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S/ (_DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Rockville, MD 20857

NDA 20-839/S-028

Sanofi-Synthelabo Inc.

Attention: Nancy Barone Kribbs, Ph.D.
9 Great Valley Parkway

P.O. Box 3026

Malvern, PA 19355

Dear Dr. Kribbs:

Please refer to your supplemental new drug application dated August 31, 2004 submitted under section 505(b) of the
Federal Food, Drug, and Cosmetic Act for Plavix, (clopidogrel bisulfate) 75 mg Tablets.

We acknowledge receipt of your submission dated March 30, 2005. Your submission of March 30, 2005 constituted a
complete response to our March 1, 2005 action letter.

This supplemental new drug application provides for the following revision to the PRECAUTIONS section of the package
insert:

In patients with recent TIA or stroke who are at high risk for recurrent ischemic events, the combination of aspirin
and Plavix has not been shown to be more effective than Plavix alone, but the combination has been shown to
increase major bleeding.

We have completed our review of this supplemental new drug application, as amended. It is approved, effective on the date
of this letter, for use as recommended in the final printed labeling (FPL) submitted on March 30, 2005.

If you issue a letter communicating important information about this drug product (i.e., a “Dear Health Care Professional”
letter), we request that you submit a copy of the letter to this NDA and a copy to the following address:

MEDWATCH, HFD-410
FDA

5600 Fishers Lane
Rockville, MD 20857

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 Meg Pease-Fye, Regulatory Project Manager, at (301) 594-5327.

Sincerely,
{See appended electronic signature page}

Norman Stockbridge, M.D., Ph.D.
Acting Director

Division of Cardio-Renal Drug Products
Office of Drug Evaluation I

Center for Drug Evaluation and Research
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