. MEMORANDUM DEPARTMENT OF HEALTH & HUMAN SERVICES
Public nglth Service .
Food and Drug Administration
Center for Drug Evaluation and Research

NOV 29 208

Acting Director
Division of Nonprescription Regulation Development
Office of Nonprescription Products

SUBJECT:  Public Administrative File for Over-the-Counter Internal Analgesic,

Antipyretic, and Antirheumatic Drug Products; Tentative Final
Monograph (Docket No. 1977-009427-&)

TO: Division of Dockets Management (HFA-350)

Under cover of this memorandum, we are forwarding Volume No. 03IAAATFMWAMD
1 of 6 to be added to the public administrative file for the Tentative Final Monograph for

’ Internal Analgesic, Antipyretic, and Antirheumatic Drug Products for Over-the-Counter
Human Use; Proposed Amendment of the Tentative Final Monograph; Required
Warnings and Other Labeling. The volume includes new references cited in the tentative
final monograph that are not currently included in the public administrative file.

If there are any questions, the contact person on my staff is Marina Chang, Ph.D., at 301-
796-0863.
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