
MEMORANDUM DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION 
CENTER FOR DRUG EVALUATION AND RESEARCH 

To: Dockets Management Branch (HFA-305) 

From: Melissa Lamb 
Office of Generic Drugs 

Subject: AAPS Workshop on Successful US and EU Registrations 

This memorandum forwards overheads of a presentation to the Dockets 
Management Branch for inclusion in Docket 9OS-0308. The following 
is information on the presentation for the Docket records: 

Title of Presentation: Specifications for Simple Dosage Forms 

Presented for: AAPS Workshop on Successful US and EU 
Registrations 

Date Presented: May 3, 2000 

Presented by: Devinder S. Gill, Ph.D. 
Team Leader 

Number of Pages: 
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SCOPE OF THE GUIDELINE 
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SPEC.lFlC TESTS AND CRITERIA 
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GENERAL CONCEPTS (Cont’d). 


