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" HDA 1B-5B3/8@12 MR 4 1935

éysrst Lahﬁrataries

Attention: John R. Repoza, M.8., R,Ph,
- 68 Thivd Aventie
- Bew York, HY 10617

-ﬁgar=ﬁr.~agpéz&:

Please re .”%tawyaur 5e¢emﬁar 30, 1985 supplemental new drug application |
’ ;&ﬁﬁct%en 5&5(&)(1} af the Federal Food, Brag, and Cosmetic Act

ﬁ?&ﬁ.

'"°‘ta ‘tﬁe r&view of this sugp?e@eata? agg!ic&tiaa and it is
@ttﬁr-af Aﬁri! iﬁ 1983 deteiled the conditions relating to

'Agsmm that yaa st caﬁﬁiy with the requirements for an approved HDA
upder 21 ﬁ?& 314.33 and 314.81.

- Sincerely yours,

epdty Director
_ﬁivisian of Carﬁ?cﬁﬁana? DBrig Products
Office of Drug Research and Review
Center for Drugs and Biclogics

: R/D mit SEhrre1ch/2/10/86»
RWo]ters/2/27/86

I

g

APPROVAL
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s

CHEMIST'S REVIEW 1. ORGA&:ZATon

(It neceesary, continue any item on 8°* x 10%;"* paper.
ev continuation to item by number.)

2..NDA NUMBER

HFN-110
3. NAME AND ADDRESS OF APPLICANT (City and State) '

MR 4 1985

Ayerst Laboratories
New York, NY-

18-553
| 4 AF NUMBER
19-003 -
Se SUPPLEMENT (S)

NUMEER(S)

- _ A DATE(S)
8. NAME OF DRUG ' 7. NONPROPRIETARY NAME
Propranolol Hydrochloride S012 12/30/85
Inderal LA -5013 12/30/85

3. SUPPLEMENT(S) PROVIDES FOR:

S012 provides for the use of a new stability indicating
. assay utilizing HPLC. :

S013 provides for a new dosage strength, a 60 mg capsule.

3. AMEINLDMENTS AND
(Reports, etc. SATE

R4

nO

10. PHARMACOLOGICAL CATEGORY 11, HOW DISPENSED

Antihypertensive Antianginal ( rx

™ oTc .

12, RELATED IND/NDA/DMF (S}

13. DOSAGE FORM (S} 14.POTENCY (ies)

_CHG 60, 8D, 120, 160, mg

15, CHEMICAL NAME AND STRUCTURE

16. RECORDS AND REFORTS

CURRENT

3¢ vEs ) TJNo-
REVIEWED
] X res Sw~o
17. COMMENTS '
SEE ATTACHMENT
18. CONCLUSIONS AND RECOMMENDATIONS ‘
S012 is approvable. Additional information is needed before S013 can be
approved. The. apglicant should state if the packaging materials have been
approved previously, and if not suitable information should be provided.
A review by the Biopharmaceutics Division is needed. The labeling is
‘satisfactory as far as the technical aspects are concerned except that
: the applicant should affirm that the labels will contain lot numbers and
& expiration dates as appropriate.
N
h 19, REVIEWER
; NAME . GN ATURE OATE COMPLETED
James H Short C/ %M FEB 6, 1986
SISTRIBUTION %mm. JacREA D REVIEWER {1 DIVISION FILE CS0

FORM FDH 2266 (7/75)

PREVIOUS :DITION MAY BE USED UNTIL SUPPLY 1S EXHAUSTED. ) 1
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