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Abstract: Objective To evaluate the efficacy and safety of Qiye Shen’an Dropping Pills in treatment of insomnia with Qi deficiency.
Methods A block randomized, double-blind, single simulation, placebo-controlled, multicenter, superiority trial design method was
used. A total of 288 patients with insomnia were randomly divided into experimental group (216 cases) and control group (72 cases)
with a ratio of 3 . 1. Patients in the experimental group were po administered with Qiye Shenan Dropping Pills, while patients in the
control group were po administered with placebo, 6 pills/time, 3 times daily. After 4 weeks of treatment, the efficacy was evaluated by
insomnia Severity index (ISI) before and after treatment, and the safety was evaluated by vital signs, adverse events, laboratory tests
and physical examination. Results After 4 weeks of treatment, I1SI score in the full analysis set (FAS) of the experimental group was
significantly lower than that of the control group (P < 0.000 1). The ISI score of the experimental group was also significantly lower
than that of the control group (P < 0.000 1). The results of PPS and FAS were consistent. After treatment, the total effective rate of
FAS was 85.64% in the experimental group and 38.24% in the control group, and the difference between the two groups was statistically
significant (P < 0.05). The total effective rate of PPS in the experimental group was 88.11%, and that in the control group was 38.71%.
The difference between the two groups was statistically significant (P < 0.05). The results of PPS and FAS were consistent. A total of
17 adverse events occurred in the experimental group and 3 adverse events occurred in the control group, which were assessed to be
unrelated to drugs. Conclusion Qiye Shen’an Dropping Pills is effective in treatment of Qi deficiency insomnia, and can improve the
severity of insomnia in patients with insomnia, which has good safety.
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