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Quality Evaluation of Pudilan Xiaoyan Tablets Based on Fingerprint and Cluster Analysis

LIU Ting!?, WANG Qiongfen?, CHEN Bilian®*, LI Bin’(1.Zhejiang Chinese Medical University, Hangzhou 310053,
China; 2.Zhoushan Institute for Food and Drug Control, Zhoushan 316000, China; 3.Zhejiang Institute for Food and Drug
Control, Hangzhou 310052, China)

ABSTRACT: OBJECTIVE To establish fingerprints of Pudilan Xiaoyan tablets by HPLC, and the quality of Pudilan Xiaoyan
tablets from different producing areas was evaluated by cluster analysis. METHODS Based on wavelength switching
technology, Agilent Poroshell 120 SB-Cis column(2.1 mmx50 mm, 2.7 pm) was used, the mobile phase was methanol,
acetonitrile and 0.1% phosphoric acid with gradient elution, flow rate was 0.3 mL-min~'. The temperature was 30 ‘C, and the
detection wavelength was 323 nm(0—-10 min) and 280 nm(10-40 min). Used the “Chinese medicine chromatographic fingerprint
similarity evaluation system” software(2012.130723 version), 45 batches of samples produced by 12 enterprise were evaluated
for similarity, and SPSS 24.0 statistical software was used for system cluster analysis. RESULTS The established fingerprints
defined 14 common peaks and identified 7 common peaks. The similarity of the 45 batch samples was 0.901-0.999, indicating
that the overall quality of the preparation was relatively stable. The results of cluster analysis showed that the samples could be
divided into four categories, and the classification was greatly influenced by the production process and the quality of the
medicinal materials. CONCLUSION Through the similarity evaluation and cluster analysis results, it is found that individual
enterprises have low-quality decoction pieces, less feeding, improper control in the process, and suspected addition of baicalin.
The method of fingerprint is scientific and reliable, and can provide accurate information for the identification and analysis of
active ingredients in Pudilan Xiaoyan tablets. This study provides the basis of comprehensive evaluation and quality control of
related preparations.

KEYWORDS: HPLC; Pudilan Xiaoyan tablets; fingerprint; cluster analysis
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Tab.1 Mobile phase process table
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Fig. 2 Chromatograms of mixed reference(A) and standard
fingerprint(B)

1—caftaric acid; 5-baicalin; 9-oroxylin A-7-O-B-D-glucuronide; 10—

wogonoside; 12—baicalein; 13—wogonin; 14—oroxylin A.
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Tab. 2 Similarity results of samples from each manufacturer

FF 5 s MM | B9 i) HABLEE
1 2171208 0.995 24 170903 0.999
2 2180214 0.996 25 171201 0.998
3 171110 0.986 26 171215 0.999
4 171129 0.981 27 180207 0.999
5 171136 0.983 28 180212 0.998
6 180124 0.983 29 171203 0.997
7 180127 0.985 30 180101 0.995
8 180309 0.982 31 70940BO 0.983
9 20180120 0.998 32 70940B6 0.979

10 20180122 0.997 33 170401 0.998
11 20171112 0.987 34 170414 0.998
12 20171206 0.987 35 171006 0.998
13 20171233 0.987 36 180122 0.999
14 20180102 0.987 37 180208 0.997
15 20180108 0.987 38 ZLB1720 0.998
16 20180204 0.987 39 ZDD1801 0.997
17 20180304 0.987 40 ZBB1806 0.997
18 170616 0.999 41 ZBB1809 0.997
19 171224 0.999 42 ZBB1814 0.997
20 180305 0.998 43 ZBB1828 0.997
21 180328 0.999 44 171131 0.923
22 20180103 0.998 45 171227 0.901
23 20180109 0.998
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Fig. 3 Cluster analysis results of 45 batches of Pudilan
Xiaoyan tablets
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