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Peptide Mapping of Recombinant Monoclonal
Antibody Pharmaceuticals

Wei Jingshuang Cheng Lijun Liu Jinhuai Jia Qian

(New Drug R&D Center ,North China Pharmaceutical Corporation ,Shijiazhuang 050015)

Abstract: A method was established for peptide mapping of recombinant monoclonal antibody pharmaceuticals. In
denaturing conditions, reducing reagent was added to recombinant antibody solution, all the crosslinked disulfide bonds
were broken, and then alkylation reagent was added to block the free sulfhydryl residues, the resultant antibody molecules
stayed in the solution as dissociated and extensively stretched peptide chains. The trypsin was added to the solution and the
antibody was digested to small peptide fragments. Reversed phase HPLC was used to separate e the peptide fragments. The
in — house reference and three consecutive batches of recombinant antibodies manufactured in pilot scale were analysed, all
the samples could be digested completely and the peptide map profiles were consistant with each other. The method for pep-
tide mapping was effective in proteins such as recombinant antibodies with complex structure.
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