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Determination of residual organic solvents in Agomelatine bulks drug by gas
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Abstract: Objective To establish a method for determination of the two residual organic solvents, including acetic acid, diethyl
ether in Agomelatine bulks drug.Methods Direct injection gas chromatography was applied to this study. The column was DB-FFAP
silica capillary column (30 m x 0.32 mm x 0.5 um) and the carrier gas was high purity nitrogen. The column temperature was kept at
40°C for 2 min, then the temperature was raised to 120°C at the rate of 50°C/min, then the temperature was raised to 220°C at the
rate of 20°C/min and sustained for 2 min. FID detector temperature and injection temperature were both 250°C. The N, flow rate was
2.0 mL/min. The injection volume was 1 pL. The split ratio was 20:1.Results Two kinds of solvents were completely separated and
determined with a good linearity (# = 0.999 7—0.999 8). The RSD values of precision experiments and the average recovery was in
line with the requirements. Conclusion The analytical method is simple, accurate and sensitive, which could be used for
determination of residual organic solvents in Agomelatine bulks drug.
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Fig.2 GC chromatograms of blank solution(A) , reference substance solvents (B), and Agomelatine bulks drug(C)
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