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Test and Quality Assessment of Related Proteins of Recombinant Human Interferon « —2b
ZHANG Lingli', LIU Bing', YANG Huijie' , WANG Mengying', TAO Lei’, RAO Chunming’
(1. Chongging Institute for Food and Drug Control, Chongging, China 4011213 2. National Institutes for Food and Drug Control, Beijing, China 100050)
Abstract: Objective To improve the standards of China’s biological products to achieve consistency with international standards,and by
reference of the 9.0 edition of European Pharmacopoeia(EP),to establish a method for detecting the related proteins of recombinant
human interferon o —2b. Methods Using reverse phase chromatographic method in the current 9.0 edition of EP,the chromatographic
columns were used to validate the method. The principle recombinant protein and its oxidized component were analyzed by mass spec-
trometry. Suitable columns were chosen to measure all 23 batches of recombinant human interferon o —2b from 8 plants. Results Most
columns met the validation requirements. Peak related to oxidised interferon appeared at a retention time of about 0.9 relative to the
principle peak. According to the EP criteria, the unqualified rate was 30.43% . Conclusion The method is applicable to detect related
proteins in recombinant proteins. Some products are unqualified, and should optimize their processing technology. Oxidation and other
chemical modifications often occurred in biological recombinant products and should be included in our new Pharmacopoeia as a
monitoring and quality control indicator.
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