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Exploration of the Standardization of Drug Administration Legislation for Pediatric Medication in China
FENG Juan-juan,ZHANG Jing-chao(School of Public Health, Tianjin Medical University, Tianjin 300070, China)

ABSTRACT OBJECTIVE: To provide suggestions for the improvement of drug administration legislation and the standardization
of pediatric medication, using Chinese National Formulary of Chemical Drugs and Biologicals for Children (called Chinese Na-
tiond Formulary for Children for short) as a starting point. METHODS: The development and establishment of drug administration
legislation for pediatric drugs in USA, European Union, United Kingdom and WHO were introduced as well as pediatric medica-
tion in China; the issue and feature of Chinese National Formulary for Children were described; the problems of drug administra-
tion legislation for pediatric medication were analyzed in China to explore the way to standardize it. RESULTS & CONCLU-
SIONS: To regulate pediatric medication, USA has established a seccurity system for pediatric medication, EU has established leg-
islative framework for pediatric medication, UK has published British National Formulary for Children, and WHO has organized
WHO Pediatric Demonstration Formulary. Our country has promulgated Chinese National Formulary for Children in 2013, but
there is no an independent legislation for pediatric medication, and there are also many phenomena of fewer species, less specifica-
tion and dosage forms for pediatric medication, irrational drug use and the high incidence of ADR. So we need standardize pediat-
ric medication through improving policy system and related legislation, promoting drug R&D, supervising production and sale
strictly, improving rational use of drugs, establishing pediatric medication evaluation system and ADR monitoring, etc.
KEYWORDS Chinese National Formulary; National drug policy; Drug administration legislation; Pediatric medication
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