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Analysis and evaluation of product-related proteins in
recombinant protein therapeutics
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Abstract: After more than 20 years of development, the recombinant protein pharmaceutical industry in China has
established a relatively complete quality control system, but there is still a gap compared with foreign developed
countries. With the update and progress of technology, the quality control technology of recombinant protein drugs
in China needs to be strengthened. In 2017, Chinese Pharmacopoeia Commission set up a project to improve the
standards, which focuses on product-related proteins ( PRPs ) in recombinant cytokines. As part of the project,
this article introduces the analysis and evaluation of PRPs, including the concept of PRPs, technical and regulatory
requirements for PRPs at home and abroad, the production of PRPs and their effects on product quality, and
analysis methods of PRPs, etc.
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Fig. 1 The schematic diagram of the composition of recombinant
protein products
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Fig. 2 The schematic diagram of methionine oxidation process
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Fig.3 The schematic diagram of asparagine deamination
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