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Abstract: Objective To improve the qualification rate of European Union(EU) Good Manufacturing Practices(GMP) certification of
Chinese pharmaceutical manufacturers. Methods By searching Eudra GMP database, the status of Chinese and Indian pharmaceutical
manufacturers accepting the EU GMP certification was statistically analyzed,and the defects of China’s unqualified pharmaceutical manu-
As of December 31st, 2019,

Chinese pharmaceutical manufacturers had accepted 516 times of EU GMP inspections, and the unqualified rate was 8.33%. Indian

facturers were analyzed,so as to provide a revelation for Chinese pharmaceutical manufacturers. Results

pharmaceutical manufacturers had accepted 783 times of EU GMP inspections, and the unqualified rate was 4.98%. Most of the phar-
maceutical enterprises in China accepted the EU GMP inspection were active pharmaceutical ingredient(API) manufacturers,and most of
the pharmaceutical manufacturers that received unqualified declarations were also APl manufacturers. The defects were mainly concentrat-
ed in quality management, pollution, records, facilities and equipment, etc. Conclusion Chinese pharmaceutical manufacturers should pay
attention to the construction of workshop hardware facilities, documentation, product risk assessment and quality control in the whole pro-
cess of production,and should vigorously promote the internationalization of preparation manufacturers.
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Tab.1 List of EU GMP relevant regulations and guidelines from 1965 to 2017
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2013 4 GMP % ) GMP F %1 25 T & 4K A 4597 &£ 5K

2017 4 2017/1569 AMFA NG R KT T 2 s GMP ZAb & 4 3
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Note: EEC is European Economic Community,EC is European Commission.



202147 H 5 H 45 30 %55 13 )
Vol. 30, No. 13, July 5,2021

¥ & % b

China Pharmaceuticals

- AHWER -
Monograph on Pharmaceutical Industry

R2 2005 £= 2019 FHEMMNEACEZKE GMP
KWEER
Tab. 2 Statistics of Chinese and Indian pharmaceutical manufactures
accepting the EU GMP inspection from 2005 to 2019
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Note:data are from Eudra GMP website.
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