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Study on potential genotoxic impurities in tandospirone citrate intermediate
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Abstract: Objective To establish a controlled method for the detection of the potential genotoxic impurity 1, 4-dibromobutane in the
intermediate of tandospirone citrate API. Methods Agilent DB-624 (30 m x 320 um, 1.8 pum) was used. The initial column
temperature was 95 °C for 2 min, and the temperature was 20 °C/min to 220 °C for 5 min. The injection port temperature was
250 °C, the detector temperature was 250 °C, the flow rate was 3 mL/min, the split ratio was 1:1, and the injection volume was 1 pL.
Results The linear range of 1, 4-dibromobutane was 0.109 5 — 1.094 8 pug/mL (r = 0.998 6); the limit of detection was 0.1095 png/
mL, the limit of quantification was 0.273 7 pg/mL, the average recovery (n=9) was 116.2%, and the content of 1, 4-dibromobutane in
each batch was less than 0.002 5%. Conclusion The method is specific, sensitive, accurate and simple. It can be used for the
determination of 1, 4-dibromobutane in the intermediate of tandospirone citrate.
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