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Writing highlights and case analysis of dosage and administration section of labeling
for prescription drugs

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

Abstract: The writing highlights of dosage and administration section of labeling for prescription drugs required by China Food and
Drug Administration (CFDA), European Medicines Agency (EMA), and Food & Drug Administration (FDA) are described. The
typical cases of labeling drafts submitted for drug marketing in our country are analyzed, including the labeling drafts of import
drugs and Multi-National Corporation’s products, in order to reveal the manifestations that do not meet the above regulatory
requirements and violate the basic principles for effective and safe medication. The paper is expected to be useful to the writing and
supervising of drug’s labeling.
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