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Implications of the UK's 2018 GMP Inspection Deficiencies for Chinese GMP

Ge Yuanyuan, Chen Guiliang (Shanghai Center for Drug Evaluation and Inspection, Shanghai 201203, China)

Abstract Objective: This paper compares the deficiencies and their changing trends at home and abroad in order
to get suggestions on the implementation of GMP in China. Methods: the deficiencies of drug GMP inspection in
MHRA, NMPA and Shanghai district were compared, the development trend of GMP inspection was analyzed,
and the enlightenment to domestic drug supervision and enterprise management was expounded. Results and
Conclusion: Implications for governmental regulation and pharmaceutical management: first, restore the focus of
inspection from "inspection" to "system"; second, effectiveness should be focused on instead of compliance; third,
to ensure the implementation of the main responsibility of drug manufacturers and improve the self-inspection
management system; fourth, to continue to focus on data reliability.
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