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HDA 18-553/5-006

' A o MAR 21 1985
Ayerst Leborateries B o
Attentlon: Hr, John Papoie

68 Third Avenue

Dear e, Rapoza: | |
e vefer to your supplemental new drug application of Gctober 24, 1084

submitted under sectio b} of the Federsl Food, Brug, and Cosmetic Act for
ral LA {prepranolol hydrochieride long acting capsules). 4

gg '&332 acknowledge receipt of your ndditional comm infcation dated Februsry

The supplementsl appiication provides for revised physician sample ?aﬁei'iﬁg;
Mg have completed the review of this supplemental application and it is

approvad. Our Tetter of April 19, 1983 detatled the conditfons relating to

the approval of this application. ' | |

S?iaeére’i..g yours,

R L 3/29/96
Raywond J, Lipleky, H.D,
- Foting Divector - -
Bivision of Cardio~Renal firug Products
OFfice of Brug Resesrch énd Review
Center for Drugs and Biologics

1ETe

HFN=110

33/18/85

Wi

CResnick/3/18/85

APPROVAL
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NDA NUMBER

18-533

- NOTICE OF APPROVAL
NEW DRUG APPLICATION OR SUPPLEMENT

DATE APPROVALAL,E&TTER ISSUED

2 Helelny
LN Loy

TO: ’ ’ ' N FROM:

Press Relations Staff (HFI-40)

q’_Bureau of Drugs

[:] Bureau of Veterinary Medicine

. ATTENTION
Forward original of this form for publication only after approval letter
_approval has been entered above.

has'been issuved and the date of

_TYPE.OF APPLICATION . , CATEGORY
SUPPLEMENT ABBREVIATED SUPPLEMENT . .
D ORIGINAL NDA TOo NDA O oricinal noa TO ANDA ¥ Human (] VETERINARY

TRADE NAME (or othet designated name) AND ESTABLISHED OR NONPROPRIETARY N

AME ¢if any) OF DRUG.

Inderal LA (proprano]o] HC1 1ong acting)
DOSAGE FORM -
Capsules

HOW DISPENSED

L‘_@(Rx ) QoTe

ACTIVE INGREDIENTI(S) (as declared on Iabel List by established or nonproprietary name(s) and include amount(s), if amount ie

declared on label. )

proprano]o] HC1 80, 120 160 mg

NAME OF APPLICANT (Include ‘City and State)

Ayerst Laboratories
New York, NY 10017

PRINCIPAL INDICATION OR PHARMACOLOGICAL CATEGORY
- Beta b]ocker

-COMPLETE FOR VETERINARY ONLY -

ANIMAL SPECIES FOR WHICH APPROVED

COMPLETE FCR SUPPLEMENT ONLY

CHANGE APPROVED TO PROVIDE FOR

FORM PREPARED BY |

ME ' _
Constance Burner Henry.

°§7/7/@

FORM APPROVED BY N~

NAM

.ﬁatalia-A. Morgenstern

DATE o

FORM FD 1642 (2/75)

PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED.



Long Acting Capsules

CAUTION: Federal law prohibits
dispensing without prescription.

USUAL DOSAGE: Read Accompanying
Descriptive Literature.

FOR FULL PRODUCT INFORMATION,

SEE ACCOMPANYING PACKAGE
CIRCULAR.

NOTE: Package not child-resistant.

0471
7 CAPSULES/PHYSICIAN'S COMPLIMENTARY PACKAGE

MERAL LA 80 g
(propranolol hydrochioride)
Just Once Each Day

The appearance

of these capsules

is a registered trademark
of Ayerst Laboratories.

Physician Sample Card
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Capsules

CAUTION: Federal law prohibits
dispensing without prescription.

USUAL DOSAGE: Read Accompanying
Descriptive Literature.

FOR FULL PRODUCT INFORMATION,

SEE ACCOMPANYING PACKAGE
CIRCULAR.

NOTE: Package not child-resistant.

0473
7 CAPSULES/PHvsICIAN'S COMPLIMENTARY PACKAGE

INDERAL LA

(propranolol h ydrochloride)
Just Once Each Day

The appearance

of these capsules

is a registered trademark
of Ayerst Laboratories.

Physician Sample Card
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. 4 CARDS .
7 CAPSULES EACH




Long Acting Capsules

CAUTION: Federal law prohibits
dispensing without prescription.

USUAL DOSAGE: Read Accompanying
Descriptive Literature.

FOR FULL PRODUCT INFORMATION,
SEE ACCOMPANYING PACKAGE
CIRCULAR.

NOTE: Package not child-resistant.

0479
7 CAPSULES/PHYSICIAN'S COMPLIMENTARY PACKAGE

INDERAL LA 1605

(propranolol hydrochloride)
Just Once Each Day

The appearance

of these capsules

is a registered trademark
of Ayerst Laboratories.

Physician Sample Card
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propranolol hydroch/or/de)
Just Once Each Day

4 CARDS

. 7CAPSULES EACH.
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. Sa

M
and Ayer Laboratoriés Inc., New York, NY 10017

HOVISTinsdvo,s - o B} E : .
HYD ¢ ' - . =

04714774

USUAL DOSAGE: Read 'ACCdmpanying Descriptive Literature. .
FOR FULL PRODUCT INFORMATION, SEE ACCOMPANYING PACKAGE CIRCULAR,
NOTE: Package not child-resistant. :

STORE AT ROOM TEMPERATURE'(AP-PROXIMATELY 25°C) -

- PROTECT FROM LIGHT AND MOISTURE .
The appgatariée ofthese capsules is a r_i;éistered trademark of Ayerst Laboratories.

Jowmenufacmmd by Imperial Chemicals Industries PLC,
dcclesfield, Cheshira’ SK10 4TF, United Kingdom -

1 Mérketed by ' o
yersts AYERSTLXBOBAWRIESINC, " U.S.PatNo. 4,138,475
=1 New York, N¥ 10017 T R
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proprano/ol hydroch/or/de) "~
- Just Once Each Day |
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