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[ Abstract |
for injection. Methods: According to the bacterial endotoxin test method of Chinese Pharmacopoeia (2020

Objective:To verify the method of bacterial endotoxin test for octreotide acetate microspheres

edition) , octreotide acetate microspheres for injection was dissolved by DMSO and diluted with water. Interference
test and endotoxin recovery test were carried out with two manufacturers’ gel limulus amebocyte lysate. Results:
There was no interference between bacterial endotoxin and limulus reagent when the concentration of octreotide
acetate microspheres for injection was diluted to 0. 007 mg-mL~"'. The recovery of bacterial endotoxin in DMSO
solution was between 50% and 200% . DMSO can be used for dissolving octreotide acetate microsphere to perform
bacterial endotoxin test. Conclusion: Bacterial endotoxin test is suitable for the detection of octreotide acetate
microspheres for injection.
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S0086 + + + + + + - - - - - - - - - - - - - - 113 71
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50070 + o+ + o+ + + - - - - - - - - - - - - - - 113 71
50086 + o+ ++ + - - - - - - - - - - - - - - - 95 59
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