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NDA 18-8928/%-023

HMerck Sharp & Dohme Research Labaratories
pivision of Merck & Co., Inc.

Attention: Elliott T. Berger

Hest Point, Pedansylvania 19486

Dear Br. Berger:

Pisase rafer to your April 10, 1990 supplemental new drug application
submitied undar section 5056(b)(1) of the Federal Food, Drug and Cosmetic Act
for Vasotec {enalapril maleate) Tablets,

This supplementa) application provides for an alternate manufacturing process

for packaging of Tablats ' in

He have completed the review of this supplemental application and it is
approved. '

We remind you that you must comply with the requirements for an approved HDA
set forth under 21 CFR 314.80 and 314.81,

Singeraly yours,

/%V (% Fe

Robert d, Wﬁ"t&r‘ﬁ, Ph,B.
N , - Syparvisory Chemist
R Bivision of Cardio-Renal Brug Products
: Office of Drug Evaluation I :
Center for Drug Evaluatfon and Research

cc:
HFD-110

HFD-110/CS0O ,
HFD-110/SZimmerman/7 /13/90
sh/7/13/90;7/16/90;7/17/90:563%h
R/D init: 7/16/90

APPROVAL

_ Bpproval Bate: 12/24/85
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DMF

The DMF describes a plant constructed in 1985 for the manufacture/packaging of
finished drug products. It was constructed under the supervision of

~ following the principle of CGMP's. Volume 1.1
deals with this in the August 1985 submission. Assurances are offered to
provide a tight and constant control. Production equipment is summarized with
respect to site. Protocols appear to be acceptable for receiving and the
quarantine of incoming goods.

The name and address is:

Bioavailability Status: Satisfactory.

The proposed change deals only.wifh the use of an alternate packager and so
this would not be expected to impawct on any bioavailability concerns that
~ could be considered.

Stuart Zimmerman, Ph.D.

cc:0rig.

HFD-110

- HFD-110/CSO
HFD-110/SZimmerman
sh/7/19/90:5652h



