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Defect Analysis in On — Site Inspection of API Manufacturing Enterprises in Chongqing and

Optimization Suggestions
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(Chongqing Center for Drug Evaluation and Inspection,Chongqing ,China 401120)
Abstract: Objective

their manufacturing process, and to provide suggestions for optimizing the on — site inspection. Methods

To provide the guidance for active pharmaceutical ingredient (API) manufacturing enterprises to standardize
According to the
requirements of the Good Manufacturing Practice (2010 Edition) and its appendix, 47 on — site inspection reports of API
manufacturing enterprises in Chongging from 2019 to 2021 were collected. The defects in the on — site inspection were counted and
summarized,and the suggestions for optimizing inspection were put forward. Results A total of 439 defective items were found,
including 35 major defective items and 404 general defective items. Defective items involved the quality control and quality
assurance (112 items, 25.51%) , document management (76 items, 17.31%) , equipment (55 items, 12.53%) , manufacturing
management (27 items, 6. 15%) , materials and products (40 items, 9. 11%) , confirmation and verification (58 items, 13.21%) ,
institutions and personnel (13 items,2.96%) , factories and facilities (13 items,2.96%) and so on. Conclusion During the on —
site inspection, it is found that there are problems in the data completeness, changing control, deviation management, risk
management, verification and other aspects of APl manufacturing enterprises in this municipality. In this regard,in order to further
improve the authenticity, accuracy and reliability of inspection results, and promote enterprises to improve their own defects
accordingly, enterprises should regulate their own manufacturing behavior, actively cooperate with inspection, rectification, and
strengthen the risk management. Before participating in the on — site inspection,inspectors should formulate the personalized on — site
inspection plans based on the overall level of the enterprise, the variety of API, the previous inspection conclusions and the
implementation of rectification. Besides, during the inspection,inspectors should pay attention to the deviations from the enterprises.

Key words: active pharmaceutical ingredient; pharmaceutical manufacturing enterprise; on — site inspection; defective item; risk

management;drug regulation
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Tab.1 Distribution of defects in the on - site inspection reports of API manufacturing enterprises in Chongqing
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