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Comparative Research on GMP Certification System between United States and China

LI Cheng-ping"*, ZHANG Mei', SUN Guo-jun', SHAN Wei-guang' (1.College of Pharmaceutical Science, Zheji-
ang University of Technology, Hangzhou 310014, China;2.College of Biology Environmental Engineering, Zhe-
jiang Shuren University, Hangzhou 310015, China)

ABSTRACT OBJECTIVE: To provide reference for the improvement of Good Manufacturing Practice for drugs (GMP) certifica-
tion system in China. METHODS: GMP certification systems of the United States and China were introduced systematically and
compared in respects of the nature and function of organizations and management systems. RESULTS & CONCLUSIONS: Through
the comparison, it could improve GMP certification system in China to adopt the experience of the United States, under the condi-
tion of 2010 edition of GMP. Compared with cGMP certification systems of the United States, GMP certification system in China
should change the idea of the certification firstly, further specify the purpose of the examination, and focus on the independence
and consistency of GMP certification standard; pay attention to the difference in the practice and the establishment of GMP so as to
guarantee the credibility of it; select the GMP inspectors who don’t work for the government and ensure the quality and credibility
of GMP certification.
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