ANDA 75-497 January 14, 2000

Myl an Phar maceuticals Inc.
Attention: John P. O Donnell, Ph.D
U. S. Agent for: GenpharmInc

781 Chestnut Ridge Rd.

P. O. Box 4310

Mor gant own, W/ 26504-4310

Dear Sir:

This is in reference to your abbreviated new drug application
dat ed Novenber 5, 1998, submtted pursuant to Section 505(j)
of the Federal Food, Drug, and Cosnetic Act (Act), for
Ranitidine Tablets USP, 75 ny.

Reference is al so made to your anendnents dated August 6,
Cct ober 11 and Novenber 12, 1999 and January 11, 2000.

We have conpleted the review of this abbreviated application
and have concluded that the drug is safe and effective for use
as recommended in the submtted Over-The-Counter (OTC)

| abeling. Accordingly, the application is approved. The

Di vi si on of Bi oequival ence has determ ned your Ranitidine
Tablets USP, 75 nmg to be bioequivalent to the |isted drug
(Zantac Tablets, 75 nmg of & axo Wellconme, Inc.). Your

di ssolution testing should be incorporated into the stability
and quality control programusing the same nmet hod proposed in
your application.

Under section 506A of the Act, certain changes in the

condi tions described in this abbreviated application require
an approved suppl enental application before the change may be
made.

Post - marketing reporting requirenments for this abbreviated



application are set forth in 21 CFR 314.80-81 and 314.98. The
Office of Generic Drugs should be advised of any change in the
mar keti ng status of this drug.

Sincerely yours,

Dougl as L. Sporn

Di rector

O fice of Generic Drugs

Center for Drug Eval uation and
Resear ch



