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Discussion and Reflection on the International Harmonization of Chinese
Pharmacopoeia

Xu Xinyi (Chinese Pharmacopoeia Commission, Beijing 100061,China)

Abstract Objective: Exploring the ideas and methods of international harmonization of the Chinese
Pharmacopoeia. Mehtods: By reviewing the Chinese Pharmacopoeia, the International Council for Harmonization
of Technical Requirements for Pharmaceuticals for Human Use guidelines, the Pharmacopoeia Discussion Group
harmonization cases, the standard harmonization regulations issued by the Chinese government department and the
World Trade Organization, compared with the relevant contents of Chinese Pharmacopoeia, summarized the current
status and future strategies of international harmonization of pharmacopoeia, and analyzed the practical significance
of the international harmonization of the Chinese Pharmacopoeia and the issues that should be considered. Results:
The international harmonization of the Chinese Pharmacopoeia should adhere to the principle of the country’s
overall interests first, and follow the theory of ‘three leg stools’; the adoption and participation in the development of
internationally harmonized pharmacopoeia standards are indispensable, whether to adopt internationally harmonized
pharmacopoeia standards or not should be determined in light of China's national conditions, and there should be
justification for not adopting internationally harmonized Pharmacopoeia standards; the Chinese Pharmacopoeia should
adhere to the characteristics on the basis of international coordination. Conclusion: It is recommended that the Chinese

Pharmacopoeia establish the regulations, fully exercise the right to develop international drug standards, so as to
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improve the level of China's drug standards, and expanding the Chinese Pharmacopoeia international influence.
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