ANDA 64- 160

January 28, 2000

Al tana I nc.

Attention: Virginia Carnman
60 Baylis Road

Melville, NY 11747

Dear Madam

This is in reference to your abbreviated new drug
application dated August 11, 1995, submtted pursuant to
Section 505(j) of the Federal Food, Drug, and Cosnetic Act,
for Clindanycin Phosphate Gel USP, 1% (base). W note that
this product is subject to the exception provisions of
Section 125(d)(2) of

Title | of the Food and Drug Admi nistration Moddernization
Act of 1997.

Reference is al so made to your anendnents dated February 6,
and Cct ober 9, 1996; April 26, October 26, Novenber 9,
Novenber 11, Novenber 24, and Decenber 24, 1999; and
January 21, and January 24, 2000.

We have conpleted the review of this abbreviated
application and have concluded that the drug is safe and
effective for use as recomended in the submtted | abeling.
Accordingly, the application is approved. The Division of
Bi oequi val ence has determ ned your Clindamycin Phosphate
Gel USP, 1% (base) to be bioequival ent and, therefore,

t herapeutically equivalent to the listed drug (Cleocin T7
Topi cal Gel 1% of Pharmacia and Upj ohn Co.).

Under section 506A of the Act, certain changes in the
condi tions described in this abbreviated application
requi re an approved suppl enmental application before the
change nmay be nmade.

Post - marketing reporting requirenents for this abbreviated
application are set forth in 21 CFR 314.80-81 and 314. 98.
The Ofice of Generic Drugs should be advised of any change
in the marketing status of this drug.
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We request that you submt, in duplicate, any proposed
advertising or pronotional copy which you intend to use in
your initial advertising or pronotional canpaigns. Please
submt all proposed materials in draft or nmock-up form not
final print. Submt both copies together with a copy of

t he proposed or final printed | abeling to the Division of
Drug Marketing, Advertising, and Comruni cati ons (HFD-40).

Pl ease do not use Form FD-2253 (Transm ttal of
Advertisements 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
pronoti onal canpai gn be submtted to our Division of Drug
Mar keti ng, Advertising, and Comruni cations (HFD-40) with a
conpl eted Form FD-2253 at the time of their initial use.

Si ncerely yours,

Janet Wbodcock, M D
Di rect or
Center for Drug Evaluation and Research



