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Abstract: Objective

ingredients. Methods HPLC method was adopted. The determination was carried out on Diamonsil C;g column (250 mm X 4.6 mm,

To establish a method for determination of related substances in dapagliflozin active pharmaceutical

5 um). The mobile phase consisted of 0.02 mol/L sodium dihydrogen phosphate - methanol - tetrahydrofuran (60 - 35 : 5) at a flow
rate of 1.0 mL/min. The detective wavelength was set at 220 nm, the column temperature was at 35 ‘C, and the injection volume was
10 pL. Results Dapagliflozin and its related substances had good separation. The LOQ of the related substances, such as Z1, Z2, F1,
F2, and F3 werel.34, 1.54, 1.42, 1.71, and 2.11 ng, respectively. The average recoveries were 98.9%, 97.6%, 103.2%, 102.4%, and
102.8% with RSD values of 1.8%, 1.3%, 1.5%, 0.7%, and 1.7%, respectively. Conclusion The method is sensitive and accurate, and
can be used for quality control of related substances in dapagliflozin active pharmaceutical ingredients.
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Fig.1 Chemical structures of dapagliflozin and its related substances
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Fig. 2 HPLC chromatograms of dapagliflozin spiked with known impurities (A), acid degradation sample (B), alkaline
degradation sample (C), oxidative degradation sample (D), high-temperature degradation sample (E), light degradation
sample (F), crude sample(G), and system adaptive solution(H)
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