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Key points and defects analysis of cleaning validation of drug manufacture equipment

YAN Ruo-xi, CAO Yi, DONG Jiang-ping
Center for Food and Drug Inspection, National Medical Products Administration, Beijing 100044, China

Abstract: The GMP requirement and guidelines about cleaning validation of drug manufacture equipment study are analyzed, and the
key points of the cleaning validation structure of drug manufacture equipment from the views of the quality management system and
the life cycle of cleaning validation are established, and a statistical analysis on the cleaning validation observations in domestic and
overseas drug inspections in recent years are conducted. The distribution of major observations and common problems existing in
cleaning validation are identified. The study provides suggestions and reference to cleaning validation for industry, and gives some
considerations and key points to on-site inspections about cleaning validation.
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Fig. 1 Key points of cleaning validation of pharmaceutical manufacture equipment
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Table 1 Distribution of defects of cleaning validation in

follow-up inspections in 2017-2018
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inspection observations from 2015 to 2018
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