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Analysis of Inspection Laws and Regulations for Post-marketing Drug Change
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China)

Abstract Objective: To make enterprises better understand the requirements of pharmaceutical inspection laws
and regulations for post-marketing drug change in China, so as to better implement the change management of
post-marketing drug and meet the inspections of drug regulatory authorities. Methods: The laws and regulations,
announcements, notices, etc. related to the post marketing drug changes in China were sorted out, and inspection
requirements related to post marketing drug changes were analyzed. Results: A total of § types of inspection
were summarized in the two lines of registration and supervision, and the corresponding inspection starting
principles, implementation regulatory authorities and priorities of these inspections were analyzed. Conclusion:
The fundamental reason for inspections of all kinds of post marketing drug changes is that enterprises should fully
understand and implement the requirements of laws, regulations and guiding principles in their daily management.
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