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Analysis on Problems Related to Quality and Clinical Use of Traditional Chinese
Medicine Schisandrae Fructus

Liu Wei, Li Minghua®, Cheng Xianlong, Zhang Ping, Wei Feng’, Ma Shuangcheng™ (National Institutes for
Food and Drug Control, Beijing 100050, China)

Abstract Objective: To analyze current quality of the traditional Chinese medicine (TCM) Schisandrae
Fructus (including Schisandrae Chinensis Fructus and Schisandrae Sphenantherae Fructus according to Chinese
Pharmacopoeia) based on national evaluation sampling inspection and to provide recommendations for regulation
and clinical use. Methods: Data inspection were combined with literature reviews to analyze the problems related
to quality, standards and clinical use of Schisandrae Fructus. Suggestions and solutions for the problems were
Data inspection put forward. Results: The problems related to the quality were that illegal dyeing or pigments
were detected from Schisandrae Fructus. The problem related to the standards was that the specificity of testing
method was not good enough. A more specific testing method was proposed. The problem related to the clinical
use was the mixture of Schisandrae Chinensis Fructus and Schisandrae Sphenantherae Fructus. Schisandrae
Fructus were divided into Schisandrae Chinensis Fructus and Schisandrae Sphenantherae Fructus according to
the Chinese Pharmacopoeia. both of them are used as Schisandrae Fructus clinically. However, there was a big

difference in terms of name and prescription in different areas. Conclusion: It was recommended to strengthen the
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connection between standards and clinical use in addition to standard improvement, standardization of production

and circulation. The names, specifications of prepared slices and prescription for Schisandrae Fructus from

different sources in clinical use should be specified and standardized.

Keywords: Schisandrae Fructus; Schisandrae Sphenantherae Fructus; quality; standard revision; clinical use
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