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Abstract: Objective To establish an HPLC method for determination of everolimus in everolimus active pharmaceutical ingredient.
Methods The separation was performed on a Hypersil-ODS C;g column with acetonitrile - water (70 - 30) as mobile phases. The
detection wavelength was set at 276 nm. The column temperature was 50 “C. The flow rate was 0.8 mL/min with injection volume of 10
pL. Results Everolimus had good linearity in the ranges of 63 — 1 008 pg/mL (#= 0.999 7). The average recovery was 100.45%
with RSD 0.64% (n=9). Conclusion The method is simple and specific, and can be used effectively for quality control of everolimus
active pharmaceutical ingredient.
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Table 1 Determination of everolimus in everolimus active
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fit 5 WRYEBE ] /% RSD/%
140415 99.5 0.93
140528 98.9 1.70
140607 98.5 1.30
140630 99.8 0.67
140720 99.6 0.45
140731 98.0 1.30
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