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Determination of EDTA-2Na in clevidipine butyrate injectable emulsion
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Abstract Objective: To establish an HPLC method for determination of tracing EDTA —2Na in clevidipine butyrate injectable emulsion.
Methods: The determination was performed on Agilent ZORBAX Extend—C18 column (150 mmx4.6 mm, 5 um) with gradient elution,
mobile phase A was 0.66% tetrabutylammonium hydroxide solution—acetonitrile (3:1) (pH was adjusted to 6.5 ),and mobile phase B was
methanol—water (9:1), the flow rate was 1.0 mL *min™ and the injection volume was 50 pL and the detection wavelength was 254 nm.
Results: EDTA-2Na in clevidipine butyrate injectable emulsion could be detected without excipients interfering. Calibration curve was
linear range of 8.04-80.37 pg*mL™ (r=0.999 9), the average recovery rate was 97.78%(n=9, RSD=0.62%), and the limit of quantitation was
0.402 pg and the determination of EDTA—2Na in the three batches of tests were 46.7 g mL™,47.0 pg-mL™,49.6 g -mL™ respectively.
Conclusion: This method is accurate, reliable, exclusive, so it can be used for the determination of EDTA-2Na in clevidipine butyrate
injectable emulsion.
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Tab1 The condition of gradient elution
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Fig2 The durability test
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Tab 2 Results of recovery (n=9)
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0.47 0.38 0.844 98.49
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