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Abstract  Objective: To evaluate the effects on clinical symptoms, sleep quality, anxiety and depression

scores and life quality of patients with functional dyspepsia(FD) of cold heat complicated syndrome treated by Xin-
kai Kujiang Compound. Methods: Fifty-eight patients with FD of cold heat complicated syndrome who met the cri-
teria for inclusion and exclusion were randomly divided into two groups. The treatment group received Xinkai Ku-
jlang Compound and the placebo group received placebo for a total of 4 weeks. respectively. The symptoms of
dyspepsia, sleep quality, psychological state and life quality were evaluated in pre-treatment and post-treat-
ment(0 w, 4 w). Results: After 4 weeks of treatment, the symptom scores of postprandial fullness, nausea and
vomiting were significantly improved in both groups compared with pre-treatment(P<C0. 05), and the main symp-
tom score and overall score were significantly reduced in both groups(P<C0. 05) ., however the symptom scores of
epigastric pain, early satiety and belching in the treatment group were significantly lower than those in the placebo
group(P<C0. 05) after 4 weeks. There was no significant difference in sleep quality scores in pre-treatment and

post-treatment(P >>0. 05) in both groups. After 4 weeks of treatment, Hamilton anxiety scale and Hamilton de-
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pression scale scores in the treatment group were significantly lower than in pre-treatment (P <C0.05). After 4

weeks of treatment, among the 8 dimensions of the SF-36 quality of life score in the treatment group, the scores

of two aspects of physical function and mental health were significantly improved (P <C0.05), and there was no

difference in the improvement of other dimension scores (P >>0. 05); there was no significant difference in the im-

provement of 8 dimensions of SF-36 quality of life score in the placebo group (P>>0. 05); there was no significant

difference in the scores of 8 dimensions between the groups in pre-treatment and post-treatment (P >>0. 05). Con-

clusion: Xinkai Kujiang Compound can significantly improve the symptoms of FD patients with cold heat compli-

cated syndrome, and then improve psychological state and quality of life.

Key words  Xinkai Kujiang Compound; cold heat complicated syndrome; functional dyspepsia; quality of

sleep; anxiety; depression; quality of life
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