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September 4, 1998
Dockets Management Branch
(HFA - 305
Food and Drug Administration
12420 Park Lawn Drive
Room 1-23
Roclkville, MD 20857

Copy to Dr. Robert Trimmer, FDA, CDER

RE: ANDAs: Impurities in Drug Substances Draft Guidance
I:.VGUIDANC\2452DFT.WPD July 21, 1998

To Whom It May Concern:

The Generic Pharmaceutical Indusiry Association (GP1A) respectfully requests an
additional 60 day extension for comments and suggestions regarding this draft document.
This request is to assure that we can provide a comprehensive commentary on the
guidance.

If you have any questions, please call me at 202/833-9070.

Sincercly,

Ao, & oZetl

Alice E. Till, Ph.D.
President

cc: Dr. Robert Trimimer
CDER
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