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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. 

§ 73.575 Titanium dioxide. 
(a) Identity. (1) The color additive ti-

tanium dioxide is synthetically pre-
pared TiO2, free from admixture with 
other substances. 

(2) Color additive mixtures for food 
use made with titanium dioxide may 
contain only those diluents that are 
suitable and that are listed in this sub-
part as safe in color additive mixtures 
for coloring foods, and the following: 
Silicon dioxide, SiO2 and/or aluminum 
oxide, Al2 O3, as dispersing aids—not 
more than 2 percent total. 

(b) Specifications. Titanium dioxide 
shall conform to the following speci-
fications: 

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

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 percent. 

Water soluble substances, not more than 0.3 
percent. 

Acid soluble substances, not more than 0.5 
percent. 

TiO2, not less than 99.0 percent after drying 
for 3 hours at 105 °C. 

Lead, arsenic, and antimony shall be 
determined in the solution obtained by 
boiling 10 grams of the titanium diox-
ide for 15 minutes in 50 milliliters of 
0.5N hydrochloric acid. 

(c) Uses and restrictions. The color ad-
ditive titanium dioxide may be safely 
used for coloring foods generally, sub-
ject 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 ad-
ditive and any mixtures intended sole-
ly or in part for coloring purposes pre-
pared therefrom 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. 

§ 73.600 Turmeric. 
(a) Identity. (1) The color additive 

turmeric is the ground rhizome of 
Curcuma 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 set-
ting forth an official standard for tur-
meric under section 401 of the act. 

(2) Color additive mixtures made 
with turmeric 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. 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. 

(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. 

§ 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 
extraction using any one or a combina-
tion of the following solvents: 

Acetone 
Ethyl alcohol 

Ethylene dichloride 
Hexane 
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Isopropyl alcohol 
Methyl alcohol 

Methylene chloride 
Trichloroethylene 

The definition of turmeric oleoresin 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 oleo-
resin under section 401 of the act. 

(2) Color additive mixtures made 
with turmeric 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. Turmeric oleoresin 
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 addi-
tive regulation in parts 170 through 189 
of this chapter. 

(c) Uses and restrictions. Turmeric ole-
oresin 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 
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, 

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. 

Subpart B—Drugs 

§ 73.1001 Diluents in color additive 
mixtures for drug use exempt 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 certification or, if not 
so exempted, is from a batch that has 
previously been certified and has not 
changed in composition since certifi-
cation. 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 pu-
rity 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 Restrictions 

Alcohol, specially denatured .............................. As set forth in 26 CFR, pt. 212 .......... As set forth in 26 CFR, pt. 211. 
Cetyl alcohol ....................................................... As set forth in N.F. XI.
Isopropyl alcohol ................................................ ........................................................ In color coatings for pharmaceutical 

forms, no residue. 
Polyoxyethylene (20) sorbitan monostearate 

(Polysorbate 60).
As set forth in sec. 172.836 of this 

chapter.
Polyoxyethylene (20) sorbitan tristearate (Poly-

sorbate 65).
As set forth in sec. 172.838 of this 

chapter.
Polysorbate 80 ................................................... As set forth in sec. 172.840 of this 

chapter.
Polyvinyl-pyrrolidone .......................................... As set forth in sec. 173.55 of this 

chapter.
Sorbitan monooleate.
Sorbitan monostearate ....................................... As set forth in sec. 172.842 of this 

chapter.
Sorbitan triolease.

(2) Special use; inks for branding phar-
maceutical forms. Items listed in para-
graph (a)(1) of this section, 
§ 73.1(b)(1)(i), and the following: 

Ethyl lactate 
Polyoxyethylene sorbitan monolaurate (20) 

VerDate mar<24>2004 11:19 Jul 07, 2004 Jkt 203064 PO 00000 Frm 00384 Fmt 8010 Sfmt 8010 Y:\SGML\203064T.XXX 203064T


