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Characteristics of Chinese GMP

Comparison of Chinese GMP and ICH Q7

Abstract

In this paper, a brief introduction of Chinese GMP with respect to legislation, guidelines, and the
GMP certification system is given. This is followed by a comprehensive comparison of Chinese GMP
with international GMP — ICH Q7, covering the main aspects of GMP starting point, product quality
management, personnel, buildings and facilities, materials management, production management,
validation as well as documentation. The characteristics of Chinese GMP with respect to methods,
procedures, operations, and documentation for the manufacture of pharmaceutical products are
especially emphasized.



