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Writing highlights and case analysis of indication section of labeling for
prescription medicine

WANG Yu-zhu, XIAO Hui-lai
Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstract: The writing highlights of indication section of labeling for prescription medicine required by CFDA, FDA, and EMA are
described. Based on the above requirements as well as other demands related to effective- and safe-using drugs, the paper analyzes the
typical cases of labeling drafts submitted for registration in our country from six aspects, discussing with the eleven typical
representatives to overview the current problems, including the labeling drafts of import medicine and multi-national corporation, in

order to reveal the manifestations that do not meet these requirements and against the basic principles for effective and safe medication.

It is expected to be helpful to write the normal labeling of drugs and ensure safe medication in China.
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