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Abstract: The Chinese Pharmacopoeia 2025 Edition is about to be officially released. Based on multiple meetings
and extensive consultations the vaccine products professional committee of the 12th pharmacopoeia commission, has

revised and formed the general chapter 0237 for the preparation of national biological reference standards in Chinese
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Pharmacopoeia 2025 Edition volume [lI. General chapter 0237, integrating the cutting-edge concepts from WHO's

related guidelines and the practical experience of biological reference standards both domestically, has revised the

names of this chapter, updated and improved the technical requirements for candidate reference materials, collabo-

rative calibration and value assignment, as well as stability research and monitoring. It also newly proposes the cal-

culation of uncertainty of biological reference materials and emphasizes to pay attention to commutability. The im-

plementation of general chapter 0237 will play a guiding role in improving the research and application level of bio-

logical reference materials in China. This article, by interpreting the revised content of general chapter 0237, aims

to provide a reference for the researchers of biological reference materials.
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