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Chinese Pharmacopoeia 2020 Edition 9205 Guideline, Microbiological Monitoring and Control in
Pharmaceutical Clean Laboratories Interpretation of the Guidelines and Discussion

XUAN Ze, JIANG Zhijie(Beijing Institute for Drug Control, Beijing Center for Vaccine Control, NMPA Key Laboratory for
Research and Evaluation of Generic Drugs, Beijing 102206, China)

ABSTRACT: The Chinese Pharmacopoeia 2020 edition 9205 guideline requirements for microbiological monitoring and control
of pharmaceutical clean laboratories has an important value for the analysis methods, daily test operations and management
processes of cleanroom-related clean parameters. By analyzing the updated comparison with the 2015 edition, comparing the
relevant domestic and international standard regulations, from the detection items, details of project requirements and specific
operational implementation, and the results of daily inspection work experience, the key indicators in the general rules were
re-evaluated and proposed to improve the project or add new items to provide reference for the next edition of the pharmacopoeia
guidelines revision.
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Tab.1 Comparison of clean classification methods and defined values
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Tab.2 Comparison of several major suspended particle sampling methods
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Tab.3 Clean level, sampling points corresponding to the comparison between GB50591—2010 and GB16292—2010
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Tab. 4 Comparison of sampling volume, sampling time, incubation temperature and incubation time for sinking bacteria and

planktonic bacteria
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Tab.5 Loading of other physical parameters
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