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Determination of related substances in telmisartan by elution gradient RP-HPLC
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Abstract: Objective To establish a method for the determination of related substances in telmisartan. Methods The RP-HPLC
method was carried out using a Dikma Diamonsil Cig column (150 mmx4.6 mm, 5 pm), the mobile phase consisted of
KH,PO,-pentane sulfonic acid sodium salt buffer (pH 3.0) and methanol-acetonitrile (20 - 80) with linear gradient elution, the
detective wavelength was at 230 nm with the flow rate of 1.0 mL/min and the temperature at 35 °C. Results Five impurities were
effectively separated from telmisartan with separating degree (R)>1.5, and detection limit 0.1 ng. Conclusion The related
substances could be determined from telmisartan by the method, and this method with better reproducibility is precise and rapid.
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Fig. 1 HPLC chromatogram of system suitability
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Fig. 2 HPLC chromatogram of degradation products of telmissartan under damage by light (A), high temperature (B), acid
(C), base (D), and oxygenization (E)
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Table 1 Determination of related substances in telmissartan

(n=2)
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02 0.06 0.06
03 0.05 0.05
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