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Determination of the Related Substances in Azilsartan by RP - HPLC.
Technology Co. ,Ltd. , Anhui 230088, China

Wu Biao,Wang Juan,Cui Hongxiao ,et. al. Hefei Jiunuo Medical

Abstract Objective To establish a HPLC method for the determination of related substances of azilsartan. Methods The deter-
mination was performed on a Agilent C,;(250mm x4.6mm,5um) , with a mobile phase consisting of a mixture of acetonitrile, water and
Acetic acid glacial by gradient elution. The flow rate and the detection were 0. 8ml/min and 250nm respectively. Results Under the se-
lected chromatographic conditions,related substances were completely separated from macitentan. The calibration curves for impurity A,
impurity B, impurity C revealed good linearities over the ranges of 0. 122 —8. 114mg/L(r =0.9999) ,0.121 - 8. 064mg/L(r =0.9998),
0.122 -8.156mg/L(r =0.9993) ,respectively. The recoveries of the above compounds were 97.50% with RSD of 5.10% ,96.82% with

RSD of 3.02% ,96.09% with RSD of 2.99% ,respectively. Conclusion A specific method is established for determination of azilsartan

related substances.
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