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Determination of lansoprazole enteric-coated capsules’s
dissolution degree by HPLC

XUE Ying . LU Ye, LIANG Jian-ying"
(Department of Pharmaceutical Analysis,School of Pharmacy , Fudan University ,Shanghai 201203 ,China)

[ Abstract] Objective To establish a method for the determination of lansoprazole enteric-coated
capsules’s dissolution degree by HPLC. Methods The determination was performed on a Xtimate
C18 column (4. 6mm X 150 mm, 5 xm) with water-acetonitrile-triethylamine (60:40:1) , adjusted
with phosphoric acid to a pH of 7. 0 as mobile phase, the flow rate was 1. 0 mL/min , detection
wavelength was set at 285 nm, and the column temperature was 30°C. Results The calibration
curve was linear in the range of 1—25 pg/mL (r=0. 999 99) ,the average recovery were 101.5% ,100.
8% and 101. 3% (RSD=0.39% —1.54%). The relative standard deviations of the inter-day and inter-
day were 0.68% —1.78% and 0.55% —1.87 %, respectively. The results of dissolution degree were
over 75%. Conclusions The method is simple, sensitive and accurate with good reproducibility, which
makes it suitable for the quality control of lansoprazole enteric-coated capsules.
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Fig 1 Chromatogram of lansoprazole’s degradation products

A:Blank; B: Lansoprazole reference substance; C: Destoried by heating; D: Destoried by acid ; E: Destoried by alkali; F.

Destoried by hydrogen peroxide; G: Destoried by light.
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Fig 2 Chromatogram of lansoprazole’s stability

A: Lansoprazole reference substance solution; B: Test solution processed by buffer solution; C: Test solution processed by 0. 1

mol/L HCl; D; Test solution processed by 0.2 mol/L NaOH.
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Fig 3 Results of the stability study
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Fig 4 Determination results of the dissolution degree



