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son Research Foundation, A. N, Richards
Buijding, 37th and Hamilton Walk,

iadelphia, PA 19104. Article: Temper-

ge-jump - transient  spectrometer.
Manufacturer: Messanlagen Studien-
gesellschaft mbH., West Germany. In-
tended use of article: The article is in-
tended to be used to measure the rates
of reaction and determine reaction path-
ways in many different systems which
will include: phosphoryl group transfer
in isolated enzymes as well as binding of
ligands to enzymes and model systems.
Multienzyme reaction equilibra will be
studied. The specific research projects
are as follows:

(1) “Chemical Relaxation Study of
Pyruvate Kinase,” :

(2) “Control of Cellular Energy Me-
tabolism” and

(3) “Biomedical
Evaluation.”

The article will also be used in the train-
ing program inasmuch as both post-
doctoral and graduate students in bio-
prhysics will have the ability to use the
instrument in their individual research
program. s

Comments: No comments have been
received with respect to this application.
Decision: Application approved. No in-
strument or apparatus of equivalent
scientific value to the foreign article, for

Kinetics Facility

such purposes as this article is intended .

to be used, is being manufactured in the
United States. Reasons: The foreign
article provides a 1 microsecond heating
~ulse and -time resolution fast enough
*'the study of reactions with halftimes
w~0.5 microseconds. We are advised by
the Department of Health, Education,
and Welfare (HEW) in its memorandum
dated July 28, 1972, that the character-
istics of the article described above are
pertinent to the applicant’s research
studies, HEW further advises that it
knows of no comparable domestic instru-
ment of equivalent scientific value to the
article for the applicant’s intended pur-
poses.
- The Department of Commerce knows
of no other instrument or apparatus of
equivalent scientific value to the foreign
article, for such purposes as this article
is intended to be used, which is being
manufactured in the the United States.

SETH M. BODNER,
Dzrector Office of Import Programs.

[FR Doc.72-14474 Filed 8-24-72;8:50 am]

T DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration

|DESI 9861; Docket No, FDC-D-495; NDA '

9-861, etc.]

CERTAIN CARDIOVASCULAR
PREPARATIONS
Notice of Opportunity for Hearing on
Proposal To Withdraw Approval of
..New-Drug Applications

In an announcement (DESI 9861) pub-
lished in the FEepERaL REGISTER of

1

NOTICES

March 4, 1972 (37 F.R. 4731), the Com-
missioner of Food and Drugs an-
nounced his conclusions pursuant to the
evaluation of reports received from the
National Academy of Sciences-National
Research Council, Drug Efficacy Study
Group on the subject drugs. The an-
nouncement stated that there is a lack
of substantial evidence that these fixed
combination drugs will have the effect
that they purport or are represented to
have under the conditions of use pre-
scribed, recommended, or suggested in
the labeling or that each component of
the combinations contributes to the total
effects claimed for the drugs, and that
the Commissioner of Food and Drugs in-
tended to initiate proceedings to with-
draw approval of the new-drug applica-
tions for the drugs. Interested persons
were invited to submit any pertinent
data bearing on the proposal within 30
days following publication of the an-
nouncement. No data have been received
in response to the announcement. Win-
throp Laboratories, holder of NDA 10—
227 for Reserpine with Mebaral Tablets
(no longer marketed), has voluntarily
requested withdrawal of approval of that
application, thereby waiving their oppor-
tunity for a hearing, and NDA 10-227 is
the subject of a separate order withdraw-
ing approval. 2

Therefore, notice is given to the hold-
ers of the new drug applications listed
below, and to any interested person who
may be adversely affected, that the Com-~
missioner proposes to issue an order
undet section 505 (e) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 355
(e)) withdrawing approval of said appli-
cations and all amendments and supple-
ments thereto on the grounds that new
information before him with respect to
the drugs, evaluated together with the
evidence available to him when the ap-
plications were approved, shows there is
lack of substantial evidence that the
drugs will have the effects they purport
or are represénted to have under the con-
ditions of use prescribed, recommended,
or suggested in the labeling,

1. Nembu-Serpin Tablets and Nembu-
Serpin 1 Strength Tablets, containing
reserpine and calcium pentobarbital; Ab-
bott Laboratories, 14th and Sheridan
Road, North Chicago, Ill. 60064 (NDA 9-
861). .

2. Harmonyl-N Tablets and Har-
monyl-N Half-Strength Tablets, contain-
ing deserpidine and calcium pentobarbi-
tal; Abbott Laboratories (NDA 11-191).

3. Butiserpine Tablets (NDA 9-921),
Butiserpine R-A Tablets (NDA 10-646),
and Butiserpine Elixir (NDA 10-456),
each containing reserpine and sodium
butabarbital; McNeil Laboratories, Inc.,
Camp Hill Road, Fort Washington, Pa.
19034.

.4. Mephoserp Tablets, containing re-
serpine and mephobarbital; Nysco Labho~
ratories, Inc., 34-24 Vernon Boulevard,
Long Island City, N.Y. 11106 (NDA 11~
572) . Mephoserp Tablets is not the sub-
ject of an approved new drug applica-
tion but will be affected by this notice
and be subject to appropriate action.

In accordance with the provisions of
section 505 of the Act (21 U.S.C. 355) and
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the regulations promulgated thereunder
(21 CFR Part 130, the Commissioner will
give the applicants, and any interested
person who. would be adversely affected
by an order withdrawing such approval,
an opportunity for a hearing fo.show
why approval of the new-drug applica-
tions should not be withdrawn. Any re-
lated drug for human use, not the sub-
ject of an approved new-drug applica- -
tion, may be affected by this action.

Within 30 days after publication
hereof in the FEpERAL REGISTER, such per-
sons are required to file with the Hear-
ing Clerk, Department of Health, Educa-~
tion, and Welfare, Room 6-88, 5600 Fish-
ers Lane, Rockville, Md. 20852, a written
appearance electing whether:

1. To avail themselves of the oppor-
tunity for a hearing; or

2. Not to avail themselves of the op-
portunity for a hearing.

If such persons elect not to avail them-
selves of the opportunity for a hearing,
the Commissioner without further notice
will enter a final order withdrawing ap-
proval of the new-drug applications.
Failure of such persons to file a written
appearance of election within said 30
days will be construed as an election by -
such persons not to avail themselves of
the opportunity for a hearing.

The hearing contemplated by this no-
tice will be open to the public except
that any portion of the hearing that con-~
cerns a method or process the Commis-
sioner finds entitled to protection as a
trade secret will not be open to the pub-
lic, unless the respondent specifies other-
wise in his appearance.

If such persons clect to avail them-
selves of the opportunity for a hearing,
they must file, within 30 days after pub-

lication of this notice in the FEDERAL .

REGISTER, & written gppearance request-
ing the hearing, giving the reasons why
approval of the new-drug application
should not be withdrawn, together with
a well organized and full factual analysis
of the clinical and other investigational
data they are prepared to prove in sup-
port of their opposition. A request for
a hearing may not rest upon mere alle-
gations or denials, but must set forth
specific facts showing that a genuine
and substantial issue of fact requires a
hearing. When it clearly appears from
the data in the application and from
the reasons and factual analysis in the
request for a hearing that no genuine
and substantial issue of fact precludes
the withdrawal of approval of the appli-
cation, the Commissioner will enter an
order on these data, making findings
and conclusions on such data.

If a hearing is requested and justified
by the response to this notice, the issues
will be defined, a hearing examiner will
be named, and he shall issue, as soon as
practicable after the expiration of such
30 days, a written notice of the time and
place at which the hearing will com-.
mence. (35 F.R. 7250, May 8, 1970; 35
F.R. 16631, October 27, 1970)

Received requests for a hearing and/
~or elections not to request a hearing,
may be seen in the office of the Hearing

. Clerk (address given above) during reg-
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ular business hours, Monday through
Friday.

“"his notice is issued pursuant to pro-

,ons of the Federal Food, Drug, and
Cosmefic Act (sec. 505, 52 Stat. 1052-53,
as amended; 21 U.S.C. 355) and under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 2.120).

Dated: August 17, 1972.

Sam D. PINE,
Associate Commissioner
for Compliance.

[FR Doc.72-14460 Filed 8-24-72;8:48 am]

PAREGORIC

Notice Placing Certain Paregoric and
Other Opium-Containing Prepara-
tions for Veterinary Use on Pre-
scription Dispensing Basis

An order published in the FEDERAL
REecIsTER of April 4, 1972 (37 F.R. 6734),
provided for removal of the exemption
for certain paregoric and other opium-~
containing preparations from the pre-
scription dispensing requirements of sec-
tion 503 (b) (1) (A) of the Federal Food,
Drug, and Cosmetic Act under § 165.5(a)
(1) of the habit-forming drug regula-
tions (21 CFR 165.5(a)(1)).

This action was taken based upon po-
tential for abuse of the drug by addicts
who process it into a form for intrave-
nous administration and was based upon
a consideration of a recommendation
from the Bureau of Narcotics and Dan-
~grous Drugs, Department of Justice.

Jsommissioner of Food and Drugs
cuy & 1dés that, consistent with the aim

of Placing such drug under prescription
dispensing for use in man as provided in
section 503(b) (1) (A) of the act, its vet-

erinary use should likewise be on a

prescription basis under section 502(f)
(1) of the act.

Therefore, paregoric and other prepa-
rations containing more than 100 milli-
grams of opium per 100 milliliters or per
100 grams and intended for veterinary
use shall be labeled with the statement
“Caution: Federal law restricts this drug
to use by or on the order of a licensed
veterinarian.”

This notice is issued pursuant to pro-
visions of the Federal Food, Drug, and
Cosmetic Act (secs. 502(f), 701(a), 52
Stat. 1051 and 1055; 21 U.S.C. 352(f),
371(a)) and under authority delegated
to the Commissioner (21 CFR 2.120).

Dated: August 17, 1972,
Sam D, FINE,
Associate Commissioner
for Compliance.
- [FR Doc.72-14451 Filed 8-24-72;8:48 am

[DESI 11562; Docket No. FDC-D-511; NDA
11-562]

PFIZER LABORATORIES
Carbetapentane Citrate Gel; Notice of
Opportunity for Hearing on Pro-
posal To Withdraw Approval of
“New-Drug Application

In an announcement (DESI 11562)
published in the FEDERAL REGISTER of

NOTICES

July 17, 1971 (36 F.R. 13281), the Com-~
missioner-of Food and Drugs announced
his conclusions pursuant to the evalua-
tion of a report received from the Na-
tional Academy of Sciences-National
Research Council, Drug Efficacy Study
Group on Candette Cough Jel, contain-
ing carbetapentane citrate. The an-
nouncement stated that the risks in-
volved in its use outweigh any benefits
that might be derived from such use and
it is regarded as unsafe for its recom-
mended use because inexact methods of

determining dosage are potentially dan- .

gerous, particularly in the care of chil-
dren, and that the Commissioner of Food
and Drugs intended to initiate proceed-
ings to withdraw approval of the new-
drug application for the drug. Interested
persons were invited to submit any perti-
nent data bearing on the proposal within
30 days following publication of the an-
nouncement. No data have been re-
ceived.

Therefore, notice is given to Pfizer
Laboratories Division, Pfizer, Inc., 235
East 42d Street, New York, N.Y. 10017,
holder of NDA 11-562 for Candette
Cough Jel and to any interested person
who may be adversely affected, that the
Commissioner proposes to issue an order
under section 505(e) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
355(e)) withdrawing approval of said
application and all amendments and
supplements thereto on the grounds that
new evidence of clinical experience, not
contained in the application or not avail-
able until after the application was ap-
proved, evaluated together with the evi-
dence available when the application was
approved, reveals that the drug is not
shown to be safe under the conditions
of use upon the basis of which the appli-
cation was approved.

In accordance with the provisions of
section 505 of the Act (21 U.S.C. 355) and
the regulations promulgated thereunder
(21 CFR Part 130), the Commissioner
will give the applicant, and any inter-
ested person who would be adversely af-
fected by an order withdrawing such ap-
proval, an opportunity for a hearing to
show why approval of the new-drug ap-
plication should not be withdrawn. Any
related drug for human use, not the
subject of an approved new-drug appli-
cation, may be affected by this action.

Within 30 days after publication here-
of in the FeEpERAL REGISTER, Such persons
are required to file with the Hearing
Clerk, Department of Health, Education,
and Welfare, Room 6-88, 5600 Fishers
Lane, Rockville, Md. 20852, a written ap-~
pearance electing whether: )

1. To avail themselves of the oppor-
tunity for a hearing; or

2. Not to avail themselves of the op-
opportunity for a hearing. .

If such persons elect not to avail them-

selves of the opportunity for a hearing,

the Commissioner without further notice

will enter a final order withdrawing ap-
proval of the new-drug application. Fail-

ure of such persons to file a written

appearance of election within said 30
days will be construed as an election by

such persons hot to avail thetselves of
the opportunity for a hearing,
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The hearing contemplated by this no-
tice will be open to the public except
that any portion of the hearing that con-
cerns 8 method or process the Commis-
sioner finds entitled to protection as a
trade secret will not be open to the pub-
lic, unless the respondent specifies other-
wise in his appearance.

If such persons elect to avail them-
selves of the opportunity for a hearing,
they must file, within 30 days after pub-
lication of this notice in the FEDERAL
REGISTER, & Written appearance request-
ing the hearing, giving the reasons why
approval of the new-drug application
should not be withdrawn, together with
a well organized and full factual analysis
of the clinical and other investigational
data they are prepared to prove in sup-
port of their opposition. A request for a
hearing may not rest upon mere allega-
tions or denials, but must set forth
specific facts showing that a genuine and
suhstantial issue of fact requires a hear-
ing. When it clearly appears from the
data in the application and from the
reasons and factual analysis in the re-
quest for a hearing that no genuine and
substantial issue of fact precludes the
withdrawal of approval of the applica-
tion, the Commissioner will enter an
order on these data, making findings and
conclusions on such data. -

If a hearing is requested and justified
by the response to this notice, the issues
will be defined, a hearing examiner will
be named, and he shall issue, as soon
as practicable after the expiration of
such 30 days, a written notice of the time
and place at which the hearing will
commence (35 F.R. 7250, May 8, 1970;
35 F.R. 16631, October 7, 1970).

Received requests for a hearing and/or
elections not fo request a hearing, may
be seen in the office of the Hearing Clerk

(address given above) during regular-

business hours, Monday through Friday.
This notice is issued pursuant to pro-

visions of the Federal ¥Food, Drug, and

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

as amended; 21 U.S.C. 355) and under

the authority delegated to the Commis-

sioner of Food and Drugs (21 CFR 2.120).
Dated: August 17, 1972,

SaMm D, Fing,
Associate Commissioner
for Compliance.

[FR Doc.72-14445 Filed 8-24-72;8:48 am]

[Docket No, FDC-D-197; NDA 5025]
PROTAMIDE

Final Order on Objections and Request
for a Hearing Regarding With-
drawal of Approval of New-Drug
Application
In the FEpErAL REGISTER 0f March 27,

1969 (34 F.R. 5753), the Food and Drug

Administration announced its evaluation

of a report received from the National

Academy of Sciences-National Research

Council, Drug Efficacy Study Group, on

the preparation Protamide (colloidal so-

lution of denatured proteolytic enzyme)
Injection; Sherman Laboratories, 5031
Grandy Avenue, Detroit, Mich. 48221
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