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Determination of Bacterial Endotoxin Content in Sirolimus API by Adding
Surfactant
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Abstract Objective: To establish a method for the test of bacterial endotoxin in insoluble sirolimus API by
adding surfactant. Methods: The methodological study on bacterial endotoxin test by gel-clot method was carried
out with 0.1% (W/V) polysorbate-80 dissolving sirolimus API and bacterial endotoxin test water (BET water)
diluting sirolimus API. Results: When sirolimus API was dissolved with 0.1% (W/V) polysorbate-80 and diluted
with BET water to the concentration of 0.4 mg - mL™' or less, it had no interference effect on the agglutination
reaction of tachypleus amebocyte lysate. Conclusion: By adding polysorbate-80, the content of bacterial
endotoxin in sirolimus API can be detected by gel-clot method, and it is easy to operate.
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