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Development of Analytical Methods for Quality Assessment of Biosimilars

Tan Huijie, Hang Baojian, Shi Feng, Li Jun" (Shandong Institute for Food and Drug Control, Jinan 250101, China)

Abstract Objective:

Methods: Through reviewing a great deal of domestic and foreign literature in recent years, biosimilars' physics

To provide information and references for the research and development of biosimilars.

and chemistry characteristics, biological activities, purity and impurity, immunological properties, the current
research status and trend in the development of quality analysis methods were summarized and analyzed by
combing pharmaceutical regulations of biosimilars. Results and Conclusion: Advanced and sensitive analytical
techniques are required for characterizing the biosimilars and assessing similarities between biosimilars and
references. This article reviews the recent advances in analytical methods for pharmaceutical properties of
biosimilars, thus providing references for biosimilar development and quality control.
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