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Study on dissolution determination of Vortioxetine Hydrobromide Tablets

HUA Dongdong, MI Nan, ZANG Kexin, YAN Hui, FANG Simeng
Tianjin Pharmaceutical Research Institute Co.,LTD, Tianjin 300193, China

Abstract: Objective To establish a method for determining the dissolution of Vortioxetine hydrobromide tablets and analyze the
dissolution behavior in vitro. Methods To establish HPLC determination method for the dissolution of Vortioxetine hydrobromide
tablets and verify the specificity, linearity, precision, accuracy, membrane filter interference. Chromatographic separation was
achieved on an Octa Decyl Silyl column (Waters Symmetry® C,, 150 mm x 4.6 mm ID, 5 um particle); Mobile phase A: water -
trifluoroacetic acid (1 000 : 0.5), mobile phase B: methyl alcohol - acetonitrile - water - trifluoroacetic acid (600:350:50:0.35). The
flow rate was 1.0 mL / min and the detection wavelength was 254 nm, column temperature was 40°C . Results Under the
chromatographic conditions, the resolution of Vortioxetine hydrobromide and structural isomer was great, the specificity, linearity,
precision, accuracy of the method was good, the membrane filter didn't affect the results, Conclusion The method is accurate,
reliable and durable, and can be used in the quality control of Vortioxetine hydrobromide tablets.
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Table 1 Specificity results of Vortioxetine hydrobromide tablets resolution method
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Table 2 The resolution results of 3 batches generic drug and 1 batch innovator drug
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