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Analysis of 768 ADR/ADE Induced by Trimetazidine Oral Preparations
LI Wen-wu, XIA Xu-dong, WANG Li, YANG Xue,ZHANG Hui-xia, CHEN Chao(Henan Center for Food and
Drug Evaluation, Zhengzhou 450004, China)

ABSTRACT OBIJECTIVE: To provide reference for rational drug use by investigating the general regulation and characteristics
of ADR/ADE induced by Trimetazidine oral preparations. METHODS: By retrospective study, 768 cases of ADR/ADE induced by
Trimetazidine oral preparations in Henan Provincial Center for ADR Monitoring during Jan. 2004 —Jul. 2012 were analyzed statisti-
cally. RESULTS: ADR/ADE mostly occurred within first 3 days of medication, involving 573 cases (accounting for 74.61% ). Or-
gans or systems involved in ADR/ADE were mainly stomach and intestinal system (740 cases, 70.21% ), skin and its appedants
(149 cases, 14.13% ), central and peripheral nervous system (77 cases, 7.31% ). Among all the cases, 7 cases suffered from trem-
ors, 1 case with dyskinesia, and 1 case with glossoplegia; 5 cases of severe ADR/ADE manifested as Exfoliative dermatitis, local
stiffness, dyspnea, flushing, dry mouth and peripheral edema. There were 111 cases of drug combination (14.45% ), and the most
variety was cardiovascular medicines. 760 cases were improved or cured after drug withdrawal or treatment(98.96% ). CONCLU-
SIONS: The ADR/ADE induced by Trimetazidine oral preparations in Henan ADR monitoring database have been acknowledged. It
is suggested to strengthen ADR/ADE monitoring induced by Trimetazidine oral preparations, and improve the drug instruction, in
order to improve rational drug use and reduce the incidence of severe ADR/ADE.
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Tab 4 Top 10 drugs in the list of drug combination
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