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On Standards for Cleanrooms and Associated Controlled Environments

Li Xiaolei', Ni Ming” (1. Chinese Pharmacopoeia Commission, Beijing 100061, China; 2. General Station for
Drug & Instrument Supervision and Control Joint Logistics Support Force, Beijing 100071, China)

Abstract Objective: To compare the domestic pharmaceutical cleanrooms and related environmental standards,
and discuss the problems of pharmaceutical clean environment related standards. Methods: To compose, compare,
analyse and discuss the relevant standards of medical clean environment from aspects of detection methods
and determination criterion. Results and Conclusion: The domestic Standards for Cleanrooms and Associated
Controlled Environments had various questions and problems, including confusion and delay. Related department
of Standard-setting ought to coordinate and revise promptly. And it is necessary to establish a standard system. At
the same time, environmental testing and monitoring should be strengthened to jointly ensure the safety of drug
production and medical environment.
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