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Technical Consideration on the Labeles of Biosimilar Products

TANG Chong-qi, QIAN Si-yuan, GE Yu-mei, SONG Li-na, XU Gang-ling, ZHAO Cong,
HAN Hong-can, XIE Song-mei”

(Center for Drug Evaluation, National Medical Products Administration, NMPA, Beijing 100022,
China)

[ABSTRACT] OBJECTIVE: To explore the technical considerations on the labels of
biosimilar products. METHODS: Investigate the guidances of biosimilar labeling at home and
abroad, compare the similarities and differences on regulatory considerations in different countries,
and form technical considerations on biosimilar labels by analyzing the research and development
characteristics of biosimilars and combining with existing Chinese regulatory framework of labels.
RESULTS AND CONCLUSIONS: Biosimilars support their marketing by demonstrating their
similarity to the reference drug. Thus, the efficacy and safety information of the biosimilars should
be written mainly according to the label of reference drug. Meanwhile, considering the complexity
of biological macromolecules, marketing comparison studies, and extrapolation of indications, etc.,

it is recommended to mark them with a biosimilar statement in the label, Considering the
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complexity of factors such as biological macromolecules and extrapolation of indications, mark
them as biosimilars in the instructions, use trade names to distinguish them, and briefly describe
their pharmacokinetics, pharmacodynamics , clinical comparison trial design based on their own
research. and main research results, which will help provide scientific basis for biosimilar

post-market risk control, safety monitoring, and rational drug use by clinicians and patients.
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