§81.32

EDITORIAL NOTE: For FEDERAL REGISTER ci-
tations affecting §81.30, see the List of CFR
Sections Affected, which appears in the
Finding Aids section of the printed volume
and on GPO Access.

§81.32 Limitation of certificates.

Certificates issued for the color addi-
tives listed in §81.25 and for all mix-
tures containing these color additives
are limited to the conditions stated in
§81.25. The use of these color additives
in drugs and cosmetics in any other
manner will result in adulteration.
Each of these color additives shall bear
a label statement of the tolerance and
use limitations applicable to it.
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Subpart A—General Provisions

§82.3 Definitions.

For the purposes of this part:

(a)-(f) [Reserved]

(9) The term alumina means a suspen-
sion in water of precipitated aluminum
hydroxide.

(h) The term blanc fixe means a sus-
pension in water of precipitated barium
sulfate.

(i) The term gloss white means a sus-
pension in water of co-precipitated alu-
minum hydroxide and barium sulfate.

(J) The term mixed oxides means the
sum of the quantities of aluminum,
iron, calcium, and magnesium (in
whatever combination they may exist
in a coal-tar color) calculated as alu-
minum trioxide, ferric oxide, calcium
oxide, and magnesium oxide.

(k)-(m) [Reserved]

(n) The term externally applied drugs
and cosmetics means drugs and cos-
metics which are applied only to exter-
nal parts of the body and not to the
lips or any body surface covered by mu-
cous membrane.

(0)-(p) [Reserved]

(q) The definitions and interpreta-
tions of terms contained in section 201
of the Federal Food, Drug, and Cos-
metic Act shall be applicable also to
such terms when used in this part.

§82.5 General
straight colors.

No batch of a straight color listed in
subpart B, C, or D shall be certified
under this part unless:

(@) It is free from all impurities
(other than those named in paragraph
(b) of this section or in the specifica-
tions set forth in such paragraph for

specifications for
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