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Study on Quality Control and Evaluation of Pudilan Xiaoyan Tablets

WANG Qiongfen, LIU Ting, XU Hong, SHI Jing, LI Bin", ZHANG Mengqi(Zhoushan Institute for Food and Drug
Control, Zhoushan 316000, China)

ABSTRACT: OBJECTIVE To analyze and evaluate the current quality standards and quality status of Pudilan Xiaoyan
tablets for providing evidence for its standard and quality improvement production. METHODS According to the problems
found in the standard test, combined with the original medicinal material processing and preparation production process,
exploratory research was carried out from the three aspects of authenticity, safety and effectiveness of the drug. Detection and
evaluation methods including thin-layer chromatography, baicalin/wogonoside peak area ratio, heavy metals and harmful
elements, and determination of the content of multi-index components were established and improved. RESULTS Three
companies might have problems such as low-quality feeding, less feed, and irregular processing technology of the original
medicinal material, one company had artificially added baicalin index components, and some samples had high levels of arsenic
residue. CONCLUSION The overall quality status of Pudilan Xiaoyan tablets is normal. The standards and processes need to
be improved.

KEYWORDS: Pudilan Xiaoyan tablets; quality control and evaluation; exploratory research
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Fig. 1 Typical TLC chart of samples from 14 manufacturers
A-Taraxaci Herba; B—Corydalis Bungeanae Herba; C-Isatidis Radix;
1-G manufacturer; 2-A manufacturer; 3-M manufacturer; 4-B
manufacturer; 5—C manufacturer; 6-D manufacturer; 7-E manufacturer;
8—control medicinal materials; 9-reference  substance; 10-H
manufacturer; 11-I manufacturer; 12-F manufacturer; 13—N manufacturer;
14-J manufacturer; 15-K manufacturer; 16-L manufacturer.
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Fig.2 Peak area ratio of baicalin/wogonin in 47 batches of samples
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Fig. 3 Peak area ratio of baicalin/wogonin in 38 batches of scutellaria
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Fig. 4 Determination results and limit values of arsenic in 47 batches of samples
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Fig. 5 Chromatograms of mixed reference solution(A) and
test solution(B)
1—caftaric acid; 2—chicoric acid; 3—baicalin; 4—wogonoside; 5—baicalein;
6—wogonin.
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Tab. 2 Investigation on the linearities of the calibration
curves of 6 index components
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R Y=7511.5X-1.3953  1.0000 0.0 030~0.048 1
WY Y=15023X+11.7740  1.0000 0.0 404~0.647 2
PSS Y=15395X+0.5839  1.0000 0.0 078~0.124 8
EAER ¥=21979X-5.9279  1.0000 0.0 055~0.088 0
AR ¥=23325X-0.4332  1.0000 0.0 041~0.066 2
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Tab.3 Content determination of 6 components in 47 batches of Pudilan Xiaoyan tablets( X X 5 )

g X B /mg g

* P TS 5 PR B WA DU AT WHR WELER
A(n=2) 2.77+£1.02 1.51£0.58 36.310.50 6.6510.01 3.7240.16 2.2610.04
B(n=6) 0.14£0.02 0.30£0.06 6.52+1.52 2.131£0.38 3.19+0.93 1.0410.20
C(n=2) 3.73+0.06 3.1410.11 44.242.18 9.58+0.50 2.1410.27 0.5510.11
D(n=7) 1.27£0.26 0.41£0.06 41.1£1.69 3.21+0.16 1.8310.22 0.4610.03
E(n=4) 2.06x0.32 0.88+0.32 41.014.59 7.77+0.88 3.3842.20 1.57£1.05
F(n=2) 0.7840.40 0.75%0.16 34.6%1.24 6.1610.12 5.91£1.41 1.9340.25
G(n=5) 1.84+0.20 0.88%0.15 40.4+4.54 8.92+1.49 3.85+2.07 1.45%0.77
H(n=2) 2.4010.17 1.3340.84 36.1£1.92 7.11£0.01 8.45+3.19 2.631£0.70
1(n=2) 1.014£0.08 0.61£0.00 34.0£0.39 7.34+0.38 7.031£0.38 2.7240.02
J(n=5) 0.81%0.14 0.5810.19 37.812.89 6.6710.15 3.06£1.20 1.2810.53
K(n=6) 2.75%0.26 1.051£0.60 45.54£3.82 9.4710.40 4.44+1.22 1.7910.63
L(n=2) 1.7910.63 0.331£0.04 10.2+0.71 2.77£0.24 4.891+0.14 3.2810.00
M(n=1) 1.02 0.79 43.5 6.72 9.52 2.21
N(#n=1) 3.22 2.34 9.83 2.87 11.80 3.42
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