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Enlightenment of the European Union Pediatric drug policy on the menagement of pediatric drugs in China
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[Abstract] Children’s health is very important for the national future. With the liberalization of the universal two—child
policy, the demand for pediatric medicines continues to grow. The problem of child—specific medicines and dosage forms
shortage has been increasingly prominent, which poses a new challenges to the guarantee of pediatric medicines. Pediatric
medication protection needs to be based on solid legislation and supported by perfect laws and regulations to ensure children’s
medication rights and interests. It has been more than ten years of legislative experience since European Union promulgate Pae-
diatric Regulation, and it has remarkable achievement in registration, approval, clinical trials and other aspects. China can
learn from the experience of European Union legislation to further improve the policy of pediatric medication.
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