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Abstract: Objective
(TCM)

Pharmaceutical Products (Revised in 2010) ,the supervision and inspection on the situation of six TCM injection manufacturers were

To promote the improvement of the quality management level and product quality of traditional Chinese

medicine injections. Methods  According to relevant regulations such as the Good Manufacturing Practice for
conducted by the Anhui Center for Drug Evaluation & Inspection in Anhui Province in 2021, the existing problems were
summarized and analyzed, and the targeted improvement suggestions were proposed. Results The inspection results met the
requirements or basically met the requirements. No inconsistencies were found between the key prescription process and the
registration application. A total of 70 defective items were found,with an average of about 12 items per manufacturer,including four
major defective items (5.71%) and 66 general defective items (94.29%) , without serious defective items. The defective items were
mainly concentrated in three chapters: quality control and assurance (14 items, 20.00%) , documentation management (12 items,
17.14%) , and Annex 1:sterile medicinal products (10 items, 14.29%) , respectively. All manufacturers have basically carried out
adverse drug reaction monitoring. In response to the above 70 defective items, it was recommended that manufacturers should
strengthen risk awareness, standardize change control and deviation handling, improve documentation management level, attache
importance to process control, strictly controll material management and production management, strengthen adverse drug reaction
monitoring, and continue to research TCM injections. Conclusion Manufacturers should implement the main responsibility for drug
safety of the marketing authorization holders, continuously improve the quality management level of TCM injections, strengthen
adverse drug reaction monitoring and post — marketing research,and ensure the quality of TCM injections.
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Tab.1 Distribution of defective items
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REEH 5 RERIE 0 2 12 14(20. 00)
N 0 0 10 10(14.29)
%) 0 0 4 4(5.71)
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Tab.2 Defective item types and examples of quality control and

quality assurance
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Tab.3 Defective item types and examples of quality management
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Tab. 4 Defective item types and examples of Annex 1:sterile

medicinal products
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