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CHEMIST'S REVIEW
(II neceuary,contliiue 'any Item on 8" x lOl¡''' paper.

Kev continuation to item by,number.)
1. ORGANIZATION 2. NDA NUMBER

18-553
4. AF NUMBER

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

Ayerst Laboratories

New York, NY'

¡¡.NAMEO,, DRUG

MAR
19-003

41986 5. SUPPLEMENT A~
NUM BEFHsl CATEISJ

7. NONPROPRIETARY NAME

Propranolol Hydrochloride S012
SOB

12/30/85
12/30/85Inderal LA

! 3. SUPPLEMENTlsI PROVIDES

I
I
l

FOR:

S012 provides for the use of a new stability indicating
assay utilizing HPLC. 9.. Afl",NCM!:N7S P,D ::7;-=:;::(R.p.".. .,.J 'ATE' L

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

10. PHARMACOLOGICAL CATEGORY 11. HOW DISPENSED 2. RELATED INDiNDA/OMFIS!1" .
Antih ertensive Antian inal

13. DOSAGE FORM (SI
QRX

14.POTENCY (teB)
c: 0 TC

CHG
1,5. CHEMICAL NAME AND STRUCTURE

60, 81), 120, l60,mg
16. RECORDS AND REPORTS
CU RREN T

~YES
REVIE:'''E='

LX YES

ONO

nNO
17. COMMENTS

SEE ATTACHMENT

18. CONCLUSIONS AND RECOMMENDATIONS

S012 is approvable. Additional information is needed before S013 can be
approved. The, applicant should state if the packaging materials have been
approved previously, and if not suitable information should be provided.
A review by the Biopharmaeeutics Division is needed. The labeling is
satisfactory as far as the technical aspects are concerned, except that
the applicant should affirm that th~ labels will contain lot numbers and

expiration dates as appropriate.

19.
NAME

CSO

REVIEWERøJL, Oil TE COM!" L.E TED

FEB 6, 1986James H Short
OISTRIBU TION o REVIEWER ! i DIVISION FILE

PREVIOUS EDITION MAY BE USED UNTIL SUPPLY is EXHAUSTED.FORM FOH2266 (7/75)
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