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Non - Clinical Safety Evaluation of Sulodexide Injection
ZHANG Juan, LENG Jiawei, LI Shuixian, ZHAO Yan, ZHU (Qingfen
( Shandong Institute for Food and Drug Conirol + NMPA Key Laboratory for Research and Evaluation of Generic Drugs, Jinan, Shandong, China  250101)

Abstract : Objective

and hemolytic test were used to observe the effect of Sulodexide Injection on the experimental site and hemolysis in rabbits. Active systemic

To evaluate the safety of Sulodexide Injection. Methods The blood vessel stimulation test, muscle stimulation test
anaphylaxis and passive cutaneous anaphylaxis were used to observe the effect of Sulodexide Injection on allergic reaction in guinea pigs.
Results Sulodexide Injection had no vascular stimulation reaction. The muscle stimulation reaction of rabbits after the last administration for
24 h was consistent with that of the marketed drug control, which was mild stimulation,and no stimulation reaction, hemolysis or erythrocyte

aggregation occurred after 14 d of the recovery period. The result of the allergy test in guinea pigs was negative. Conclusion The experimen-

tal animals have no stimulation response,haemolyticus and allergic reaction after injection of Sulodexide Injection.
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A1l. Distal ear vein of sample group

vein of marketed drug control group

I . After the last administration for 72 h

C1. Distal ear vein of negative control group
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A2. Proximal ear vein of sample group

B1. Distal ear vein of marketed drug control group  B2. Proximal ear
C2. Proximal ear vein of negative control group

Il . At the end of the recovery period

Fig. 1 Histological changes in the vascular tissue of rabbits(HE staining, x 100)
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Fig. 2 Histological changes in the muscle tissue of rabbits(HE staining, x 100)
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Tab.2 Hemolytic test of Sulodexide Injection

Mt 1 2 3 4 5 6 7 8 9 10 11 12
2% 4x.2m 1, & ik (mlL) 2.5 2.5 2.5 2.5 2.5 2.5 2.5 2.5 2.5 2.5 2.5 2.5
0.9% &AMz 4 i (ml) 2.0 2.1 2.2 2.3 2.4 2.5 0 2.0 2.1 2.2 2.3 2.4
A7k (mlL) 0 0 0 0 0 0 2.5 0 0 0 0 0
X ik (ml) 0.5 0.4 0.3 0.2 0.1 0 0 0 0 0 0 0
Lyt (ml) 0 0 0 0 0 0 0 0.5 0.4 0.3 0.2 0.1
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