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Determination of Ten Solvent Residues in Dabigatran Etexilate by Gas
Chromatography

Zhang Wei', Ma Changsha’, Huang Xiaoguang’, Duan Chengjun’, Ma Jingjie'" (1. Yanbian University, Yanji
133000, China; 2. Jilin Province Broad Well Pharmaceutical Co., Ltd., Changchun 130000, China)

Abstract Objective: To establish a gas chromatographic method for the determination of ten residual solvents
in dabigatran etexilate. Methods: The Rtx-1 (60 m x 0.32 mm % 1.0 um) polar capillary column was used to
heat up the sample. Nitrogen was used as the carrier gas, FID was used as the detector, the inlet temperature
was 200 °C and the detector temperature was 250 °C. Ten residual solvents (methanol, ethanol, ethyl acetate,
acetone, dichloromethane, hexane, tetrahydrofuran, isooctane, pyridine and toluene) in picarbitol ester were
quantified under the above conditions. Results: The residual solvents were well separated, the linear relationships
were good, the RSDs were less than 3.50%, and the average recoveries were 96.0%-105.0%. Conclusion: The
method demonstrated in this paper can be used for the determination of residual solvents in dabigatran etexilate.
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