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Quality control of compound atorvastatin and ezetimibe capsule
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Therapeutics and Diagnostics (Theranostics) , Tianjin 300070, China )

Abstract Objective: To establish an appropriate method to determine contents of atorvastatin and ezetimibe in compound atorvastatin
and ezetimibe capsule. Methods: Content and content uniformity of compound atorvastatin and ezetimibe capsule were determined by an
HPLC method, in which a TIANHE®  Kromasil Cs column (200 mmx4.6 mm, 5 m) was used as stationary phase and a mix of methanol—
0.05 mol/L. KH,PO, (adjusted to pH 3.0 with phosphoric acid) —acetonitrile (5:45:50) was used as mobile phase. The detection wavelength
was 236 nm and flow rate was 1.0 mI/min. Column temperature was set at 25 °C. Results: The concentration detection of atorvastatin
showed a fine linearity between 1.12-16.8 pwg/mL (r=0.999 9) , while the concentration detection of ezetimibe showed a fine linearity
between 1.14-17.1 pg/mL (r=0.999 9) ; the average recoveries of atorvastatin and ezetimibe were 100.58% and 100.64%, respectively, and
corresponding RSD values were 1.18% and 0.92%, respectively. Conclusion: The detection method in this study is simple and accuracy, so
it is appropriate to be used in the quality control of the compound atorvastatin and ezetimibe capsule.
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