested drugs generally in
amounts consistent with good manufac-
turing practice.

() 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 that the color
Is derived from annatto seed. The re-
quirements of § 8.32(a) that all ingre-
dients shall be listed by name shall not be
construed as requiring the declaration of
residues of solvents listed in § 8.305(a)
(1) (H).

(d) Exemption from cer,',lcation.
Certification of this color additive is not
necessary for the protection of the public
health and therefore batches thereof are

§ 8.6001
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exempt from the certification require-
ments of section 706(c) of the act. 
133 F.B. 8815, June 18, 19681 

§ 8.6004 p-Carc term. 
(a) Identity and specifications. (1) 

The color additive 13-carotene shall con-
form In identity and specifications to the 
requirements of § 8.304 (a) (1) and (b). 

(2) The diluents in color additive 
mixtures for drug use containing p-car-
otene are limited to those listed in Sub-
part F of this Part 8 as safe and suitable 
In color additive mixtures for coloring 
ingested drugs. 

(b) Uses and restrictions. p-Carotene 
may be used for coloring ingested drugs 
generally in amounts consistent. with 
rood manufacturing practice. 

(c) Labeling requirements. The la-
beling of the color additive and any mix-
tures intended solely or In part for 
coloring purposes prepared therefrom 
shall conform to the requirements of 

8.31. 
(d) 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 re-
e.ulrements of section 706(c) of the Act. 
129 F.R. 3003, Mar. 5. 19841 

§ 8 6005 Titanium dioxide. 
(a) Identity and specifications. (3) 

The color additive titanium dioxide shall 
conform in identity and specifications to 
the requirements of § 8.316 (a) (1) and 
(b). 

(2) Color additive mixtures for drug 
use made with titanium dioxide may con-
tain only those diluents that are suitable 
and that are listed in this subpart as safe 
in color additive mixtures ror coloring 
drugs, and the following: Silicon dioxide, 
S1O,, and/or aluminum oxide, A13O2, as 
dispersing aids—not. more than 2 percent 
total. 

(b) Uses and restrictions. The color 
additive titanium 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 area 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) Exemption from certification. Cer-
tification of this color additive is not 

Drug Administration § 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. 
133 F.B. 8815, June 18. 10681 

§ 8.6006 pyrophyllite. 
(a) Identity. (1) The color additive 

pyrophyllite is a naturally occurring 
mineral substance consisting predom-
inantly of a hydrous aluminum silicate, 
Al2Oe4S1O3.H3O, intimately mixed with 
lesser amounts of finely divided silica, 
S1O2. Small amounts, usually less than 
3 percent, of other silicates, such as po-
tassium aluminum silicate, may be pres-
ent. Pyrophyllite may be identified and 
semiquantitatively determined by its 
characteristic X-ray powder diffraction 
pattern and by its optical properties. 

(2) Color additive mixtures made with 
pyrophyllite are limited to those listed 
h. this Subpart. F as safe and suitable in 
color additive mixtures for coloring ex-
ternally applied drugs. 

(b) Specifications. Pyrophyllite shall 
conform to the following specifications: 
Lead (as Pb). not more thsn 20 parts per 

million. 
Arsenic (as 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 f r o m 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-
quirements of section 706(c) of the act 
131 F.R. 5070, Mar. 29, 19881 

§ 8.6009 Cochineal extract; carmine. 

(a) Identity and specifications. (1) 
The color additives cochineal extract. and 
carmine shall conform in identity and 
specifications to the requireir..mts of 
§ 8.317(a) (1) and (2) and (b). 

t2) Color additive mixtures for drug 
use made with carmine and cochineal 
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exempt from the certification require-
ments of section 706(c) of the act.
[33 F.R. 8815, June 18, 19681

§ 8.6004 P-Carctene.
(a) Identity and specifications. (1)

The color additive p-carotene shall con-
form in identity and specifications to the
requirements of § 8.304 (a) (1) and (b).

(2) The diluents In color additive
mixtures for drug use containing p-car.
otene are limited to those listed in Sub-
part F of this Part 8 as safe and suitable
In color additive mixtures for coloring
ingested drugs.

(b) Uses and restrictions, p-Carotene
may be used for coloring ingested drugs
generally In amounts consistent with
rood manufacturing practice.

(c) Labeling requirements. The la-
beling of the color additive and any mix-
tures intended soiely or In part for
coicring purposes prerared therefrom
shall conform to the requirements of

d) 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 re-
quirements of section 706(c) of the Act.
[29 P.R. 3003. Mar. 5. 19641

§ 3 6005 Titanium dioxide.
(a) Identity and spectfications. (3)

The color additive titanium dioxide ahall
conform In identity and specifications to
the requirements of § 8.316 (a) (1) and
(b).

(2) Color additive mixtures for drug
use made with titanium dioxide may con-
tain only those dlluents that are suitable
and that are listed in this subpart as safe
in color additive mixtures ior coloring
drugs, and the following: Silicon dioxide,
SiOt, and/or aluminum oxide, A13O,, as
dispersing aids-not more than 2 percent
total.

(b) Uses and restrictions. The color
additive titanium dioxide may be used
for coloring Ingested and externally
applied drugs generally, in amounts con-
bistent with good manufacturing prac-
tice. External application includes use
in the area 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) Exempton from certification. Cer-
tification of this color additive Is not

necessary for the protettion 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. 8815, June 18, 19681
§ 8.6006 Pyrophyllite.

(a) Identity. (1) The color additive
pyrophyllite Is a naturally occurring
mineral substance consisting predom-
Inantly of a hydrous aluminum silicate,
AIOa.4SI.HO, intimately mixed with
lesser amounts of finely divided silica,
SiO,. Small amounts, usually less than
3 percent, of other silicates, such as po-
tassium aluminum silicate, may be pres-
ent. Pyrophyllite may be identified and
senIquantitatively determined by Its
characteristic X-ray powder diffraction
pattern and by !ts optical properties.

(2) Color additive mixtures made with
pyrophyllite are limited to those listed
it. this Subpart F as safe and suitable in
color additive mixtures for coloring ex-
ternally applied drugs.

(b) Specifications. Pyrophylliteshall
conform to the followlng speciflcations:
Lead (as Pb). not more than 20 parts per

million.
Arsenic (as 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 O,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 fro m certification.
Certification of this color additive is not
necessary for the protection of the public
health, and therefore batches thereof
are exempt from the certifieation re-
quirements of section 706(c) of the act
[31 P.R. 6070. Mar. 29, 1966)

§ 8.6009 Coclincalextract. carn'.ine.

(a) Identity and specifications. (1)
The color additives cochineal extract and
carmine shall conform In Identity and
specifications to the requirerm.nts of
§ 8.317(a) (1) and (2) and (b).

2) Color additive mixtures for drug
use made with carmine and cochineal

§ 8.6006
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extract may contain only those diluents 
that are suitable and that are listed in 
this Subpart F 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 consistent with 
good manufacturing practice. 

(c) 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 protection o° the pub-
lic health, and therefore batches thereof 
are exempt from the certification re-
quirements of section 706(c) of the act. 
133 F.R. 18578, Dec. 14, 1A68] 

§ 8.6010 (Ira lll i llll - cobalt - aluminum 
oxide. 

(a) Identity. The color additive chro-
mium-cobalt-aluminum oxide is a blue-
green pigment obtained by calcining a 
mixture of chr‘nium oxide, cobalt car-
bonate, and aluminum oxide. It may con-
tain small amounts (less than 1 percent 
each of oxides of bariom, boron, silicon, 
and nickel. 

(ba Specifications. Chromium-cobalt-
aluminum oxide shall conform to the 
following specifications: 
Chromium, calculated as Crp„ 34-37 per-

cent. 
Cobalt, calculated as CoO, 29 34 percent. 
Aluminum, calculated as AI,O„ 29-35 per-

cent. 
Lead (as Pb), not more than 30 parts per 

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

million. 
Total oxides of aluminum, chromium, and 

cobalt not less than 97 percent. 

Lead and arsenic shall be determined in 
the solution obtained by boiling 10 grams 
of the chromium-cobalt-aluminum oxide 
for 15 minutes in 50 milliliters of 0.5 N 
hydrochloric acid. 

(c) Uses and restrictions. The color 
additive chromium-cobalt-aluminum ox-
ide may be safely used for coloring linear 
polyethylene surgical sutures, U.S.P., for 
use in general surgery, subject to the fol-
lowing restrictions: 

(I, For coloring procedure, the color 
additit e Is blended a ith the poly ett.o.t.tie 
resin. The mixture is heated to a tem-
perature of 500 -550 F. and extruded 
through a fixed orifice. The filaments arc 

coaled, oriented by drafting, and set by 
annealing. 

The quantity of the color additive 
does not exceed 2 percent by weight of 
the suture material. 

(3a The dyed suture shall conform in 
all respec a to the requirements of the 
U.S.P. 

(4) When the sutures are used for 
the purpose specified in their labeling. 
there is 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 section 505 of the Federal Food, Drug. 
and Cosmetic Act, is in effect for it. 

td) Labeling. The label of the color 
additive shall conform to the require-
ments of § 8.32. 

t Exemption from certification. Cer-
tification of this color additive is not 
necessary for the protection of the pub-
lic health, and batches thereof are ex-
empt from the certification requirements 
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, odoriess. tastelets. amorphous 
powder consisting essentially of alumi-
num hydroxide (AhOeX H2O). 

(2) Color additive mixtures for drug 
use made with alumina (dried aluminum 
hydroxide) may contain only those dilu-
ents listed In this Subpart F as safe and 
suitable for use in color additive mix-
tures for coloring drugs. 

(b) Specifications. Alumina (dried 
aluminum hydroxide) shall conform to 
the following specifications: 

Acidity or alkalinity: Agitate 1 gram of the 
color addItive with 25 milliliters of water and 
filter. The filtrate shall be neutral to litmus 
paper. 

Matter Insoluble in dilute hydrochoiric 
acid. not more than 0.5 percent. 

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

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

Mercury tfl8 Hg), not more than 1 part per 
million. 

Aluminum oxide (Alp,), not less than 60 
percent. 

(c) Uses and restrictions. Alumina 
(dried aluminum hydroxide) may be 
safely used in amounts consistent with 
good manufacturing practice to color 
drugs generally. 
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extract may contain only those diluents
that are suitable and that are listed in
this Subpart F 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 consistent with
good manufacturing practice.

(c) 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 protection o' the pub-
lic health, and therefore batches thereof
are exempt from the certification re-
quirements of section 706tc) of the act.
133 F.R. 18578, Dec. 14, 11681
§ 8.6010 (ironium - cobaht - ahminuin

o"idc.
(a) Identity. The color additive chro-

miumn-cobalt-aluminun oxide is a blue-
green pigment obtained by calcining a
mixture of chrindum oxide, cobalt car-
bonate. and aluminum oxide. It may coil-
tain small amounts 'less than I percent
each of oxides of bariLm, boron, silicon,
and nickel.

1b, Specifications. Chromium-cobalt-
aluminum oxide shall conform to the
following specifications:
Chromium, calculated as CrO,. 34-37 per-

ccnt.
Cobalt, calculated as CoO. 29 34 percent.
Aluminum, calculated as AIO,. 20-35 per-

cent.
Lead (as Pb), not more than 30 parts per

million.
Arsenic ins As). not more than 3 parts per

million.
Total oxides of aluminum, chromium, and

cobalt not less than 97 percent.
Lead and arsenic shall be determined in
the solution obtained by boiling 10 grams
of the chromum-cobalt-aluminum oxide
for 15 minutes in S0 milliliters of 0.5 N
hydrochloric acid.

(c) Uses and restrictions. The color
additive chromium-cobalt-aluminum ox-
ide may be safely used for coloring linear
polyethylene surgical sutures. U.S.P., for
use ii general surgery, subject to tile fol-
lowing restrictions:

1) For coloring procedure, the color
addltlhc Is bleiided %ilth the poly etl','Lne
resin. Thc mixture is heated to a tem-
perature of 500 -550 F. and extruded
through a fixed orifice. The filaments are

cooled, oriented by drauing, and set by
annealing.

121 The quantity of the color additive
does not exceed 2 percent by weight of
the suture material.

t31 The dyed suture shall conform in
all respet: tU the requirements of the
U.S.P.

(4) When the sutures are used for
the purpose specified in their labeling.
there is no migration of the color addi-
tive to the surrounding tissue.

t5i If the suture is a new drug. an
approved new drug applicatlon, pursuant
to sLction 505 of the Federal Food, Drug.
and Cosmetic Act. is in effect for It.

tdi Labeling. The label of the color
addlti c shall conform to the require-
mints of § 8.32.

Ae Exemption from certification. Cer-
tification of this color additive is not
necessary for the protection of the pub-
lie health, and batches thereof are ex-
empt from the certification requirements
of section 706(ci of the act.
139 Fi 23421, Aug. 7, 19741

§ 8.601! Alumina (dried aluminum hy-
droxide).

(a) Identity. (1) The color additive
alumina (dried aluminum hydroxide) is
a white, odorless. tastel(.,s. amornhous
powder consisting essentially of alumi-
num hydroxide (AhO.-X HO).

(2) Color additive mixtures for drug
use made with alumina (dried aluminum
hydroxide) may contain only those dilu-
ents listed in this Subpart F as safe and
suitable for use in color additive mix-
tures for coloring drugs.

(b) Specifications. Alumina (dried
aluminum hydroxide) shall conform to
the following specifications:

Acidity or alkalinity: Agitate 1 gram of the
color addltivo with 25 milliliters of water and
filter. The filtrate shall be neutral to litmus
paper.

Matter insoluble In dilute hydrocholric
acid. not more than 0.5 percent.

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

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

Mercury ias Hg). not more than I part per
million.

Aluminum oxide (AIO,), not less than 50
percent.

(c) Uses and restrictions. Alumina
idried aluminum hydroxide) may be
safely used In amounts consistent with
good manufacturing practice to color
drugs generally.

§ 8.6010
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(d) 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. 

te) Exemption from certification. Cer-
tification 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. 
132 F.R. 0080. May 2. 10071 

§ 8.6012 Calcium carbonate. 
(a) Identity. (1) The color additive 

calcium carbonate is a fine, white, syn-
thetically prepared powder consisting es-
sentially of precipitated calicum carbo-
nate (CaC(1). 

(2) Color additive mixtures for drug 
use made with calcium carbonate may 
contain only those diluents listed in this 
Subpart F as safe and suitable for use 
in color additive mixtures for coloring 
drugs. 

(b I Specifications. Calcium carbonate 
shall meet the specifications for pre-
cipitated calcium carbonate in the U.S.P. 

(c) Uses and restrictions. Calcium 
carbonate may be safely used in amounts 
consistent with good manufacturing 
practice to color drugs generally 

(d) Labeling requirements. The label 
of the color additive and of any mixtures 
prepared therefrom intended solely or in 
part for coloring purposes shill. conform 
to the reouirements of § 8 :12. 

(e) 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. 
132 F.R. 0688, May 2, 10071 

§ 8.6013 Talc. 
(a) Identity. (1) The color additive 

tele is a finely Powdered, native, hydrous 
magnesium silicate sometimes containing 
a small proportion of aluminum silicate. 

(2) Color additive mixtures for drug 
use made with talc may contain only 
those diluents listed in this Subpart F as 
safe and suitable for use fn color additive 
mixtures for coloring drugs. 

(b) Specifications. Talc shall meet 
the specifications for talc in the U.S.P. 
and the following: 

Lend (as Ph), not more than 20 parts per 
million. 

Arsenic (as As). not more than 3 parts per 
million. 

Lead and arsenic shall be determined in 
the solution obtained by boiling 10 grams 
of the talc for 15 minutes in 50 milliliters 
of 0.5N hydrochloric acid. 

(c) Uses and restrictions. Talc may 
be safely used in amounts consistent with 
good manufacturing practice to color 
drugs generally. 

(d) 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. 

(e) ExemptiGn 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. 
132 F.R. 6680, May 2. 10071 

§ 8.601 ,1 Potas sodium copper ditto-
rophyllin (ebtorophyllitt-copper com-
plex). 

(a) identity. (1) The color additive 
potassium sodium copper chlorophyllin is 
a green to black powder obtained from 
chlorophyll by replacing the methyl and 
phytyl ester groups with alkali and re-
placing the magnesium with copper The 
source of the chlorophyll is dehydrated 
alfalfa 

(2) Color additive mixtures for drug 
use made with potassium sodium copper 
chlorophyllin may cont 'n only those 
diluents that are suitable and that are 
listed in this subpart as safe for use in 
color additive mixtures for coloring 
drugs. 

tb► Specifications. Potassium sodium 
copper chkruphyllin shall conform to the 
fullou lug specifications and shall be free 
from impurities other than those named 
to the extent that such other impurities 
may be avoided by good manufacturing 
practice: 
Moisture, not more than 5.0 percent. 
Nitrogen, not more than 5.0 percent. 
pll of 1 percent solution.° to 11. 
Total copper, not less than 4 percent and not 

more than 0 percent. 
Free copper, not more than 0.25 percent. 
Iron. not more than 0.5 percent. 
Lead (as Pb), not more than 20 parts per 

million. 
Arsenic (as As), not more than 6 parts per 

million. 
Ratio, absorbance at 405 inµ to absorbance at 

030 mµ, not less than 3,4 and not more 
than 3.9. 

Total color, not less than 75 percent. 

(c) Uses and restrictions. Potassium 
sodium copper chlorophyllin may be 
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(d) 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.

te) Exemption from certification. Cer-
tifIcation 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.
132 F.R. 6680. May 2. 1671
§ 8.6012 Calcium carbonate,

(a) Identity. (1) The color additive
calcium carbonate is a fine. white, syn-
thetically prepared powder consisting es-
sentially of precipitated calicum carbo-
nate (CaCO,).

(2) Color additive mixtiwcs for drug
use made with calcium carbonate may
contain only those diluents listed in this
Subpart F as safe and suitable for use
in color additive mixtures for coloring
drugs.

tbi Specifications. Calcium carbonate
shall meet the specifications for pre-
cipitated calcium carbonate in the U.S.P.

(c) Uses and restrietions. Calcium
carbonate may be safely used In amounts
consistent with good manufacturing
practice to color drups generally

(d) Labeling requirements. The label
of the color additive and of any mixtures
prepared therefrom Intended solely or in
part for coloring purpose. sha;. conform
to the reaulrements of § 8 32.

(e) 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.
132 F.R. 0688, May 2, 19671
§8.6013 Talc.

(a) Identity. (1) The color additive
trIe is a finely powdered, native, hydrous
magnesium silicate sometimes containing
a small proportion of aluminum silicate.

(2) Color additive mixtures for drug
use made with talc may contain only
those diluents listed In this Subpart F as
safe and suitable for use In color addltive
mixtures for coloring drugs.

(b) Spec fications. Talc shall meet
the specifications for talc in the U.S.P.
and the following:

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

Arsenic (as As). not more than 3 parts per
million.

Lead and arsenic shall be determined In
the solution obtained by boiling 10 grams
of the talc for 15 minutes in 50 milliliters
of 0.5N hydrochloric acid.

(c) Uses and restrictions. Talc may
be safely used In amounts consistent with
good manufacturing practice to color
drugs generally.

(d) 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.

(e) Exem ptin from certification. Cer-
tification of this color additive Is not
necessary for the protectlcn of the public
health, and therefore batches thereof are
exempt from the certification require-
ments of section 706(c) of the act.
132 P.R. 6860. May 2. 10671
§ 8.6014 l'otzlsghinn odiun 'oppl)Cr chlo-

rophyllin (cliiorophyllii-coppcr cont-
plex).

(a) Identity. (1) The color additive
potasslum sodluin copper chlorophyllin Is
a green to black powder obtained from
chlorophyll by replacing the methyl and
phytyl ester groups with alkali and re-
placing the magnesium with copper The
source of the chlorophyll Is dehydrated
nlfalfa

(2) Color additive mixtures for drug
tise made with potassium sodium copper
chlorophyllln may cont In only those
dlluents that are suitable and that are
listed In this subpart as safe for use In
color additive mixtures for coloring
drugs.

tb) Speczfications. Potassium sodium
copper chluruphyllin shall conform to the
ftlluulng specifications and shall be free
from Impurities other than those named
to the extent that such other Impurities
may be avoided by good manufacturing
practice:
Moisture. not more than 5.0 percent.
Nitrogen, not more than 5.0 percent.
pll of I percent solutlon, 9 to 11.
Total copper, not less than 4 percent and not

more than 0 percent.
Free copper, not more than 0.25 percent.
Iron. not more than 0.5 percent.
Lead (as Pb). not more than 20 parts per

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

Ratio, absorbance at 405 mA to absorbance at
030 mA, not less than 3.4 and not more
than 3.9.

Total color, not less than 75 percent.
(c) Uses and restrictions. Potassium

sodium copper chlorophyllln may be

§ 8.6014
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safely used for coloring dentifrices that 
are drugs at a level not to exceed 0.1 per-
cent. Authorization for this use shall not 
be construed as waiving any of the re-
quirements of section 505 of the act with 
respect to the drug in which it is used. 

(d) 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. 

(e) 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. 
134 F.R. 6975, Apr. 26, 1069; 34 F.R. 9705, 
Juno 25, 19691 

§ 8.6015 Cantlinxantliiii. 
(a) Identity and specifications. (I) 

The color additive canthaxanthin shall 
conform in identity and specifications to 
the requirements of § 8.326 (a) (I) 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 additive 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. 

(c) 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) 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. 
134 F.R. 250, Jan. 8, 19691 

§ 8.6016 Dihydroxyacetone. 
(a) Identity. (1) The color additive di-

hydroxyacetone is 1,3-dlhydroxy-2-pro-
panone. 

(2) Color additive mixtures for OM 
use made with dIllydroxyacetone may 
contain only those diluents that are 
listed in this subpart F as safe and suit-
able in color addithe mixtures for color-
ing externally applied drugs. 

(b) Specifications. Dilig droxy acetone 
shall conform to the fullo(ring 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: 
Volatile matter tat 34.6' C. for 3 hours at 
a pressure of not more than 30 mm. mer-
cury), not more than 0.5 percent. 
Residue on ignition, not more than 0.4 
percent. 
Lead (as Pb), not more than 20 parts per 
million. 
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. 

(c) 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 it ...s used. 

(d) 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. 

(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(c) of the act. 
138 FR 20615, Aug. 2,19731 

§ 8.6017 l'yrogallol. 
(a) Identity. The color additive pyro-

gallol is 1,2,3-trihydroxybenzene. 
(b) 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 avoided by good 
manufacturing practice: 
Melting point, between 130° and 133• C. 
Residue on ignition, not more than 0.1 per-

cent. 
Lead (as Pb), not more than 20 p/m (parts 

per million). 
Arsenic (as As), not more than 3 p/m. 

(c) Uses and restrictions. Pyrogallol 
may be safely used in combination with 
ferric ammonium citrate (as listed in 
§ 8.6018 (21 CFR 8.6018) of this chapter), 
for coloring plain and chromic catgut 
sutures for use in general and ophthalmic 
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safely used for coloring dentifrices that
are drugs at a level not to exceed 0.1 per-
cent. Authorization for this use shall not
be construed as waiving any of the re-
quirements of section 505 of the act with
respect to the drug in which it is used.

(d) 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.

(e) 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.
134 P.R. 6970. Apr. 26, 1969: 34 P.R. 9705.
Juno 25, 19691
§ 8.6015 Cnlthixanihin.

(a) Identity and specifications. (1)
The color additive canthaxanthin shall
conform in identity and specifications to
the requirements of § 8.326 (a) (1J 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 additive 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.

(c) 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) 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 706tc) of the act.
134 F.R. 250, Jan. 8, 19691
§ 0.6016 Dihydroxyacezone.

(a) Identity. (1) The colrr additive di-
hydroxyacetone is 1.3-dihydroxy-2-pro-
panone.

(2) Color additive mixtures for arug
use made with dihydroxyacetone may
contain only those diluents that are
listed In this subpart F as safe and suit-
able in color additive mixtures for color-
!ng externally applied drugs.

(b) Spcciflcaiions. Dil droxy acetone
shall conform to the fullcing bpecifica-

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 nm. mner-
curyl, not more than 0.5 percent.
Residue on ignition, not more than 0.4
percent.
Lead (as Pb), not more than 20 parts per
million.
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.

(c) 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 it s used.

(d) 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.

(e) Exemption Irom 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(c) of the act.
138 FR 20G15, Aug. 2, 19731

§ 8.6017 Pyrogallol.

(a) Identity. The color additive pyro-
gallol is 1,2,3-trihydroxybenzene.

(b) 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 avoided by good
manufacturing practice:
Melting point, between 1300 and 133' C.
Residue on Ignition, not more than 0.1 per-

cent.
Lead (as Pb), not more than 20 p/m (parts

per million).
Arsenic (as As), not more than 3 p/m.

(c) Uses and restrictions. Pyrogallol
may be safely used in combination with
ferric ammonium citrate tas listed in
§ 8.6018 (21 CPR 8.6018) of this chapter),
for coloring plain and chromic catgut
butures for use in general and ophthalmic

§ 8.6015
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surgery, subject to the following restric-
tions: 

41) The dyed suture shall conform in 
all respects to the requirements of the 
U.S.P. 

(2) The level of the ferric ammonium 
citrate-pyrogaliol complex shall not ex-
ceed 3 percent of the total weight of the 
suture material. 

(3) When the sutures are used for the 
purposes specified in their 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, pursuant 
to section 505 of the act. is in effect for it. 

(d) Labeling. The label of the color 
additive shall conform to the require-
ments of § 8.32 t21 CFR 8.32) of this 
chapter. 

(e) Exemption Irons 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(e) of the act. 
(Secs. 706 (1)) (1), (c) (2), (d): 74 Stat. 399, 
402-403. 21 U.S.C. 376 (b)(:) (c) (2), (d)) 
138 I'R 12803. play 16, 19731 

§ 8.6018 Ferric ammonium 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 forms, are 
deliquescent in air, and are reducible by 
light. 

(b) Specifications. Ferric ammonium 
citrate shall conform to the following 
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: 
Iron (as Fe), nit less than 14.5 percent and 

not more than 18.5 percent. 
Lead (ns Pb), not more than 20 p'm. 
Arsenic (ns As). not more than 3 Atm. 

(C) Uses and restrictions. Ferric am-
monium citrate may be safely used in 
combination with pyrogaPol (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-pyrogallol complex shall not ex-

cecd 3 percent of the total weight of the 
suture material. 

(3) When the sutures are used for the 
purposes specified in then 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-
ant to section 505 of the act, is in effect 
for it. 

(d) Labeling. The labeling of the color 
additive shall conform to the require-
ments of § 8.32 (21 CFR 8.32) of this 
chapter. 

(e) Exemption from certification. Cer-
tification of this 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(e) of the act. 
(Sec. 706(b) (1), (c) (2). (d). 74 Stat. 399. 
402-403. 21 U.S.C. 37G (1)) (c) (2), (d)) 
(38 FR 12803. May 16. 19731 

Subpart G—Listing of Color Additives for 
Cosmetic Use Subject to Certification 

§ 8.7201 FI)&(: Ited No. ,10. 

(a) Identity and specifications. ID 
The color additive FD&C Red No. 40 shall 
conform in identity and specifications to 
the requirements of § 8.2441a1 (1) and 
(b). 

'2) The listing of this color additive 
includes lakes prepared as described in 
§§ 9.100 and 9.280 of this chapter, except 
that the color additive used is FD&C Red 
No. 40 and the resultant lakes meet the 
specification and labeling requirements 
prescribed by § 9.100 or § 9.280 of this 
chapter. 

(I)) Uses and restrictions. FINIC 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 manufhc-
Luring practice. 

(2) The color additive shall not be 
exposed to oxidizing or reducing agents 
which may affect the integrity of the 
color or any uther oJudltious which may 
affect the integrity of the color. 

(c) 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-
ance with regulations in Subpart A of 
this pert. 
139 FR 28278, Aug. 6, 1974, as amended at 
39 FR 44198, Dec. 23, 19741 
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surg-ry, subject to the following restric-
tions:

' 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-pyrogallol complex shall not ex-
ceed 3 percent of the total e elght of the
suture material.

(3) When the sutures are used for the
purposes specified in their 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, pursuant
to section 505 of the act. is in effect for it.

tli Labeling. The label of the color
additive shall conform to the require-
ments of § 8.32 t21 CFR 8.32) of this
chapter.

C) Exemption fron, 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.
(Sees. 706 (b)(1). (c)(2). (d): 74 Stat. 399.
402-403. 21 U.SC. 370 (b)(:} (c)(2). (d))
138 IR 12803. May 1G. 19731

§ 8.6018 Ierri, atminonim citrate.
(a) Idcntity. The color additive ferric

ammonium citrate consists of complex
chelates prepared by the interaction of
ferric hydroxide with citric acid In the
presence of anmonia. The complex che-
lates occur in brown and green forms, are
deliquescent in air. and are reducible by
light.

(b) Specifications. Ferric ammonium
citrate shall conform to the following
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:
Iron (as Fc). nat less than 14.5 percent and

not more than 18.5 percent.
Lead (as Pb), not more than 20 p'm.
Arsenic (as As). not more than 3 pim.

(c) Uses and restrictions. Ferric am-
monium citrate may be safely used in
combination with pyrogallol (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 subjict to the following
conditions:

(1) The dyed suture sh.all conform in
all respects to the requirements of the
U.S.P.

(2) The level of the ferric ammonium
citrate-pyrogallol complex shall not ex-

ceed 3 percent of the total weight of the
suture material.

(3 When the sutures are used for the
purposes byeLifled in their labeling, there
is no migration of the color additive to
the surrounding tissue.

k4) If tile suture is a new drug, an
approved new drug application. pursu-
ant to section 505 of the act, is in effect
for it.

td) Labeling. The labeling of the color
additive shall conform to the require-
ments of § 8.32 (21 CFR 8.32) of this
chapter.

to) Exemption frotm vcertifivation. Cer-
tiflcation of this color additive is Ilot
necessary for tle protection of the pub-
lic health and therefore bathes thereof
are exempt from tile requirements of sec-
tion 706(c) of the act.
tSee. 7060b)(11. tc)t2). (d). 74 Stat. 399.
402-403. 21 U.S.C. 376 (b)(I). (c)(2), (d)
138 FR 12803. May 16. 19731
Subpart G-Listing of Color Additives for

Cosmetic Use Subject to Certification
§ 8.7201 ]I)&(: Ih'd No.,10.

tai Identity and specificatlns. il)
The color additive FD&C Red No. 40 shall
conform in identity and specifications to
tile requirements of § 8.244,a1 0(1 and
(b).

2) Tile listing of this color additive
includes lakes prepared as described in
§ 9.100 and 9.280 of this chapter, except
that the color additive used is FD&C Red
No. 40 and the resultant lakes meet the
specification and labeling requirements
prescribed by § 9.100 or § 9.280 of this
chapter.

(b) Uses and restrictions. FD&C Red
No. 40 may be safely used in coloring
cosmetics generally subject to tlle follow-
lg 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 uther cjudlhtloib ihi .]i may
affect the integrity of the color.

tc) Labeling. Tile label of the color
additive Mhall conform to the require-
ments of § 8.32.

(d) Certification. All batches of FD&C
Red No. 40 shall be certified in accord-
ance with regulations in Subpart A of
this part.
139 FR 28278, Aug. 6, 1974, as amended at
39 FR 44198, Dec. 23. 19741

§ 8.7201
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8.7255 Title 21—Food and Drugs 

§ 8.7255 FD&C Yellow No. 5. 
(a) Identity and specifications. The 

color additive PI= Yellow No. 5 shall 
conform in identity and specifications to 
the requirements of § 8.275(a) (1) and 
(b). 

(bi Uses and restrictions. FD&C Yellow 
No. 5 may be safely used for coloring 
externally applied cosmetics other than 
hair straighteners, permanent wave 
preparations and depilatories in amounts 
consistent with good manufacturing 
practice. 

(c) Labeling. The label of the color ad-
ditive shall conform to the requirements 
of § 8.32. 

(d) Certification. All batches of FD&C 
Yellow No. 5 shall be certified in accord-
ance with regulations in Subpart A of this 
part. 
(39 FR 2358, Jan. 21. 10741 

Subpart H—Listing of Color Additives for 
Cosmetic Use Exempt From Certification 
§ 8.8001 Titanium dioxide. 

(a) Identity and specifications. The 
color additive titanium dioxide shall con-
form in identity and specifications to the 
requirements on § 8.316(a) (i) and (b). 

(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. 

(c) Labeling requirements. The color 
additile and any !instill es prepared 
thereimm intended solely ui in part for 
coloring purposes shall bear, iIn addition 
to any other information required by law. 
labeling in accordance with the provi-
sions of § 8.32. 

(d) Exemption from certification. 
Certification 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 k c ) of the act. 
(secs. 7060 , (co, and (di. 74 Stn. 399-403: 
21 U.S.C. 376(b), (O, and (d) 138 FR 8650. 
Apr. 5, 19731 

§ 8.8002 Henna. 

(a) Identity. The color additive hen-
na is the dried leaf and petiole of 
Latesonia alba Lam. (Lawsonia inermis 
L.). It may be identified by its character-
istic odor and by characteristic plant 
histology. 

(b) Specifications. Henna shall con-
form to the following specifications: 

It shall not contain more than 10 percent 
of plant material from Lawsonta alba Lam 
(Lawsottia Inermis L.) other than the lest 
and petiole, and shall be tree from admixture 
with material from any other species of 
plant. 
Moisture. not more than 10 percent. 
Total ash, not more than 15 percent. 
Acid-insoluble ash, not more than 5 percent 
Lead (as Pb), not more than 20 parts pet 

million. 
Arsenio (as As). not more than 3 parts per 

million. 

(C) Uses and restrictions. The color 
additive henna may be safely used for 
coloring hair only. It may not be used 
for coloring the eyelashes or eyebrows. 
or generally in the area 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 not use to the area of the eye." 
"Do not use on cut or abraded scalp." 

(e) Exemption from certification. Cer-
tification of this color additive for the 
prescribed use is not necessary for the 
Prott.ction of the nubile health and 
therefore batches thereof are exempt 
from the certification requirements of 
section '106(c) of the act. 
(33 F.R. 8815, June 18. 19881 

§ 8.8003 Pyrophyllite. 
ta, Identity and specifications. The 

cuivi additne pytupliy llite eltall conform 
in identity and specifications to the re-
quirements of § 8.6006 (a) 1 and (b). 

(b) Uses and restrictions. Pyrophyl-
lite may be safely used for coloring ex-
ternally applied cosmetics, in amounts 
consistent with good manufacturing 
practice. 

(co Labeling requirements. The la-
belinit of the color additive and any mix-
tui es prepared therefrom intended solely 
ui in part fur coloring purposes shall 
conform to all applicable requirements 
of law, including the requirements of 

8(d32), Exemption from certification. 
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. 
(Secs. 706(h). (c). and (d), 74 Stat. 399-403; 
21 U.S.C. 376(b), (c). and (d)) (38 FR 8650, 
Apr. 5, 10731 
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§ 8.7255 FD&C Yellow No. 5.
(a) Identity and specifications. The

color additive FD&C Yellow No. 5 shall
conform In identity and specifications to
the requirements of § 8.275ta) (1) and
(b).

(bi Uses and restrictions. FD&C Yellow
No. 5 may be safely used for coloring
externally applied cosmetics other than
hair straighteners, permanent wave
preparations and depilatories in amounts
consistent with good manufacturing
practice.

(e) Labeling. The label of the color ad-
ditive shall conform to the requirements
of § 8.32.

(d) Certification. All batches of FD&C
Yellow No. 5 shall be certified in accord-
ance with regulations In Subpart A of this
part.
(39 FR 2358. Jan. 21. 10741
Subpart H-Listing of Color Additives for
Cosmetic Use Exempt From Certification
§ 8.8001 Titmium dioxide.

(a) Identity and specifications. The
color additive titanium dioxide shall con-
form In identity and specifications to the
requirements on § 8.316(a) (1) and (b).

(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 mnanu-
facturing practice.

tc) Labeling requiremcnts. The color
additiie and any mnixttie. preparet
thereitom Intended bolely ut in part for
coloring purposes blall bear, in addition
to anly ot.her ilfornation required by law.
labeling An accordance with the provi-
sions of § 8.32.

(d) Exemption from certification.
Certification of this color additive Is not
necessary for the protection of the pub-
lie health, and thereforc batches thereof
are exempt from ccitiflcatmon pursuant
to section 706 k c 1 of the act.
(Sc. 706(b), te), and (dl. 74 Stat. 399-403-
21 U.S.C. 376(b), (c), and (d)) 138 FR 8650.
Apr. 5, 19731
§ 8.8002 Ilenna.

(a) Identity. The color additive hen-
na Is the dried leaf and petiole of
Lawsonia alba Lam. (Lawson;a inermis
L.). It may be identified by Its character-
istlc odor and by characteristic plant
histology.

(b) Specifications. Henna shall con-
form to the following specifications:

It shall not contain more than 10 percent
of plant material from Lawsonfa elba Lam
(Lawsouda Inermis L) other than the leaf
and petiole, and shall be free from admixture
with material from any other species of
plant.
Moisture, not more than 10 percent.
Total ash, not more than 15 percent.
Acid-Iisolubje ash. not more than 5 percent
Lead (as Pb), not more than 20 parts pet

million.
Arsenic (as As). not more than 3 parts per

million.

(c) Uses and restrictions. The color
additive henna may be safely used for
coloring hair 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 not use in the area of the eye."
"Do not use on cut or abraded scalp."

(e) Exemption from certiflcatIon. Cer-
tification of this color additive for the
prescribed use Is not necessary for the
protvctlon of the nubile health and
therefore batches thereof are exempt
from the certification requirements of
section 700(c) of the act.
133 P.R. 8815, June 18. 19081
§ 8.8003 Pyrophylite.

tai Identity and specifications. The
ului additi I.. p ) hlhite siall conform

in ldcntit5 and specifications to the re-
quireinents of ! 8.6006 (a) tI and (b).

(b) Uses and restrictions. Pyrophyl-
lite may be safely used for coloring ex-
ternally applied cosmetics, in amounts
consistent with good manufacturing
practice.

tco Labeling requirements. The )a-
beling of the color additive and any mix-
tui eb prepared there! roin intended solelv
ui in part fvi coloring purposes shall
conform to all applicable requirements
of law, including the requirements of
§ 8.32.

(d) Exemption from certification.
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 706t0c of the act.
(Sees. 70G(b). (c). and (d). 74 Stat. 399-403;
21U.SC. 376tb),tc).and d)) 138FR8650,
Apr. 5,19731

§ 8.7255
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Chapter I—Food and Drug Administration § 8.8006 

§ 8.8004 Potassium sod' copper t Illo 
rophyllin (chlorophyllin-copper com-
plex). 

(a) Identity and specifications. The 
color additive potassium sodium copper 
chlorophyllin shall conform in identity 
and specifications to the requirements o₹ 

8.6014 (a) (1) and (b). 
(b) Uscs and restr₹ctions. 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 combina-
tion with the following substances: 
Water. 
Glycerin. 
Sodium carboxymethylcellulose. 
Tetrasodium pyrophosphate. 
Sorbitol. 
Magnesium phosphate, tribasic. 
Calcium carbonate. 
Calcium phosphate, dibasic. 
Sodium N-laUroyl 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 authorized under Part 121 of 
this chapter. 

Preservatives that are generally recognized as 
safe or that are authorized under Part 121 
of this chapter. 

(c) 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 P.R. 6976, Apr. 26, 1969 

§ 8.8005 Dihydroxyaretone. 
(a) Identity 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 
practice in externally applied cosmetics 
intended solely or in part to impart a 
color to the human body. 

(c) Labeling requirements. The label-
ing 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. 

(d) Exemption from certification. Cer-
tification of this color additive is not 
necessary for the protection of the pub-
lic health and therefore batches thereof 
are exempt from the requirements of 
Section 706(c) of the act. 
(Sec. 706(b) (1), (c) (2), (d), 74 Stat. 399-
402; 21 U.S.C. 370(b) (1), (c) (2), (d)) [38 
FR 20615, Aug. 2, 1973j 

§ 8.8006 Distur EDTA-copper. 

(a) Identity. The color additive diso-
dium EDTA-copper is disodium EEN,N'-
1,2 - ethanediylbis[N - (carboxymethyl) 
glycinato (4-) - N,N',0,0',ON,ON'lcu-
prate (2- ) . 

(b) Specifications. Disodium EDTA-
copper shall conform to the following 
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, 

not less than 62.5 percent. 
Free copper, not more than 100 parts per 

million. 
Free disodium salt of (ethylene-dinitrilo) 

tetraacetic acid, not mare than 1.0 percent. 
Moisture, not more than 15 percent. 
Water insoluble matter, not more than 0.2 

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

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

million. 

(c) 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. 
[39 FR 16884, May 10, 1974, as amended at 
39 FR 23055, June 26, 1974j 

PART 9—COLOR CERTIFICATION 
Subpart A—General 

Sec. 
9.1 Definitions. 
9.2 General specifications for straight 

colors. 
9.3 Mixtures that may be certified. 
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§ 8.8004 Potassium sodinum copper dilo-
rophyllin (ciloropliyllin-coppcr coil.-
plex).

(a) Identity and specifications. The
color additive potassium sodium copper
chlorophyllin shall conform In Identity
and specifications to the requirements of
§ 8.6014 (a) (1) and (b).

(b) Uses 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 combina-
tion with the following substances:

Water.
Glycerin.
Sodium carboxymethylcellulose.
Tetrasodlum pyrophosphate.
Sorbitol.
Magnesium phosphate, tribasic.
Calcium carbonate.
Calcium phosphate, dibasic.
Sodium N-lauroyl 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 authorized under Part 121 of
this chapter.

Preservatives that are generally recognized as
safe or that are authorized under Part 121
of this chapter.

(c) Labeling. The label of the color
additive shall conform to the require-
ments of § 8.32.

(d) Exemption from certification. Cer-
tfication 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.
134 P.R. 6976. Apr. 26. 19691

§ 8.8005 Dilydroxyaeclone.

(a) Identity 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
practice in externally applied cosmetics
intended solely or in part to impart a
color to the human body.

(c) Labeling requirements. The label-
ing 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.

(d) Exemption from certification. Cer-
tification of this color additive is not
necessary for the protection of the pub-
lic health and therefore batches thereof
are exempt from the requirements of
Section 706(c) of the act.
(Sec. 706(b) (1), (c)(2), (d), 74 Stat. 399-
402: 21 U.S.C. 376(b) (1), (c)(2), (d)) [38
FR 20615, Aug. 2, 19731

§ 8.8006 Disodinm EDTA-copper.
(a) Identity. The color additive diso-

dium EDTA-copper is disodium [ EN,N'-
1,2 - ethanediylbis[N - (carboxymethyl)
glycinatol ](4-) - N,N'oO,O',ON',Oz']cu-
prate(2-).

(b) Specifications. Disodium EDTA-
copper shall conform to the following
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)tetraacetc acid,

not less than 62.5 percent.
Free copper, not more than 100 parts per

million.
Free disodlum salt of (ethylene-dinltrilo)

tetraacetic acid, noT mare than 1.0 percent.
Moisture, not more than 15 percent.
Water Insoluble matter, not more than 0.2

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

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

million.

(c) 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, 1974, as amended at

39 FR 23055, June 26, 19741

PART 9-COLOR CERTIFICATION
Subpart A-GeneralSec.

9.1 Definitions.
9.2 General specifications for straight

colors.
9.3 Mixtures that may be certified.

§ 8.8006
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