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Upsher-Smith Laboratories, Inc.

Innovative Pharmaceuticalr Since 1919

April 7, 1992

FEDERAL EXPRESS

Ms. Sandra Barnes
pilot Drug Evaluation Division
HFD-007, Room 9B-23
Food and Drug Administration
5600 Fishers Lane
Rockville, MD 20857

Dear Ms. Barnes:

RE: NDA 18-337 Acetaminophen suppositories, 80 mg

Per our conversation this morning, enclosed are another four copies
of Upsher-Smith Laboratories, Inc .• 's proposed carton and wrapper
labeling for Acetaminophen suppositories, 80 mg (as previously
submitted to the Agency on March 5, 1992). Also enclosed is the
updated stability data for Lot 5139 of this product.

This communication is being submitted
incorporation into our file.

in duplicate for

If you have any other questions, please do not hesitate to call:

Dianne Gibbs
Regulatory Affairs Specialist
(612) 449-7261

Sincerely,

LABORATORIES, ~NC.

~.

Harvey/M-:- Arbit, Pharm. D.
Director of Scientific Affairs

HMA/DG/bac

enclosure
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UPSHER-SMITH
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14905 23rd Avenue North Minneapolir, MN 55447

Telephone 612-473-4412 Telex# 6502644714 FAX# 612-476-4026




