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Peiser & Associates, Inc.
PO Box 774
971 D Virginia Ave.
Palm Harbor, F1. 34682
1-800-367-4313 Fax: (727) 785-9941 epeiser@aol.com
Consultantsto the FDA Regulated Industries

May 28,2002

Acting Commissioner

Food and Drug Administration
5600 Fishers Lane

Rockville, MD 20857

Dear Sir:

We filed a Petition to amend Sect 480.200 Expiration Dating of Unit Dose Repackaged Drug Products on
March 29,2002. It was received at the FDA on 3/20/02 and assigned docket number 02P-01126/CP land
was filed on 3120102.

We are now requestinga meeting with the proper departments of the agency to discuss this petition and to
inform and notify the agency on how its position is affecting the economicwelfare of those companies
forced to comply with the FDA'’s present interpretation of a Drug Repackagerversus a noncomplying
repackager operating outside the agency’s scrutiny.

Please have someone contact me as soon as possible to arrange a face to face meeting to discuss this
problem and provide a seigntific or reasonable explanation for the agencies position.

-

Doctor of Pharmacy
Consultant
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