ABSTRACT

Provided are a cell strain for producing a biosimilar drug of Ustekinumab and a
production method therefor. Specifically, provided is a Chinese hamster ovary cell S
cell strain, which is deposited in China Center for Type Culture Collection, with a
deposit number of CCTCC NO: C2020232. The cell strain expresses a full human
monoclonal antibody directed against the P40 subunit shared by human IL-12 and
human IL-23. The fully human monoclonal antibody directed against the P40 subunit
shared by human IL-12 and human IL-23 is a biosimilar drug of Ustekinumab, which
not only exhibits high consistency with Ustekinumab in pre-clinical research, but also
passes pharmacokinetic bioequivalence and safety similarity evaluation in clinical
research. The biosimilar drug of Ustekinumab is the first one that has entered clinical
trials in China, is the only one that has completed the I stage clinical trial, and is also
one of the biosimilar drugs of Ustekinumab, which has the fastest progress in new

drug application in the world.
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