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Abstract: Objective To analyze clinical effect and safety of Shunaoxin Dropping Pills treating migraine (blood deficiency and

stasis type). Methods The research is a large samples, multi-center, double-blind RCT. From 6 medical institutions 240 cases of
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migraine (blood deficiency and stasis type) was randomly divided into experimental group and control group, each group has 120
cases. Experimental group were given Shunaoxin Dropping Pills, 4 pills each time, 3 times daily and control group were given
Tianshu Capsules 4 pills each time, 3 times daily for 12 weeks as one course. The effect was analyzed before and after treatment
with the indexes days of headache, headache degree. clinical efficacy of Traditional Chinese Medicine (TCM) symptoms, duration
time, MIDAS, HIT-6, single therapy effectiveness. To observe adverse event and vital signs. Results The number of migraine attack
days, headache degree and headache duration of the two groups were significantly improved after treatment compared with before
treatment (P < 0.01), the degree and duration of headache in the experimental group were lower than those in the control group (P <
0.05). After treatment, MIDAS score and hit-6 score of patients in both groups were significantly lower than before treatment (P <
0.01, 0.5). After treatment, there was no significant difference in MIDAS score and hit-6 score between the two groups. After
treatment, the curative effect of TCM syndrome in the experimental group was better than that in the control group (P < 0.05). After
treatment, there was statistical significance compared between these groups about the number of headache attacks, headache degree,
associated symptoms, dizziness, insomnia (P < 0.05). There was no statistical significance compared between these groups about
duration of headache, forgetful, palefaced. The incidence of adverse events in the experimental group and the control group were
8.33% and 6.67%, respectively, with no statistically significant difference. No serious adverse events occurred during the study
period. Conclusion Shunaoxin Dropping Pills treating migraine (blood deficiency and stasis type) has exact effect and with good safety.

Key words: Shunaoxin Dropping Pills; migraine; blood deficiency and stasis; headache degree; curative effect of Traditional

Chinese Medicine syndrome
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Table 1 Comparison on general data between two group
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