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Safety evaluation of Shendanxiong Injection

WU Xiao-fei, JIN Cui-ying, TIAN Yue, HU Yu-chi
Department of Drug Safety Evaluation Center, Beijing Institute for Drug Control, Beijing 100035, China

Abstract: Objective To observe whether Shendanxiong Injection (SI) has vascular stimulation, hemolyzation, and sensitization.
Methods Rabbits were iv administrated with SI (8 mL/kg, once daily continuously for 5 d), and histopathlogic examination of
injection site was carried out after 48 h of drug withdrawal. SI (0.1—0.5 mL) was placed in rabbit erythrocyte (4.5—4.9 mL) in vitro
for 0.25—3 h, and hemolyzation and agglutination of rabbit erythrocyte were observed. Guinea pigs were ip administrated with SI
(0.5 mL) every other day for three times successively, and on Day 14 and 21 after the last sensitization 1.0 mL of SI was iv
administrated to arouse the reaction. Results It showed that SI had no vascular irritation or injury effect on rabbit vascular endothelial
cells, and no evidence of hemolyzation and aggregation on rabbit erythrocyte in vitro or allergic reaction on guinea pig in vivo were
observed. Conclusion There is no vascular stimulation on rabbit vascular endothelial cells, no sensitization on guinea pig in vivo, or
no hemolyzation oragglutination on rabbit red blood cells in vitro.
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Table 1 Hemolysis test of Shendanxiong Injection
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1 2.5 2 0.5 —
2 2.5 2.1 0.4 —
3 2.5 2.2 0.3 —
4 2.5 2.3 0.2 —
5 2.5 2.4 0.1 —
6 2.5 2.5 — —
7 2.5 — — 2.5
8 — 4.5 0.5 —
9 — 4.6 0.4 —

10 — 4.7 0.3 —

11 — 4.8 0.2 —

12 — 4.9 0.1 —
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