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Efficacy and safety of mildronate injection in treatment of acute ischemic stroke: a multi-

center phase II trial

ZHU Yi, ZHAO Gang, ZHANG Guang-Yun, LI De-Shuai. Department of Neurology, Xijing Hospital, The Fourth Military Medical Uni-
versity, Xi’ an 710032, China

Abstract: Objective To observe the efficacy and safety of mildronate injection in treating acute cerebral infarction. Methods A ran-
domized, double-blind, double-dummy, parallel-group, and multicenter clinical trial of mildronate injection was performed in 227 pa-
tients with acute cerebral infarction. These patients were divided into test group (n =113) and control group (n =114). The test
group was given mildronate injection, while the control group was given cinepazide maleate injection. In addition, both groups were
given Bayaspirin as basic treatment. After two weeks of treatment, the efficacy was evaluated using the National Institutes of Health
Stroke Scale (NTHSS) and Barthel Index, and the safety was evaluated based on laboratory testing and adverse events. Results There
were no significant differences in NIHSS score and Barthel Index score between the test group and control group (P >0.05). The two
groups had similar incidence rate of adverse events (P >0.05). Conclusions Mildronate injection has comparable efficacy and safety
to those of cinepazide maleate injection in treating acute cerebral infarction.
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