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Quality Evaluation and Research on Xiaojianzhong Preparations Based on National Drug Sampling

LIU Minmin, HU Jiazhe, HE Jiawen, CHEN Qiao, WEN Jiaxin, LI Hua, WU Qunyue " ( Guangdong institute for Drug
Control, Guangzhou 510525, China)

ABSTRACT: OBJECTIVE To provide reference and suggestions for the quality control of this variety, evaluate the quality of xiao-
jianzhong preparations and preparations analyze the existing problems based on the national drug sampling. METHODS A total of
160 batches of samples were tested according to the statutory standard. In the exploratory study, ochratoxin A and zearalenone residues
were detected by liquid chromatography-tandem mass spectrometry; paeoniflorin sulfite in xiaojianzhong preparation was detected by
ultra performance liquid chromatography-tandem high resolution mass spectrometry; cinnamaldehyde was determined by high perform-
ance liquid chromatography; the overall quality of Xiaojianzhong preparation was evaluated by fingerprint analysis. The pH value of the
mixture was investigated. RESULTS The qualified rate of 160 batches of samples was 100% according to statutory standard. Explor-
atory studies showed that ochratoxin A or zearalenone was detected in 33. 1% of the samples, and paeoniflorin sulfite was detected in
83.5% of the samples. The pH value of 9% mixture was beyond the range of benzoic acid inhibitory effect. Cinnamaldehyde in 95. 4%
of the samples was below the proposed limit. Fingerprint analysis showed that the similarity of 14. 6% of samples was lower than the
proposed limit. CONCLUSION It is suggested to unify the quality control items of the four dosage forms, increase the pH limit,
monitor the quality of the raw materials of licorice and dextrin, standardize the use of cerealose, and strengthen the system specification
for the development of ancient classic prescriptions.

KEY WORDS:: national evaluation sampling; xiaojianzhong preparation; traditional Chinese medicine; quality evaluation
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Fig.3  Typical extracted ion current profiles and secondary

mass spectra of paeoniflorin sulfite
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Tab.2 pH limits for mixtures in which the bacteriostatic agent

is sodium benzoate in the Chinese Pharmacopoeia 2020

Variety pH limits Variety pH limits
Yukang mixture 4.5 -6.0 || Zhichenqingre mixture 4.5-6.5
Xinrenzhike mixture 5.0-7.0 || Qinghouyan mixture 4.0-6.0
Bazheng mixture 4.0 -6.0 || Fufangfufang mixture 4.0-6.0
Xiaoerqingrezhike mixture 3.5 -5.5 || Buzhongyiqi mixture 4.0-5.0
Guipi mixture 3.5 -5.5 || Chiwujianaling mixture 3.5-4.5
Fukangbao mixture 3.5 -5.5 || Xuanfeizhike mixture 4.5-6.5
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A - Xiaojianzhong mixture; 12 common peaks, 4 — oxypaeoniflorin, 5 — paeonifloride, 6 — paeoniflorin, 8 — benzoic acid, 11 — cinnamic acid, 12 — glycyrrhizic acid;

B - Xiaojianzhong particles: 11 common peaks, 4 — paeoniflorin, 5 — paeoniflorin, 7 — cinnamaldehyde, 10 — cinnamic acid, 11 — glyeyrrhizie acid; C — Xiaojian middle

slice: 11 common peaks, 4 — paeoniflorin, 5 — paeoniflorin, 7 — cinnamaldehyde, 10 — cinnamic acid, 11 — glycyrrhizic acid; D — Xiaojianzhong capsule: 12 common peaks,

5 — paeoniflorin, 6 — paeoniflorin, 9 — cinnamaldehyde, 11 — cinnamic acid, 12 - glyeyrrhizic acid.
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