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Inna Kissen, PhD .
Associate Director—Drug Regulatory Affairs

Raymond Lipicky, M.D., Director
Division of Cardio-Renal
Drug Products (HFD-110)
Office of Drug Evaluation I
Center for Drug Evaluation and Research
Food and drug Administration
1451 Rockville Pike
Rockville, Maryland 20852

RE:  Norvasc (amlodipine besylate) Tablets
NDA #19-787
Supplemental Application: Alternate Packaging Site

Dear Dr. Lipicky:

This supplement requests approval of packaging site change for. We
- are requesting the approval of a new packaging site for as an
additional packaging site for Norvasc Tablets (amlodipine besylate) NDA #19-787. As per the
requirements, please refer to the attached stability commitment from Pfizer. At this time we are
also submitting a similar supplement to the Division of Neuropharmacological Drug Products for

Zoloft (sertraline HCI) Oral Antidepressant, NDA #19-839.

This letter also serves to request that Drug Master File

dated May 19, 1995 submitted by be cross-referenced to NDA
#19-787. Please refer to the attached authorization letter from :
regarding their support of this request.

A copy of this submission has been sent to the FDA Brooklyn District Office. Please add this
information to the appropriate subject file.

Smcerely,
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