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Study on Quality Standard of Xiao’er Qingfei Granules

LIU Yuming', JIANG Yuhu', ZHANG Haibin?( 1. Department of Pharmaceutical Engineering, Tianjin University of
Technology, Tianjin 300384, China; 2. Hebei Julong Pharmaceutical Co., Ltd., Nangong 055750 Hebei, China)
Abstract: Objective To establish the quality standard for Xiao’er Qingfei Granules (mainly composed of Poria,
Rhizoma Pinelliae, Bulbus Fritillariae Cirrhosae, Radix Stemonae). Methods TLC was used for the qualitative
identification of Poria and Bulbus Fritillariae Cirrhosae. HPLC-ELSD was used to simultaneously determine the contents
of peimisine and peiminine in Xiao’er Qingfei Granules. The samples were separated on a Comatex C;3(250 mm x 4.6
mm, 5 pwm) column by gradient elution using acetonitrile—0.02 % triethylamine as the mobile phase with the flow rate
of 1.0 mL-min™". The temperature of the drift tube and atomizer chamber was 90 “C and 35 °C, respectively, and the
gas pressure was 46.2 psi. Results The developed TLC spots for Poria and Bulbus Fritillariae Cirrhosae were clear,
separation was good and specific, and the negative test showed no interference. Peimisine showed a good linear
relationship in the range of 2.380~ 23.800 wg(r=0.9996). Its average recovery was 99.6 %, and RSD was 0.20 %.
Peiminine showed a good linear relationship in the range of 1.440 ~ 14.400 pg(r=0.9997). lts average recovery was
99.4 %, and RSD was 0.43 %. Conclusion The method is reliable, accurate and specific, and can be used for the
quality control of Xiao’er Qingfei Granules.

Keywords: Xiao’er Qingfei Granules; Quality standard; High performance liquid chromatography; Thin layer

chromatography; Peimisine; Peiminine
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Figure 1 TLC chromatogram of Poria
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Figure 2 TLC chromatogram of Bulbus Fritillariae Ciorhosae
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Table 1 The proportion of the mobile phase gradient elution

t/min ZIE(A)% 0.02 %= 21 (B)/%
0~16 38 62

16~18 38~73 62~27

18~40 73 27

40~42 73~100 27~0

42~50 100 0
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Figure 3 HPLC chromatograms of mixed reference substances(A ), sample(B) and negative sample without Fritillaria delavayi(C)
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Table 2 Results of the sample recovery tests

ZRk o PR g A mg MR mg WAHE mg FICR /9% FHFIE 1% RSDI%
DRE 225902 0.6754 0.6720 1.3416 99.6 99.6£026 020
227186 0.6793 0.6720 1.3492 99.8
222084 0.6640 0.6720 1.3279 994
226029  0.6758 0.6720 13447 99.8
223786 0.6691 0.6720 1.3317 99.3
228617 0.6836 0.6720 1.3504 99.6
MEEL 225902 0.2530 0.3040 0.5533 99.3 994+058 043
227186 02544 0.3040 0.5543 99.3
222084 0.2487 0.3040 0.5526 100.0
226029 0.2532 0.3040 0.5529 99.2
223786 0.2506 0.3040 0.5534 99.8
228617 0.2561 0.3040 0.5536 98.8
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Table 3 Contents of peimisine and peiminine in Xiao’er Qingfei

Granules
RS EEE /mgrg’ RSD/% DR Z /mgrg'  RSD/%
12067902 0.0299 0.86 0.0112 1.25
12067904 0.0265 0.53 0.0120 0.97
12067905 0.0322 0.79 0.0124 1.04
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