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NDA 19-777/S-011

ICI Pharmaceuticals Group
Attention: Robert Castor :
Hilmington, DE 19897 —

Dear Mr, Castﬁr:

Please refer to your July 18, 1991 supplemental new drug appi%cation submitted
under section 505(b)(1) of the Federal Food, Drug, and Cosmetic Act for
Zestril {11sinopril) Tablets.

The supplemental application pravides for a one—t1me variance in the rework
procedure for the drug product. :

We have completed the review of this supplemental application and 1t ts
‘ approved

He remind you that you must comply with thé\requlrcments for an approved NDA
set forth under 21 CFR 314.80 and 314.81.

Sincerely yours,
712979,

Robert J. Holters, Ph.D.

Supervisory Chemist

Division of Cardfo-Renal Drug Products
0ffice of Drug Eveluation 1

ce: Center for Drug Evaluation and Research
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