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Comparison of different polymer detection methods and analysis

of polymer impurities of cefathiamidine for injection

CHONG Xiao-meng, TIAN Ye, YAO Shang-chen, YIN Li-hui, LIU Ying, XU Ming-zhe
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[ Abstract] Objective: To analyze polymer impurities in cefathiamidine for injection by different methods,
and compare the advantages and disadvantages of the specificity of different methods. Methods: By using Sephadex
G-10 System, high performance gel chromatography and column switching-LC-MS" method, the polymers in
cefathiamidine for injection from 11 manufacturers were analyzed. Results; No polymer was detected by Sephadex
G10 System, high performance gel chromatography could detect polymer impurities, the structure of the components
separated by high performance gel chromatography system was confirmed by the column switching-LC-MS" method.
Conclusion: It was proved that there were some polymer impurities in cefathiamidine for injection, the Sephadex
G10 System and high performance gel chromatography had poor specificity, and macromolecular polymers and small
molecular impurities could not be separated and qualitatively analyzed. This study laid the foundation to further
establish a better specificity method.
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