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Ayerst labøratories .
Attentfon:rlr . John R. Rap()za ,M. S.
.5 Third Avenue
New York. NY 10017.-71

Dear f4r. Rafiø~a:

Please i""efer t,o YØUf' Plarch 17 t 1986 supplemental new drug application
$uhtittoØdunder sect1&11 505(b)(1) of the Federal FOOd, flrug. and Cosmetic Act
fo:i~ Inde'ral LA (propranolo1hydrocblor1de 1 Long Acting 'Capsules..

We also aeknowlCKge l"éGeipt of your amendment dated May 3, 1'86.

The sapplemritQl llPcpHcatinn provi 4es' - .'
._ .. m__~_tbe eoat.e(l $pñtîroi d$~

WehavEi completed t~e r~viewof this supplemntaliippHcatifm and ,it is
approved~ Curletier of April 19, 1983 detailed the conditions relating to
the appcr-ova 1 of t,M s appHeation.

We reind ytiu that you must comply with the requimnents for an approved NDA
set fortli under 21 CFR314.S0 and 314.$1.

Sincerely yours.

.. ~i:f5/~
Øéputy 01 rector
Office o-ff)ru8 Research and Review
Center for Drugs and Biologics

cc:
g~D'~.",L.!\iA
HFN~ n u

HFN-ll0/C50HFN-83 .
HFN-ll0/J5hort/5-11-86
kl b/5-20-86/05731
RID init.: RWOlterS./5:~M~,(~.\~:Jl~lA
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CHEMIST'S REVIEW

/,. ORGANIZATION

2. NOA NuMBER ,(If nec........rY, contlnu.. ..ny II..m on 8" X 10%" p..p..r.
RFN-l10 18-553Kev. eont.lnu..tlon to Item .by numb..r.)

3. NAME AND ADDRESS OF APPL.ICANT (CJty ..nd St..te) 4. AF NUMBER

Ayerst Laboratories 19~003
New York, NY '''.~ ., s. SUPPL.EMENT (S)

NUM 6E.RISI OA TEISIs. NAME OF DRUG 7. NO'NPROPRIETARY NAME

Inderal LA Propranolol Ry,drochloride sois 3!17/86

s. SUPPLEMENT(S) PROVIDES FOR:

1

- - -I - - - C', .ln='~ "" ""-,- - :;:for the coated spheroids /: . 9. AIl~.~D,.._.j, S AI,D v, .._,.'
::';;~.~ ",.J bAT', I

10. PHARMACOL.OGICAL. CATEGORY 11. HOW DISPENSED .2. REL.À-tED INDiNOA/:JMF(S¡

Antihypertensive! Antiangina
li RX 0 OTC

14.POTENCY.OlO;13. DOSAGE FORM (S)

eRG 80,120,160 mg

15~ CHEMICAL. NAME AND STRUCTURE
16. RECORDS AND REPORTS'
CU RREN T

17. COMMENTS

!l Y ES
REV' E',vE:i

OC YES eNO

DNO

See attachment

18. CONCL.USIONS AND RECOMMENDATIONS

The applicant has demonstrated that
for the spheroids
fore this supplement is deemed to be approvable.'

there-

19.
NAME

REVIEWER

James R.
OA TE COMPL.ETEO

'MAY I I 1986
DISTRIBUTION

FORM FDH2266 (7/75)
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...'d.. . Page(s) Wìthheld

R . § 552(b)(4) Trade Secret I Confidential .

. . § 'S52(b)(5) Deliberative Process'..

. § . 552(h)(4) Draft Labeling


