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APPROVAL LETTER 



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Rockville MD  20857

NDA 19-599/S007

Allergan
Attention: Stephen Buxbaum
Director, Worldwide Regulatory Affairs
2525 Dupont Drive
P. O. Box 19534
Irvine, CA 92623-9534

Dear Mr. Buxbaum:

Please refer to your supplemental new drug application dated November 20, 2001, received November
21, 2001, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for Naftin
(naftifine hydrochloride) 1% Cream.

This "Changes Being Effected in 30 days" supplemental new drug application provides for
 as a contract manufacturer to replace all manufacturing operations

for this product previously conducted by Allergan at the Irvine, CA, facility. This supplemental new
drug application also provides for a change in tube sealant from .
In addition, as part of this manufacturing site change,  will perform all necessary testing for raw
material, component and finished product release and ongoing stability testing.

We 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 NDA set forth under
21 CFR 314.80 and 314.81.

If you have any questions, call Frank H. Cross, Jr., Project Manager, at (301) 827-2020.

Sincerely,

{See appended electronic signature page}

Wilson H. DeCamp, Ph.D.
Chemistry Team Leader for the
   Division of Dermatologic & Dental Drug Products,
(HFD-540)
DNDC III, Office of New Drug Chemistry
Center for Drug Evaluation and Research

(b) (4)

(b) (4)

(b) (4)



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Wilson H. DeCamp
6/4/02 02:33:38 PM
approved
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---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Ernest G. Pappas
6/4/02 10:07:28 AM
CHEMIST
Recommend approval of supplement.

Wilson H. DeCamp
6/4/02 01:10:01 PM
CHEMIST
concur with review; AP letter may be prepared




