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Trade Name: | Vasotec
Generic Name(s): | (enalapri|af)
Sponsor; - Merck & Co. Inc.
Agent: ~

' Approvai Dafe: | July 15, 1994

Indication: The treatment of hypertension.
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- NDA 18-998/S-042

Merck & Co., Inc. JUL ) 5 1904

Attention: Patricia L. Kraft, Ph.D.
BLA-30 ,
West Point, PA 19486

Dear Dr. Kraft:
Please refer to your December 23, 1993 supplemental new drug application subrmtted under
section 505(b)(1) of the Federal Food Drug, and Cosmetic Act for VASOTEC (enalapril

maleate) Tablets.

The supplemental application provides an alternate rework procedure in the manufacture of
the bulk drug substance :—

As dlscussed by telephone on July 13, 1994, between your representative Dr. Larry Bell and
Dr. Stuart Zimmerman of this agency, we understand that you will identify the composition of
the .:——————— involved in your next annual report.

We have completed the review of this supplemental application and it is approvcd.

We remind you that you must comply with the requirements for an approved NDA set forth
undcr 21 CFR 314.80 a.nd 314.81. :

Sincerely yours,

FAS-57

Robert J. Wolters, Ph.D.

Supervisory Chemist _
Division of Cardio-Renal Drug Products
Office of Drug Evaluation I

Center for Drug Evaluation and Research
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