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business hours. Monday through Friday.
- This notice 1s issued pursuant to pro-
visions of the Federal Food, Drug,-and

Cosmetic Act (sec. 505. 52 Stat. 1052-53, -

as amended; 21 US.C. 353), and the Ad-
ministrative Procedure Act (3 US.C.
554), and under authority delegated to
the Commissioner (21 CFR 2.120),

‘Dated: January 26, 1973,
Sax D.

Pnvex,
Associate Commissioner
Jor Compliance.

(PR Doc.73-2018 Filed 2-1-73;8:48 am]

(DESI T289]

CODEINE WITH ACETAMINOPHEN,
ASPIRIN, AND CAFFEINE FOR ORAL USE

Drugs for Human Use; Drug Efficacy Study

implementation

The Food and Drug Administration
has evaluated a report received from
the National Academy of Sciences—Na-
tional Research Council, Drug Efficacy
Study Group, on trigesic with codeine
tablets (NDA 7-289) containing codeine,
acetaminophen, aspirin, and caffeine;
E. R. Squibb & Sons, Division Olin Math-
ieson Chemical Corp., 745 Filth Avenue,
New York, N.Y. 14022. .

Such drugs are regarded as new drugs
(21 U.S.C. 321(p)). Supplemental new
drug applications are required to revise
the labeling in and to update previously
approved applications providing for such
drugs. A new drug application is required
{from any person marketing such drug
without approval
- A. Effectiveness classification. 1. The

Food and Drug Administration has cone .

sidered the Academy’s report, as well as
other available evidence, and concludes
that combination drugs containing co-
deine with acetaminophen, aspirin, and
cafleine are effective for the relief of
mild {o moderate pain.

B. Conditions for approval and mar-
keting. The Food and Drug Administra-
tion is prepared to approve abbreviated
new drug applications and abbreviated
supplements to previously approved new
drug applications under conditions de-
scribed herein,

1. Form o/ drug. Preparations cantain-
ing codeine, acetaminophen, aspirin, and
caffeine are in tablet form suitable fep
oral administration. -

2. Labeling conditions. a. Tho label
bears the statement, “Caution: Federal
law prohibits dispensing without pre-
seripton.™

b. The drug is labeled to comply with
all requirements of the Act and regula-
tions, and the labeling bears adequats
information for safe and effective use of
the drug(s). The Indication for use is:
For the relief of mild to moderate pain.

3. Marketing status. Marketing of such
drugs may be continued under the condi-~
tions described in the notice entitled
Conditions for Marketing New Drugs

Evaluated in Drug Efficacy Study, pub-
lished in the Froxzzal Rrarstex July 14,
1970 (35 FR 11373), as follows:

NOTICES

a. Por holders of ‘“deemed approved™
new drug applications (l.e, an applica-
tion which became effective cn the basis
of safety prior to October 10, 1962), the
submission of a supplement {or revised
labeling and an abbreviated supplement
for updating information as described in
paragraph (a) (1) (1) and (i) of the
* notice of July 14. 1970.

b. For gny person,who doesnofholdan

aoQil

goproved roved or eJagtig new
190, e submission o a&%{gﬂ.
E‘& dmﬂﬁﬁﬂﬁ in

£ as descri
paragraph (a)(3) (1) of that notice.

c. For any distributor of the drug, the.

use of labeling in accord with this an-

nouncement for any such drug shipped

within the jurisdiction of the Act as de-
scribed in paragraph (b) of that notice.

A copy of the Academy's report has
been furnished to the firm referred to
above. Communications forwarded in re-
sponse to this annouricement should be
identified with the reference number

DESI 7289, directed to the attention of

the appropriate office listed below, and

addressed to the Food and Drug Ad-
ministration, 5600 Fishers Lane, Rock-

ville, MD 20882,

Supplements (identify with NDA number):
Office of Scientific Evaluation (BD-100),
Bureau of Drugs. .

Requests for the Academy's report: Drug
Efficacy Study Information Controf (BD-
68), Bureau of Drugs. :

All other communicstions regarding this an-
nouncement: Drug Eficacy Study Imple-
mentation Project Office (BD-60), Bureau
of Drugs,

All identical, related, or. similar prod-
ucts, not the subject of an approved new
drug application, are covered by the new

drug application reviewed and are subject-

to this notice. See 21 CFR 130.40 (37 FR
23188, October 31, 1972). Any person who
wishes to determine whether a specific
product is ccvered by this notice should
write to ths Food and Drug Administra-
tion, Bureau of Drugs, Office of Compli-
ance (BD-300), 5600 Fishers Lane, Rock-
ville, MD 20882.

This notice is issued pursuant to pro-
visions of the Federal Food, Drug, and
Cosmetic Act (secs. 502, 508, 53 Stat.
1050-53, as amended; 21 U.A.C. 352, 388)
and the Administrative Procedure Act
(3 U.8.C. 554 and under the authority
delegated to the Commissioner of Food
and Dregs (21 CPR1120),

Dated: January 28, 1973.

[PR D00.73-2017 Filed 2-1-7T3:8:48 am}'

[Docket No. PDC-D-484; NADA No. 8-737¢
and NADA No. 7-485V]

HILLTOP LABORATORIES, INC. AND
BEEBE LABORATORIES, INC.
Cartain Drug Products Containing Sulfa-
quinoxaline: Notice of Withdrawal of
gppfwal of New Animal Drug Applica-

orrs :

In the Froraal Rrxcister of November

30, 1972 (37 FR 25429), the Commissionar
of Food and Drugs publiahed a notice

ks

proposing to withdraw approval 6t new
animal drug application (NADA) No. 8-
137V for Sulfaquin-O-Mor: marketed by

. Hilltop Laboratories, Inc., 2035 East Lar-

penteur Avenue, St. Paul, MN 55109 and
NADA No. 7-495V for B-B-Q Liquid:
marketed by Beebe Laboratories, Inc.,
2033 East Larpenteur Avenue, St. Paul,
MN 55109.

Neither the above named firms nor any
other interested persons have filled a
written appearance in response to the
above cited notice. This is construed as
an election by said persons not to avail
tt!l;:smselvec of the opportunity for a hear-

Therefore, based on the grounds set
forth in said notice of opportunity for
8 hearing, the Commissioner concludes
that approval of said new animal drug
applications should be withdrawn. There-
fore, pursuant to provisions of the Fed-
eral Food, Drug. and Cosmetic Act (sec.
512, 82 Stat. 343-351: 21 U.S.C. 360b) and
under authority delegated to the Com-
missioner (21 CFR 2.120), approval of
NADA No. 6-737V and NADA No. 7495V,
including all amendments and supple-
ments thereto, is hereby withdrawn ef-
tective on Pebruary 32, 1973.

Dated: January 28, 1973.

[FR Doc.73-2019 Flled 3-1-73;8:45 am]

[DESI 11160; Docket No. PDC-D-522;
NDA }1-160}
PURDUE FREDERICK.CO.;
THOREXIN COUGH MEDICINE

Opportunity for Hearing on Proposal To
Withdraw Approval of New Drug Appfl-
cation; Drug for Human Use; Drug Ef-
ficacy Study Impiementation '

Notice is hereby given to the Purdue
Prederick Co.. 99-101 Saw Ml River
Road, Yonkers, N.Y. 80100, holder of
NDA 11-160, Thorexin Cough Medicine,
a liquid containing dextromeihorphan

- hydrobromide. potassium gualacol sulfo-

nate, ammonium chloride, and antimony
potassium tartrate, and to any interested
persan who may be adversely affected,
that the Commissioner of Food and Drugs
proposes to issue an order under section
§05(e) of the ‘Federal Food, Drug, and
Cosmetie Act (21 US.C. 355(e)) with-
drawing approval of the above new drug

application and all amendments and supe—- -

plements therato. It is proposed to with-
draw approval of this new drug applica-
tion on the grounds that new evidence,
not contained in the new drug applica-
tion or not available to the Comm/{ssioner
until after the application was approved,
evaluated together with the evidence
available to him when the aprglication
was approved, reveals that Thorexin
Cough Medicine is not shown to be safe
for use under the conditions of use upon
the basis of which the application was
approved.

The National Academy of Sciences-
National Research Council, Drug EM-
cacy Study Group evaluated this drug

FEDERAL REGISTER, YOL 38, NO. 22—FRIDAY, FEBRUARY 2, 1973



PUREPAC PHARMACEUTICAL CO.
DIVISION DRUGS, INC,
ELTZABETH, NEW JERSEY 07207

ABBREVIATED NEW DRIKy APPLICATION FOR:
ACETAMINOPHEN 300 MG, WITH CODEINE PHOSPHATE

60 MG. TABLETS, U.S.P.



