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i DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Rockville MD 20857

NDA 20-699/S-032

Wyeth Pharmaceuticas

Attention: Tracy D. Rockney, JD
Director, Globd Brand Management
Worldwide Regulatory Affars

P.O. Box 8299

Philadelphia, PA 19101-1245

Dear Ms. Rockney:

Please refer to the your supplementa new drug application dated November 21, 2002, submitted under section
505(b) of the Federd Food, Drug, and Cosmetic Act for Effexor XR (venlafaxine hydrochloride) Extended
Release 37.5 mg, 75 mg, and 150 mg Capsules.

We additionally refer to an Agency action letter dated December 18, 2002.
We acknowledge receipt of your complete response dated January 23, 2003, to the above action | etter.

The above submission, submitted as a“Prior Approva” supplementa gpplication, provides for an Effexor XR
Patient Brief Summary.

We have completed the review of this supplementa application, and have concluded that adequate information
has been presented to demondtrate that the drug product is safe and effective for use as recommended in the
submitted find printed labeling. Accordingly, this supplementa application is approved effective on the date of
this | etter.

If aletter communicating important information about this drug product (i.e., a"Dear Hedth Care Practitioner™
letter) isissued to physicians and others responsible for patient care, we request that you submit a copy of the
letter to thisNDA and a copy to the following address:

MEDWATCH, HF-2
FDA

5600 FishersLane
Rockville, MD 20857
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We remind you that you must comply with the requirements for an approved NDA st forth under 21 CFR
314.80 and 314.81.

If you have any questions regarding this letter, cal Mr. Paul David, R.Ph., Senior Regulatory Project Manager,
at (301) 594-5530.

Sincerdy,
{See appended electronic signature page}

Russ| Katz, M.D.

Director

Divison of Neuropharmacologica Drug Products
Office of Drug Evauation |

Center for Drug Evaluation and Research
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