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Abstract Objective: To evaluate the clinical efficacy and safety of the new technology Shiyifang medicinal wine in treating
acute soft tissue injury. Methods: 180 cases of soft tissue injury patients from 5 hospitals were randomly divided into treat-
ment group (120 cases) and control group (60 cases) at the ratio of 2:1 by multi-center stratified randomized control
method. The treatment group was treated with the new technology Shiyifang medicinal wine, while the control group was
given the traditional technology Shiyifang medicinal wine. Visual analog scale (VAS) and TCM syndrome scores were used

to evaluate the efficacy and safety before treatment, on the

4th and 7th day of medication, respectively. Results: There
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were statistically significant differences in VAS scores and
TCM syndrome scores between the two groups at different
time points after treatment and before treatment (P<C0. 05),
but there was no statistically significant differences in VAS
scores and TCM syndrome scores between the two groups
(P>>0. 05). The lower limit of 95% confidence interval of
the total effective rate difference between the two groups was
higher than the non-inferiority margin,and the non-inferiori-
ty test was established. Conclusion: The new technology
Shiyifang medicinal in treating acute soft tissue injury was

safe and effective,not inferior to the traditional one.
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