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Effective date. This amendment shall
become effective on /August 7,1974,

[sEarl VERNON D. ACREE,
Commissioner of Customs.
Approved: July 29, 1974.

Davip R. MACDONALD,
Assistant Secretary
of the Treasury.
[FR Doc.74-17352 Filed 8-6-74;8:45 am]

Title 21—Food and Drugs
CHAPTER [—FOOD AND DRUG ADMINIS-
TRATION, DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE
SUBCHAPTER A—GENERAL
PART 8—CQOLOR ADDITIVES

Chromium-Cobalt-Aluminum Oxide
Pigment

The Commissioner. of Tood and Drugs,
having evaluated the data in a petition
(CAP 12) filed by Davis and Geck, Divi-
sion of American Cyanamid Co., Dan~
bury, CT 06813, and .other relevant
material, finds that chromium-cobalt-
aluminum oxide pigment is safe under
the conditions prescribed in this order
for use in coloring linear polyethylene
surgical sutures, U.SP., for use in gen-
eral surgery and that certification is not
necessary for the protection of the pub-

lic health. 1
Chromium-cobalt-aluminum oxide is

currently provisionally listed in § 8,501
() (21 CFR 8.501(D)) for use in poly-
ethylene surgical sutures only. There are
no other color additive-petitions or prog-
ress reports, as required by the color
additive regulations (21 CFR Part 8), for
the use of chromium-cobalt-aluminum
oxide in drugs.. Accordingly, chromium-~
cobalt-aluminum oxide is being deleted
_from § 8.501(f) ,effective on the effective
" date of thisorder.

Therefore, pursuant to provisions of
the Federal Food, Drug, and Cosmetic
Actk (sec. 706 (b), (¢), and (d), 74 Stat.
399-403; 21 U.S.C. 376 (b)), (c) and (d))
and the transitional provisions accom-
panying the Color Additive Amendments
of 1960 (sec. 203, 74 Stat. 404-407; 21
U.S.C. 376 note) and under authority
delegated to the Commissioner (21 CFR
2.120) , Part 8 is amended 2s follows:

RULES AND REGULATIONS

§8.501 [Amended]

1, In $8.501) by deleting “Chro-
mium-cobalt-aluminum oxide"” from the
1ist of color additives.

2. By adding the following new section
to Subpart F:

§ 8.6010 Chromium - cohalt -~ aluminum
oxide,

(o) Identity. The color additive chro-
mium-~cobalt-gluminum oxide is a blue-
£green pisment obfained by calcining a
mixture of chromium oxide, cobzlt car-
bonate, and aluminum oxide. It may con-
tain small amounts (less than 1 percent
each) of oxides of barium, boron, silicon,
and nickel.

(b) Specifications. Chromium-cobalt-
aluminum oxide shall conform to the
following specifications:

Chrox?'mm. caleulated as Cr,0,, 3437 per-
cen’

Cobalt, caleulated ns CoO, 20-34 percent.

Aluminum, calculated as ALO,, 23-30 peor-

cent,

Lead (as Pb), not more than 30 parts per
million.

Arsenic (a5 As), nobt more than 3 parts per
million.

Total, oxides of aluminum, chromium, and
cobalt not 1cs3 than 87 percent.

Lead and arsenic shall be determined in
the solution obtained by boiling 10 grams
of the chromium-cobalt-aluminmm oxide
for 15 minutes in 50 milliliters of 0.5 N
hydrochloricacid.

(c) Uses and restrictions. The color
additive chromium-cobalt-aluminum ox-
ide may be safely used for coloring linear
polyethylene surgical sutures, U.S.P., for
use in general surgery, subject to the fol-
lowing restrictions:

(1) For coloring procedure, the color
additive is blended with the polyethylene
resin. The mixture is heated to o tem-
perature of 500°~550° ¥. and estruded
through o fixed orifice. The filaments are
cooled, oriented by drawing, and set by
annealing.

(2) The quantity of the color additive
does not exceed 2 percent by weight of
the suture material.

(3) The dyed suture shall conform in
all respects to the requirements of the
US.P.

(4) When the sutures are used for
the purpose specified in thelr labeling,
there is no migration of the color addi-
tive to the surrounding tissue.
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(5) I the suture is 2 new drug, an
approved new drug application, pursuant
to section 505 of the Federal Food, Drug,
and Coametic Act, is in effect for it.

(Q) Lagbeling. The label of the color
additive shall conform fo the require-
ments of § 8.32.

(e) Exemption from certification. Cer-
tiflcation of this color additive is not
necessary for the protection of the pub-
lic health, and batches thereof are ex-
empt from the certification requirements
of section 706(c) of the act.

Any person who will be adversely af-
fected by the foregoinz order may at any
time on or before September 6, 1974,
file with the Hearing Clerk, Foed and
Drug Administration, Rm. 4-55, 5600
Fishers Lane, Rockville, MD 20852, writ-
ten objections thereto. Objections shall
show wherein the person filing will be
adversely affected by the order, spzcify
with particularity the provisions of the
order deemed objectionable, and state
the grounds for the objections. If a hear-
ing is requested, the objections shall
state the issues for the hearing, shall be
supported by grounds factually and le-
gally sufficlent to justify the relief
souzht, and shall include a detailed de-
scription and analysis of the factual in-
formation intended fo be presented in
support of the obhjections in the event
that a hearing is held. Objections may
be accompanied by a memorandum or
brief in support thereof. Six copies of all
documents shall be filed. Received ob-
jections may be seen in the above office
durinz working howrs, Monday throuczh
Friday.

Effective date. This order shall bacome

effective October 7, 19'74, except as to any
provisions that may be stayed by the
filinge of proper objections. Notice of the
filing of objections or lack thereof will be
announced by publication in fthe Fep-
EnAL REGISTER.
(Sec. 505 (b), (¢), and (d), 74 Stat. 333-403;
21 US.C. 376 (b), (c), and (d)) and the
transitional provizions asccompanying the
Color Additive Amendments of 1363 (Sec.
243, 74 Stat. 404-407; 21 US.C. 376 (nste))

Dated: July 31, 1974,

SanxD. FuE,
Associate Commissioner
Jor Compliance.

[FR Das.74~17302 Filed 8-6-74;8:45 am]
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