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Quality control for Qingxuan Soft Capsule

SHAO Feng, ZHENG Xin, SHANG Dan-dan, WANG Qiang, XU Chen-xia, YUAN Ting-ting
Darentang Pharmaceutical Factory, Tianjin Zhongxin Pharmaceutical Co Ltd, Tianjin 300457, China

Abstract: Objective To establish the quality control method for Qingxuan Soft Capsule including qualitative identification and
quantitative determination. Methods TLC was applied to identifing Chuanxiong Rhizoma, Schizonepetae Spica, and Menthae
Haplocalycis Herba. HPLC method was applied to determining imperatorin in Qingxuan Soft Capsule. The analytical column was
Agilent C5 (250 mm x 4.6 mm, 5 um), and the mobile phase was acetonitrile-water (42.5 : 57.5). The detection wavelength was at 300
nm. The column temperature was at 35 ‘C, and the volume flow was 1.5 mL/min. Results The TLC spots were distinct and
reproducible. The linear range of imperatorin was 1.09 — 54.55 pg/ mL. The average recovery rate was 97.0% with RSD 0.77% (n=6).
Conclusion The qualitative and quantitative methods established are feasible, accurate, and reproducible, which can be well used for
the quality control of Qingxuan Soft Capsule.
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Fig. 1 TLC Chromatogram of Chuanxiong Rhizoma in
Qingxuan Soft Capsule
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Fig. 2 TLC Chromatogram of Schizonepetae Spica in
Qingxuan Soft Capsule
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1-peppermint oil reference substances 2-negative sample

3—5-Qingxuan Soft Capsule

3 ERRERESER TLC BikE
Fig.3 TLC Chromatogram of Menthae Haplocalycis Herba
in Qingxuan Soft Capsule
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Fig. 4 HPLC chromatograms of imperatorin reference

substance (A), negative sample (B), and Qingxuan
Soft Capsule (C)
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Table 1 Determination of imperatorin in Qingxuan Soft

Capsule (n=3)

o= KK AT A 25/(mg K
120101 0.85
120102 0.86
120103 0.88
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