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Abstract: Objective To promote pharmaceutical manufacturers to strictly implement the Good Manufacturing Practices(GMP) for drugs,
and to ensure the quality and safety of drugs. Methods The defective items found in the daily supervision and inspection of 67 phar-
maceutical manufacturers in Jiangxi Province by the Jiangxi Drug Inspection Center in 2020 were analyzed,the main problems existing
in the implementation of GMP by pharmaceutical manufacturers were determined,and the corresponding countermeasures and suggestions
were put forward from the perspective of pharmaceutical manufacturers and supervision departments. Results The qualified rate of GMP

was 98.51% (66/67) in the 67 pharmaceutical manufacturers. A total of 663 defects were found,including two serious defects,57 major
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defects,and 604 minor defects,with an average of 9.9 defects found per inspection. The problems mainly focused on quality control and

quality assurance,equipment and document management,which accounted for 46.91% (311/663). Defects with high — frequency that more

than 20 times were item 27,item 87 and item 159 in GMP,which accounted for more than 30% of the total number of inspections of

manufacturers. The defective items included institutions, personnel and equipment,and the defective contents involved inadequate personnel

training, no state identification of production equipment and non —standard records. Conclusion

In the process of implementing GMP, the

pharmaceutical manufacturers should improve safety awareness,implement main responsibilities,strengthen training and strictly carry out quality

system documents. Meanwhile, the supervision departments shall enforce the construction of a full —time inspector team,strengthen flight in-

spection and punishment,and guide pharmaceutical manufacturers to continue compliance and high — quality development.

Key words: pharmaceutical manufacturers;Jiangxi Province;daily supervision and inspection;defective items;countermeasure
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Tab.1 The different dosage forms produced by 67 pharmaceutical
manufacturers in Jiangxi Province in 2020(n =151)
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Tab.2 Frequency distribution of defective items found in daily
supervision and inspection of 67 pharmaceutical manufacturers in

Jiangxi Province in 2020( 7 =663)
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Tab.3 Distribution of high - frequency defective items found in

daily supervision and inspection of 67 pharmaceutical manufacturers

in Jiangxi Province in 2020
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