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Abstract: Objective To evaluate the effectiveness and safety of Xin Jianwei Pian doubling dosage for functional dyspepsia
stagnancy heat of liver and stomach syndrome. Methods Methods of parallel control, double blind, stratified random, multi-center
clinical were used in this study. A total of 240 subjects were included in 5 clinical trial units, which were divided into treatment
group and control group according to 1:1 ratio. Xin Jianwei Pian were used in both groups. The treatment course was 2 weeks, with
4 pills per time and 3 times per day in the treatment group and 2 pills per time and 3 times per day in the control group. Results
There were significantly differences on effect lever and effective rate of main symptom (acid regurgitation, heartburn,
gasteremphraxis, stomachache), and treatment group had higher effective rate than control group. There were significantly

differences on syndrome of hiccup, nausea and vomiting, indigestion and bitter taste and treatment group had higher effective rate
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than control group (P < 0.05). Treatment group had better TCM syndrome effect curative rate and disease total effective rate than

control group, there were significantly differences (P < 0.05). There was one cases in treatment group happened adverse event in this

study but not caused by drug. There was no clinically change in laboratory examination and vital signs. Conclusions The clinical

trial of Xin Jianwei Pian with the original dose as the control for functional dyspepsia and liver-stagnation syndrome was better than

the original dose after double-dose, and did not suggest a higher clinical application risk. It has certain clinical promotion value.

Key words: Xin Jianwei Pian; functional dyspepsia; stagnancy heat of liver and stomach syndrome; multi-center clinical study
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