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Abstract: Objective

drug regulatory authorities to formulate regulatory measures. Methods

To standardize the safety and compliance production of drug manufacturers, and to provide a reference for
The defective items found during the Good Manufacturing
Practice (GMP) compliance inspection of 172 sub — high — risk drug manufacturers in Henan Province from May 2020 to
November 2021 were collected and analyzed, and the targeted improvement measures and suggestions were proposed. Results A
total of 1 028 defective items were found, including 26 major defective items,and 1 002 general defective items, without serious
defective items. There were 1 045 defect clauses involved, mainly distributed in quality control and assurance (19.23%) ,
documentation management (17.89%),equipment (17.03%) ,confirmation and validation (6.03%) ,materials and products (5.93%),
and Annex 1:sterile medicinal products (5.93%). A total of 62,682,and 269 defective items (involving 66,687,and 270 times,

respectively) were found in the manufacturers of biological products, sterile drugs (injections, eye drops, eye ointments, sterile raw
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materials) ,and toxic decoction pieces respectively. Conclusion In the implement of GMP,drug manufacturers should strengthen the

management of quality control and assurance systems,establish and improve document management systems,strengthen whole process

training, and do a good job in the daily use and maintenance of factory facilities and equipment. The drug regulatory authorities

should continuously optimize the allocation of resources and improve the ability of scientific supervision.

Key words: Good Manufacturing Practice; high —risk drug manufacturers;compliance inspection;defective items;Henan Province
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Tab.1 Distribution of on - site inspection defective items (n =1045)
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Tab.2 Distribution of high — frequency defective items (n =1 028)
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