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Writing highlights and case analysis of overdosage section of labeling for
prescription drug

XIAO Hui-Lai
Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstract: The labeling for Prescription drug is an important communication tool, that is related to the correct use and drug safety of
patients. The writing highlights of overdosage section of labeling for prescription drug required by CFDA, FDA and EMA are
described. 11 typical cases are selected from the labeling drafts submitted to CFDA CDE for registration, and current problems of the
section in process of drug registration of our country are analyzed. That lack of basic content is the main problem is found. Taking this
as a lesson and avoiding these problems is of greater advantage to standardization of drug labeling and itseffective supervision.
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