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Policy Research and Discussion on GMP Compliance Inspection
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Abstract Objective: To identify issues in the process of Good Manufacturing Practice (GMP) compliance
inspections for pharmaceuticals and to further improve inspection quality by providing suggestions and
references for formulating inspection policies. Methods: Research is conducted on GMP compliance inspection
policies formulated by national and provincial drug regulatory authorities, and rationalized suggestions were
proposed based on routine inspection work. Results and Conclusion: Currently, there are problems with GMP
compliance inspections, such as a mismatch between regulatory strength and the number of tasks, inadequate
coverage of long-term inspections in some production lines, and unclear requirements for GMP compliance
inspections of entrusted production. This article proposes corresponding suggestions in four aspects:
standardizing and unifying inspection standards, improving relevant inspection policies, integrating inspection
resources for better coordination, and conducting risk assessments to optimize the scope of inspections, so as to
enhance the quality of GMP compliance inspections.
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