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Determination of bromoethane residues in teneligliptin hydrobromide by gas
chromatography
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Abstract: Objective To establish a gas chromatography (GC) method for the determination of bromoethane residues in teneligliptin
hydrobromide. Methods The determination was carried out on Dikma DM-624 chromatographic column (30 m x 0.53 mm, 3.0 pum)
with ECD detector. The column temperature was raised from 40 “C (kept for 3 min) to 200 ‘C (then kept for 5 min) by program at the
rate of 20 ‘C/min. The injector temperature was 210 C, and the detector temperature was 210 C. Nitrogen was used as carrier gas. The
injection volume was 1 pL with 3 © 1 as split ratio. Results The linearity range of bromoethane was 0.75 — 6.75 pg/mL (r = 0.999
7). The minimum detectable limit was 0.26 pg/mL. The average recovery was 99.4% with RSD value of 0.3% (n = 9). Bromoethanes
in three batches of teneligliptin hydrobromide samples were not detected. Conclusion The method is sample, accurate, reproducible,
and applicable to the residues control of bromoethane in teneligliptin hydrobromide.
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Fig.1 Synthetic route of teneligliptin hydrobromide
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Fig. 2 GC chromatograms teneligliptin hydrobromide samples (A), bromoethane reference substance (B), and blank solvent

dimethyl sulfoxide (C)
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