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FDA requirements for biosimilar products labeling
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Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: FDA issued Labeling for Biosimilar Products Guidance for Industry in July 2018. This guidance puts forward the general

principle of drafting the biosimilar products labeling, and submits many specific suggestions on the content of the biosimilar

products labeling. And our country does not have similar guidance at present. This article describes in detail the FDA guidance for

writing, reading and supervising biosimilar products labeling, which has important reference value in China.
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