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Identification of Polymer Impurities in Cefmetazole Sodium for Injection
HAN Bin, PANG Wenzhe, GAO Yanxia
(Hebei Institute for Drug Control, Shijiazhuang , Hebei, China  050011)

Abstract: Objective To establish a high performance size exclusion chromatography(HPSEC) method for the content determination of
the polymers in cefmetazole sodium,and to identify the polymers by on —line desalting — HPLC —ion trap time of flight — mass spectrom-
etry(2D = L.C = IT = TOF/MS). Methods The chromatographic column was WT — Cef —= SEC column(300 mm x 7.8 mm,5 pm),the mo-
bile phase was 5 mmol/L. ammonium acetate — acetonitrile(95 : 5, V/ V), the flow rate was 0.6 mL/min,the detection wavelength was
254 nm,the column temperature was 25 °C ,the sample size was 20 plL.The ion source was ESI ionization source,the scan pattern was
positive and the content of polymers was determined by main component selfcompare without calibration factor. Results The peak of
cefmetazole sodium was well separated from the peak of polymers. The linear range of cefmetazole sodium concentration was 0.5 —
2.5 wg/mL(r=0.999 9, n=5). The LOQ of cefmetazole sodium was 3 ng,and the LOD of cefmetazole sodium was 1 ng. Polymer 3 was
conjectured to be the dimer of cefmetazole sodium and Polymer 2 was conjectured to be the trimer of cefmetazole sodium by 2D -
LC - IT - TOF/MS. Conclusion The method is suitable for the determination of polymer impurities in Cefmetazole Sodium for Injection,
which provides a basis for the separation and analysis of polymers in S —lactam antibiotics and the improvement of products’ quality.

Key words: cefmetazole sodium; polymer impurities; high performance size exclusion chromatography;on —line desalting — HPLC —ion trap

time of flight — mass spectrometry
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