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Quality Analysis, Standard Revision, and Regulatory Recommendations for Chinese Medicinal Decoction Pieces in
the National Drug Sampling Inspection in 2022
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WEI Feng*, MA Shuang-cheng*
National Institutes for Food and Drug Control, Beijing 102629, China

[Abstract] The national medical products administrative department organized focused sampling inspections of
Chinese medicinal decoction pieces. It aims to enhance protection and standardization in planting and cultivating wild
Chinese herbal medicines, forestall, control, and defuse the quality risks of Chinese medicinal decoction pieces, strengthen
safety management efforts of Chinese medicinal decoction pieces, and safeguard the safety and efficacy of their clinical
applications. In 2022, 9 varieties of decoction pieces including Artemisiae Argyi Folium, Cyathulae Radix, and Rhei Radix et
Rhizoma were sampling inspected, totaling 1679 batches, of which 1623 were qualified, and the overall qualification rate
reached 96.66%. This paper summarized and analyzed the legal standards and main quality problems of each variety by the
statistical analysis of 9 varieties of sampling data, combined with exploratory research. It proposed recommendations for
standard revisions and regulation, laying the foundation for comprehensively promoting the quality of Chinese medicinal
decoction pieces.
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