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Study on the related substances of Bicalutamide

Abstract: OBJECTIVE To determine the related substances of Bicalutamide by HPLC. METHODS Agilent ZORBAX Eclipse
Plus C18 column ( 4.6mm % 100mm, 3.5um ) was used, and the mobile phase A was phosphoric acid R, acetonitrile R1, water R
(1.9:100:1900 V/V/V) and the mobile phase B was phosphoric acid R, water R, acetonitrile R1 (1.9:100:1900 V/V/V), gradient elu-
tion mode at a flow rate of 1.0 mL-min". Detection wavelength was 210 nm and column temperature was 40°C . RESULTS Under
the established chromatographic conditions, a total of 15 impurities were separated, and the impurities and the main components were
well separated. A complete analytical method was verified, including specificity, linearity, detection limit and quantitative limit, accu-
racy, precision, durability, and so on. All of them met the requirements. A self-control method with correction factor was established
to determine the content of related substances in bicalutamide. CONCLUSION The method has the advantages of high specificity,

accuracy, sensitivity and durability, and can effectively control the quality of bicalutamide.
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