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Quality Consistency Evaluation of Octreotide Acetate Injection

Li Qian, Mei Qian, Liu Ying (Henan Provicial Institute of Food and Drug Control, Zhengzhou 450003, China)

Abstract  Objective: To evaluate the quality of octreotide acetate injection at present. Methods: According
to the current quality standard, the domestic examination of octreotide acetate injection was conducted, and
its overall quality was analyzed. Exploratory study was carried out, including impurity profiling, stability,
acetate content, lactic acid, osmolarity and compatibility to further evaluate their quality. Results: According
to current standard, all 91 batches of the samples were qualified; exploratory study results showed that those of
the related substances of octreotide acetate injection of the domestic companies were lower than those of the
reference octreotide acetate injection, and the main impurities were degradation impurities, the acetate content
of the samples produced by freezing drying was very low, the lactic acid quality of reference octreotide acetate
injection was better than that of the domestic samples, osmolarity was related to the prescription form and the
amout mannitol, and the metal ion migration of borosilicate glass was lower than that of the low borosilicate glass.
Conclusion: Currently, the quality of domestic octreotide acetate injection is good. Due to low acetate content,
the reasonability of dosage form should be considered for octreotide acetate injection. The exploratory study
provides references for quality control of octreotide acetate.
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lactic acid; compatibility
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4l 13 3 0.1 0.4 101.9 1.4
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