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Analysis of related substances and stability study of somatostatin

in new production process
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[ Abstract] Objective: To analyze the related substances produced in new production process of somatostatin,
and the stability of raw materials and preparation was studied. Methods; The related substances were separated,
collected, characterized and analyzed by high performance liquid chromatography, preparative liquid chromatography
and ultra performance liquid chromatography-time-of-flight mass spectrometry tandem system. In addition, the
stability of somatostatin and its preparation was studied under high temperature, light, oxidation and acidolysis
destruction conditions. Conclusion: Based on the stability study combined with the production process of somatostatin
and its preparation, somatostatin will produce new impurities in the new production process. This study provides a
basis for revising pharmacopoeia standards.
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