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Impurity profile study of doxofylline injection

WANG Qiong—fen, XU Hong, LIU Ting, NI Dong—yu

( Zhoushan Institute for Food and Drug Control , Zhoushan 316000, China )

Abstract Objective To investigate the impurity profile of doxofylline injection, identify the structures and
sources of impurities. Method HPLC separation of all detected impurities was carried out on a Waters XBridge
C,s column (4.6 mm x 250 mm, 5 um ), with a mobile phase consisting of acetonitrile-phosphate buffer (pH 5.8 ) ( 12:88 )
at a flow rate of 1.0 mL * min™", the column temperature was 25 °C and the detection wavelength was 273 nm. The
sources of impurities were studied by combining degradation test results and synthesis process. The structures
of impurities were identified by UPLC-MS/MS. Result Five impurities were detected in four pharmaceutical
manufacturers. Conclusion Process analysis showed the source of impurities. Impurity 1, 3, 4 were degradation
impurities and impurity 2, 5 were process related substances.
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Fig. 1 HPLC chromatogram of system suitability test
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Tab.1 The determination resultsof related substances in samples from manufacturers
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Tab.2 UPLC-MS/MS data of doxofylline and impurities
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