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Quality Analysis of Cyathulae Radix Based on National Drug Sampling and Testing and Some Suggestions

GAO Bixing, QI Jingliang, LI Qian, GENG Zhao, ZHONG Lian, GAO Chi, DENG Xi, WANG Ying, BAO Xiao-

hong, YANG Lei*, GOU Yan "™ (NMPA Key Laboratory for Quality Evaluation of Chinese Patent Medicines, Sichuan Institute for
Food and Drug Control, Chengdu 611731, China)

ABSTRACT: OBJECTIVE To analyze the quality differences of Cyathulae Radix from different manufacturers on the market based
on national drug sampling and testing in 2022, then analyze the problems and put forward suggestions to provide basis for the quality
supervision and standard improvement of Cyathulae Radix. METHODS Inspection was conducted according to corresponding stand-
ards, inspection reports were issued, and then quality evaluation and analysis were conducted. At the same time, problems were found
and suggestions were made based on targeted exploratory research on quality problems, standard problems and other related problems
found in the inspection. RESULTS A total of 334 batches of Cyathulae Radix samples were taken. According to the standard inspec-
tion, two batches of samples were found to be substandard in character, and Cyathulae capitatae Radix was used as Cyathulae Radix.
At the same time, it was found that the content determination methods in the standard were too complex, and the specified limit for con-
tent determination was too low. In the exploratory study, the unique component achybidensaponin I was detected in 27 batches of Cya-
thulae Radix and 7 batches exceeded the specified limit, which was mixed with Achyranthes bidentata. Plant growth regulator
(paclobutrazol) was detected in 270 batches of Cyathulae capitatae Radix. The detection of heavy metals and harmful elements cadmi-
um( Cd) in 114 baiches exceeded the limit. Finally, the quality standard of Cyathulae Radix was improved, the supplementary test
method was established, and the risk warning was put forward. CONCLUSION  Through the national sampling inspection, the rele-
vant problems in the prepared slices and quality standards of Cyathulae Radix are found, suggesting that the quality standards should be
improved and the quality supervision of Cyathulae Radix should be strengthened.

KEY WORDS: Cyathulae Radix; Cyathulae capitatae Radix; national drug sampling and testing; quality analysis; paclobutrazol
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Tab.1 Statistical analysis of total polysaccharide content of Cyathulae Radix under different proposed limit principles

Proposed limit principle 30% below average 20% below average X-2Sud X-Std
Proposed limit values 10. 74% 12.27% 4.40% 9.87%
Qualified batches 209 180 253 219
Satisfactory rate 81.96% 70.59% 99.22% 85.88%
Unqualified batches 46 75 2 36
Failure rate 18. 04% 29.41% 0. 78% 14.12%
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