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Abstract: Objective To promote the continuous improvement and enhancement of the quality management system of the marketing
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authorization holder (MAH) for commissioned productions,and to ensure the production of drugs that meet registration requirements.
Methods

Province from 2021 to 2025 was summarized and analyzed, the existing problems were summarized, and targeted recommendations

The compliance inspection of MAH applications for Good Manufacturing Practice (GMP) commissioned by Anhui
were provided. Results A total of 89 pre - market GMP compliance inspections applied by the MAH for commissioned
productions were accepted and inspected,and six of them (6.74%) were found to be non — compliant. A total of 831 defects were
found during on - site inspections, with an average of 9.34 defects per MAH. Among them, six defects (0.72%) were severe
defects, 74 defects (8.90%) were major defects,and 751 defects (90.37%) were general defects. The inspection of defect items
mainly focuses on quality control and quality assurance (23.59%) ,document management (19.13%), commissioned production and
inspection (12.27%) , and institutions and personnel (9.87%). The main reasons for the existence of defects were insufficient
performance ability of quality management personnel, incomplete quality management system, weak quality supervision, and poor
connection between the quality management systems of the commissioning party and that of the entrusted party. Conclusion When
MAH carrying out commissioned productions, it is necessary to choose the entrusted manufacturer reasonably, establish an effective
communication mechanism,take effective measures to improve the quality management system,strengthen the supervision of the entire
production process,enhance risk prevention and control awareness,and ensure the safety and effectiveness of the produced drugs.

Key words:commissioned productions;drug marketing authorization holder; GMP compliance inspection;existing problems;suggestions
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Tab.2 Distribution of GMP compliance inspection items of mar-

keting authorization holder for commissioned productions [item
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