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Current Situation of Varieties and Standards of Fermented Chinese Medicine

FU Ting-ting' , YIN Xing-bin', CAI Meng-ru!, ZHU Rong-yue', HUANG Hua-ting! , LIAO Shi-lang', QU Chang-hai',
DONG Xiao-xu!, ZHOU Yue-hua?2™, NI Jian!*

(1.School of Chinese Material Medica, Beijing University of Chinese Medicine, Beijing 100029, China;

2. Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China)

Abstract Fermented Chinese medicine has the characteristics of Fermentation Processing, which is a kind of traditional
Chinese medicine preparation with a long history of application. With the development and progress of experience
inheritance, the connotation of fermented Chinese medicine has been continuously enriched and improved. However,
fermented Chinese medicine generally consists of a lot of single medicines, the fermentation preparation process is
complicated, the control of traditional fermentation conditions is not strict enough, and the judgment of the fermentation
end point is highly subjective, resulting in large regional differences in the quality of fermented Chinese medicine and poor
stability. At present, the quality standards of fermented Chinese medicine are generally lagging behind, there are problems
such as inconsistent quality standards in different regions, incomplete quality control methods, lack of evaluation indicators
of objectivity, safety and fermentation characteristics, etc. It is difficult to comprehensively evaluate and control the quality
of fermented medicine. These problems have attracted great attention in the industry, and also affected the clinical
application of fermented Chinese medicine. This article will summarize and analyze the application, quality standard status
and the modernization development of fermentation technology and quality control methods of fermented Chinese medicine,
at the same time, provide reference suggestions for the improvement of the quality standard of fermented Chinese
medicine, with a view to promoting the development of the overall quality of fermented Chinese medicine.
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Fig. 1 The historical development of Fermented Chinese Medicine
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Fig. 3 The variety and quantity of Fermented Chinese Medicine with State drug approval number at present
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Table 1 The 2020 edition of Chinese Pharmacopoeia contains prescription preparations of Fermented Chinese Medicine
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Table 2 Inclusion and preparation changes of Arisaema Cum Bile and Sojae Semen Praeparatum in Chinese Pharmacopoeia
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Table 3 Changes in quality control methods of Sojae Semen Praeparatum in Chinese Pharmacopoeia
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Table 4 The prescription and preparation characteristics of commonly used Fermented Chinese Medicine
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Table 5 The quality control methods of commonly used Fermented Chinese Medicine
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Table 6 The inclusion of Fermented Chinese Medicine in the standards/processing specifications of prepared pieces of traditional Chinese medicine in
various regions
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