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Abstract: Objective To assess the adverse drug reaction (ADR) and related factors of
topiramate in the treatment of domestic children. Methods Clinical studies of

topiramate in the treatment of various diseases for domestic children were
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searched from China National Knowledge Infrastructure (CNKIy database. The
relevant information such as primary diseases of ADR cases, dosage of topiramate,
the age and gender of ADR cases, and the emergence time,
category,treatment and prognosis of ADR were collected and analyzed using a
standardized data collection form by two reviewers independently.Collected data
were analyzed by SPSS 16.0 statistical software. Results We included 22 ADR
reports and 110 clinical studies of efficacy evaluation which met the inclusion
criteria,involving 13 011 patients,a total of 2 771 ADR cases were reported,the
ADR incidence rate was 21.3¢;.For ADR reports,55.10; of ADR were related to
neurological and mental systems (such as sweat secretion disorder, effecting
autonomic nervous system function,etc.), 34.5¢; were related to endocrine
system (such as effecting bone metabolism, growth and development,etc.).For
clinical studies,35.20; of ADR were related to neurological and mental system
(such as decreased sweating,memory decline,inability to
concentrate,dizziness,etc.),27.10; were related to digestive system(such as
decreased appetite,gastrointestinal reactions,etc.), 19.5q; were systemic
reactions (such as weight loss,fever,etc.).The severity of 99.60;, ADR cases were
II7 to [y class.Most symptoms of ADR relieved when reducing the dose of
topiramate or withdrawal it. Conclusions Serious ADR of topiramate did not occur
in 132 researches which were included in our study. Due to the
limitations of the research design and small sample size,key information in ADR
reports and clinical studies were incomplete,and poor quality of research
reports,it is recommended to carry out evidence based research and evaluation
of topiramate to ensure the safety of clinical practice.lt deserves to confirm the
safety of topiramate by further high quality, large sample and multi center

randomized controlled research of ADR.
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