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Preparation Process and Quality Analysis of Jieyu Shuxin Granules

QIN Xue, YANG Jin-rong, JIN Mei-na, ZHOU Hui, YANG Xu, QTIAO Wei"
( Tianjin Key Laboratory on Technologies Enabling Development of Clinical Therapeutics and Diagnostics ,
School of Pharmacy, Tianjin Medical University, Tianjin 300070, China)

[ Abstract ] Objective; To optimize preparation process of Jieyu Shuxin granules and set up its quality
standard. Method: According to characteristics of granules, wet granulation was employed, kinds and amounts of
excipients in granules were optimized with indexes of solubility, clarity and powder ratio. With qualified rate of
particle size as index, orthogonal test was adopted to optimize formulation process by taking ethanol concentration,
amounts of dextrin and xylitol as factors. HPLC-ELSD was employed to determine contents of jujuboside A and B
in this granules with acetonitrile-water (35: 65) as mobile phase and column temperature at 35 “C. Result:
Xylitol had the best clarity with minimum powder ratio. Optimum recipe ratio was dry extract-xylitol-dextrin
(0.5:15:7) ,50% ethanol as a adhesive. Contents of jujuboside A and B in Jieyu Shuxin granules were 0. 683,
1.369 mg - g~ ', respectively. Conclusion; These methods are proved to be reliable, sensitive and specific,
which can be used in quality control of Jieyu Shuxin granules.
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Table 1 Screening of excipients in Jieyu Shuxin granules
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Vi I
/g /g /g /%
1 3.3 - - 5.6 %
2 - 3.3 - 9.1 v 452
3 - - 3.3 4.9 Bl
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Table 2 Orthogonal experimental analysis of preparation process

of Jieyu Shuxin granules

AKRKEBE BRI C Lm L NI
No. M = WS E AR /BE

/g /g /% /% (n=6)
1 3.0 14 50 95.5 36.2 £0.57
2 3.0 1.9 60 92.3 35.9 £0.99
3 3.0 2.4 70 92.1 35.0 £0.88
4 3.8 1.4 60 93.8 36.2 £0.57
5 3.8 1.9 70 88.7 36.2 £0.23
6 3.8 2.4 50 93.1 35.9 £0.49
7 4.4 1.4 70 90.7 35.5 £0.27
8 4.4 1.9 50 94.9 359 £0.40
9 4.4 24 60 93.2 36.3 £0.53
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Table 3 Variance analysis for qualified rate of particle size
RS 3 SS MS F P
A 3.327 1. 663 0. 847 >0.05 2
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C 24.720 12.360 6.295 >0.05 A
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Fig.1 HPLC chromatograms of Jieyu Shuxin granules
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