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Control of the Diastereoisomeric Impurities in Synthetic Peptide Drugs

KANG Jianleil, XU Bingzhuz, LI Jianyu3(1.Center for Drug Evaluation, SFDA, Beijing 100038, China; 2.Tsinghua
University Hospital, Beijing 100084, China; 3.302 Hospital PLA, Beijing 100039, China)

ABSTRACT: OBJECTIVE To discuss the research and control of diastercoisomeric impurities in synthetic peptide drugs
development. METHODS The racemic mechanisms during a peptide-bond-forming reation were introduced, recommendations
were provided on quality control of synthetic materials, control of manufacturing process, and choice of analytical methods.
RESULTS Diastereoisomers are important part of related substances in synthetic peptide drugs development. CONCLUSION
More attention should be paid to the research and control of diastereoisomeric impurities.
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epimerization (B) of activated amino acid and peptide
derivatives

X—activating group; Y—N"-protecting group of peptide chain; B—base;

HA—acid; R—amino acid side chain
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