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Discussion on main points of quality control of PEGlated interferons

PEI De-ning, GUO Ying, RAO Chun-ming
Division of Recombinant Biological Products, National Institutes for Food and Drug Control, Beijing 100050, China

Abstract: PEGlated interferons have many advantages compared with native interferons including longer half-life, fewer intervals,
higher stability of blood concentration and so on, and more and more related products are coming into the market. The difference
with native interferons in structure gives PEGlated interferons unique physicochemical and biological characteristics and production
processes, as well as its specificity in quality control. Here we focus on discussing the main difficulties in quality control of PEGlated

interferons, including modification degree, modified site, molecular weight, and so on, providing reference for the research and

development, manufacture, and supervision of related products.
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