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Re-evaluation of Post-marketing Safety of Tolperisone in China

LI Wen-wu', WANG Li',LU Jie’, GUO Hui',ZHANG Hui-xia',LIU Chao'(1.Henan Provincial Food and Drug
Evaluation Center, Zhengzhou 450004, China; 2.College of Public Health, Zhengzhou University, Zhengzhou
450001, China)

ABSTRACT OBIJECTIVE: To investigate the characteristics and regulations of adverse drug reaction/event (ADR/ADE) in Chi-
nese, especially the hypersensitivity, and to provide reference for rational drug use in the clinic. METHODS: All ADR/ADE re-
ports of tolperitone collected by Henan ADR monitoring database were analyzed retrospectively. All literatures about tolperisone-in-
duced ADR/ADE were retrieved from PubMed, EMbase, Cochrane Central Database, CBM, CNKI, VIP and Wanfang database,
and meta-analysis were performed. RESULTS: Henan ADR monitoring data suggested that the main tolperisone-induced ADRs/
ADE were central and peripheral nervous system injury (38.50% ), gastrointestinal system damage (30.23% ) and lesion of skin
and its appendents (12.66% ). The observed clinical features included dizziness, abdominal pain, drowsiness, fatigue, flusing, an-
orexia, etc. Whereas, literature reviewing found 2 literatures about common dosage tolperisone induced ADRs, a literature about 2
children suffering from drowsiness and other one literature about adult male aged 55 suffering from pruritus and urticaria. CONCLU-
SIONS: The ADR/ADE induced by tolperisone among Chinese population have been almost recorded in the instruction, and there
are less occurrence frequency in hypersensitivity ADRs which were reported by EMA. Thus, it is suggested to upgrade tol-
perisone-induced ADR/ADE monitoring and develop large-scale multiple center randomized-controlled clinical trials, in order to en-
sure the safety of national clinical drug use in China.

KEY WORDS Tolperisone; Post-marketing; Adverse drug reaction/event (ADR/ADE); Evaluation
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Tab 1 Distribution of patient’s age

BHETR, Y %k B, %
<14 0 0
14~<18 1 0.36
18~<60 203 73.82
=60 68 24.73
A 3 1.09

%2 ADR/ADE % 4 Atd]
Tab 2 The occurrence time of ADR/ADE

ESEN % B, %
FAPS 66 24.00
EVDN 76 27.64
EAPS 55 20.00
AL 2 8.00
F5R 13 473
Fok 8 291
=7k 35 12.73

®3 BERBERRER

Tab 3 Distribution of primary diseases

JR RPN BI%C Bl % EERER g Hefl, %
kgL 158 5745 k& 5 1.82
i o XU S8 24 873 kiR 4 145
AL 2 8.00  MMEMMmM AR 4 1.45
B meER - 16 582 LK 3 1.09
i IILE 12 436 NS IAE 2 0.73
oI 7 255 Hdl 18 6.55

UL PR IS IR

* means indication are recorded in the instruction
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Tab 4 Organs or systems involved in ADR/ADE and main
clinical manifestations
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