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Improvement of Quality Standard of Xiaoshuan Zaizao Pills
LUAN Jie,PU Jie,YIN Hongjun
(Wuxi Center for Drug Safety Control,Wuxi,Jiangsu,China 214028)

Abstract: Objective To improve the quality standard of Xiaoshuan Zaizao Pills. Methods Astragali Radix and Gastrodiae Rhizoma
in the preparation were identified by the thin — layer chromatography (TLC). The content of dracorhodin in the preparation was
determined by the high — performance liquid chromatography (HPLC) , the chromatographic column was Phenomenex C,, column
(250 mm x 4.6 mm,5 pm),the mobile phase was acetonitrile — 0. 05 mol /L. sodium dihydrogen phosphate solution (50 : 50,V/V),
the flow rate was 1.0 mL/ min,the detection wavelength was 440 nm,the column temperature was 40 “C,and the injection volume
was 10 pL. Results
control had no interference. The linear range of dracorhodin was 1.428 9 — 178.613 1 pg/ mL (r = 0.999 9),the RSDs of

precision, stability and repeatability tests were all less than 3.0%. The average recovery of draconin was 97.33% with an RSD of

The TLC spots of Astragali Radix and Gastrodiae Rhizoma were clear and well separated, and the negative

2.92% (n=9). Conclusion The established standard is accurate,simple and reproducible,which can be used for the improvement

of the quality standard of Xiaoshuan Zaizao Pills.
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2.1 TLC %3l
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1 - 3. Test solution 4. Astragaloside IV reference solution 5 Negative
reference solution
A. Fluorescent lamp B. Ultraviolet lamp (365 nm)
Fig.1 TLC chromatograms of Astragali Radix
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1 —3. Test solution 4. Reference medicinal material solution of Gastrodiae

Rhizoma 5. Gastrodin reference solution 6. Negative reference solution

Fig.2 TLC chromatograms of Gastrodiae Rhizoma
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{6, 3% #£ . Phenomenex C g £ (250 mm X 4.6 mm,
5 pm); A 2 - 0.05 mol / LB — A 4N K
(50:50,V/ V) ;% : 1. 0 mL / min; & 3% K : 440 nm;
FEWRL : 40 °C; #EFERE 10 wL.
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1. Dracorhodin
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A. Reference solution B. Test solution C. Negative reference solution

Fig.3 HPLC chromatograms
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Tab.1 Results of the recovery test (n=9)

BHE(Q) HEAE(g) MAE(ng) WEE( =kE®) (%) RSD(%)

2.0077 62.2152 35.71225 97.3512 98.36
2.0178 62.5282 35.71225 96.4813 95.05
2.0074 62.2059 35.7225 96.2802 95.39
2.0031 62.0726 714450 131.6605 97.40
2.0051 62.1315 T1.4450  134.0975 100.73 97.33 2.9
2.0030 62.069 5 714450 35.5488 102.85
2.006 6 62.1811 107.1675 64.342 6 95.33

2.0025 62.0540

1
1

1071675 165.408 1 96. 44
2.0039 62.0974 l

107.1675 63.2804 94.46

2.2.4 HEBAEENE
1O LA 45 18 o, #5022, 2 100 R 5 vk i £ it ik
AR, A 2. 2. 1 00T (35 ZR PR HERR I AE |, 10 S 06 T
BUFHH A AR AR IR 2,
2 HREENELER(pg/g,n=2)
Tab.2 Results of content determination of dracorhodin in the

samples (pg/g,n =2)

g 5% 5 5%
16013615 63.27 18013108 35.48
17013437 62. 04 18013110 39.75
17013929 35.18 18013437 38.91
17013930 55.99 18013533 42.97
17013964 38.30 18013639 43. 41

3 iFig

JE M S R AR P 38 BR S B LY R JE A
NEN O L B RN R T SR A AT TR R AR A v B
PR A3 A VRS, A it %) B TR 2% R B [ R vk
g5 HE SRR T H T AL T B AR 2 2GR )2 R T
B T AR A 22, BOR IS PR S A AR A 19 7 4k
HE IR, AR TLC [R5 BT Sk 2 58,
Y B RN AR R G A W - AR OHE - B
i — K (15:40:22:10,V/V/V/IV)E 10 CLL TR T2
W —FH e - Il - K(13:7:2,V/V/V)E 10 C
AR R R AP - CROEE - W EE - HR
(25:5:10:0.2,V/V/ VI V)] %5 K BRI XA [] 2 I
ARG AW - QRO - W - WRR(8:1:3:0. 1,
VIVIVIV) =& HBEE - FEEG:1,V/IV)  =E P -
PR - WEE(9:1:3,V/ V] V) I T %5, [FIRXf A
W] Z W2 BT B R A A A8 MN 2
A PERERR G ZE M) AS[RIRLEE (8 °C .25 °C.30 °C) ANH]
AN (32%,52%,65% ) KA T T %585, 45 R0, i1k
() P2 (3 S EE ML LT, B ke v, T IR
T AL E L

S I Y, R 2 ORE i, BB AN [RMAR R 4y
B T FR PR R B BEUSR B pE h E R i v

85



