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Abstract: Objective To determine the safety of post-marketing drug Yangxinshi Tablets in a large population, and identify the nature,
character, incidence, and potential risk factors of the adverse drug reaction (ADR). Methods The study was conducted from
September 1st 2012 to August 31th 2013, using a design of drug-oriented, multicentre, retrospective, and non-controlled hospital
clinical trials, and the patients treated with Yangxinshi Tablets and accorded with the ethics were monitored in nine hospitals. The
adverse reactions and treatment of adverse reactions of all patients were recorded and analyzed, and Naranjo score was counted.
Results There were 3 002 patients enrolled, with five cases of adverse events (ADE), mainly for gastrointestinal, cardiovascular,
and nervous system response including dry mouth, stomach burning, paroxysmal headache, and palpitation, the incidence of ADE was
0.17%, and three cases had ADR related to the drug, two cases showed dry mouth and 1 case showed palpitation, the incidence of ADR
was 0.1%. Conclusion The ADR of Yangxinshi Tablets is occasional, and the application of Yangxinshi Tablets in clinical therapy
was safe. Because cases of ADRs were less (three cases), the influence of age, course of disease and Western medicine diagnostic

criteria for the incidence of ADR remained unproved.
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