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The in vitro dissolution ¢ E 100— ® PO 20mg i however, C__ 90% Cl was 112 to 128% to BE and 120 to 129% for VBE, conflrmlng the non- bloequwalence
test was performed with 5 soo- g A o ro aomne between FR and FT. A dissolution safe zone (SZ) was determined by global sensitivity analysis (Figure 2, blue
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similarity factor between | ® PO somg b would lead positive BE. The GSA shows that the most sensitive parameter to ZIP BE were: drug solubility, particle
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formulations. Observed AUC (ng.h/mL) Predictad Cmax (ng/ml) A dissolution safe zone can be used to support formulation development and reduce the risk on bioequivalence falil.

However we observed a faster release to FT between time 30-180min (Figure 2). pH fluctuations along the =~ Mechanism-based absorption PBPK modeling was efficient approach to access the bioequivalence of ziprasidone
dissolution test revealed that the dissolution rate of FT increased more rapidly than reference capsules when  capsule. This work highlights the importance of linking translational absorption modeling with population PBPK to

changing the media pH from 1.2 up to 5.0. Both formulations were characterized with a Weibull function and  €xamine VBE.

integrated within the PBPK model and the simulated PK was compared with clinical observed data (Figure 3).
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