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NDA 18-553/$-005

Ayerst Laberatories ‘ :
Divison of American Home Products Corporation AUG . 8 1984
Attention: Mr. John R. Rapoza : :
685 Third Avenue _ '

New York, MN.Y. 10017 ;

lear ¥r. Rapoza:

Please réfer te your supplemental néw drug app?jcatieﬁ»@f.sune 27,. 1984
submitted under sectien 506(b) of the Federal Foed, Drug, and Cosmetic Act for
Inderal (propranclol hydrochloride) L.A. Capsu?es, ' ,

The supplemental application provides for a 26 month expiration date for -
Iaéara? L.A, Capsules packaged in unit dese and promotional packages.

e havé cam§1et@d the review of this supplemental application and it is
approved, Our letter of April 19, 1682 detailed the conditions relating to
the approval of this application. a - .

Sincerely vours,

Ul iy

Stewart J. Ehrreick, Ph.D.

eputy Director ' . '
Division of Cardig-Renal Prug Products
: : : Office of Drug Research and Review
-cc: NYC-DO A Center for Drugs and Biologics

Origi . '

- HFN-T110

HFN-110/CSC

HFN-83 . .
HFN-110/JWi]1iams/8-]-84‘9.dﬁq%%7ﬁ;
- jg/8-3-84/7560¢C /(b
‘r/d init: SEhrreich/8-2-84
RiWolters/8-2-84

CAPPROVAL N
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CHEMIST'S REVIEW - 1. ORGANIZATION

] 2. NDA NUMBER

ey dotimuation.to liom by sumberg 70" HFN-110 - 18-553
3. NAME AND ADDRESS OF APPLICANT (City and State) 4. AF NUMBER

Ryers pa ‘o;a "ﬁr;es'mo'n- 'S¢~ SUPPLEMENT (S)

ouses roint, N.t. S NUMBER(S) | DATEL(S)

6. NAME OF DRUG 7. NONPROPRIETARY NAME

Inderal L.A. Capsules Propranolol HCI S-005 6/27/84
8, SUP‘PLE'ME'ﬁT(S)'PRO.VIDE'S"FOR:. . '

A 36 month expiration date for Inderal L.A. Capsules 5 AWENDWENTS ARBOTHER

marketed in both HDPE and blister packages.

(Reports, efc.) DATES

AUG 9 084

10, PHARMACOLOGICAL CATEGORY 1. HOW DISPENSED

Antihypertensive, antianginal agenft [ ax

] orc

12, RELATED I_DTD_/-NDA‘/DMF'(S)W

T4.POTENCY (lo8)

80, 120 and 160 mg/capsule

13, DOSAGE FORM (S)

Capsules

1S. CHEMICAL NAME AND STRUCTURE

16, RECORDS AND REPORTS

CURRENT

] ves Cno
'REVIEWED i
[CJvEs [CINno

17« COMMENTS

~bottles and 18 months for blisters.
Data submitted in this report includes

62°C and 75% R.H/40°C for 36

Currently, expiration dates are 24 months_for capsules marketed in HDPE

4 batches of samples stored at R.T.
in HDPE bottles for 36 months and 3 batches of samples stored at R.T. . _
months, 12 weeks and 12 weeks respectively.

in vinyl blister domes with :

.in blisters at 62°C-showed
considered to be excessive. .

ance, without excessive moisture pick up.

. A1l data submitted meet the potency spec 0f s———— Capsules stored 12 week
yellowing of spheroids. This temperature, is howeer

I'believe capsules stored at R.T. for '
in both HDPE bottles and vinyl blisters, will retain both potency and appear-

36 months

* 18, CONCLUSIONS AND RECOMMENDATIONS

Ap e
19, ~ REVIEWER . _ ‘
NAME ~ - SIGNATURE . B . PATE COMPLETED
Jean Williams A w Wiltee,,,.) 7/31/84

DISTRIBUTION '.ljlhIORIGINAL JACKET — [C1REVIEWER

[] pivisioN FILE

FORM FDH 2266 (7/75)

PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED. . 1

’
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