Food and Drug Administration, HHS

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

(b) Specifications. p-carotene shall
conform to the following specifica-
tions:

Physical state, solid.

1 percent solution in chloroform, clear.

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

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

Lead (as Pb), not more than 10 parts per mil-
lion.

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

Assay (spectrophotometric), 96-101 percent.

(c) Uses and restrictions. The color ad-
ditive B-carotene may be safely used
for coloring foods generally, in
amounts consistent with good manu-
facturing 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 ad-
ditive and any mixtures prepared
therefrom and 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 pub-
lic health and therefore batches thereof
are exempt from the certification re-
quirements of section 721(c) of the act.

§73.100 Cochineal extract; carmine.

(a) ldentity. (1) The color additive
cochineal extract is the concentrated
solution obtained after removing the
alcohol from an aqueous-alcoholic ex-
tract of cochineal (Dactylopius coccus
costa (Coccus cacti L.)). The coloring
principle is chiefly carminic acid.

(2) The color additive carmine is the
aluminum or calcium-aluminum lake
on an aluminum hydroxide substrate of
the coloring principles, chiefly car-
minic acid, obtained by an agueous ex-
traction of cochineal (Dactylopius coc-
cus costa (Coccus cacti L.)).

§73.100

(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
subpart as safe in color additive mix-
tures 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 5.5 at
25 °C.

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

Total solids, not less than 5.7 and not more
than 6.3 percent.

Methyl alcohol, not more than 150 parts per
million.

Lead (as Pb), not more than 10 parts per mil-
lion.

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

Carminic 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 mil-
lion.

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-
nisms. Pasteurization or such other
treatment is deemed to permit the add-
ing of safe and suitable substances
(other than chemical preservatives)
that are essential to the method of pas-
teurization or other treatment used.
For the purposes of this paragraph,
safe and suitable substances are those
substances that perform a useful func-
tion in the pasteurization or other
treatment to render the carmine and
cochineal extract free of viable Sal-
monella microorganisms, which sub-
stances 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 regula-
tions 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
consistent with good manufacturing
practice, except that they may not be
used to color foods for which standards
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§73.125

of identity have been promulgated
under section 401 of the act unless
added color is authorized by such
standards.

(d) Labeling requirements. The label of
the color additives and any mixtures
intended solely or in part for coloring
purposes prepared therefrom shall con-
form to the requirements of §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 certifi-
cation requirements of section 721(c) of
the act.

§73.125 Sodium copper chlorophyllin.

(a) Identity. (1) The color additive so-
dium copper chlorophyllin is a green to
black powder prepared from chloro-
phyll by saponification and replace-
ment of magnesium by copper. Chloro-
phyll is extracted from alfalfa
(Medicago sativa) using any one or a
combination of the solvents acetone,
ethanol, and hexane.

(2) Color additive mixtures made
with sodium copper chlorophyllin may
contain only those diluents that are
suitable and are listed in this subpart
as safe for use in color additive mix-
tures for coloring foods.

(b) Specifications. Sodium copper
chlorophyllin shall conform to the fol-
lowing specifications and shall be free
from impurities other than those
named to the extent that such impuri-
ties may be avoided by good manufac-
turing practice:

(1) Moisture, not more than 5.0 per-
cent.

(2) Solvent residues (acetone, eth-
anol, and hexane), not more than 50
parts per million, singly or, in com-
bination.

(3) Total copper, not less than 4 per-
cent and not more than 6 percent.

(4) Free copper, not more than 200
parts per million.

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

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

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

(8) Ratio of absorbance at 405
nanometers (nm) to absorbance at 630
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nm, not less than 3.4 and not more than
3.9.

(9) Total copper chlorophyllins, not
less than 95 percent of the sample dried
at 100 °C for 1 hour.

(c) Uses and restrictions. Sodium cop-
per chlorophyllin may be safely used to
color citrus-based dry beverage mixes
in an amount not exceeding 0.2 percent
in the dry mix.

(d) Labeling requirements. The label of
the color additive and any mixtures
prepared therefrom shall conform to
the requirements of §70.25 of this chap-
ter.

(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 the certification re-
quirements of section 721(c) of the act.

[67 FR 35431, May 20, 2002]

§73.140 Toasted partially
cooked cottonseed flour.

(a) ldentity. (1) The color additive
toasted partially defatted cooked cot-
tonseed flour is a product prepared as
follows: Food quality cottonseed is
delinted 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 ob-
tain a product varying in shade from
light to dark brown.

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

(b) Specifications. Toasted partially
defatted cooked cottonseed flour shall
conform to the following specifica-
tions:

defatted

Arsenic: It contains no added arsenic com-
pound and therefore may not exceed a
maximum natural background level of 0.2
part per million total arsenic, calculated
as As.

Lead (as Pb), not more than 10 parts per mil-
lion.

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

(c) Uses and restrictions. The color ad-
ditive toasted partially defatted
cooked cottonseed flour may be safely
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