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Discussions on examples of antimicrobial drug labeling that for non-compliance
with requirements of the Guideline

XIAO Huilai
Center for Drug Evaluation, State Drug Administration, Beijing 100022, China

Abstract: The State Drug Administration (SDA) issued the Guideline for the Writing of Antimicrobial Labeling in May 2018. The
guideline describe the contents and format of each section in the antimicrobial labelling in great detail, and provide a guarantee for
improving the quality of the labeling. This paper analyzes the problems existing in four examples (such as Zithromax) of the labeling
in China, according to this guideline, compared with the labeling of the same variety approved by FDA. It is expected to be helpful
in understanding and implementing the guideline and in drafting or revising such labeling.
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