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Adverse Drug Reactions Induced by Ophthalmic Preparations: Literature Analysis of 208 Cases
MA Qin, HUANG Tao-min(Dept. of Pharmacy, Eye&Ent Hospital of Fudan University, Shanghai 200031,
China)

ABSTRACT OBJECTIVE: To investigate the pattern and general characteristics of adverse drug reactions (ADRs) induced by
ophthalmic preparations, and to provide reference for rational use of drugs in the clinic. METHODS: 208 cases of systematic
ADRs induced by ophthalmic preparations in 137 literatures were collected from domestic medical journals during Jan. 1995 —
Jun. 2013, and then ADR cases were analyzed statistically. RESULTS: ADR were often caused by Atropine eye drops, Compound
tropicamide eye drops, Chloramphenicol eye drops, Tetracaine hydrochloride eye drops, followed by Tobramycin and dexametha-
sone eye drops and Timolol eye drops.The children and aged people occupied the highest proportion; they often appeared 24 h after
medication. The main clinical manifestations of ADRs were allergic reaction, anaphylaxis and cardiovascular system reaction. CON-
CLUSIONS: Clinical physicians and pharmacist should pay attention to the pattern and characteristics of ADRs induced by ophthal-

mic preparations and strengthen ADR monitoring to ensure that the safety of drug use.
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Tab 1 Distribution of patient's age in ADR cases

o AR
iH

<10 10~19  20~29  30~39  40~49  50~59 =60
fig 34 29 0 16 17 3 57
W, % 163 13.9 10.6 77 8.2 159 274

%2 A4 ADRBIBES T
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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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