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Chapter |—Food and Drug Administration

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.

§ 71.25 Condition for certification.

(a) 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 Part 74 of this
chapter. The Commissioner’s order shall
state in detail the specifications 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.

§ 71.26 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.

§ 71.27 Listing and exemption from cer-
!if:lc.ati.on 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 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 Part 73
or 74 of this chapter.

§ 71.30 Procednre for filing ohjections

$71.37

governed by Parts 10, 12, 13, 14, 15, 16,
and 19 of this chapter.

(b) The fees specified in § 70.19 of this
chapter shall be applicable.

§ 71.37 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-
filed 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. Any
person who contests a refusal to grant
such authorization shall have an oppor-
tunity for a regulatory hearing before
the Food and Drug Administration pur-
suant to Part 16 of this chapter.

(b) The person who introduced such
shipment or who delivers the color ad-
ditive or a food, drug, or cosmetic con-
taming 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 inake such records available for
inspection and copying.

PART 73—LISTING OF COLOR ADDITIVES
EXEMPT FROM CERTIFICATION

Subpart A—Foods

to regulations. Sec.
. . : . 73.1 Diluents in color additive mixtures
(a) Objections and hearings relating for food use exempt from certi-
to color additive regulations under sec- fication.
tion 706 (b) and (c) of the act shall be 73.30 Annatto extract.
173
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§73.1 Title 21—Food and Drugs
Sec. Subpart C—Cosmetics
73.40 Dehydrated beets (beet powder). Sec.
73.50 Ultramarine blue. 73.2120 Disodium EDTA-copper.
73.75 Canthaxanthin. 73.2126 Potassilum sodium copper chloro-
73.85 Caramel. phyllin (chlorophyllin-copper
73.90 B-Apo-8’-carotenal. complex).
73.95 B-Carotene. 73.21560 Dihydroxyacetone.
73.100 Cochineal extract; carmine. 73.2180 Gualazulene.
73.140 Toasted partlally defatted cooked 73.2190 Henna.
cottonseed flour. 73.2250 Iron oxides.
73.160 Ferrous gluconate. 73.2400 Pyrophyllite.
73.170  Grape skin extract (enocianina). 73.2675 Titanium dioxide.
73.200 Synthetic iron oxide. 73.27256 Ultramarines.
73.250 Fruit juice. 73.2775 Manganese violet.
73.260  Vegetable juice. AUTHORITY: The provisions of this Part 73
73.275  Dried algae meal. are 1ssued under secs. 701, 706, 52 Stat. 1055—
73.295 Tagetes (Aztec marigold) meal and 1056 as amepded, 74 Stat. 399-407 as
extract. amended (21 U.S.C. 371, 376), unless other-
73.300 Carrot oli. wise noted.
73.316  Corn endosperm oil. Source: 42 FR 15643, Mar. 22, 1977, unless
73.340  Paprika. otherwise noted.
73.345 Paprika oleoresin.
73450 Riboflavin, Subpart A—Foods
73.500  Saffron. § 73.1 Diluents in color additive mix-
73.575  Titanium dloxide. tures for food use exempt from cer-
73.600 Turmeric. tification.
73.615 Turmerlc oleoresin. .
Subpart B—Drugs The following substances may be safely
1001 Diluents in col :dltl it used as diluents in color additive mix-
T e prutires  tures for food use exempt from certifica-
cation. = cxempt Tro tion, subject to the condition that each
731010 Alumina (dried aluminum hydrox- S.r2ight color in the mixture has been
ide) exempted from certification or, if not
73.1016 Chromium-cobalt-aluminum oxide. SO €Xempted, is from a batch that has
73.1025 Ferric ammonium citrate. previously been certified and has not
73.1030 Annatto extract. changed in composition since certifica-
73.1070 Calcium carbonate. tion. If a specification for a particular
73.1075 Canthaxanthin. diluent is not set forth in this Part 73,
73.1085 Caramel. the material shall be of a purity con-
73.1095 p-Carotene. sistent with its intended use.
73.1100 Cochineal extract; carmine. (a) General use. (1) Substances that
73.1125 Potasslum sodjum copper chloro- are generally recognized as safe under
phyllin (chlorophyllin-copper the conditions set forth in section 2C1(s)
complex). of the act.
73.1150 Dihydroxyacetone. (2) Substances meeting the definitions
73.1200 Synethetic iron oxlde. and specifications set forth under Sub-
73.1375 Pyrogallol. chapter B of this chapter, and which are
73.1400 Pyrophyilite. used only as prescribed by such regula-
73.1550 Talc. tions.
73.1575 Titanium dioxide. (3) The following:
Substance Definition and specification Restrictions
Castoroil ... ... As set forth in U.S.P. XVI..______.. Not mere than 500 p.p.m. in the 6nished
food. Labeling of color additive
mixtures containing castor oil shall
bear adequate directions for use
that will result in a food meeting
: . this restriction.
Dioctylsodium sulfosuccinate....._.__ As set forth in sec. 172.810 of this Not more than 9 p.p.m.in the finished

chapter.

food. Labeling of color additive
mixtures containing dioctylsodium
sulfosuccinate shall bear adequate
directions for use that will result in
a food meeting this restriction.

174
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Chapter |I—Food and Drug Administration

§ 73.1

(b) Special use—(1) Diluents in color tablet form, gum, and confectionery.

additive mixtures for marking food—(i)

Items listed in paragraph (a) of this

Inks for marking food supplements in section and the following:

Substances Definitions and specifications Restrictions
Alcohol, SDA-3A . e As set forth in26 CFR pt. 212..__.__ No residue.
n-Butyl alcohol el ol Do.
Cetyl alcohol . __.___. As set forth in N.F. XI.
Cyclohexane. __ . . oo O Do.
Ethyl cellulose. .. - oo omaeeae As set forth in sec. 172.868 of this
chapter.
Ethylene glyeol monoethyl ether Do.
Isobutylaleohol. . ... _.________ Do.
Isopropy! alcohol - . Do.
Polyoxyethylene sorbjitan monooleate As set forth in sec. 172.840 of this
(polysorbate 80). chapter. .
Polyvinyl acetate. . ... ... Molecular weight, minimum 2.000.
Polyvinylpyrrolidone. . __ - As set forth in sec. 173.55 of this

chapter.
Rosin and rosin derivatives
chapter.

Shellae, purified. .. .....__ - Food grade.

- As set forth in sec. 172.615 of this

(i) Inks for marking fruit and vegelables. Items listed in paragraph (a) of this

section and the following:
Substances Definitions and specifications Restrictions
Acetone. . .. oo Asset forthin N.F, XT______.___.__ No residue.
Alcohol, SDA-3A ... Asset forthin 26 CFR pt. 212______ Do.
Benzoin. ... icioiiiieello As set forth in U.S.P. XVI______._.
Copal, Manila .« . meemccammcecmec——an
Ethylacetate. .. ... ..o .. As set forth in N.F. X1 Do.
Ethyl cellulose. ... ... ... As set forth in sec. 172.868 of this
chapter.
Methylene chloride ..o .. e e ccaccecam e eem—m e emamae Do.
Polyvinylpyrrolidone.- . - Ashsett forth in sec. 173.55 of this
chapter.
Rosin and rosin derivatives...___..._._. As hset tgnh in sec. 172.615 of this
chapter.
Silicon dioxide .. ... .coooooo ool Ashsei:t forth in sec. 172.480 of this Not more than 2 pet of the ink solids.
chapter.
Terpene resins, natural __________..____ As set forth in sec. 172.615 of this
chapter.
Terpene resins, synthetic_._.__.___.... Polymers of a- and S-pinene______.._

(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 eggshell into the egg:
Alcohol, denatured, formula 23A (26 CFR

Part 212), Internal. Revenue Service.
Damar gum (resin).

Diethylene glycol distearate.

Dioctyl sodium sulfosuccinate,

Ethyl cellulose (as identified in § 172.868 of
this chapter).

Ethylene glycol distearate.

Japan wax.

Limed rosin.

Naphtha.

Pentaerythritol ester of fumaric acid-rosin
adduct.

Polyethylene glycol 6000 (as identified in
§ 172.820 of this chapter).

Polyvinyl alcohol.

Rosin and rosin derivatives (as identified
in §172.820 of this chapter).

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

Substances

Definitions and specifications

Restrictions

Polyvinylpyrrolidone.. .. ._._________.. Asset forth in sec. 173.55 of this In or as food-tablet coatings; limit,

chapter.

not more than 0.1 pet in the finished
food; labeling of color additive
mixtures containing polyvinyl-
pyrrolidone shall bear adequate
directions for use that will result
in a food meeting this restriction.

175
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§ 73.30

§ 73.30 Annatto extract.

(a) Identity. (1) The color additive
annatto extract is an extract prepared
from annatto seed, Bizra orellana L.,
using any one or an appropriate combi-
nation of the food-grade extractants
listed in paragraph (a) (1) (i) and (i)
of this section:

(i) Alkaline aqueous solution, alkaline
propylene giycol, ethyi alcohol or alkaline
solutions thereof, edible vegetable oils or
fats, mono- and diglycerides from the
glycerolysis 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 the liquid and
dried, with or without intermediate re-
crystallization, using the solvents listed
under paragraph (a) (1) (ii) of this sec-
tion. Food-grade =lkalis or carbonates
may be added to adjust aikalimity.

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

(2) Color additive mixtures for food
use 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) (ii) of this section are used,
annatto extract shall contain no mor»
solvent residue than is permitted of the
corresponding solvents in spice oleoresins
under applicable food additive regula-
tions in Parts 170 through 189 of this
chapter.

(¢) Uses and restrictions. Annatto
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 §70.25 of this
chapter. Labels shall bear information

176
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showing that the color is derived from
annatto seed. The requirements of
§70.25(a) of this chapter that all in-
gredients shall be iisted by name shall
not be construed as requiring the decla-
ration of residues of solvents listed in
raragraph (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 fromn the certification require-
ments of section 706(c) of the act.

§ 73.40 Dechydrated heets (beet powder).

(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 diiu-
ents only those substances listed in this
subpart as safe and suitable for use in
color additive mixtures for coloring
foods.

(b) Specifications. The color additive
shall conform to the following specifi-
cations:

Volatile matter, not more than 4 percent.

Acid insoiuble ash, not more than 0.5 percent.

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

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

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

(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 § 70.25 of this chapter.

(e) Ezxemplion jfrom certificalion.
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.

§ 73.50 Ultramarine blue.

(a) Identity. The color additive ul-
tramarine blue is a blue pigment cbtained
by calcining a mixture of kaolin, sulfur,
sodium carbonate, and carbon at tem-
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Chapter I—Food and Drug Administration

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 Na:AlsSi0: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 1 part per

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

million.

(¢c) 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 gquantity 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 § 70.25 of this
chapter.

(e) Exemption jfrom 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.

§ 73.75 Canthaxanthin.

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

(2) Color additive mixtures for food
use made with canthaxanthin may con-
tain only those 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.

Melting range (decomposition), 207° C. to
212~ C. (corrected).

Loss on drying, not more than 0.2 percent.

Residue on ignition, not more than 0.2
percent.

Total carotenoids other than trans-canthax-
anthin, not more than 6 percent.

Lead, not more than 10 parts per million.

Arsenic, not more than 3 parts per million.

Mercury, not more than 1 part per miilion.

Assay, 96 to 101 percent.

177

§ 73.85

(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 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 § 70.25 of this chapter.

(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.

§ 73.85 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.

(1) Acids:

Acetic acid.
Citric acid.
Phosphoric acid.
Sulfuric acld.
Sulfurous acid.

(i) Alkalis:

Ammonium hydroxide.
Calcilum 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) Polyglycerol esters of fatty acids,
identified in § 172.854 of this chapter,
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§ 73.90

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

miiiion.

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

Mercury (as Hg), not more than 0.1 part per
miflion.

(c) Uses 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 §70.25 of this
chapter.

(e) Ezxzemption 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.

§ 73.90 B-Apo-8’-carotenal.

(a) Identity. (1) The color additive is
g-apo-8’-carotenal.

(2) Color additive mixtures for food
use made with g-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. g-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).

Loss of welght 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), 96-101 percent.

178
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(¢c) Uses and restrictions. The color
additive pg-apo-8'-carotenal may be
safely used for coloring foods generally,
subject to the following restrictions:

(1) The quantity of g-apo-8’-carotenal
does not exceed 15 milligrams per pound
of 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 identity have been

promnulgated 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 § 70.25 of this chap-
ter.
(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.

§ 73.95 p-Carotene.
(a) Identity. (1) The color additive is

p-carotene prepared synthetically or ob-

tained from natural sources.

(2) Color additive mixtures for food
use made with g-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. pg-carotene shall
conform to the following specifications:
Physlical 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 per-
cent.

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

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

Assay (spectrophotometric), 96-101 percent.

(¢) Uses and restrictions. The color
additive g-carotene may be safely used
for coloring foods generally, in amounts
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 color
additive and any mixtures prepared
therefrom and intended solely or in part
for coloring purposes shall conform to
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Chapter I—Food and Drug Administration

the requirements of § 70.25 of this chap-
ter.

(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.

§ 73.100 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
of cochineal (Dactylopius coccus costa
(Coccus cacti L.)). The coloring prin-
ciple is chiefiy carminic acid.

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

(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 as safe in color additive mixtures for
coloring foods.

(b) Specifications. (1) Cochineal ex-
tract shall conform to the following
specifications:
pH, not less than 5.0 and not more than

5.5at25° 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,

Carmlnic acid, not less than 1.8 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.

Carminic acid, not less than 50.0 percent.

Carmine and cochineal extract shall be
pasteurized or otherwise treated to de-
stroy all viable salmonella microorga-
nisins. 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
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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 microorganisms, 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. N

(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 § 70.25 of
this chapter.

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

§ 73.140 Toasted partially defatted
cooked cottonseed flour.

(a) Identity. (1) The color additive
toasted partially defatted cooked cot-
tonseed fiour is a product prepared as
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 wo dark
brown.

(2) Color additive mixtures for food
use made with toasted partially defatted
cooked cottonseed fiour 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 fiour sha:l
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.

IPR2024-00493
Honeywell International Inc. v. DSM IP Assets, B.V.
DSM Ex. 2008, Page 8 of 24


CR054001
Text Box
                                                         IPR2024-00493
 Honeywell International Inc. v. DSM IP Assets, B.V. 
                                     DSM Ex. 2008, Page 8 of  24
  



§ 73.160

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

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

(c) Uses and restrictions. The coior
additive toasted partially defatted
cooked cottonseed flour may be safely
used for coloring foods generally, in
almounts consistent with good manufac-
turing practice, except that it may not re
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
therefroin and intended solely or n part
for coloring purposes shall conform to
the requirements of §70.25 of this
chapter.

(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.

§ 73.160 Ferrous gluconate.

(a) Identity. The color additive fer-
rous gluconate is the ferrous gluconate
defined in the Food Chemicals Codex,
First Edition, Publication 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.

(¢) Uses and restrictions. Ferrous
gluconate 1nay be safely used in amounts
consistent with good manufacturing
practice for the coloring of ripe olives.

(d) Labeling. The label of the color
additive shall conform to the require-
ments of § 70.25 of this chapter.

(e) Exemption from certification.
Certification of this color addltive 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.

§ 73.170 Grape skin extract
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 1narc remaining after grapes
have been pressed to produce grape ;uice
or wine. It contains the common com-
ponents of grape juice; namely, antho-

(enocia-
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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 this subpart as safe and suitable
in color additive mixtures for coloring
foods.

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

Pestlcide residues, not more than permitted
in or on grapes by regulations promulgated
under section 408 of the Federal Food,
Drug, and Cosmetic Act.

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

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

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

(1) It may not be used to celor 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 therefroin intended solely or in
part for coloring purposes shall conform
to the requirements of § 70.25 of this
chapter. The common or usual name of
the color additive is “grape skin extract’
followed, if desired, 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 a:t.

§ 73.200 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

IPR2024-00493
Honeywell International Inc. v. DSM IP Assets, B.V.
DSM Ex. 2008, Page 9 of 24


CR054001
Text Box
                                                         IPR2024-00493
 Honeywell International Inc. v. DSM IP Assets, B.V. 
                                     DSM Ex. 2008, Page 9 of  24
  



Chapter |—Food and

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 of dog and cat foods in an
amount not exceeding 0.25 percent by
weight of the finished food.

(d) Labeling requirements. The label
of the color additive and any mixture
prepared therefrom intended solely or
in part for coloring purposes shall con-
form to the requirements of § 70.25 of
this chapter.

(e) Ezxzemplion 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.

§ 73.250 Fruit juice.

(a) Identily. (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
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-
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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.

(¢) 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, iabeling
in accordance with the provisions of
§ 70.25 of this chapter.

(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 706(c) of the act.

§ 73.260 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 ur.der 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 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 of iden-
tity have been promulgated under sec-
tion 401 of the act, unless the use of
added color is authorized by such stand-
ards.

(¢) Labeling. The color additive and
any mixtures intended solely or in part
for coloring purposes prepared there-
from shail bear, in addition to the other
information required by the act, labeling
in accordance with the provisions of
§ 70.25 of this chapter. :

(d) Ezxemption from certification.
Certification of this color additive is
not necessary for the protection of the
public health, and therefore batches
thereof are exeinpt from the certification
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requirements of section 706(c) of the
act.

§ 73.275 Dried algae meal.

(a) Identity. The color additive dried
algae meal is a dried mixture of algae
cells (genus Spongiococcum, separated
from its culture broth), molasses, corn-
steep liquor, and a maximum of 0.3 per-
cent ethoxyquin. The algae cells are pro-
duced py 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 paragraph (b) (1) of this
section; and

(ii) Meets the tolerance limitation for
ethoxyquin in animal feed prescribed in
§ 573.380 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 § 70.25 of this
chapter.

(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 (b) of this
section.

(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.

§ 73.295 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 erecta 1..) 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 L.). It is mixed with an
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edible vegetable oil, or with an edible
vegetable oil and a hydrogenated edible
vegetable oil, and .aot more than 0.3
percent ethoxyquin. It may also be mixed
with 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
flowers of any other species of plants.
(2) Tagetes (Aztec marigold) extract
shall be prepared from tagetes (Azetc
marigold) petals meeting the specifica-
tions set forth in paragraph (b) (1) of
this section and shall conform to the
following additional specifications:

Melting point_. _- 53.5°-65.0° C.

Jodine value__...____._. 132-145,

Saponification value_____ 175-200.

Acid value_____.________ 0.60~1.20.

Titer oo 35.6°-37.0° C.

Unsaponifiable matter._. 23.0 percent-27.0
percent.

Hexane residue___._______ Not more than 25
p.p.m.

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 60° 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, hy-
drogenated vegetable oils, and ethoxy-
quin.

(¢) 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
enhance 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:

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

(1i) Meets the tolerance limitation for
ethoxyquin in animal feed prescribed in
§ 573.380 of this chapter.

(d) Labeling requirements. The label
of the color additives and any premixes
prepared therefrom shall bear, in addi-
tion to the information required by
§ 70.25 of this chapter:

(1) A statement of the concentrations
of xanthophyll and ethoxyquin contained
therein.
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(2) Adequate directions to provide a
final product complying with the limi-
tations prescribed in paragraph (c) of
this section.

(e) Ezxemption 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.

§ 73.300 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 shail 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 subpart
as safe and suitable in color additive
mixtures for coloring foods.

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

(¢) 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) Labcling 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 § 70.25 of this
chapter.

(e) Exemption from certification. Cer-
tification of this color additive is not nec-
essary for the protection of the public
health, and therefore batches thereof
are exempt from the certification re-
quirements of section 706(c) of the act.

§ 73.315 Corn endosperm oil.

(a) Identity. (1) The color additive
corn endosperm oil is a reddish-brown
liquid composed chiefly of glycerides,
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fatty acids, sitosterols, and carotenoid
pigments obtained by isopropyl alcohol
and hexane extraction from the gluten
fraction of 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
additivé 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, 165 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.

(¢) 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 paragraph (c) (1) of
this section.

(d) Labeling requirements. The label
of the color additive and any premixes
prepared therefrom shall bear, in addi-
tion to the information required by
§ 70.25 of this chapter, a statement of
the concentration of xanthophyil con-
tained therein.

(e) Ezxemption 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.

§ 73.340 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 section 401 of the act.
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(2) Color additive mixtures made
with paprika may contain as diluents
- only those substances listed in this sub-
part 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 mnay 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, label-
ing in accordance with the provisions of
§ 70.25 of this chapter.

(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 certification re-
quirements of section 706(c) of the act.

§ 73.345 Paprika oleoresin.

(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 of the following solvents:

Acetone. Isopropyl alcohol.
Ethyl alcohol. Methyl alcohol.
Ethylene dichloride. 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 as safe and suitable in color
additive mixtures for coloring foods.

(b) Specifications. Paprika oleoresin
shall contain no inore 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 Parts 170 through 189 of this
chapter.

(c) Uses and restrictions. Paprika
oleoresin may be safely used for the
coloring of foods generally in amounts
consistent with good manufacturing

Title 21—Food and Drugs

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 §70.25 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 certification re-
quirements of section 706(c) of the act.

§ 73.450 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
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.

(¢) 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 section 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 § 70.25 of this chapter.

(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.

§ 73.500 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
identity 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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(2) Color additive mixtures made with
saffron may contain as diluents only
those substances listed in this subpart
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
i3 authorized by such standards.

(¢) Labeling. The color additive and
any mixtures intended solely or in part
for coloring purposes prepared therefrom
shall bear, in addition to the other infor-
mation required by the act, labeling in
accordance with the provisions of § 70.25
of this chapter.

(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.

§ 73.575 Titanium dioxide.

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

(2) Color additive mixtures for food
use made with titanium dioxide may
contain only those diluents that are suit-
able and that are listed in this subpart
as safe in color additive mixtures for
coloring foods, and the following: Silicon
dioxide, SiO. and/or aluminum oxide,
Al.Qs, as dispersing aids—not more than
2 percent fotal.

(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.

Acld soluble substances, not more than 0.5
percent.

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

Lead, arsenic, and antimony shall be de-

termined in the solution obtained by boil-
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ing 10 grams of the titanium dioxide for
15 minutes in 50 mnilliliters 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
for which standards of identity have been
promulgated under section 401 of the act
unless added color is authorized by such
standards.

(d) Labeling. The label of the color
additive and any mixtures intended solely
or in part for coloring purposes prepared
therefrom shall conform to the require-
ments of § 70.25 of this chapter.

(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.

§ 73.600 Turmeric.

(a) Idcntity. (1) The color additive
turmeric is the ground rhizome of Cur-
cuma longa L. The definition of turmeric
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
section 401 of the act.

(2) Color additive inixtures made with
turmeric may contain as diluents only
those substances listed in this subpart as
safe and suitable in color additive mix-
tures 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 authorized by such standards.

(¢) Labeling. The color additive and
any mixtures intended solely or in part
for coloring purposes prepared there-
fromn shall bear, in addition to the other
information required by the act, labeling
in accordance with the provisions of
§ 70.25 of this chapter.

(d) Exzemption from certification.
Certification of this color additive is not
necessary for the protection of the pub-
lic health, and therefore batches thereof
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are exempt from the certification re-
quirements of section 706(c) of the act.

§ 73.615 Turmeric oleoresin.

(a) Identity. (1) The color additive
turmeric oleoresin is the combination of
flavor and color principles obtained from
turmeric (Curcuma longa L.) by extrac-
tion using any one or a combination of
the following solvents:

Acetone. Isopropyl a.lcohol
Ethyl alcohol. Methyl alcohol.
Ethylene dichlorlde. Methylene chloride.
Hexane. 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 as safe and suitable in color ad-
ditive 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 Parts 170 through 189 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

Title 21—Food and Drugs

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
§ 70.25 of this chapter.

(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.

Subpart B—Drugs

§ 73.1001 Diluents in color additive
mixtures for drug usc excmpt from
certification.

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, the material shall be of a
purity consistent with its intended use.

(a) Ingested drugs—(1) General use.
Diluents listed in § 73.1(a) and the fol-
lowing:

Substances

Definitions and specifications

Restriction

Alcohol, specially denatured
Cetyl alcohol .
Isopropyl alcohol ... ____

Polyoxyethylene (20) sorbitan mono- As set torth in sec. 172.836 of this

stearate (Polysorbate 60). c
Polyoxyethylene (20) sorbitan tri- As
stearate (Polysorbate 65).
Polysorbate 80 .o

Polyvinyl-pyrrolidone......_....__._.

Borbitan monooleate__.__ __
Borbitan monostearate. -

Sorbitan trioleate

chapter.

- Asset forth in 26 CFR, pt. 212_.____ As set fort1in 26 CFR, pt. 211.
-- As set forth in N.F, XI_

 In color coatings for pharmaceutical
forms, no residue.

hapte

set torth in sec. 172.838 of this
chapter.

As set forth in sec. 172.840 of this
chapter.

As set forth in sec. 173.55 of this
chapter.

.- As set forth in sec. 172.842 of this

(2) Special use; inks for branding
pharmaceutical forms. Items listed in
paragraph (a) (1) of this section, § 73.1
(b) (1) (1), and the following:

Ethyl lactate.
Polyoxyethylene sorbitan monolaurate (20).

186

(b) Externally applied drugs. Dilu-
ents listed in paragraph (a) (1) of this
section and the following:

Definitions and

specifications
As set forth in N.F. XI.

Substances
Benzyl alcohol....
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Chapter |—Food and Drug Administration

Definitions and
specifications
As set forth in § 172.868
of this chapter.

Substances
Ethyl cellulose_-_._

Hydroxyethyl —---
cellulose.
Hydroxypropyl As set forth in § 172.870
cellulose. of thls chapter.
§ 73.1010 Alumina (dried aluminum
hydroxide).

(a) Identity. (1) The color additive
alumina (dried aluminum hydroxide) is
a white, odorless, tasteless, amorphous
powder consisting essentially of alumi-
num hydroxide (Al.O:*X H.O) .

(2) Color additive mixtures for drug
use made with alumina (dried aluminum
hydroxide) may contain only those dilu-
ents listed in this subpart 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 millillters of water
and filter. The filtrate shall be neutral to
litmus paper.

Matter insoluble in dilute hydrochloric acid,
not more than 0.5 percent.

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

Arsenlc (as As), not more than 1 part per
mlililion.

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

Aluminum oxide (Al:0:), not less than 50
percent.

(¢) Uses and restrictions. Alumina
(dried aluminum hydroxide) 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 §70.256 of this
chapter.

(e) Exemptlion 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.
§ 73.1015

oxide.

(a) Identity. The color additive chro-
mium-cobalt-aluminum oxide is a blue-
green pigment obtained by calcining a

Chromium-cohalt-aluminum

187

§ 73.1015

mixture of chromium oxide, cobalt car-
bonate, and aluminum oxide. It may con-
tain small amounts (less than 1 percent
each) of oxides of barium, boron, silicon,
and nickei.

(b) Specifications. Chromium-cobalt-
aluminum oxide shall conform to the
following specifications:

Chromium, calculated as Cr,0, 34-37 per-
cent.

Cobalt, calculated as CoO, 29-34 percent.

Aluminum, calculated as AL,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 chromjium-cobalt-aluminum oxide
for 15 minutes in 50 milliliters of 0.5 N
hydrochloric acid.

(c) Uses and resirictions. 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:

(1) For coloring procedure, the color
additive is blended with the polyethylene
resin. The mixture is heated to a tem-
perature of 50C°-550° F. and ex‘ruded
through a fixed orifice. The filaments are
cooled, oriented by drawing, and set by
annealing.

(2) The quantity of the color additive
does not exceed 2 percent by weight of
the suture material.

(3) The dyed suture shall conform in
all respects 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.

(5) 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.

(d) Labeling. The label of the color
additive shall conform to the require-
ments of § 70.25 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 batches thereof are ex-
empt from the certification requirements
of section 706(c) of the act.
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§ 73.1025

§ 73.1025 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), not 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 p/m.

(¢) Uses and restrictions. Ferric am-
monium citrate may be safely used in
combination with pyrogallol (as listed in
§ 73.1375), for coloring plain and
chromic catgut sutures for use in general
and ophthalmic surgery subject to the
following conditions:

(1) The dyed suture shall conform in
all respects to the requirements of the
USP.

(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 specified in their labeling, there
is no migration of the color additive to
the surrounding tissue.

(4) If the suture is a nev 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 § 70.25 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(c) of the act.

(Sec. 706(b) (1), (c)(2), (d); 74 Stat. 399,
402-403; 21 U.8.C. 376 (b) (1), (c)(2), (d).)

§ 73.1030 Annatto extract.

(a) Identity and specifications. (1)
The color additive annatto extract shall
conform in identity and specifications to
fél;é)! requirements of § 73.30(a) (1) and

188
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(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.

(¢) Labeling. The iabel of the color
additive and any mixtures prepared
therefrom and intended solely or in part
for coloring purposes shall conform to
the requirements of § 70.25 of this chap-
ter. Labels shall bear information show-
ing that the color is derived from
annatto seed. The requirements of § 70.25
(a) of this chapter that all ingredients
shall be listed by name shall not be con-
strued as requiring the declaration of
residues of solvents listed in § 73.30(a)
(1) (il) of this chapter.

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

§ 73.1070 Calcium carbonate.

(a) Identity. (1) The color additive
calcium carbonate is a fine, white, syn-
thetically prepared powder consisting es-
sentially of precipitated calcium carbo-
nate (CaCOs).

(2) Color additive mixtures for drug
use made with calcium carbonate may
contain only those diluents listed in this
subpart as safe and suitable for use
in color additive mixtures for coloring
drugs.

(b) 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 shall conform
to the requirements of §70.25 of this
chapter.

(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.
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§ 73.1075 Canthaxanthin.

(a) Identity and specifications. (1)
The color additive canthaxanthin shall
conform in identity and specifications to
the requirements of §73.75(a)(1) and
M.

(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.

(¢) 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 §70.25 of this
chapter,

(d) Exemption from certification. Cer-
tification of this color additive is not nec-
essary for the protection of the publlc
health, and therefore batches thereof
are exempt from the certification re-
quirements of section 706(¢) of the act.

§ 73.1085 Caramel.

(a) Identity and specifications. (1)
The color additive caramel shall con-
form in identity and specifications to the
requirements of § 73.85(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 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.

(¢) 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-
quirement of section 706(c) of the act.

§ 73.1095 B-Carotene.

(a) Identity and specifications. (1)
The color additive g-carotene shall con-
form in identity and specifications to the
requirements of § 73.95(a) (1) and (b).

(2) The diluents in color additive
mixtures for drug use containing g-car-
otene are limited to those listed in this

189

§ 73.1125

subpart as safe and suitable in color
additive mixtures for coloring ingested
drugs.

(b) Uses and restrictions. g-Carotene
may be used for coloring ingested drugs
generally in amounts consistent with
good manufacturing practice.

(¢) 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 requiremnents of
§ 70.25 of this chapter.

(d) Ezxemption 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.

§ 73.1100 Cochineal extract; carmine.

(a) Identity and specifications. (1)
The color additives cochineal extract and
carmine shall conform in identity and
specifications to the requirements of
§ 73.100¢(a) (1) and (2) and (b).

(2) Color additive mixtures for drug
use made with carmine and cochineal
extract may contain only those diluents
that are suitable and that are listed in
this subpart as safe in color additive
mixtures for coloring drugs.

(b) Uses and restrictions. Cochlneal
extract and carmine may be safely used
for coloring Ingested and externally ap-
plied drugs in amounts consistent with
good manufacturing practice.

(¢) Labeling requirements. The label
of the color additives and any mlxtures
intended solely or in part for coloring
purposes prepared therefrom shall con-
form to the requirements of § 70.25 of
this chapter.

(d) Exemption from certification. Cer-
tification of these color additives is not
necessary for the protection of the pub-
lic health, and therefore batches thereof
are exempt fron the certification re-
quirements of section 706(c) of the act.
§ 73.1125 Potassium sodium copper

chloropyhllin (chlorophyllin-copper
complex).

(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 mmagnesium with copper. The
source of the chlorophyll is dehydrated
alfalfa.
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(2) Color additive mixtures for drug
use made with potassium sodium copper
chlorophyllin 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
drugs.

(b) Specifications. Potassium sodium
copper chlorophyllin shall conform to
the following specifications and shall be
free froin impurities other than those
named to the extent that such other
impurities may be avoided by good man-
ufacturing practice:

Moisture; not more than 5.0 percent.

Nitrogen, not more than 5.0 percent.

pH of 1 percent solution, 9 to 11.

Total copper, not less than 4 percent and not
more than 6 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
million.

Ratio, absorbance at 405 mu to absorbance
at 630 mu, not less than 3.4 and not more
than 3.9.

Total color, not less than 75 percent.

(¢) Uses and restrictions. Potassium
sodium copper chlorophyllin may be
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 ixtures prepared
therefrom intended solely or in part for
coloring purposes shall conform to the
requirements of § 70.25 of this chapter.

(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.

§ 73.1150 Dihydroxyacetone.

(a) Identity. (1) The color additive di-
hydroxyacetone is 1,3-dihydroxy-2-pro-
panone.

(2) Color additive mixtures for drug
use made with dihydroxyacetone may
contain only those diluents that are
listed in this subpart as safe and suit-
able in color additive mixtures for color-
ing externally applied drugs.

(b) Specifications. Dihydroxyacetone
shall conform to the following specifica-
tions and shall be free from impurities

Title 21—Food and Drugs

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 &
pressure of not more than 30 mm. mer-
cury), not more than 0.5 percent.

Residue on ignition, not more than 0.4 per-
cent.

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 is 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 § 70.25 of
this chapter. .

(e) Erxemption 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.

§ 73.1200 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 inixtures for coloring drugs.

(b) Specifications. Synthetic iron oxide
shall conform to the following specifica-
tions, 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 Hg), not more than 3 parts
per million.

(¢c) Uses and restrictions. The color
additive synthetic iron oxide may be
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safely used to color ingested or topically
applied drugs generally subject to the
restriction that if the color additive is
used in drugs ingested by man the
amnount consumed in accordance with
labeled or prescribed dosages shall not
exceed 5 milligrams, calculated as ele-
mental 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 § 70.25 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 there-
of are exempt from certification require-
ments of section 706(¢) of the act.

§ 73.1375 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 fromn 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.

Resldue 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.

(¢) Uses and restrictions. Fyrogallol
may be safely used in combination with
ferric ammonium citrate (as listed in
§ 73.1025), for coloring plain and chromic
catgut sutures for use in general and
ophthalmic surgery, subject to the fol-
lowing restrictions:

(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 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 § 70.25 of this chapter.

(e) Exemption from certification. Cer~
tification of this color additive is not

§ 73.1550

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.

(Secs. 708 (b) (1), (c)(2), (d); 74 Stat. 399,
402-403; 21 U.S.C. 376 (b)(1), (c)(2), (d).)

§ 73.1400 Pyrophyllite.

(a) Identity. (1) The color additive
pyrophyllite is a naturally occurring
mineral substance consisting predom-
inantly of a hydrous aluminum silicate,
Al:Q;-4S8i0,-H:O, intimately mixed with
lesser amounts of finely divided silica,
Si0.. 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
in this subpart 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 than 20 parts per

milllon.

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

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 § 70.25 of
this chapter.

(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 re-
quirements of section 706(c) of the act.

§ 73.1550 Tale.

(a) Identity. (1) The color additive
talc 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

191

IPR2024-00493
Honeywell International Inc. v. DSM IP Assets, B.V.
DSM Ex. 2008, Page 20 of 24


CR054001
Text Box
                                                         IPR2024-00493
 Honeywell International Inc. v. DSM IP Assets, B.V. 
                                     DSM Ex. 2008, Page 20 of  24
  



§ 731575

those diluents listed in this subpart as
safe and suitable for use in color additive
mixtures for coloring drugs.

(b) Specifications. Talc shall meet
the specifications for talc in the U.S.P.
and the following:

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 talc for 15 minutes in 50 milliliters
of 0.5N hydrochloric acid.

(¢) 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 § 70.25 of this
chapter.

(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 (¢) of the act.

§ 73.1575 Titanium dioxide.

(a) Identily and specifications. (1)
The color additive titanium dioxide shall
conform in identity and specifications to
the requirements of § 73.575(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 for coloring
drugs, and the following: Silicon dioxide,
Si0., and/or aluminum oxide, Al.Q;. as
dispersing aids—not more than 2 percent
total.

(b) Uses and restrictions. The color
additive titaniumn 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.

(¢) Labeling. The label of the cclor
additive and any mixtures prepared
therefroin and intended solely or in part
for coloring purposes shall conform to
the requirements of § 70.25 of the chap-
ter.

(d) Ezemplion from certification. Cer-
tification of this color additive is not

Title 21—Food and Drugs

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.

Subpart C—Cosmetics
§ 73.2120 Disodium EDTA-copper.

(a) Identity. The color additive diso-
dium EDTA-copper is disodium [[N,N’-
1,2 - ethanediylbis[N - (carboxymethyl)
glycinatol] (4-) - N,N’,0,0’,0%,0*'] 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 nay be
avoided by good manufacturing practice:
Total copper, not less than 13.5 percent.
Total (ethylene-dinitrilo)tetraacetic acid,

not less than 62.6 percent.

Free copper, not more than 100 parts per
million.

Free disodium salt of (ethylene-dinitrilo)
tetraacetic acid, not more than 1.0 percent.

Molisture, not more than 15 percent.

Water insoiuble 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 §70.25 of this
chapter.

(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.

§ 73.2125 Potassium sodium copper
chlorophyllin (chlorophyllin-copper
complex).

(a) Identity and specifications. The
color additive potassium sodium copper
chlorophyllin shall conform in identity
and specifications to the requirements of
§ 73.1125(a) (1) and (b).

(b) Uses and restrictio <. 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.
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Chapter |—Food and Drug Administration

(2) It may be used only ir. combina-
tion with the following substances:

Water.

Glycerin.

Sodlum carboxymethylcellulose.

Tetrasodlum pyrophosphate.

Sorbitol.

Magnesium phosphate, tribasic.

Calclum carbonate.

Calcium phosphate, dlbasic.

Sodium N-lauroyl sarcosinate.

Artifictal sweeteners that are generally recog-
nized as safe or that are authorized under
Subchapter B of this chapter.

Flavors that are generally recognlzed as safe
or that are authorized under Subchapter B
of this chapter.

Preservatlves that are generally recognized as
safe or that are authorized under Subchap-
ter B of this chapter.

(¢) Labeling. The label of the color
additive shall conform to the require-
ments of § 70.25 of this chapter.

(d) Exemption from eertification. 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.

§ 73.2150 Dihydroxyacetone.

(a) Identity and specifications. The
color additive dihydroxyacetone shall
conform in identity and specifications to
the requirements of § 73.1150(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 §70.25 of
this chapter.

(d) Ezxemption from certification. Cer-
tification of this color additive is not
necessary for the protection of the pub-
iic 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).)

§ 73.2180 Guaiazulene.

(a) Idenmntity. (1) The color additive,
guaiazulene, is principally 1,4-dimethyl-
T-isopropyl-azulene.
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§ 73.2190

(2) Color additive mixtures of guai-
azulene for cosmetic use may contain the
following diluent:

Polyethylene glycol-40 castor oil (PEG—40
castor ofl).

Sapontificatlon No., 60 to 70.

Hydroxyl No., 63 to 78.

Acid No., <2.

Specific gravity, 1.05 to 1.07.

(b) Specifications. Guaiazulene shall
conform to the following 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.

Melting polnt, 30.5° C to 31.6° C.

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

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

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

Total color, not less than 99 percent.

(c) Uses and restrictions. Guaiazulene
may be safely used in externally applied
cosmetics in amounts consistent with
good manufacturing practice.

(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 § 70.25 of this chapter.

(e) Exemption from certification. Cer-
tification of this color additive for the
prescribed use 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.

§ 73.2190 Henna.

(a) Identity. The color additive hen-
na is the dried leaf and petiole of
Lawsonia 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 foliowing specifications:

It shall not contaln more than 10 percent
of plant matertal from Lawsonia alba Lam.
(Lawsonia inermis L.) other than the leaf
and petiole, and shall be free from admixture
with materlal from any other species of
plant.

Moisture, not more than 10 percent.

Total ash, not more than 15 percent.

Acid-insolubie ash, not more than 5 percent.

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

Arsenlc (as As), not more than 3 parts per
million.
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§ 73.2950

(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 § 70.25
of this chapter and the following state-
ments or their equivalent:

“Do not use in 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
protection of the public health and
therefore batches thereof are exempt
from the certification requirements of
section 706 (c) of the act.

§ 73.2250 Iron oxides.

(a) Identity. The color additives iron
oxides consist of any one or any combi-
nation of synthetically prepared iron
oxides, including the hydrated forms. It
is free from admixture with other sub-
stances.

(b) Specifications. Iron oxides shall
conform to the following specifications,
all on an “as is” basis:

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

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

Mercury (as Hg), not more than 3 parts per
million.

(c) Uses and restrictions. Iron oxides
are safe for use in coloring cosmetics
generally, including cosmetics applied to
the area of the eye, in amounts consistent
with good manufacturing practice.

(d) Labeling. The color additive and
any mixture prepared therefrom in-
tended solely or in part for coloring pur-
poses shall bear, in addition to any in-
formation required by law, labeling in
accordance with § 70.25 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 certification pursuant
to section 706(c) of the act.

§ 73.2400 Pyrophyllite.

(a) Identity and specifications. The
color additive pyrophyllite shall conform
in identity and specifications to the re-
quirements of § 73.1400(a) (1) and (b).

(b) Uses and restrietions. Pyrophyl-
lite mnay be safely used for coloring ex-
ternally applied cosmetics, in amounts
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consistent with good manufacturing
practice.

(c) Labeling requirements. The la-
beling of the color additive and any mix-
tures prepared therefrom intended solely
or in part for coloring. purposes shall
conform to all applicable requirements
of law, Including the requirements of
§ 70.25 of this chapter.

(d) Ezemplion from certification.
Certificatlon 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(b), (c), and (d), 74 Stat. 399-403;
21 U.S.C. 378(b), (c), and (d).)

§ 73.2575 Titanium dioxide.

(a) Identily and specificalions. The
color additive titanium dioxide shall con-
form in identity and specifications to the
requirements on § 73.575(a) (1) and (b).

(b) Uses and restrictions. The color
additive titanium dioxide may be safely
used in cosmetics, includlng cosmetics
intended for use in the area of the eye,
in amounts consistent with good manu-
facturing practice.

(¢c) Labeling requirements. The color
additive and any mixtures prepared
therefrom intended solely or in part for
coloring purposes shall bear, in addition
to any other information required by
law, labellng in accordance with the
provisions of § 70.25 of this chapter.

(d) Ezxemption 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(c) of the act.

(Secs. 706(b), (¢), and (d), 74 Stat. 399-
403; 21 U.S.C. 376(b), (c), and (d).)

§ 73.2725 Ultramarines.

(a) Identity. The color additives, ul-
tramarines (blue, green, pink, red, and
violet) are pigments obtained by calcin-
ing at temperatures above 700° C. a mnlx-
ture of kaolln, sulfur, sodium carbonate,
silicious matter, sodium sulfate, and car-
bonaceous matter, but not necessarily
all these substances, to produce a single
color. The ultramarines are complex so-
dium aluminum sulfosilicates having a
typical formula Na(AlSiO)S with pro-
portions of each elemnent varying with
each color.

(b) Specifications. The ultramarines
shall conform to the following specifica-
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Chapter I—Food and Drug Administration

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.

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

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

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

(¢) Use and restrictions. The ultra-
marine pigments may be safely used for
coloring externally applied cosmetics, in-
cluding cosmetics intended for use in the
area of the eye, in amounts consistent
with good manufacturing practice.

(d) Labeling requirements. The color
additives and any mixtures prepared
therefrom intended solely or in part for
coloring purposes shall bear, in addition
to any other information required by

§ 73.2775

(¢) Uses and restrictions. Manganese
violet is safe for use in coloring cosmetics
generally, including cosmetics applied to
the area of the eye, in amounts consist-
ent with good manufacturing practice.

(d) Labeling. The color additive and
any mixture prepared therefrom in-
tended solely or in part for coloring pur-
poses shall bear, in addition to any in-
formation required by law, labeling in
accordance with § 70.25 of this chapter.

(e) Exemption from certification. Cer-
tification of this color additive is not
necesary for the protection of the public
health, and therefore batches thereof are
exempt from certification pursuant to
section 706(c) of the act.

PART 74—LISTING OF COLOR ADDITIVES
SUBJECT TO CERTIFICATION

Subpart A—Foods

law, labeling in accordance with § 70.25 Sec.

of this chapter. 74.101 FD&C Blue No. 1.

(e) Ezemption from certification. Zi-ggg 8{:‘:ilge;h No.2

Certification of this color additive is . s 0- &

. 74303 FD&C Red No. 3.

not necessary for the protection of the 44340 FD&C Red No. 40.

i);;lblic . health, andt gherefore t‘?iat(;hes 74705 FD&C Yellow No. 5.
ereof are exempt from certification

pursuant to section 706(c) of the act. 74105 [Pht:;‘lb”" ':_‘::g‘)] .

. . ocyanina -) ] copper.

§ 73.2775 Manganese violet. 741101 FD&C Blue No. 1.

(a) Identity. The color additive man- ;:'iigi gl;&é%ﬁ}g%lgo;z.

ganese violet is a violet pigment ob- . ‘a

s . s 74.1109 D&C Blue No. 9.

tained by reacting phosphoric acid, am- 7431205 D&C Green No. 5.

monjum dihydrogen orthophosphate, 74.1206 D&C Green No. 6.

and manganese dioxide at temperatures 74.1208 D&C Green No. 8.

above 450° F. The pigment is a manga- Zﬁggi %ﬁg ggg gg- i-

nese ammonium pyrophosphate complex 7,317 D&C Red No. 17.

having the approximate formula: Mn 741331 D&C Red No. 31.

(III) NH,P:O-. 74.133¢ D&C Red No. 34.

(b) Specifications. Manganese violet 741339 D&C Red No. 39.

shall conform to the following specifica- 7418340 FD&C Red No. 40.

tions and shall be free from impurities 741602 D&gc"g’lﬁt N°I:12' _

other than those named, to the extent Zi':zgs f)gc RS

that such other impurities may be : N

: < . 0¢  74.1707a Ext. D&C Yellow No. 7.

avoided by good manufacturing practice: 44378 D&C Yellow No. 8.

Ash (at 600° C), not less than 81 percent. 74.1711  D&C Yellow No. 11.

Volatile matter at 135° C for 3 hours, not Subpart C—Cosmetics
more than 1 percent.

Water soluble substances, not more than § 742104 D&C Blue No. 4.
percent. 74.2151 D&C Brown No. 1.

PH of filtrate of 10 grams color additive 74.2208 D&C Green No. 8.
(shaken occaslonally for 2 hours with 100 74.2304 FD&C Red No. 4.
milliliters of freshly bolled distilled water), 742317 D&C Red No. 17.
not more than 4.7 and not less than 2.5. 7492331 D&C Red No. 31.

Le;ﬁlégi Pb), not more than 20 parts per 74.933¢ D&C Red No. 34.

e 74.2340 FD&C Red No. 40.

Arsentc (as 4s), not more than 3 parts PET 743602 D&C Violet No. 2.

' 7426022 Ext. D&C Violet No. 2.

M ry (as Hg), not more than 1 part per ey
i;(;l‘;ign.( &) part p 74.2705 FD&C Yellow No. 5.

Total color, based on Mn content in “as 1s” 742707 D&C Yellow No. 7.
sample, not less than 93 percent. 74.2707a Ext. D&C Yellow No. 7.
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