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Quantitative determination of main component and related substances in afatinib tablets by HPLC
Li Heyu', Zhao Ling’
(1. Tianjin Ubasic Health Nutrition Co Ltd, Tianjin 300457 ;2. College of Pharmaceutical Engineering, Wuhan Polytechnic Univer-
sity, Wuhan 430023 )
ABSTRACT Objective: To establish an HPLC method for the determination of the main component and related substances in afa-
tinib tablets. Methods: The determination was performed on Kormasil C; column (250 mm x4.6 mm, 5 um) with mobile phase
composed of ammonium acetate solution(30 mmol/L} — methanol(25: 75) at a flow rate of 1.0 ml/min. The detection wavelength

was set at 254 nm at 30 °C. The injection size was at 20 pl. Results: The calibration curve of afatinib was linear in the range of
60.13 ~600.45 pwg/ml{n=5,r=0.999 6) ,and the average recovery of afatinib was 99.41% ( RSD was 0. 86% ). Conclusions;

This method is rapid, accurate and reliable,and applicable for the quality control of afatinib tablets.
KEY WORDS afatinib, content determination, HPLC,related substances
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