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Immunogenicity and drug regulation of low molecular weight heparins biosimilars
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[Abstract] Low molecular weight heparins (LMWHSs) are common anticoagulants in clinic, and the biosimilars have
been developed in recent years. As macromolecular biological agents, LMWHSs have complex structures and preparation pro-
cesses, and some structures are difficult to characterize, so the potential immunogenicity has become a key concern of security.
In this paper, the complexity, immunogenicity and regulatory norms of LMWHs and its biological analogues were reviewed in
order to promote the rational application of LMWHSs biosimilars in China.
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