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Study on Quality Standard of Dingchuan Zhisou Pills (&r&1E%KAL)
PEI Lu, JIANG Ying, SHENG Liru

(Tangshan Food and Drug Comprehensive Inspection and Testing Center, Tangshan Hebei 063000, China)

[Abstract] Objective: To establish the method of thin layer identification of Yingsuqiao (poppy husk) and
Mahuang (ephedra) in Dingchuan Zhisou pills and the content determination of 5 alkaloids in Dingchuan
Zhisou pills, to provide the basis for improving the quality standard and strengthening the quality control of
preparations. Methods: The Yinsuqgiao (poppy husk) and Mahuang (ephedra) in Dingchuan Zhisou pills were
identified by thin layer chromatography (TLC). The content of 5 alkaloids in Dingchuan Zhisou pills was
determined by high—performance liquid chromatography (HPLC). Chromatographic column was Agilent Zorbax
Eclipse Plus C;z (4.6 mmx150.0 mm, 5.0 pum). Mobile phase was acetonitrile (4)-0.1% triethylamine solution (pH
adjusted to 3.0 with phosphoric acid) (B), with gradient elution. Flow rate was 1.0 ml/min, with column temperature
of 30 °C. Sample size was 10 pL, and detection wavelength was 210 nm. Results: Yinsugiao (poppy husk) and
Mahuang (ephedra) developed well, with clear spots and obvious bands. The linear concentrations of
morphine, ephedrine hydrochloride, pseudoephedrine hydrochloride, codeine phosphate and papaverine hydrochloride
ranged from 14.41 to 288.20 wg/mL (r=0.999 7),13.02 to 260.40 wg/mL (r=0.997 4),7.36 to 147.20 pg/mL (r=
0.995 7), 0.94~18.70 pg/mL (r=0.999 1), and 4.03~80.62 pwg/mL(r=0.999 9). Precision, stability, repeatability test
RSD<2.0% (n=6). The average recoveries were 98.3%, 97.7%, 95.8%, 93.4%, 98.7% (n=6). Conclusions: The
method established in this study is simple, accurate, reproducible and specific, and it can be used for
qualitative identification and content determination of Dingchuan Zhisou pills. It can effectively improve the
quality control standard of this preparation.

[Keywords] Dingchuan Zhisou Pills; thin layer chromatography; identification; high —performance liquid

chromatography; content determination; quality standard
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99.9% ), WEFR T RE IR (& 2 B R E AR B L it
171203201808, %% 1£96.6% ) , 5 i 22 FE 0 (= 2 5 25 Wk
FEMFFERE, L5 1 171214-201906, 7 1 100.0% ) o 5E i 1E 5k AL
(A mt =3 RAR YA BR A A L #ik5 : 23100012, HLA -
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