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Characterization and similarity comparison of biopharmaceuticals
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Summary

In response to the development of biopharmaceuticals and bosimilars, we have established
the analytical methods of antibody drugs using a liquid chromatograph time-of-flight mass
spectrometer (LC-TOF/MS), and published protocols. Here we analyzed the glycosylation
profile of antibodies using capillary electrophoresis and performed characteristics analysis of
G-CSF formulations using LC-TOF/MS in the activities of Biological Analysis Group in Toyama
Pharmaceutical Research Association. In the analysis of G-CSF formulations, we confirmed high
similarity between the original drug and the biosimilars in each method. We aim to support
companies and universities in Toyama Prefecture using technical knowledge and experience

gained in this research in the future.
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