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Improvement of Quality Standard of Zhike Tablets
LIU Chao,YU Guiying ,LUO Wei,CHANG Qinfen ,WANG Yang,JIANG Jing ,XIE Yuanbi
(Taiji Group Chongqing Tongjunge Medicinal Materials Co. ,Ltd. ,Chongqing,China 401336)

Abstract: Objective To improve the quality standard of Zhike Tablets. Methods The methods for content determination of
Stemona tuberosa were screened by the high — performance liquid chromatography (HPLC) method. The content of amygdalin in
Stemona tuberosa was determined , the chromatographic column was Shiseido CAPCELL PAK C, column (250 mm X 4.6 mm,
5 wm),the mobile phase was methanol — water (15 : 85,V/ V),the flow rate was 1.0 mL/min,the detection wavelength was 210 nm,
the column temperature was 30 °C,and the injection volume was 10 pL. Results The HPLC chromatograms of Stemona japonica
and Stemona sessilifolia were basically the same, but that of Stemona tuberosa were significantly different. The linear range of
amygdalin was 0.395 84 —1.979 20 pg (r=0.999 98,n = 7). The RSDs of precision, stability and repeatability tests were less
than 2.0%. The average recovery of amygdalin was 103.29% with an RSD of 1.08% (n = 6).The content of amygdalin in
10 batches of samples was in the range of 0.34 — 1.66 mg (0.95 mg on average). Conclusion The content of Armeniacae
Semen Amarum (calculated by amygdalin) in each tablet of the preparation should not be less than 0.40 mg. The method is
simple, accurate and reproducible,which can be used for the quality control of Zhike Tablets.
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1. Protostemona
A. Reference medicinal materials of Stemona japonica B. Reference medicinal materials of Stemona sessilifolia  C. Reference medicinal materials of
Stemona tuberosa

Fig.1 HPLC chromatograms of three reference medicinal materials
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Tab. 1 Relative retention time and variable range of the three

characteristic peaks in Stemona japonica
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1. Tuberostemonine

A. Solution of reference medicinal materials

B. Sample solution of medicinal materials C. Test solution 1

D. Negative reference substance

Fig.2 HPLC chromatograms of medicinal materials and preparations of Stemona tuberosa
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1. Amygdalin

A. Reference solution

B. Test solution 2 C. Negative reference solution

Fig.3 HPLC chromatograms of Zhike Tablets
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Tab.2 Results of the recovery test (n=6)

®3 HRAENEER(mg/F)
Tab.3 Results of content determination of amygdalin in the

samples (mg / tablet)

%5 b F5 e
1 0.34 7 1.66
2 0. 46 8 1.12
3 0.73 9 0.85
4 0.70 10 1.22
5 1.21 X 0.95
6 1.19

() HHAE(ng) WAE(mg) WEFZ(g) ERE%)  X(%)  RSD(%)
0.2594 1422 1.500 3.002 105.33
0.2504 1.373 1,500 2.923 103.33
0.2501 1.371 1..500 2,905 102.27
103,29 1.08
0.2523 1.383 1.500 2.920 102.47
0.2505 1.373 1,500 2,926 103.53
0.2520 1.382 1.500 2,924 102.80
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