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Abstract; To introduce the general thinking, guidelines, work objectives and elaboration process of the general
technical requirements adopted by volume IV of the Chinese Pharmacopoeia 2025 Edition, and to summarize and
figure out the main characteristics on dosage forms, physico-chemical testing, microbial and biological testing, ref-
erence standards and guidelines. The newly revised general chapters of pharmacopoeia give full play to the norma-
tive and guiding role of the Chinese Pharmacopoeia standard, track the frontier dynamics of international drug regu-

latory science and the elaboration of monographs, expand the application of state-of-the-art technologies, and stead-
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ily promote the harmonization and unification with the ICH guidelines; further enhance the overall capacity of TCM

quality control, actively implement the 3 R principles on animal experiments, and practice the concept of environ-

mental-friendly ; replace and/or reduce the use of toxic and hazardous reagents, strengthen the requirements of drug

safety control. This paper aims to provide a full-view perspective for the comprehensive, correct understanding and

accurate implementation of general technical requirements included in the Chinese Pharmacopoeia 2025 Edition.
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Tab.1 The revised list of general chapters and guidelines of the Chinese Pharmacopoeia 2025 edition volume [V (except for general

chapters and guidelines for biological products, packaging materials and containers )
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Tab.3 The new general chapters of the testing methods included in Chinese Pharmacopoeia 2025 edition volume IV (except for

general chapters and guidelines for biological products, pharmaceutical excipients,packaging materials and containers )
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Tab.4 The new guidelines included in Chinese Pharmacopoeia 2025 edition volume [V (except for general chapters and guidelines

for biological products, pharmaceutical excipients, packaging materials and containers)
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