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On the OOS Results of Drug Sterile Examination
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China)

Abstract

drug sterile examination using retrospective investigation and analysis of the sterile examination test. Methods:

Objective: To explore the standard operating procedure for the survey of the positive results of

The factors related to microbial contamination were analyzed one by one; the possibility of the contamination
introduced by the field ambient was also analyzed on purpose according to out of specification (OOS) survey
chapter in the new version of GMP. Results: A preliminary program for analysis of positive results of drug
sterile examination was established and the fact that the detected bacteria was not due to the contamination of the
examination test, but the sample itself was found out. Conclusion: The establishment of a perfect OOS survey
program to standardize the survey process has a great guiding significance to the management of microbiology
laboratory.
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pollution elimination; laboratory quality control
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