ANDA 75-875

Decenmber 21, 2000

Taro Pharmaceuticals USA, Inc.

Attention: Kal pana Rao

U.S. Agent for: Taro Pharnmaceutical |ndustries Ltd.
5 Skyline Drive

Hawt hor ne, NY 10532

Dear Madam

This is in reference to your abbreviated new drug application
dated May 17, 2000, submitted pursuant to Section 505(j) of the
Federal Food, Drug, and Cosnetic Act (Act), for Carbanmazepi ne
Oral Suspension USP, 100 ng/5 niL.

Reference is also nade to your anendnents dated July 24,
July 31, and Novenber 6, 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 | abeling. Accordingly the
application is approved. The Division of Bioequival ence has

det ermi ned your Carbanmazepi ne Oral Suspension USP, 100 ng/5 nL
to be bi oequival ent and, therefore, therapeutically equival ent
to the listed drug (Tegretol O Oral Suspension, 100 ng/5 nm, of
Novartis Pharmaceuticals Corp.). Your dissolution testing
shoul d be incorporated into the stability and quality control
program usi ng the same nethod proposed in your application.

Under Section 506A of the Act, certain changes in the conditions
described in this abbreviated application require an approved
suppl emrent al 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
O fice of Generic Drugs should be advised of any change in the
mar keting status of this drug.

We request that you submt, in duplicate, any proposed
advertising or pronotional copy that you intend to use in your
initial advertising or pronotional canpaigns. Please submt al
proposed materials in draft or nock-up form not final print.
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Submit both copies together with a copy of the proposed or final
printed |l abeling to the Division of Drug Marketing, Advertising,
and Comruni cations (HFD-40). Please do not use Form FD- 2253
(Transm ttal of Advertisenents and Pronotional Labeling for
Drugs for Human Use) for this initial subm ssion.

We call your attention to 21 CFR 314.81(b)(3) which requires
that materials for any subsequent advertising or pronotional
canpai gn be submitted to our Division of Drug Marketing,
Advertising, and Comruni cations (HFD-40) with a conpleted Form
FD- 2253 at the time of their initial use.

Sincerely yours,

Gary Buehl er

Acting Director

O fice of CGeneric Drugs

Center for Drug Eval uati on and Research



