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Abstract Objective:To evaluate the efficacy and safety of freeze-dried Xuesaitong Injection in the treatment of sequelae cerebral
infarction with blood stasis syndrome. Methods : In this study, Dengzhan Xixin Injection was used as a positive control. A random-
ized, blind method, a positive drug control, and a multicenter clinical study were used. A total of 108 cases of patients with se-
quelae cerebral infarction with blood stasis syndrome from 7 centers during January 2015 to January 2017 were selected and ran-
domly divided into an experimental group(Xuesaitong Injection)and a control group( Dengzhan Xixin Injection). Aspirin was used
as a base drug in both groups, with a course of treatment of 15 days. Safety and efficacy indexes were evaluated at baseline and at
the end of the test. Results:In terms of safety evaluation, the incidence of adverse events was 4. 17% in the experimental group
and 5.71% in the control group. The incidence of adverse reactions showed no statistical differences among each group (P >
0.05). In terms of efficacy evaluation, the primary outcome ; The efficacy of TCM syndromes ( efficacy of TCM syndromes, total ef-
fective rate and increasing apparent rate) in the experiential group was better than that in the control group, and there was statisti-
cally significant difference in both groups ( P < 0.05). The results in National Institutes of Health Stroke Scale ( NIHSS) score
showed that the limb function of patients in both groups improved, but no statistical differences between two groups (P >0.05).
Modified Rankin Scale( mRS) score showed that there was no statistically significant difference between the 2 groups( P >0.05).
The secondary outcome ; The results of single symptom efficacy showed that comparing the secondary symptom of dizzy and the main
symptom of hemianesthesia, deviation of the eye and mouth, stiff tongue of the 2 groups, the difference was statistically significant

(P<0.05), and the efficacy of the experimental group was better than that of the control group. Comparing the primary symptoms
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of motor impairment of the upper/lower limbs and secondary symptoms of headache, purple lips of the 2 groups, the differences

were not statistically significant( P >0. 05). The results of the Barthel index efficacy analysis showed that there was no statistically

significant difference in the Barthel index and the difference and change rate between the baseline and post-dose Barthel index after

treatment( P >0. 05) . Conclusion ; Application of freeze-dried Xuesaitong Injection in the treatment of sequelae cerebral infarction

with blood stasis syndrome presents certain efficacy in the improvement of TCM syndromes and single symptoms. The efficacy was

better than the control group of Dengzhan Xixin Injection. It can effectively improve the limb function and life of quality, and it has

high safety in clinical use, with mild adverse reactions and no serious adverse events.

Key Words Xuesaitong; Ischemic stroke; Blood stasis syndrome; Sequelae of cerebral infarction; Clinical research; Random-
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