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Determination of the content and optical purity of crizotinib by HPLC method
ZHAN Chang-juan' , WANG Hua', WU Peng-cheng® , XU Wei' , WANG Yi', ZHA Lu-lu'

(1. Department of Chemical Engineering, Taizhou Institute of Science and Technology, NJUST,
Taizhou 225300, China; 2. Jiangsu Furtherpharm Pharmaceutical Co. , Lid. , Taizhou 225300, China)

Abstract: A HPLC method for the determination of the content and optical purity of crizotinib is established in this
study. To determine the content of crizotinib,a Shim-pack VP-ODS Cg column is used. The gradient elution is performed
with the mixture of methanol (0. 1% trifluoroacetic acid) and water (0. 1% trifluoroacetic acid) as the mobile phase.
The detection wavelength is set at 268 nm, the column temperature is 25 °C and the flow rate is 0.6 mL+min~". The
determination of optical purity is also conducted with CHIRALPAK® AD-H as column , the mixture of N-hexane: isopropyl
: ethanol: diethylamine (50:25:25:0.2,V/V) as the mobile phase,268 nm of the detection wavelength and 30 °C of the
column temperature. The calibration curve is linear in the range of 0. 05 —2.51 mg-mL ™" (r=0.999 9). Crizonitib and
its optical isomer could be successfully separated. This method is simple and reliable for the quality control of crizotinib.
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