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Abstract

microbiological standards in the Chinese Pharmacopoeia ( ChP) 2025 Edition, and explore its novel requirements in

Objective: To systematically analyze the revisions content and technological development trends of

risk-based pharmaceutical product lifecycle management. Methods: A comprehensive review was conducted on 26
microbiological-related standards to summarize the revision directions and scientific implications from perspectives
including the revision overview, international harmonization of microbiological standards, risk-based quality man-
agement system, and novel tools and methods with Chinese characteristics. Results; The ChP 2025 edition demon-
strates three prominent features in microbiological-related standards: enhanced international harmonization, intro-
duced emerging molecular biological technologies, and established a risk-based microbiological quality control sys-
tem. Conclusion: The new edition of the Pharmacopoeia has systematically constructed a microbiological standard

system, which significantly improves the scientificity, standardization and applicability of the standards, providing a

crucial support for advancing the microbiological quality control in pharmaceutical industries of China.

Key words: Chinese Pharmacopoeia; microbiology; lifecycle management; process control
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