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ABSTRACT: OBJECTIVE To establish a UPLC-MS/MS method for the determination of genotoxic impurities dimethyl sulfate
(DMS) and diethyl sulfate (DES) in Finerenone bulk drug. METHODS The analytes were separated on an Agilent Poroshell 120
HILIC-Z (100 mm*2.1 mm,2.7 wm) column. The mobile phase consisted of a formic acid , water, and acetonitrile solution in a volume
ratio of 0.5:300: 700 (v/w/v). The flow was set at 0.3 mL+-min™, with a column temperature of 30 ‘C. The target compounds were
analyzed in the negative ion MRM mode. RESULTS DMS and DES showed good linear relationships within the ranges of 0.75—
15.00 ng-mL™", with correlation coefficients (r) being 0.999 9. The detection limits of the method were 0.23 pg-¢” and the
quantification limits were 0.75 wg-g™". The recoveries were both 107.53% —109.79%. No DMS and DES were detected in 3 batches of
Finerenone. CONCLUSION  This method is accurate, specific, and sensitive. It could be used for the simultaneous determination of

DMS and DES in Finerenone bulk drug, thereby providing technical support for the quality control of Finerenone.
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