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Content Determination of Diastereoisomer of 1,2-cyclohexanedimethanol by HPLC

GUO Wen-min', LI Qing-juan', ZHANG Qi', CHEN Su-rui', XING Hao’[1.CSPC Zhonggi Pharmaceutical Tech-
nology (Shijiazhuang) Co., Ltd., Shijiazhuang 050035, China;2.Shijiazhuang Vocational Technology Institute,
Shijiazhuang 050081, China]

ABSTRACT OBIJECTIVE: To establish the method for the content determination of diastereoisomer of 1, 2-cyclohexanedimetha-
nol which is the key starting material to synthesis lurasidone hydrochloride by HPLC. METHODS: HPLC method was adopted. The
determination was performed on Agilent Rx C; column with mobile phase consisted of 0.01 mol/L ammonium formate buffer solu-
tion (pH 3.0)-methanol (70:30) at the flow rate of 1.0 ml/min. Differential refractive index detector was adopted with the tempera-
ture of 35 °C.The column temperature was set at 35 °C, and external method was used. RESULTS: The resolution of cyclohex-
anedimethanol and diastereoisomer was greater than 2.0. The linear range of them were 0.01-10.0 mg/ml and 10.0-200.0 pg/ml (r=
0.999 9); average recovery of diastereoisomer was greater than 99.29% (RSD=0.66% , n=3), and the detection limit was 10 ng.
CONCLUSIONS: The method is proved to be simple, rapid and suitable for the content control of diastereoisomer in lurasidone hy-
drochloride.
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Fig1 HPLC chromatograms
A. cyclohexanedimethanol control; B. cyclohexanedimethanol diastereo-
isomer control; C. test sample; D. mixed control; 1. cyclohexanedimeth-
anol; 2. cyclohexanedimethanol diastereoisomer
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Tab 1 Results of recovery test(n=3)
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