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NDA H3-553/S..005

Ayerst Laboratories
Divison of American Home Products Cot~p()ratiøn
Attentiorn Mr. John R. Rapoza
685 Th ird Avenue
NeH York. N. Y . '10017

AUG, 9 1984

Dear Nr. Rapoza:

Ph~asti refer to your supplemental new drug app-lcationof June 27,.1984
subrnittEfd under section 505(b) of the red~Nd Fòod.Dru9. and Cosmetic Act 

forInderal (propranolol hydrochloride) L.A. Capsules.

The suppl'$enta 1 application prOVides for a 36 month expfratlon date for
Indera r L.A. Capsules. packaged in unit døse and pro-motiona 1 packages.

Lie have completed the review of th is supp lemerital application and it is
approved.,. Our 'fetter of Aprn 19, HJ83 detai'ed the conditions relating to
theapprovaT of this application.

S iocere 1 y yours l

cc: NYC-DO
Original NnL
HFN-HO
HFN-1 'I/CSOHFN-83 . .
HFN-'I'IO/JLH 1'1 iams/8-'f -84 ~. /¡t.+r¡;

, jg/8-3-8417560c . ?I' " .
. rId init: SEhrreich/8-2-84 y

RHo-lers/8-2-84 ' ' , ~
\r'APPROVAL ~ '\1\

~, ""

111
Sew t J. Ehrreich l Ph.O.
epu y Director

Divis ion of Cardio..Rena 1 Drug Products
Office of Drug Research an~ Review
Center for Drugs and Bia logics
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CHEMIST'S REVieW

ll. ORGANIZATION

2.NDA NUMBER
(It neceslIary, continue any Item on 8" x 10""" paper. HFN-110 18-553 .Ke,y cOntlnuatl.on to, Item by. number.)

i. NAME AND ADDRESS OF APPLICANT (C.lty and State) . 4. AF NUMBER

19-003Ayers t Laboratori es '
s. SUPPLEMENT IslRouses Point, N.Y. 10017
NUMBER(S) DA TE(S)

.

."i.': NAME OF DRUG 7. NONPROPRIET ARYNAME

rndera1 L.A. Capsules Propranolol HC1 $-005 6/27/84
8. SUPPLEMENTlsIPRO.vIDËS'. FOR:

A 36 month expiration date for Indera1 L.A. Caps'ul es 9. AMENDMENT~A,RO..THEF
imarketed in both HOPE and blister packages. :(ReportB~ëtcJ DATES

AUG 9 1984

10. PHARMACOLOGICAL CATEG,ORY 11. HOW DISPENSED 2. RELATi:Ö I"ND/NDA/öMFIS)

Antihypertensive " antiangina1 agert ¡j RX D OT'C- ..
13. DOSAGE FORM IS) 14.POTENCY (Ie B) 

Capsules 80, 120 and 160 mg/capsule
.

Is. CHEMICAL NAME AND STRUCTURE .
16. RECo"RDS AND REPORTS
CURRENT

DV,ES DNO
REVIEWED

DVES DNO
17. COMMENTS

Curr,ent1y, expiration dates are 24 months for capsules marketed in HOPEbottles and 18 months for blisters.

Data submitted in this report inc1 udes 4 batches of samples stored "at R. T.in HOPE bott1 es for 36 months and 3 batches of samples stored at R. T. .
62°C and 75% R.H/4pòC for 39 months, 12 weeks and 12 weeks respecti ve1y.in vi ny1 blister domes with: -

All data submi.tted meet the potency spec of ~ .. .. .
,Capsu1 es stored 12 \'leekcin blisters at 62°C'showed yell owi ng of spheroi ds. This tempera ture , is howèicons i dered to be excessive..r 'believe capsul~s storéd at R.T.

for 36 monthsin both HOPE bottles and vi ny1 b1 isters, wi 11 retai n both potency and appear
a nc e , without excessive moisture pick up.

. 18. CONCLUSIONS AND RECOMMENDATIONS

Ap "

~'
f\

REVIEWER19.
N'ÄME '

I S'GNêj~w
.

I D;~;;7;4LETED
Jean Williams W~;:" )

DISTRIBUTION '.O',ORIGINAL JACKET'- DREVIEWER D DIVI.SION FILE

er,

FORM FDH 2266 (7/75) , PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED.
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