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necessary for the protection of the pub-
lic health, and therefore batches there-
of are exempt from the certification
pursuant to section 721(c) of the act.

[42 FR 37538, July 22, 1977]

§ 73.2995 Luminescent zinc sulfide.

(a) Identity. The color additive lumi-
nescent zinc sulfide is zinc sulfide con-
taining a copper activator. Following
excitation by daylight or a suitable ar-
tificial light, luminescent zinc sulfide
produces a yellow-green phosphores-
cence with a maximum at 530
nanometers.

(b) Specifications. Luminescent zinc
sulfide 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 prac-
tice:

Zinc sulfide, not less than 99.8 percent.
Copper, 100±5 parts per million.
Lead, not more than 20 parts per million.
Arsenic, not more than 3 parts per million.
Mercury, not more than 1 part per million.
Cadmium, not more than 15 parts per mil-

lion.

(c) Uses and restrictions. The color ad-
ditive luminescent zinc sulfide may be
safely used for coloring externally ap-
plied facial makeup preparations and
nail polish included under
§ 720.4(c)(7)(ix) and (c)(8)(v) of this chap-
ter, respectively, to the following re-
strictions:

(1) The amount of luminescent zinc
sulfide in facial makeup preparations
shall not exceed 10 percent by weight of
the final product.

(2) Facial makeup preparations con-
taining luminescent zinc sulfide are in-
tended for use only on limited, infre-
quent occasions, e.g., Halloween, and
not for regular or daily use.

(d) Labeling requirements. (1) The label
of the color additive and any mixtures
prepared therefrom shall bear expira-
tion dates for the sealed and open con-
tainer (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 prescribed in para-
graph (c) of this section.

(2) The label of a facial makeup prep-
aration containing the color additive
shall bear, in addition to other infor-
mation required by the law, the fol-
lowing statement conspicuously dis-
played:

Do not use in the area of the eye.
(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 48377, Aug. 8, 2000; 65 FR 75158, Dec. 1,
2000]

Subpart D—Medical Devices

§ 73.3100 1,4-Bis[(2-hydroxy-
ethyl)amino]-9,10-anthracenedione
bis(2-propenoic)ester copolymers.

(a) Identity. The color additives are
1,4-bis[(2-hydroxyethyl)amino]-9,10-
anthracenedione bis(2-propenoic)ester
(CAS Reg. No. 109561–07–1) copolym-
erized either with glyceryl methacry-
late, methyl methacrylate, and ethyl-
ene glycol dimethacrylate monomers,
or with N,N-dimethyl acrylamide,
methyl methacrylate, and ethylene
glycol dimethacrylate monomers to
form the contact lens material.

(b) Uses and restrictions. (1) The sub-
stances listed in paragraph (a) of this
section may be used in amounts not to
exceed the minimum reasonably re-
quired to accomplish the intended
coloring effect.

(2) Authorization and compliance
with these uses shall not be construed
as waiving any of the requirements of
sections 510(k), 515, and 520(g) of the
Federal Food, Drug, and Cosmetic Act
(the act) with respect to the contact
lens made from the color additives.

(c) Labeling. The label of the color ad-
ditives shall conform to the require-
ments of § 70.25 of this chapter.

(d) Exemption from certification. Cer-
tification of these color additives is
not necessary for the protection of the
public health and therefore the color
additives are exempt from the certifi-
cation requirements of section 721(c) of
the act.

[61 FR 51586, Oct. 3, 1996]
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§ 73.3105 1,4-Bis[(2-methyl-
phenyl)amino]-9,10-anthracene-
dione.

(a) Identity. The color additive is 1,4-
bis[(2-methylphenyl)amino]-9,10-
anthracenedione (CAS Reg. No. 6737–68–
4).

(b) Uses and restrictions. (1) The sub-
stance listed in paragraph (a) of this
section may be used as a color additive
in contact lenses in amounts not to ex-
ceed the minimum reasonably required
to accomplish the intended coloring ef-
fect.

(2) Authorization and compliance
with this use shall not be construed as
waiving any of the requirements of sec-
tions 510(k), 515, and 520(g) of the Fed-
eral Food, Drug, and Cosmetic Act (the
act). A person intending to introduce a
device containing 1,4-bis[(2-methyl-
phenyl)amino]-9,10-anthracenedione
listed under this section into com-
merce shall submit to the Food and
Drug Administration either a pre-
market notification in accordance with
subpart E of part 807 of this chapter, if
the device is not subject to premarket
approval, or submit and receive ap-
proval of an original or supplemental
premarket approval application if the
device is subject to premarket ap-
proval.

(c) Labeling. The label of the color ad-
ditive shall conform to the require-
ments 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 the color addi-
tive is exempt from the certification
requirements of section 721(c) of the
act.

[49 FR 30066, July 26, 1984]

§ 73.3106 1,4-Bis[4-(2-methacryloxy-
ethyl) phenylamino]anthraquinone
copolymers.

(a) Identity. The color additive is 1,4-
bis[4-(2-methacryloxyethyl) phenyl-
amino]anthraquinone (CAS Reg. No.
121888–69–5), copolymerized with hy-
droxyethyl methacrylate monomer, or
a blend of hydroxyethyl methacrylate
and N-vinyl pyrrolidone monomers, or
a blend of 3-
[tris(trimethylsiloxy)silyl]propyl vinyl
carbamate (CAS Reg. No. 134072–99–4)

and N-vinyl pyrrolidone monomers to
form the contact lens material.

(b) Uses and restrictions. (1) The sub-
stances listed in paragraph (a) of this
section may be used in amounts not to
exceed the minimum reasonably re-
quired to accomplish the intended
coloring effect.

(2) Authorization and compliance
with these uses shall not be construed
as waiving any of the requirements of
sections 510(k), 515, and 520(g) of the
Federal Food, Drug, and Cosmetic Act
(the act) with respect to contact lenses
made from the color additives.

(c) Labeling. The label of the color ad-
ditives shall conform to the require-
ments of § 70.25 of this chapter.

(d) Exemption from certification. Cer-
tification of these color additives is
not necessary for the protection of the
public health and, therefore, the color
additives are exempt from the certifi-
cation requirements of section 721(c) of
the act.

[58 FR 17507, Apr. 5, 1993, as amended at 60
FR 10497, Feb. 27, 1995]

§ 73.3107 Carbazole violet.
(a) Identity. The color additive is car-

bazole violet (Pigment Violet 23) (CAS
Reg. No. 6358–30–1, Colour Index No.
51319).

(b) Uses and restrictions. (1) The sub-
stance listed in paragraph (a) of this
section may be used as a color additive
in contact lenses in amounts not to ex-
ceed the minimum reasonably required
to accomplish the intended coloring ef-
fect.

(2) Authorization for this use shall
not be construed as waiving any of the
requirements of sections 510(k), 515,
and 520(g) of the Federal Food, Drug,
and Cosmetic Act (the act) with re-
spect to the contact lens in which the
color additive is used.

(c) Labeling. The label of the color ad-
ditive shall conform to the require-
ments 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 the color addi-
tive is exempt from the certification
requirements of section 721(c) of the
act.

[53 FR 41324, Oct. 21, 1988]
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§ 73.3110 Chlorophyllin-copper com-
plex, oil soluble.

(a) Identity. The color additve is
chlorophyllin-copper complex, oil solu-
ble. The chlorophyllin is obtained by
extraction from a mixture of fescue
and rye grasses. The chlorophyll is
acid-treated to remove chelated mag-
nesium which is replaced with hydro-
gen, which is turn is replaced with cop-
per. This mixture is diluted to a 5 per-
cent concentration with a mixture of
palm oil, peanut oil, and hydrogenated
peanut oil.

(b) Specifications. The color additive
chlorophyllin-copper complex, oil solu-
ble (5 percent in palm oil, peanut oil,
and hydrogenated peanut oil), 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 current good manufacturing prac-
tice:

Moisture, not more than 0.5 percent.
Nitrogen, not less than 0.2 percent and not

more than 0.3 percent.
Total copper, not less than 0.2 percent and

not more than 0.4 percent.
Free copper, not more than 200 parts per mil-

lion.
Lead, not more than 20 parts per million.
Arsenic, not more than 5 parts per million.
Sulfated ash, not more than 2.5 percent.
Total color, not less than 4.5 percent and not

more than 5.5 percent.

(c) Uses and restrictions. (1) The color
additive chlorophyllin-copper complex,
oil soluble (5 percent in palm oil, pea-
nut oil, and hydrogenated peanut oil),
may be safely used to color
polymethylmethacrylate bone cement.
Chlorophyllin-copper complex may be
used at levels that do not exceed 0.003
percent by weight of the bone cement.

(2) Authorization for this use shall
not be construed as waiving any of the
requirements of sections 510(k), 515,
and 520(g) of the Federal Food, Drug,
and Cosmetic Act with respect to the
polymethylmethacrylate bone cement
in which chlorophyllin-copper complex,
oil soluble, is used.

(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 the color addi-
tive is exempt from the certification
requirements of section 721(c) of the
act.

[48 FR 56370, Dec. 21, 1983]

§ 73.3110a Chromium-cobalt-aluminum
oxide.

(a) Identity. The color additive chro-
mium-cobalt-aluminum oxide (Pigment
Blue 36) (CAS Reg. No. 68187–11–1, Col-
our Index No. 77343) shall conform in
identity and specifications to the re-
quirements of § 73.1015 (a) and (b).

(b) Uses and restrictions. (1) The sub-
stance listed in paragraph (a) of this
section may be used as a color additive
in contact lenses in amounts not to ex-
ceed the minimum reasonably required
to accomplish the intended coloring ef-
fect.

(2) Authorization for this use shall
not be construed as waiving any of the
requirements of sections 510(k), 515,
and 520(g) of the Federal Food, Drug,
and Cosmetic Act (the act) with re-
spect to the contact lens in which the
color additive is used.

(c) Labeling. The label of the color ad-
ditive shall conform to the require-
ments 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 the color addi-
tive is exempt from the certification
requirements of section 721(c) of the
act.

[53 FR 41325, Oct. 21, 1988]

§ 73.3111 Chromium oxide greens.

(a) Identity and specifications. The
color additive chromium oxide greens
(chromic oxide) (CAS Reg. No. 1308–38–
9), Color Index No. 77288, shall conform
in identity and specifications to the re-
quirements of § 73.1327 (a)(1) and (b).

(b) Uses and restrictions. (1) The sub-
stance listed in paragraph (a) of this
section may be used as a color additive
in contact lenses in amounts not to ex-
ceed the minimum reasonably required
to accomplish the intended coloring ef-
fect.

(2) Authorization and compliance
with this use shall not be construed as
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waiving any of the requirements of sec-
tions 510(k), 515, and 520(g) of the Fed-
eral Food, Drug, and Cosmetic Act
with respect to the contact lenses in
which the additive is used.

(c) Labeling. The label of the color ad-
ditive shall conform to the require-
ments 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 the color addi-
tive is exempt from the certification
requirements of section 721(c) of the
act.

[51 FR 24816, July 9, 1986]

§ 73.3112 C.I. Vat Orange 1.

(a) Identity. The color additive is C.I.
Vat Orange 1, Colour Index No. 59105.

(b) Uses and restrictions. (1) The sub-
stance listed in paragraph (a) of this
section may be used as a color additive
in contact lenses in amounts not to ex-
ceed the minimum reasonably required
to accomplish the intended coloring ef-
fect.

(2) Authorization for this use shall
not be construed as waiving any of the
requirements of sections 510(k), 515,
and 520(g) of the Federal Food, Drug,
and Cosmetic Act (the act) with re-
spect to the contact lens in which the
color additive is used. A person intend-
ing to introduce a device containing
C.I. Vat Orange 1 into commerce shall
submit to the Food and Drug Adminis-
tration either a premarket notification
in accordance with subpart E of part
807 of this chapter, if the device is not
subject to premarket approval, or sub-
mit and receive approval of an original
or supplemental premarket approval
application if the device is subject to
premarket approval.

(c) Labeling. The label of the color ad-
ditive shall conform to the require-
ments 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 the color addi-
tive is exempt from the certification
requirements of section 721(c) of the
act.

[50 FR 20407, May 16, 1985]

§ 73.3115 2-[[2,5-Diethoxy-4-[(4-
methylphenyl)thiol]phenyl]azo]-
1,3,5-benzenetriol.

(a) Identity. The color additive2-[[2,5-
diethoxy-4-[(4-methyl-
phenyl)thio]phenyl]azo]-1,3,5-benzene-
triol is formed in situ in soft (hydro-
philic) contact lenses.

(b) Uses and restrictions. The color ad-
ditive 2-[[2,5-diethoxy-4-[(4-methyl-
phenyl)thio]phenyl]azo]-1,3,5-benzene-
triol may be safely used to mark soft
(hydrophilic) contact lenses with the
letter R or the letter L for identifica-
tion purposes subject to the following
restrictions:

(1) The quantity of the color additive
does not exceed 1.1×10¥7 grams in a soft
(hydrophilic) contact lens.

(2) When used as specified in the la-
beling, there is no measurable migra-
tion of the color additive from the con-
tact lens to the surrounding ocular tis-
sue.

(3) Authorization for this use shall
not be construed as waiving any of the
requirements of section 510(k) and 515
of the Federal Food, Drug, and Cos-
metic Act with respect to the contact
lens in which the color additive is used.

(c) Labeling. The label of the color ad-
ditive shall conform to the require-
ments 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 the color addi-
tive is exempt from the certification
requirements of section 721(c) of the
act.

[48 FR 22706, May 20, 1983]

§ 73.3117 16,23-Dihydrodinaphtho[2,3-
a:2′,3′-i] naphth [2′,3′:6,7] indolo [2,3-
c] carbazole-5,10,15,17,22,24-hexone.

(a) Identity. The color additive is
16,23-dihydrodinaphtho [2,3- a:2′,3′-i]
napth [2′,3′:6,7] indolo [2, 3-c] carbazole-
5,10, 15,17,22,24-hexone (CAS Reg. No.
2475–33–4), Colour Index No. 70800.

(b) Uses and restrictions. (1) The sub-
stance listed in paragraph (a) of this
section may be used as a color additive
in contact lenses in amounts not to ex-
ceed the minimum reasonably required
to accomplish the intended coloring ef-
fect.

(2) Authorization for this use shall
not be construed as waiving any of the
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requirements of sections 510(k), 515,
and 520(g) of the Federal Food, Drug,
and Cosmetic Act with respect to the
contact lens in which the color addi-
tive is used.

(c) Labeling. The label of the color ad-
ditive shall conform to the require-
ments 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 the color addi-
tive is exempt from the certification
requirements of section 721(c) of the
act.

[48 FR 31375, July 8, 1983]

§ 73.3118 N,N′-(9,10-Dihydro-9,10-dioxo-
1,5-anthracenediyl) bisbenzamide.

(a) Identity. The color additive is
N,N′-(9,10-dihydro-9,10-dioxo-1,5-anthra-
cenediyl) bisbenzamide (CAS Reg. No.
82–18–8), Colour Index No. 61725.

(b) Uses and restrictions. (1) The sub-
stance listed in paragraph (a) of this
section may be used as a color additive
in contact lenses in amounts not to ex-
ceed the minimum reasonably required
to accomplish the intended coloring ef-
fect.

(2) Authorization for this use shall
not be construed as waiving any of the
requirements of sections 510(k), 515,
and 520(g) of the Federal Food, Drug,
and Cosmetic Act with respect to the
contact lens in which the color addi-
tive is used.

(c) Labeling. The label of the color ad-
ditive shall conform to the require-
ments 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 the color addi-
tive is exempt from the certification
requirements of section 721(c) of the
act.

[48 FR 31375, July 8, 1983]

§ 73.3119 7,16-Dichloro–6,15-dihydro-
5,9,14,18-anthrazinetetrone.

(a) Identity. The color additive is 7,16-
dichloro-6,15-dihydro-5,9,14,18-
anthrazinetetrone (CAS Reg. No. 130–
20–1), Colour Index No. 69825.

(b) Uses and restrictions. (1) The sub-
stance listed in paragraph (a) of this
section may be used as a color additive

in contact lenses in amounts not to ex-
ceed the minimum reasonably required
to accomplish the intended coloring ef-
fect.

(2) Authorization for this use shall
not be construed as waiving any of the
requirements of sections 510(k), 515,
and 520(g) of the Federal Food, Drug,
and Cosmetic Act with respect to the
contact lens in which the color addi-
tive is used.

(c) Labeling. The label of the color ad-
ditive shall conform to the require-
ments 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 the color addi-
tive is exempt from the certification
requirements of section 721(c) of the
act.

[48 FR 31376, July 8, 1983]

§ 73.3120 16,17-Dimethoxydinaphtho
[1,2,3-cd:3′,2′,1′-lm] perylene-5,10-
dione.

(a) Identity. The color additive is
16,17-dimethoydinaphtho[1,2,3,-
cd:3′,2′,1′-lm]perylene-5,10-dione (CAS
Reg. No. 128–58–5), Colour Index No.
59825.

(b) Uses and restrictions. (1) The sub-
stance listed in paragraph (a) of this
section may be used as a color additive
in contact lenses in amounts not to ex-
ceed the minimum reasonably required
to accomplish the intended coloring ef-
fect.

(2) Authorization for this use shall
not be construed as waiving any of the
requirements of sections 510(k), 515,
and 520(g) of the Federal Food, Drug,
and Cosmetic Act with respect to the
contact lens in which the color addi-
tive is used.

(c) Labeling. The label of the color ad-
ditive shall conform to the require-
ments 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 the color addi-
tive is exempt from the certification
requirements of section 721(c) of the
act.

[48 FR 31376, July 8, 1983]

VerDate 11<MAY>2000 13:02 Apr 16, 2001 Jkt 194062 PO 00000 Frm 00381 Fmt 8010 Sfmt 8010 Y:\SGML\194062T.XXX pfrm01 PsN: 194062T



382

21 CFR Ch. I (4–1–01 Edition)§ 73.3121

§ 73.3121 Poly(hydroxyethyl methacry-
late)-dye copolymers.

(a) Identity. The color additives are
formed by reacting one or more of the
reactive dyes listed in this paragraph
with poly(hydroxyethyl methacrylate),
so that the sulfate group (or groups) or
chlorine substituent of the dye is re-
placed by an ether linkage to
poly(hydroxyethyl methacrylate). The
dyes that may be used alone or in com-
bination are

(1) Reactive Black 5 [2,7-
naphthalenedisulfonic acid, 4-amino-5-
hydroxy-3,6-bis((4-((2-
(sulfooxy)ethyl)sulfonyl)phenyl)azo)-
tetrasodium salt] (CAS Reg. No. 17095–
24–8);

(2) Reactive Blue 21 [copper, (29H,31H-
phthalocyaninato(2-)-N29,N30,N31,N32)-,
sulfo((4-((2-
sulfooxy)ethyl)sulfonyl)phenyl)amino)
sulfonyl derivs] (CAS Reg. No. 73049–92–
0);

(3) Reactive Orange 78 [2-
naphthalenesulfonic acid, 7-
(acetylamino)-4-hydroxy-3-((4-((2-
(sulfooxy)ethyl) sulfonyl)phenyl)azo)-]
CAS Reg. No. 68189–39–9);

(4) Reactive Yellow 15
[benzensulfonic acid, 4-(4,5-dihydro-4-
((2-methoxy-5-methyl-4-((2-
(sulfooxy)ethyl) sulfonyl)phenyl)azo)-3-
methyl-5-oxo-1H-pyrazol-1-yl)-] (CAS
Reg. No. 60958–41–0);

(5) Reactive Blue No. 19 [2-anthra-
cene-sulfonic acid, 1-amino-9,10-
dihydro-9,10-dioxo-4-((3-((2-
(sulfooxy)ethyl)sulfonyl)phenyl)amino)
-, disodium salt] (CAS Reg. No. 2580–78–
1);

(6) Reactive Blue No. 4 [2-
anthracenesulfonic acid, 1-amino-4-(3-
((4,6-dichloro-s-triazin-2-yl)amino)-4-
sulfoanilino)-9,10-dihydro-9,10-dioxo, di-
sodium salt] (CAS Reg. No. 4499–01–8);

(7) C.I. Reactive Red 11 [5-((4,6-
dichloro-1,3,5-triazin-2-yl)amino)-4-hy-
droxy-3-((1-sulfo-2-naphthalenyl)azo)-2,
7-naphthalenedisulfonic acid, tri-
sodium salt] (CAS Reg. No. 12226–08–3);

(8) C.I. Reactive Yellow 86 [1,3-
benzenedisulfonic acid, 4-((5-
aminocarbonyl-1-ethyl-1,6-dihydro-2-
hydroxy-4-methyl-6-oxo-3-
pyridinyl)azo)-6-(4,6-dichloro-1,3,5-
triazin-2-yl)amino)-, disodium salt]
(CAS Reg. No. 61951–86–8);

(9) C.I. Reactive Blue 163
[triphenodioxazinedisulfonic acid, 6,13-
dichloro-3, 10-bis((4-((4.6-dichloro-1,3,5-
triazin-2-yl)amino) sulfophenyl)amino)-
, tetrasodium salt] (CAS Reg. No.
72847–56–4); and

(10) C.I. Reactive Red 180 [5-
(benzoylamino)-4-hydroxy-3-((1-sulfo-6-
((2-(sulfooxy)ethyl)sulfonyl)-2-
naphthalenyl)azo)-2,7-
naphthalenedisulfonic acid,
tetrasodium salt] (CAS Reg. No. 98114–
32–0).

(b) Uses and restrictions. (1) The sub-
stances listed in paragraph (a) of this
section may be used to color contact
lenses in amounts not to exceed the
minimum reasonably required to ac-
complish the intended coloring effect.

(2) As part of the manufacturing
process, the lenses containing the color
additives are thoroughly washed to re-
move unbound reactive dyes.

(3) Authorization and compliance
with this use shall not be construed as
waiving any of the requirements of sec-
tions 510(k), 515, and 520(g) of the Fed-
eral Food, Drug, and Cosmetic Act (the
act). A person intending to introduce a
device containing a poly(hydroxyethyl
methacrylate)-dye copolymer listed
under this section into commerce shall
submit to the Food and Drug Adminis-
tration either a premarket notification
in accordance with subpart E of part
807 of this chapter, if the device is not
subject to premarket approval, or sub-
mit and receive approval of an original
or supplemental premarket approval
application if the device is subject to
premarket approval.

(c) Labeling. The label of the color ad-
ditives shall conform to the require-
ments of § 70.25 of this chapter.

(d) Exemption from certification. Cer-
tification of these color additives is
not necessary for the protection of the
public health, and therefore these color
additives are exempt from the certifi-
cation requirements of section 721(c) of
the act.

[49 FR 373, Jan. 4, 1984; 49 FR 5094, Feb. 10,
1984, as amended at 50 FR 9425, Mar. 8, 1985;
50 FR 33338, Aug. 19, 1985; 50 FR 37845, Sept.
18, 1985; 50 FR 45993, Nov. 6, 1985; 58 FR 9541,
Feb. 22, 1993]
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§ 73.3122 4-[(2,4-dimethylphenyl)azo]-
2,4-dihydro-5-methyl-2-phenyl-3H-
pyrazol-3-one.

(a) Identity. The color additive is 4-
[(2,4-dimethylphenyl)azo]-2,4-dihydro-5-
methyl-2-phenyl-3H- pyrazol-3-one
(CAS Reg. No. 6407–78–9).

(b) Uses and restrictions. (1) The sub-
stances listed in paragraph (a) of this
section may be used as a color additive
in contact lenses in amounts not to ex-
ceed the minimum reasonably required
to accomplish the intended coloring ef-
fect.

(2) Authorization for this use shall
not be construed as waiving any of the
requirements of sections 510(k), 515,
and 520(g) of the Federal Food, Drug,
and Cosmetic Act with respect to the
contact lens in which the color addi-
tive is used.

(c) Labeling. The label of the color ad-
ditive shall conform to the require-
ments 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 the color addi-
tive is exempt from the certification
requirements of section 721(c) of the
act.

[51 FR 11432, Apr. 3, 1986]

§ 73.3123 6-Ethoxy-2-(6-ethoxy-3-
oxobenzo[b]thien-2(3H)-ylidene)
benzo[b]thiophen-3 (2H)-one.

(a) Identity. The color additive is 6-
ethoxy-2-(6-ethoxy-3-oxobenzo [b]thien-
2(3H)-ylidene)benzo[b]thiophen-3(2H)-
one (CAS Reg. No. 3263–31–8), Colour
Index No. 73335.

(b) Uses and restrictions. (1) The sub-
stance listed in paragraph (a) of this
section may be used as a color additive
in contact lenses in amounts not to ex-
ceed the minimum reasonably required
to accomplish the intended coloring ef-
fect.

(2) Authorization for this use shall
not be construed as waiving any of the
requirements of sections 510(k), 515,
and 520(g) of the Federal Food, Drug,
and Cosmetic Act with respect to the
contact lens in which the color addi-
tive is used.

(c) Labeling. The label of the color ad-
ditive shall conform to the require-
ments 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 the color addi-
tive is exempt from the certification
requirements of section 721(c) of the
act.

[51 FR 11436, Apr. 3, 1986]

§ 73.3124 Phthalocyanine green.
(a) Identity. The color additive is

phthalocyanine green (CAS Reg. No.
1328–53–6), Colour Index No. 74260.

(b) Uses and restrictions. (1) The sub-
stance listed in paragraph (a) of this
section may be used as a color additive
in contact lenses in amounts not to ex-
ceed the minimum reasonably required
to accomplish the intended coloring ef-
fect.

(2) Authorization for this use shall
not be construed as waiving any of the
requirements of sections 510(k), 515,
and 520(g) of the Federal Food, Drug,
and Cosmetic Act with respect to the
contact lens in which the additive is
used.

(c) Labeling. The label of the color ad-
ditive shall conform to the require-
ments 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 the color addi-
tive is exempt from the certification
requirements of section 721(c) of the
act.

[51 FR 11433, Apr. 3, 1986]

§ 73.3125 Iron oxides.
(a) Identity and specifications. The

color additive iron oxides (CAS Reg.
No. 977053–38–5), Color Index No. 77491,
shall conform in identity and specifica-
tions to the requirements of § 73.2250 (a)
and (b).

(b) Uses and restrictions. (1) The sub-
stance listed in paragraph (a) of this
section may be used as a color additive
in contact lenses in amounts not to ex-
ceed the minimum reasonably required
to accomplish the intended coloring ef-
fect.

(2) Authorization and compliance
with this use shall not be construed as
waiving any of the requirements of sec-
tions 510(k), 515, and 520(g) of the Fed-
eral Food, Drug, and Cosmetic Act
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with respect to the contact lens in
which the additive is used.

(c) Labeling. The label of the color ad-
ditive shall conform to the require-
ments 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 the color addi-
tive is exempt from the certification
requirements of section 721(c) of the
act.

[51 FR 24816, July 9, 1986]

§ 73.3126 Titanium dioxide.

(a) Identity and specifications. The
color additive titanium dioxide (CAS
Reg. No. 13463–67–7), Color Index No.
77891, shall conform in identity and
specifications to the requirements of
§ 73.575(a)(1) and (b).

(b) Uses and restrictions. (1) The sub-
stance listed in paragraph (a) of this
section may be used as a color additive
in contact lenses in amounts not to ex-
ceed the minimum reasonably required
to accomplish the intended coloring ef-
fect.

(2) Authorization and compliance
with this use shall not be construed as
waiving any of the requirements of sec-
tions 510(k), 515, and 520(g) of the Fed-
eral Food, Drug, and Cosmetic Act
with respect to the contact lenses in
which the additive is used.

(c) Labeling. The label of the color ad-
ditive shall conform to the require-
ments 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 the color addi-
tive is exempt from the certification
requirements of section 721(c) of the
act.

[51 FR 24816, July 9, 1986]

§ 73.3127 Vinyl alcohol/methyl meth-
acrylate-dye reaction products.

(a) Identity. The color additives are
formed by reacting the dyes, either
alone or in combination, with a vinyl
alcohol/methyl methacrylate copoly-
mer, so that the sulfate groups of the
dyes are replaced by ether linkages to
the vinyl alcohol/methyl methacrylate
copolymer. The dyes are:

(1) C.I. Reactive Red 180 [5-
(benzoylamino)-4-hydroxy-3-((1-sulfo-6-
((2-(sulfooxy)ethyl)sulfonyl)-2-
naphthalenyl)azo)-2,7-
naphthalenedisulfonic acid,
tetrasodium salt] (CAS Reg. No. 98114–
32–0).

(2) C.I. Reactive Black 5 [2,7-
naphthalenedisulfonic acid, 4-amino-5-
hydroxy-3,6-bis((4-((2-
(sulfooxy)ethyl)sulfonyl)phenyl)azo)-,
tetrasodium salt] (CAS Reg. No. 17095–
24–8).

(3) C.I. Reactive Orange 78 [2-
naphthalenesulfonic acid, 7-
(acetylamino)-4-hydroxy-3-((4-((2-
(sulfooxy)ethyl)sulfonyl)phenyl)azo)-]
(CAS Reg. No. 68189–39–9).

(4) C.I. Reactive Yellow 15
[benzenesulfonic acid, 4-(4,5-dihydro-4-
((2-methoxy-5-methyl-4-((2-
(sulfooxy)ethyl)sulfonyl)phenyl)azo)-3-
methyl-5-oxo-1H-pyrazol-1-yl)-] (CAS
Reg. No. 60958–41–0).

(5) C.I. Reactive Blue No. 19 [2-
anthracenesulfonic acid, 1-amino-9,10-
dihydro-9,10-dioxo-4-((3-((2-
(sulfooxy)ethyl)sulfonyl)phenyl)amino)
-, disodium salt] (CAS Reg. No. 2580–78–
1).

(6) C.I. Reactive Blue 21 [copper,
(29H,31H-phthalocyaninato(2-)-N29, N30,

N31, N32)-, sulfo((4-((2-(sulfooxy)
ethyl)sulfonyl)phenyl)amino)sulfonyl
derivatives] (CAS Reg. No. 73049–92–0).

(b) Uses and restrictions. (1) The sub-
stances listed in paragraph (a) of this
section may be used to color contact
lenses in amounts not to exceed the
minimum reasonably required to ac-
complish the intended coloring effect.

(2) As part of the manufacturing
process, the lenses containing the color
additives are thoroughly washed to re-
move unbound reactive dye.

(3) Authorization and compliance
with this use shall not be construed as
waiving any of the requirements of sec-
tions 510(k), 515, and 520(g) of the Fed-
eral Food, Drug, and Cosmetic Act (the
act). A person intending to introduce a
device containing a vinyl alcohol/meth-
yl methacrylate-dye reaction product
listed under this section into com-
merce shall submit to the Food and
Drug Administration either a pre-
market notification in accordance with
subpart E of part 807 of this chapter, if
the device is not subject to premarket
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approval, or submit and receive ap-
proval of an original or supplemental
premarket approval application if the
device is subject to premarket ap-
proval.

(c) Labeling. The label of the color ad-
ditive shall conform to the require-
ments 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, this color ad-
ditive is exempt from the certification
requirements of section 721(c) of the
act.

[58 FR 3227, Jan. 8, 1993, as amended at 58 FR
17510, Apr. 5, 1993]

PART 74—LISTING OF COLOR AD-
DITIVES SUBJECT TO CERTIFI-
CATION

Subpart A—Foods

Sec.
74.101 FD&C Blue No. 1.
74.102 FD&C Blue No. 2.
74.203 FD&C Green No. 3.
74.250 Orange B.
74.302 Citrus Red No. 2.
74.303 FD&C Red No. 3.
74.340 FD&C Red No. 40.
74.705 FD&C Yellow No. 5.
74.706 FD&C Yellow No. 6.

Subpart B—Drugs

74.1101 FD&C Blue No. 1.
74.1102 FD&C Blue No. 2.
74.1104 D&C Blue No. 4.
74.1109 D&C Blue No. 9.
74.1203 FD&C Green No. 3.
74.1205 D&C Green No. 5.
74.1206 D&C Green No. 6.
74.1208 D&C Green No. 8.
74.1254 D&C Orange No. 4.
74.1255 D&C Orange No. 5.
74.1260 D&C Orange No. 10.
74.1261 D&C Orange No. 11.
74.1303 FD&C Red No. 3.
74.1304 FD&C Red No. 4.
74.1306 D&C Red No. 6.
74.1307 D&C Red No. 7.
74.1317 D&C Red No. 17.
74.1321 D&C Red No. 21.
74.1322 D&C Red No. 22.
74.1327 D&C Red No. 27.
74.1328 D&C Red No. 28.
74.1330 D&C Red No. 30.
74.1331 D&C Red No. 31.
74.1333 D&C Red No. 33.
74.1334 D&C Red No. 34.
74.1336 D&C Red No. 36.
74.1339 D&C Red No. 39.

74.1340 FD&C Red No. 40.
74.1602 D&C Violet No. 2.
74.1705 FD&C Yellow No. 5.
74.1706 FD&C Yellow No. 6.
74.1707 D&C Yellow No. 7.
74.1707a Ext. D&C Yellow No. 7.
74.1708 D&C Yellow No. 8.
74.1710 D&C Yellow No. 10.
74.1711 D&C Yellow No. 11.

Subpart C—Cosmetics

74.2101 FD&C Blue No. 1.
74.2104 D&C Blue No. 4.
74.2151 D&C Brown No. 1.
74.2203 FD&C Green No. 3.
74.2205 D&C Green No. 5.
74.2206 D&C Green No. 6.
74.2208 D&C Green No. 8.
74.2254 D&C Orange No. 4.
74.2255 D&C Orange No. 5.
74.2260 D&C Orange No. 10.
74.2261 D&C Orange No. 11.
74.2304 FD&C Red No. 4.
74.2306 D&C Red No. 6.
74.2307 D&C Red No. 7.
74.2317 D&C Red No. 17.
74.2321 D&C Red No. 21.
74.2322 D&C Red No. 22.
74.2327 D&C Red No. 27.
74.2328 D&C Red No. 28.
74.2330 D&C Red No. 30.
74.2331 D&C Red No. 31.
74.2333 D&C Red No. 33.
74.2334 D&C Red No. 34.
74.2336 D&C Red No. 36.
74.2340 FD&C Red No. 40.
74.2602 D&C Violet No. 2.
74.2602a Ext. D&C Violet No. 2.
74.2705 FD&C Yellow No. 5.
74.2706 FD&C Yellow No. 6.
74.2707 D&C Yellow No. 7.
74.2707a Ext. D&C Yellow No. 7.
74.2708 D&C Yellow No. 8.
74.2710 D&C Yellow No. 10.
74.2711 D&C Yellow No. 11.

Subpart D–Medical Devices

74.3045 [Phthalocyaninato(2-)] copper.
74.3102 FD&C Blue No. 2.
74.3106 D&C Blue No. 6.
74.3206 D&C Green No. 6.
74.3230 D&C Red No. 17.
74.3602 D&C Violet No. 2.
74.3710 D&C Yellow No. 10.

APPENDIX A TO PART 74—THE PROCEDURE FOR
DETERMINING ETHER SOLUBLE MATERIAL
IN D&C RED NOS. 6 AND 7

AUTHORITY: 21 U.S.C. 321, 341, 342, 343, 348,
351, 352, 355, 361, 362, 371, 379e.

SOURCE: 42 FR 15654, Mar. 22, 1977, unless
otherwise noted.
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