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ABSTRACT Objective To evaluate the efficacy and safety of Xinsuning Capsule ( XSNC ) in the
treatment of ventricular premature beats ( VPB ) with syndrome of phlegm heat disturbing the Xin. Methods This
study was registered in the Chinese Clinical Trial Registry ( No. ChiCTR-TRC-14004180 ) .Totally 861 patients
with Phlegm-heat disturbing Xin syndrome were randomly assigned to experimental group ( 343 cases ), positive
control group (345 cases ) and placebo group (173 cases ) . The experimental group was given XSNC plus
Mexilol hydrochloride tablet simulation agent, the positive control group was given Mexilol hydrochloride tablet
plus XSNC simulation agent, the placebo group was given XSNC simulation agent plus Mexilol hydrochloride
tablet simulation agent. The treatment course of 3 groups was 4 weeks. The curative effect of 24 hour dynamic
electrocardiogram ( holter ), Chinese Medicine ( CM ) syndrome curative effect score and the occurrence of
adverse reactions after 14 and 28 days of treatment were observed. Results Compared with placebo group
[27.27% (45/165) |, the holter total effective rate of experimental group [65.85% (216/328 ) | and positive control
group [63.10% (212/336 ) | was increased (Z=8.1727, 7.4809, P<0.01) . Compared with positive control
group and placebo group, the difference of CM syndrome score between 14 and 28 days of treatment and before
treatment was larger in experimental group ( P<0.05) . After 14 days of treatment, dry mouth symptoms improved
more in the experimental group than in the placebo group (Z=1.1731, P<0.05) . After 28 days of treatment,
compared with positive control group and placebo group, the symptoms of dry and bitter mouth symptoms in
experimental group improved more significantly ( P<0.05) . Compared with placebo group, the improvement of
dreamful sleeping symptoms was more significant in the experimental group after 28 days of treatment ( Z=2.5085,
P<0.0167 ) . There was no significant difference in the incidence of adverse reactions among the 3 groups
(P=0.4280) . Conclusion XSNC has significant efficacy and good safety in improving holter total effective rate,
CM syndrome score, dry mouth, bitter mouth, insomnia and other symptoms in VPB patients with phlegm heat
disturbing Xin syndrome.

KEYWORDS ventricular premature beat; phlegm heat disturbing Xin syndrome; Xinsuning Capsule
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