CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
85888

APPROVAL LETTER




NDA 85-888

Chrosalloy Pharmaceuticals, Inc.
Chromalloy Laboratories Division
Attention: Dr. Samuel M. Fainberyg
5353 Grosvenor Blve,

Los Angeles, CA 90066

Mtl~:

Reference s made to yowr abbreviated new drug applicatioa submitted
pursmnt to Section 505(b) of the Federal Food, Drug, and Cosmetic Act
for Brompheniramine Maleata Tablets, 4 mg.

We acknowledge receipt of your communicatioa dated March 28, 1978 enclosing
additional stability data.

 Me have completed the review of this abbreviatad new drvg application

and have concluded that the drug is safe and effective for use as

l;ecc-en::: in the submitted labeling. Accordingly, the application
$ appro

Any significant change in the conditions outlined in this abbreviated
new drug application, requires aa approved supplemental applicaticn
before the change uay be made, exsept for changes made in conformnce
with other previsieas of Sestion 314.8 of ths new drug regulations.

This Aduimistration should be advised of any chuage in the nrhﬂn
status of tMa drug.

The rmir—.t fer adeqmts Qta to assure the blelegic avatiladility

1s betng deferved at the present time. Hmwaver, cwr actios 1o apprevimg

this applicatien 13 besad wpon an wnderstanding that if this requirement
-~ is relastated you wil! perform uwm precadures.

Premstion of 2 product mavketed under an abbreviated new drug applicatioa
mmmmmmmzmmisn etity. ,
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