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Abstract: Objective To predict bioequivalence of Pantoprazole Sodium Enteric-coated Tablets and Lansoprazole Enteric-coated
Capsules generic drugs. Methods Using the parallel artificial membrane permeability model, Pantoprazole Sodium Enteric-coated
Tablets and Lansoprazole Enteric-coated Capsules were used, and dissolved in 0.1 mol/L hydrochloric acid solution for 2 h and then
transferred to pH 6.8 or pH 6.0 phosphate buffer to monitor the dissolution and permeation processes. The bioequivalence of the generic drugs
was predicted by comparing permeation rate and total permeate volume. Results The geometric mean ratios of permeation rate and
total permeation volume of two generic formulations of Pantoprazole Sodium Enteric-coated Tablets and Lansoprazole Enteric-coated
Capsules in phosphate buffer at pH 6.8 were within the 90% confidence intervals of 80.00% to 125.00%. However, in pH 6.0 phosphate
buffer, the geometric mean ratios of permeation rate and total permeation volume for two generic drugs of Pantoprazole Sodium
Enteric-coated Tablets and Lansoprazole Enteric-coated Capsules were not within the 90% confidence interval of 80.00% to 125.00%.
Conclusion The parallel artificial membrane permeability model can be used to predict bioequivalence of generic proton pump
inhibitor enteric-coated preparations with reference preparations, providing a reference for the consistency evaluation of generic drugs.
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Fig.1 Dissolution profiles of Pantoprazole Sodium Enteric-coated Tablets and Lansoprazole Enteric-coated Capsules at pH
6.8 and pH 6.0 (n=3)
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R 1 HERMIAGE R M= RRMAR HEE pH 6.8, pH 6.0 FUHTHRRFHER (n=3)
Table 1 Cumulative dissolution results of Pantoprazole Sodium Enteric-coated Tablets and Lansoprazole Enteric-coated
Capsules at pH 6.8 and pH 6.0 (n=3)
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R2 HERMMFERMZ R ERENSERRER ( x+s, n=3)
Table 2 Permeation test results for Pantoprazole Sodium Enteric-coated Tablets and Lansoprazole Enteric-coated Capsules
( Xx+s, n=3)
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ZRPM S 0.620 0+0.014 0 631.97+14.76 0.420 0+0.028 0 438.15427.70
Wi it C 0.6900+0.0110 720.28+9.86 0.600 040.006 2 647.95+9.26
{fifi] D 0.650 0+0.012 0 656.62+9.84 0.560 0+0.006 3 542.45+12.72

R3 OHRENMMBEIE M= RUMSRRENSERR. RSEEN 0%EREXE (n=3)

Table 3 Permeation rate and total permeation volume with 90% confidence interval for Pantoprazole Sodium Enteric-

coated Tablets and Lansoprazole Enteric-coated Capsules (#=3)
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Fig. 2 Permeation curves of Pantoprazole Sodium Enteric-coated Tablets and Lansoprazole Enteric-coated Capsules at pH
6.8 and pH 6.0 (n=3)
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