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Comparative Study on Domestic and International Issuing Systems of Certificate
for Pharmaceutical Products Export

Mao Xiaofang, Qi Xiang, Zhou Fengxiang (Shanghai Bio-Pharmaceutical Co. Ltd, Shanghai 201203, China)

Abstract Objective: To compare differences and similarities of the issuing systems of certificate for
pharmaceutical products export (CPP) among relevant countries and to provide references for improving the
issuing system of CPP of China. Methods: The issuing systems of CPP of US Food and Drug Administration
(FDA), Health Canada, Australian Therapeutic Goods Administration, Medicines and Healthcare Products
Regulatory Agency of UK and Indian’s Central Drugs Standard Control Organization were studied. The
differences and similarities of the issuing systems in certification scopes, application documents and application
procedure were compared. Results and Conclusion: China's issuing system of CPP has four defects: lack of
formal and effective CPP issuing guidelines; limited certification scope only applied to approved products; lack of
certification for products which were approved by GMP, yet not sold in China; lack of on-site inspection system
for the products which have applied for CPP. It was suggested that National Medical Products Administration
should expedite the implementation of Regulation for Management of CPP, the certification scope of CPP should
be expanded and the on-site inspection mechanism of products which have applied for CPP should be established.
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