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Determination of Residual Organic Solvents in Nelarabine by GC

DIAO Yanzhong, YI Mingjun, JIA Jia, CHEN Xiangfeng(Jiangsu Aosaikang Pharmaceutical Co. Ltd. , Nanjing
211112, China)

ABSTRACT: OBJECTIVE To establish a method for the determination of residual organic solvents in nelarabine by gas
chromatography. METHODS Chromatographic column was capillary column SE-54(30 mx0.53 mm, 1.0 pm), with FID
detector and nitrogen as carrier gas, the flow rate was 40 mL-min . Injector temperature was 200 ‘C and the detector temperature
was 250°C, the split ratio was 50 : 1, column temperature was programmed and initial temperature was 40 ‘C, maintained for 5

1

min, raised to 200 ‘C with a rate of 50 ‘C-min"", maintained for 5 min. The external standard method was used for quantitative

analysis. Analytical conditions were studied. RESULTS The standard curves were linear in the range of 14.93-746.4 ng(r
=0.999 4) for methanol, 1.950-97.45 ng(r=0.999 8) for acetonitrile, 2.980-149.0 ng(r=0.999 6) for methylene chloride and
25.12—-1 256 ng(r=0.999 8) for ethyl acetate. The average recoveries (N=9) were 100.6%(RSD=1.87%), 101.0%(RSD=2.27%),
99.7%(RSD=3.41%), 100.4%(RSD=1.52%). CONCLUSION The method is rapid, accurate, sensitive, reproducible and can be
used for detecting residual organic solvents in nelarabine.
KEY WORDS: GC; nelarabine; residual organic solvents
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A-reference  substance; B-sample; 1-methanol; 2-acetonitrile;

3—methylene chloride; 4—ethyl acetate
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Tab 1 The determination results of residual organic solvents
in nelarabine(n=2)
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