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Study on Improved Quality Standard for Xiaobai Granules

SU Hua, LIAO Xin, JIANG Jingyi, LU Yin, QIAO Liye*(Dapartment of Preparation, Nanjing General Hospital of
Nanjing Military Region, Nangjing 210002, China)

ABSTRACT: OBJECTIVE To establish and improve the quality standard of Xiaobai granules. METHODS TLC was used
to identify Astragali Radix, Rehmanniae Radix, Polygoni Multiflori Radix, and Psoralen in Xiaobai granules. Astragloside IV in
preparation was determination by HPLC-ELSD on Lichrospher-Cg(4.6 mmx250 mm, 5 um) chromatographic column, the
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mobile phase was acetonitrile-water(32 : 68) at a flow rate of 1.0 mL-min"', and column temperature was 25 ‘C. RESULTS
TLC spots were clear and well-separated without negative interference. The calibration curves of astragaloside [V demonstrated
linear relationship in the range of 0.311 5-2.803 9 ug(r=0.999 9), average recovery rate was 99.4%(RSD=2.67%).
CONCLUSION The method established is simple, accurate and reproducible, which can be used for the quality control of

Xiaobai granules.

KEY WORDS: Xiaobai granules; TLC; content determination; quality standard
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Fig.1 TLC chromatogram of Astragali Radix

1-3—sample; 4—astragaloside [V reference substance; 5—negative sample
without Radix Astragali.
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Fig.2 TLC chromatogram of Rehmanniae Radix

1-3—sample; 4-Rehmanniac Radix reference substance; S5—negative
sample without Rehmanniae Radix.
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Fig.3 TLC chromatogram of Polygoni Multiflori Radix
1-3—sample; 4—emodin reference substance); S—negative sample without
Polygoni Multiflor Radix.
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Fig. 4 TLC chromatogram of Psoralen

1-3—sample; 4—psoralen reference substance; 5—negative sample without
Psoraleae Fructus.
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Fig. 5 HPLC-ELSD chromatograms of Xiaobai granules
A-reference substance; B—sample; C—negative sample without Astragli
Radix; 1-astragaloside V.
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R1 HERERR

Tab. 1 Results of recovery tests

Wb g AR5 i/ Xﬁﬁiiﬁ: Bl & Jﬁi’a RSD/
TN E/mg % % %
2.502 6 03215 0.155 8 96.03
2.484 4 0.3227 0.155 8 97.60
2.503 8 03311 0.155 8 102.14
2.506 4 0.404 0 02337 99.23
2.508 8 0.4121 02337 102.61 994  2.67
2.509 5 0.4103 0.233 7 101.84
25028 0.474 7 03115 97.19
2.500 8 04725 03115 96.52
2.507 9 0.488 9 03115 101.64

®2 2EMELERM0=3)
Tab. 2 Results of content determination of samples(n=3)

FF5 5 HEH T /mg 45
1 141006 0.719
2 141211 0.727
3 150210 0.718
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