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ml. 3.58ug/ml, REERLF; IEREREVE LGS EL/NT 10%, &tk RIF, rEIYE 99% LLE. 7 50%. 100%. 150% ¥
FERI IR ITPE 85% ~ 110% (A 2518 %Ik, L&, RE PIEE, & T 50k A 2 30 Al JsURb ik B v 00 1 g
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Determination of Residual Solvents in Cefotetan Disodium by Gas Chromatography

Yunfeng Cheng, Yi Zhang
Hainan General Sanyo Pharmaceutical Co., Ltd., Hainan Haikou 570312

Abstract: Objective:The residual solvent in cefotetan disodium was determined by gas chromatography.Method:Agilent 7890A gas
chromatograph,Agilent G1888 headspace sampler,hydrogen flame ionization detector (FID), nitrogen carrier gas, column DB-624
30m=0.53mmx3um, column temperature 40°C, keep 12min, then heating to 200°C with the velocity 40°C/ min, keep for 5 min, inlet
temperature 210°C, detector temperature 250°C, Column flow 2ml/min; Split ratio 10:1; The equilibrium temperature was 80°C, the
equilibrium time was 30 minutes, and the headspace injection volume was 1.0ml. Results: The results of the system applicability test
basically meet the requirements of pharmacopoeia. The separation degree between each solvent peak of each principal component
is more than 5, and the minimum theoretical plate is not less than 20000, indicating that the chromatographic conditions have
good specificity. The detection limits of methanol, ethanol, acetone, dichloromethane, butanone, tetrahydrofuran, anisole,N,N-
dimethylaniline were 1.51pg/ml, 1.10pg/ml, 0.49ug/ml, 0.88pg/ml, 0.28pg/ml, 0.36pg/ml, 0.09ug/ml, 1.88ug/m, respectively 1, the
limits of quantitation were 4.56pg/ml, 3.35ug/ml, 1.51pg/ml, 2.70pg/ml, 0.86pg/ml, 1.15pg/ml, 0.28ug/ml, 3.58ug/ml, respectively.
The reproducibility and precision of the methods were less than 10%, and the linear was good,r values were more than 99%. The
recoveries of 50%, 100% and 150% concentration are between 85% and 110%. Conclusion: The method is simple, exclusive,
sensitive and reliable, which is suitable for the determination of residual solvent of cefotetan disodium.

Keywords: Gas chromatography; Cefotetan disodium; Residual solvent
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