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Determination of related substances in Ceftizoxime Sodium for injection by HPLC

GUO Yan-juan, YANG Qian, CAO Xiao-yun
Tianjin Institute for Drug Control, Tianjin300070, China

Abstract: Objective To establish a method for the determination of related substances in Ceftizoxime Sodium for injection by HPLC.
Methods The determination was carried out on Agient Eclipse C;g column (250 mm x 4.6mm, 5 pum) with the mobile phase
containing acetonitrile-buffer solution (pH 3.6) (dissolve citric acid monohydrate 1.42 g and disodium hydrogen phosphate
dodecahydrate 2.31 g in water and diluted to 1 000 mL) with gradient elution. The detective wavelength was set at 254 nm. The
temperature of column was set 40 ‘C. The flow rate was 0.8 mL/min with injection volume of 20 pL. Results The linearity range of

ceftizoxime sodium was 0.24 — 14.52 pg/mL (7=1.000 0), and LOD was 0.03 pg/mL. Conclusion The method is simple and

selective to be used for the quality control of Ceftizoxime Sodium for injection products effectively.
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Fig. 1 HPLC chromatograms of test by gradient elution
(A) and isocratic elution (B)
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Table 1 Gradient elution program
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Fig.2 HPLC chromatogram of systematic applicability
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Fig.3 HPLC chromatograms of specificity test
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