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Technical requirements of quality research on peptide

chemical generic drug and case study
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[ Abstract] Peptide drugs are a class of medical products that are important and special. However, compared
with common small-molecule chemical drugs, the technical guidelines for peptide chemical drugs from regulatory
agencies and international organizations are needing improvement. In this paper, we discuss some specific technical
requirements for the quality research of peptide chemical generic drugs by analyzing some case studies. It is suggested
that different analytical methods of orthogonal principles should be applied combined with the characteristics of the
drug to explain the consistency between generic drugs and reference listed drugs, as well as the rationality of impurities
control strategy, which will promote the improvement of the study and the possibility of approval.
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