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Abstract: The classical famous prescriptions are the treasure of traditional Chinese medicine and the concrete embodiment of the
scientific value of traditional Chinese medicine. At present, the state has promulgated a series of management regulations and technical
guidelines to encourage the research and development of classical famous prescriptions. In the process of research, the critical quality
attributes (CQAs), as the characteristic attributes reflecting the quality and efficacy of classical famous prescriptions, are the focus and
core of the research and development of classical prescriptions. At present, researches on CQAs of classic famous prescriptions mainly
adopt the evaluation model of “characteristic spectrum, index component content and extract rate”. However, some potential CQAs
and important influencing factors that affect the safety and effectiveness of classic famous prescriptions deserve further exploration to
fully reflect the quality of classic famous prescriptions. In order to provide reference for the innovative research and development,
quality control and clinical application of classic prescription, promote high-quality inheritance and development of classic
prescription, the critical quality attributes of “physical, chemical, biological or microbial” and their important influencing factors in the

process of classical famous prescription development from four levels of “Chinese herbal medicine, decoction, reference sample and
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preparation” were analyzed in this article.

Key words: classical famous prescription; critical quality attributes; physical property characteristics; chemical property

characteristics; biological or microbial property characteristics; whole process quality control
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Fig. 1 TImportant factors affecting CQAs of classical famous prescription
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