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(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, 
labeling in accordance with the provi-
sions 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 the certification re-
quirements of section 721(c) of the act. 

§ 73.350 Mica-based pearlescent pig-
ments. 

(a) Identity. (1) The color additive is 
formed by depositing titanium salts 
onto mica, followed by heating to 
produce titanium dioxide on mica. 
Mica used to manufacture the color ad-
ditive shall conform in identity to the 
requirements of § 73.1496(a)(1). 

(2) Color additive mixtures for food 
use made with mica-based pearlescent 
pigments may contain only those 
diluents listed in this subpart as safe 
and suitable for use in color additive 
mixtures for coloring food. 

(b) Specifications. Mica-based pearl-
escent pigments 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: 

(1) Lead (as Pb), not more than 4 
parts per million (ppm). 

(2) Arsenic (as As), not more than 3 
ppm. 

(3) Mercury (as Hg), not more than 1 
ppm. 

(c) Uses and restrictions. (1) The sub-
stance listed in paragraph (a) of this 
section may be safely used as a color 
additive in amounts up to 1.25 percent, 
by weight, in the following foods: 

(i) Cereals. 
(ii) Confections and frostings. 
(iii) Gelatin desserts. 
(iv) Hard and soft candies (including 

lozenges). 
(v) Nutritional supplement tablets 

and gelatin capsules. 
(vi) Chewing gum. 
(2) The color additive may not be 

used to color foods for which standards 
of identity have been issued under sec-
tion 401 of the act, unless the use of the 

added color is authorized by such 
standards. 

(d) Labeling. The label of the color ad-
ditive and of any mixture 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 pub-
lic health and therefore batches thereof 
are exempt from the certification re-
quirements of section 721(c) of the act. 

[71 FR 31929, June 2, 2006] 

§ 73.355 Phaffia yeast. 
(a) Identity. (1) The color additive 

phaffia yeast consists of the killed, 
dried cells of a nonpathogenic and 
nontoxicogenic strain of the yeast 
Phaffia rhodozyma. 

(2) Phaffia yeast may be added to the 
fish feed only as a component of a sta-
bilized color additive mixture. Color 
additive mixtures for fish feed use 
made with phaffia yeast may contain 
only those diluents that are suitable 
and are listed in this subpart as safe 
for use in color additive mixtures for 
coloring foods. 

(b) Specifications. Phaffia yeast shall 
conform to the following specifications 
and shall be free from impurities other 
than those named to the extent that 
such impurities may be avoided by 
good manufacturing practice: 

Physical state, solid. 
Lead, not more than 5 parts per million. 
Arsenic, not more than 2 parts per million. 
Mercury, not more than 1 part per million. 
Heavy metals (as Pb), not more than 10 parts 

per million. 
Astaxanthin, not less than 0.4 percent. 

(c) Uses and restrictions. Phaffia yeast 
may be safely used in the feed of 
salmonid fish in accordance with the 
following prescribed conditions: 

(1) The color additive is used to en-
hance the pink to orange-red color of 
the flesh of salmonid fish. 

(2) The quantity of astaxanthin in 
finished feed, from phaffia yeast when 
used alone or in combination with 
other astaxanthin color additive 
sources listed in this part 73, shall not 
exceed 80 milligrams per kilogram (72 
grams per ton) of finished feed. 

(d) Labeling requirements. (1) The la-
beling of the color additive and any 

VerDate Aug<31>2005 15:20 May 11, 2007 Jkt 211065 PO 00000 Frm 00364 Fmt 8010 Sfmt 8010 Y:\SGML\211065.XXX 211065



355 

Food and Drug Administration, HHS § 73.500 

premixes prepared therefrom shall bear 
expiration dates for the sealed and 
open container (established through 
generally accepted stability testing 
methods), other information required 
by § 70.25 of this chapter, and adequate 
directions to prepare a final product 
complying with the limitations pre-
scribed in paragraph (c) of this section. 

(2) The presence of the color additive 
in finished fish feed prepared according 
to paragraph (c) of this section shall be 
declared in accordance with § 501.4 of 
this chapter. 

(3) The presence of the color additive 
in salmonid fish that have been fed 
feeds containing phaffia yeast shall be 
declared in accordance with §§ 101.22(b), 
(c), and (k)(2) and 101.100(a)(2) 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 the certification re-
quirements of section 721(c) of the act. 

[65 FR 41587, July 6, 2000] 

§ 73.450 Riboflavin. 
(a) Identity. (1) The color additive ri-

boflavin is the riboflavin defined in the 
Food Chemicals Codex, 3d Ed. (1981), 
pp. 262–263, which is incorporated by 
reference. Copies may be obtained from 
the National Academy Press, 2101 Con-
stitution Ave. NW., Washington, DC 
20418, or at the National Archives and 
Records Administration (NARA). For 
information on the availability of this 
material at NARA, call 202–741–6030, or 
go to: http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

(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 additive mixtures for coloring 
foods. 

(b) Specifications. Riboflavin shall 
meet the specifications given in the 
Food Chemicals Codex, 3d Ed. (1981), 
which is incorporated by reference. The 
availability of this incorporation by 
reference is given in paragraph (a)(1) of 
this section. 

(c) Uses and restrictions. Riboflavin 
may be safely used for the coloring of 

foods generally, in amounts consistent 
with good manufacturing practice; ex-
cept that it may not be used to color 
foods for which standards of identity 
have been promulgated under section 
401 of the act, unless the use of added 
color is authorized by such standards. 

(d) Labeling. The label of the color ad-
ditive 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 there-
of are exempt from the certification re-
quirements of section 721(c) of the Act. 

[42 FR 15643, Mar. 22, 1977, as amended at 47 
FR 947, Jan. 8, 1982; 49 FR 10089, Mar. 19, 1984] 

§ 73.500 Saffron. 

(a) Identity. (1) The color additive saf-
fron 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. 

(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, 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. 

(c) Labeling. The color additive and 
any mixtures intended solely or in part 
for coloring purposes prepared there-
from shall bear, in addition to the 
other information required by the act, 
labeling in accordance with the provi-
sions 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 there-
of are exempt from the certification re-
quirements of section 721(c) of the act. 
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