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The purpose of this informational
chapter is to review the various issues
that relate to aseptic processing of bulk
drug substances, dosage forms, and in
certain cases, medical devices; and to
the establishment, maintenance, and
control of the microbiological quality of



controlled environments.

General Chapters: <1116>
MICROBIOLOGICAL EVALUATION OF

The USP-NF is a combination of two
official compendia, the United States
Pharmacopeia (USP) and the National

Formulary (NF). The USP-NF contains
standards for medicines, dosage forms,
drug substances, excipients, biologics,
compounded preparations, medical
devices, dietary supplements, and other
therapeutics. The USP 39-NF 34
standards will be ...
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