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Investigation on quality fluctuation of Shuanghuanglian Freeze dried Powder
used for Injection by microcal orimetry
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Abstract: Objective To provide the methods for quality fluctuation of Shuanghuanglian Freeze-dried
Powder for Injection (SFPI) including biocassay method. Methods Biological profiles of SFPI on Shigella
dysenteriae had been established by microcalorimetry. Samples 1 —4 were kept at room temperature; Sam-
ples 5—6 were kept at storage at 60 C; Samples 7—9 were kept under the condition of illumination inter
sity (4 500 £500) Ix. All samples were analyzed qualitatively and quantitatively by similarity values of
biological profiles and thermodynamics parameters, such as Tn, Pn, Q1, ki, Tr, and I. The normal sam-
ples and special samples could be distinguished by cluster analysis with similar values (S), the main ther
mal activity parameters (Tn, Pn). Results Compared with samples 1 —4, the similarity tendency of sam-
ples 7—9 was similar, while similar values of S5—S6 was less than or equal to @ 700 Conclusion All the
results show that the biotic thermal activity of different samples could be evaluated qualitatively and quan-
titatively by similarity values of biological profiles and thermodynamics parameters In conclusion, charae
terized by twe dimension, microcalorimetry could supply thermograms as biological profiles characterized
to describe the bioactivity of drugs, which were beneficial supplement to chemical analysis. Biological pro-
files are proposed as an efficient strategy for quality fluctuation of SFPIs
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Table 1 Similarity values of biological profiles of S1—S9
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tfe $2 0 923 $7 0 895
2 S3 0 948 S8 0 894
S4 0 948 S9 0 892
Fig.2 Pt Growth curves of S. dysenteriae with dif ferent 85 0 700
concentations of SFPI
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Fig.3 Similarity analysis of SFPI
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Table 2 Biothermodynamic parameters of SFPI on S. dysenteriae and their inhibitory rates (n= 3)
Th/s PL/BW Ki/h™! 01/] T2%/s P2/BW ky/h™! 02/] 0t/] 1%
S1 11 330 98 1. 03 Q 36 16 182 160 Q 769 1 49 227 Q0 35
S2 11 339 91 1. 85 Q 19 16 295 155 Q 709 1 50 18 0 35
S3 11 887 93 1. 24 0 33 18 016 156 0 666 1 50 18 0 42
S4 11 416 101 1. 24 Q 37 16 333 165 Q 720 1 64 2 01 0 36
S5 12 172 87 1. 36 Q 29 19 468 160 Q 665 163 1R Q0 45
S6 12 176 80 1. 57 Q21 19 371 151 Q751 1 54 17 Q0 45
S7 11 809 92 1. 37 Q 30 16 798 154 Q732 1 50 1 81 0 40
S8 11 747 97 1. 29 Q0 34 18 840 158 0 654 L 68 2 2 Q0 40
S9 11 260 97 1. 64 Q 29 16 131 160 Q715 1 60 1 9 0 34
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Table 3 One-way ANOVA
F 2
Th 4 458 380 8 557 297. 550 85.616 0.000 [10,11]
305 759. 6 36 8 493. 322
4 764 140 44 ,
Pl 1185174 8 148. 147 136.239 0. 000
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