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Quality Standard of Bao’erning Granules
HUANG Wei
( Xuzhou Food and Drug Administration and Inspection Center, Xuzhou, Jiangsu, China  221000)

Abstract: Objective To establish the quality standard of Bao’erning Granules. Methods Thin — layer chromatography (TLC) method
was used for the identification of Atractylodis Macrocephalae Rhizoma. High — performance liquid chromatography (HPLC) method was
used for the content determination of prim - O - glucosylcimifugin, calycosin 7 — O —glucoside and 5 — O — methylvisammioside in Bao'erning
Granules. The chromatographic column was Zobrax XDB - Cis column (250 mm x4.6 mm,5 pm),the mobile phase was acetonitrile —
0.2% phosphoric acid solution (gradient elution), the flow rate was 1.0 mL/min, the column temperature was 32 °C ,the detection
wavelength was 215 nm, and the injection volume was 10 L. Results The characteristic spots in the TLC chromatogram were clear
and negative had no interference. The linear ranges of prim — O — glucosylcimifugin, calycosin 7 — O — glucoside and 5 — O — methylvisam-
mioside were 0.342 2-2.053 2 wg,0.151 3-0.907 8 wg and 0.304 1-1.824 6 pg(n=6),respectively. The RSDs of precision,
stability and repeatability tests were lower than 2.0% (1n=6).The recoveries of prim — O — glucosylcimifugin, calycosin 7 — O - glucoside
and 5 — O — methylvisammioside were 99.58% ,100. 19% and 99.47% with RSDs of 0.87% ,0.80% and 1.16% (n=6),respectively.
Conclusion The method is simple, rapid, accurate, reliable, stable and reproducible, which can be used for the quality control of Bao’
erning Granules.
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1. Reference medicinal material solution 2 —4. Test solution

5. Negative reference solution

Fig.1 TLC chromatogram of Atractylodis Macrocephalae Rhizoma
(365 nm)
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1. prim — O — glucosylcimifugin 2. calycosin 7 — O —glucoside 3.5 - O - methylvisammioside
A. Mixed reference solution B. Test solution C. Negative reference solution without Astragali Radix D. Negative reference solution without
Saposhnikoviae Radix

Fig.2 HPLC chromatograms of the system suitability test
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Tab.1 Results of the recovery test(n =6)

# 5% 4 ¥ (ng) mwAE (ng) A2 (mg)

B (% ) RSD(% )

A B C A B C A B C

A B C A B C A B C

0.3502 0.1470 0.3089 0.3422 0.1513 0.3041 0.6913 0.2989 0.6077
0.3490 0.1465 0.3079 0.3422 0.1513 0.3041 0.6935 0.2968 0.609 1
0.3522 0.1479 0.3107 0.3422 0.1513 0.3041 0.6918 0.3001 0.6129
0.3503 0.1471 0.3090 0.3422 0.1513 0.3041 0.6935 0.2988 0.6108
0.3616 0.1518 0.3190 0.3422 0.1513 0.3041 0.6977 0.3019 0.6282
0.3520 0.1478 0.3105 0.3422 0.1513 0.3041 0.6921 0.3011 0.6123

99.68 100.40  98.26
100.67  99.34  99.05
99.24 100.59  99.38
100.29 100.26  99.24
98.22 99.21 101.68
99.39 101.32  99.24

99.58 100.19 99.47  0.87  0.80 1.16

EAAFREF BALEFRAHIEF,CAHS -0 - FALENTRESF L2 R,

Note: A is prim — O — glucosylcimifugin, B is calycosin 7 — O —glucoside,and C is 5 — O — methylvisammioside,as well as Tab. 2.
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2 HBEENELER(mg/g,n=3)
Tab.2 Content determination of prim — O — glucosylcimifugin,
calycosin 7 — O - glucoside and 5 — O — methylvisammioside in the

samples(mg/g, n =3)

5 A B C
190301 0.1163 0.048 82 0.102 6
190101 0.107 1 0. 046 29 0.100 3
190201 0.1320 0.049 18 0.1239
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