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Current analytical techniques for analysis of carbohydrate containing biosimilars
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he analysis of the glycoconjuagtes has become important for all comparability studies and in the quality control of therapeutic

recombinant glycoproteins and polysaccharides. We will describe current mass spectrometry methods and procedures that are
commonly used for polysaccharide and glycoprotein analysis in order to obtain regulatory approval. Details will be given on the
pros and cons of certain methods from regulatory stand point. We will discuss procedures necessary for the complete structural
elucidation of any N/O-glycan mixture found in glycoprotein products as well as sites of glycosylation. In addition challenges in
the structural characterization of heparin and low molecular heparin will be discussed. Examples of the methodologies will include
data needed in different phases of the study. Currents analysis of biosimilars will be included.
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