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Bioequivalence of Comparative Formulations Based on Parallel Artificial
Membrane Permeability Assay of Nifedipine Sustained-release Tablets

Song Jingjing', Zhang Dandan’, Cui Jingxia', Chen Dejun’, Li Hua', Liu Wei' (1. Jinan Center for Food and Drug
Control, Jinan 250000, China; 2. Shandong Institute for Food and Drug Control, Jinan 250000, China)

Abstract Objective: To study the permeation rate of nifedipine sustained-release tablets by using parallel
artificial membranes, to compare the permeation rates of samples before and after the consistency evaluation of
generic drugs, and to predict their bioequivalence in humans. Methods: Using the MacroFlux"™ drug permeability
tester, the permeation rates of the preparations that passed the consistency evaluation and the preparations that did
not pass the consistency evaluation were measured. Results: The permeation rate of the preparations that passed
the consistency evaluation was 84.3%-113.2%, the cumulative permeation was 85.9%-110.9%, the permeation
rate of the preparations that did not pass the consistency evaluation was 73.7%-94.1%, and the cumulative
permeation was 71.8%-92.6%. Conclusion: It is preliminarily predicted that the preparations that pass the
consistency evaluation are bioequivalent to the reference preparations, and the consistency evaluation of generic
drugs improves the product quality.
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