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Determination of impurities including polymers in ceftizoxime sodium by HPSEC

Yuan Lin, Wang Li and Qiu Hai-giang
(Wuxi Institute for Drug Control, Jiangsu Province, Wuxi 214028)

Abstract Objective  To establish a high performance size exclusion chromatography (HPSEC) method for
the determination of impurities including polymers in ceftizoxime sodium. Methods  The analysis was performed
on a Zenix SEC-150 column (7.8mmx300mm, 3um) with the mobile phase consisting of phosphate buffer solution
[0.075mol/L disodium hydrogen phosphate-0.075mol/L sodium dihydrogen phosphate (61:39), adjusted to a pH of
7.0]-acetonitrile (90:10) at a flow rate of 1.0mL/min. The detection wavelength was set at 254 nm. The injection
volume was 10uL. Results The impurities including polymers in ceftizoxime sodium were completely separated from
ceftizoxime. The linear range of ceftizoxime was 1.15~57.40ug/mL (r=0.9999). The limit of quantitation of ceftizoxime
was 3.2ng, and the detection limit was 1.2ng. The linear range of the total impurities was 0.0500~4.998mg/mL
(r=0.9995). The RSD for replicate injection of reference solution was 0.31% (n=6), and the RSD for the measurement
of total impurities was 0.67% (n=6). Conclusion  This established method is accurate, rapid, reproducible, and
suitable for the determination of impurities including polymers in ceftizoxime sodium.
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Fig. 2 Chromatograms of destroyed test
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Tab. 1 Results of stability test
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