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NOTICE OF APPROVAL
NEW DRUG APPLICATION OR SUPPLEMENT

NDA NUMBER
18-'533

i.

DATE APPROVAL¡l.,~;rTER ISSUED
¡V¡Prt ? I V¡M-

" :. J 10U:)

TO: FROM:

Press Relations Staff (HFI-40) ~.Bureau of Drugs

D Bureau of Veterinary Medicine
ATTENTION

Forward original of this fonn for publication only after approval 
letter has been issued arid the date of

approval has been entered above.

TYPE OF APPLICATION CATEGORY
,- SUPPLEMENT, ABBREVIATED 0 SUPPLEMENT_0 ,O~I~INAL NO~ ,WTO NDA ..,0 ORloGlNAL NOA TO ANDA , ~ HUMAN

TRADE NAME (or other designated name) AND ESTABLISHÉD OR NONPROPRIETARY NAME ~il any) 
OF DRUG

Inderal LA (propranolol HCl long acting) , - ._-
DOSAGE FORM

Capsules
HOW DISPENSEÓ~x

ACTIVE INGREDIENT(SI (as declared on label. List by established or nonproprietary nare(s) and include arount(B), i1 amount is
declared on label.)

DOTe

propranolol HCl 80, 120, 160 mg

c
NAME OF ApPLICANT (Include 'City and State)

Ayerst Laboratories
New York, NY 10017

PRINCIPAL INDICATION OR PHARMACOLOGICAL CATe:GORY

, Betè blocker' ,
COMPLETE FOR VETERINARY ONLY'

ANIMAL SPECIES FOR WHICH APPROVED

COMPLETE FOR SUPPLEMENT ONLY
CHANGE APPROVED TO PROVIDE FOR

NAME
Constance Burner Henry

NAME

Natal ia A. Morgenstern
FORM Fe 1642 q/7~) PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED.

VETERINAR'

~
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0471-47-74

lISUALDOSAGE: Read Accömpan~iliS ÓescriptiveLiterature; ,

FOR FULLPRODlICT INFORMATION, SEE ACCOMPANyiNG PACKAGE CIRCULAR.

- NOTE: Paekagé nøtchlld-!'slstarit. ,

STQF,EAT ROÖM TEMPERATURE (APPR9XIMATELY25°q
pROTECTFRONlllGHTAND MOISTURE '. " .' '...,
The iipåarlrì Of lhes capsules is á reiSler$ I.rlidémllk ÔfAyers I.rål9riEls.

JalntllIlIufallliy Impeiial,Chømiêlls'll¡ú~tr9S'PLC,
MiilllIkl¡Chllhlre. SK1Q4TFUnRØdKlngdQiT" ,.,
~Ayersl Laraø.riEl.'.S,JhC'i..,N. 9W Yôrk,NY10Q7 '

'..... . Marlelilb .' .' . ',' ,... '.
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0473-47-74

USUAL DÒSAGE:.Read'Accompanying pescriptiY~,Lit~rature.,:

FORFULL PRODUCTINFORMATION;SE!:ACCOMPANYINGPACKAGE CIRCULAR. '

NO!E: Package notcbUd.tØslslant. ",.. .'"...'.' ".., .'
'SToRE.AT,ROOM'TEMPERATURE:(APPROXIMATELY~5.C)
PROTECT FROMUGHTAND,MOISiyRE..... '.' " .'

TIe appearance of thesC8SUles is a reislér9lr¡idemàrk òi ..yers Laralories.

Jøn11v manulare by lii~rialChlim~ Indus!éspi,O;
Miièsfiiild,ChehiieSK10 4TF, UnrtejKin!ioi
anAyersla?ries Inc;¡ NiiYork, NY 1097

IA..' '~...".. """ (.~.l. ~.:~.e~i%...." 'RAlO. .,' RIÈS INC. U.S. Pat No. 4,138,475 ~,..." ;NeYork, NY 1007
Prnled;nU,S.A.
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USUAL DOSAGE: Read Accompanying Descriptivetiterature.

FORFULL PRODUCTINFÖRMAtlON,SEE ACCOMPANYING PACKAGE CIRCULAR.
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USUAL DOSAGE: Read Accompanying Descriptive Litèrature. _

FOR FULL PRODUCT INFORMATION, SEE ACCOMPANYING PACKAGEÇIRCULAR.

NOTE: Packågenot child"reslstant.
, , SmRËAT ROOM TEMPERATURE (APPROXIMATELY 25°C)

PROTECT FROM LIGHT AND MOISTURE
, " The appearance of these casùles is a reistere tradíÙnal' of Ayerst lioratoiies,
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