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Determination of Related Substances in Tosufloxacin Cyclizaton by HPLC
ZHANG Ji(Hospital Affiliated to Hubei College of Arts and Sciences, Hubei Xiangyang 441021, China)

ABSTRACT OBIJECTIVE: To establish a method for the determination of related substances in tosufloxacin cyclizaton. METH-
ODS: HPLC was performed on the column of YMC-Pack ODS A-312 with mobile phase of acetonitrile-water(5: 3, V/V) at a flow
rate 1.2 ml/min, detection wavelength was 250 nm, column temperature was 25°C and injection volume was 10 pl. RESULTS:
The main component and related substances could be baseline separated by the conditions; the linear range was 0.04-1.8 pug/ml (r=
0.999 9) ; the limit of quantification was 40.56 ng/ml and the limit of detection was 6.3 ng/ml; RSDs of precision, stability and re-
producibility tests were lower than 3% ; recovery was 99.88%-100.68% (RSD=0.29% ,n=9) ; the result of total impurities of 6
batches of sample were less than 0.1% . CONCLUSIONS: The method is specific, sensitivity with high accuracy and precision,
and can be used for the determination of related substances in tosufloxacin cyclizaton.
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Fig 1 HPLC chromatograms of system suitability test

A.blank; B.reference substance; C.test sample; 1.tosufloxacin cyclizaton
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Fig2 HPLC chromatograms of specificity test

A.sample destroyed by acid; B.sample destroyed by alkali; C.sample
destroyed by oxidation; D.sample destroyed by heat; E.sample destroyed
by light; I.tosufloxacin cyclizaton
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Tab 1 Result of recovery test(n=9)

AT mg Wi mg i, % TR, % RSD, %
40.05 40.08 100.08
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39.92 39.90 99.96

49.98 50.00 100.04
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®2 HERPEXYRNEER (n=3)

Tab 2 Results of determination of related substances in sam-

ples(n=3)
Fidt 5 KA, % BER, %
140601 0.045 0.076
140602 0.041 0.074
140603 0.043 0.074
140604 0.046 0.080
140605 0.044 0.073
140606 0.044 0.078
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