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[ Abstract ]

provide a reference for clinical application and promotion of this preparation. Method: With inclusion rate of

Objective; To optimize inclusion process of volatile oil in Shidan granules, in order to

volatile oil and inclusion yield as comprehensive evaluation index, effects of saturated water solution and trituration
method on inclusion were compared by single factor tests. Orthogonal design was used to optimize inclusion
technology with ratio of volatile oil to B-cyclodextrin (B-CD), the amount of water and grinding time as factors,
inclusion complex of volatile oil were detected by TLC, UV and microscopic imaging, then its stability was
investigated. Result: Trituration method was adopted, the best inclusion conditions were as follows; B-CD-
volatile oil (8:1), triturated 3 hours with 3 times the amount of water; encapsulation efficiency of volatile oil was
87.04% and yield of inclusion complex was 89. 12% . Volatile oil retention rates of 8-CD inclusion complex in the
zeroth, first, third day were 100% , 89.23% and 78.46% . Conclusion: Volatile oil is packed into cavity of 8-
CD and relatively stable 8-CD inclusion complex is formed, stability of Shidan granules significantly increases.
This optimized technology is stable and feasible, which is suitable for large-scale production of this preparation.
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Table 1 Orthogonal test analysis of inclusion process of Shidan granules
No. A B-CD-#%k3/g-mL™"  BIUK&E/ME  CHEAERE/h D(EFM) FER i B R/ % WEWRE % L5

1 6:1 3 1 1 51.11 78.30 68. 41
2 6:1 4 2 2 55.56 85. 63 74.54
3 6:1 5 3 3 61.11 84.20 78.73
4 8:1 3 2 3 72.22 89.40 89.76
5 8:1 4 3 1 77.78 92.19 95.34
6 8:1 5 1 2 60. 00 87.05 78.73
7 10:1 3 3 2 83.33 87.59 98.50
8 10:1 4 1 3 54.44 88.41 74.50
9 10: 1 5 2 1 62.22 86. 86 80. 54
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Table 2 Variance analysis of composite score

J7 2 3 W SS MS F P

A 321.95 160. 98 21.51 <0.05
B 60. 03 30. 02 4.01 >0.05
c 433. 45 216.73 28.95 <0.05
D) 14.97 7.48
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