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estimation of the in vivo absorption ratio, even though the small
difference reported in the bioequivalence study could not be
resolved by this estimation.

The purpose of this study was to predict the in vivo performance of the
solution drug product and compare it to the original solid dosage form
using in vitro flux measurement as input for in silico modelling. Aripiprazole
(ARI) has been selected as the model compound, and both the solid
formulation (Abilify, Sample 1) and the oral solution (Abilify Oral Solution,
Sample 2) were studied. The obtained flux and the predicted FA data were
compared to in vivo human data published in the public assessment
reports.
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Where J;,, vivo 1S the in vivo scaled flux, SA.; is the intestinal surface area,
and Tirqansit 1S the intestinal transit time. FA% values were calculated relative
to the mass absorbed evaluated at the end of the intestinal transit time and
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Chromatographic experiments were conducted on an Agilent 1100 HPLC 1. 2.95 2.90 3.10 Predictor provided a slight overestimation for the solid dosage form (93%)
system with a UV detector. Measurements were performed on a Kinetex and slight underprediction for the solution formulation (~94%), but the
column (50x4.6mm, 2.6um) at 40°C, with a flow rate of 0.9 mL/min. 10 pL 2. 4.24 4.25 4.36 prediction accuracy is within the +/- 15% range that is considered an

samples were injected using a mobile phase comprising water:ACN:acetic
acid (70:30:0.1 v/v%) in isocratic mode.

accurate prediction.

Table 1. Determination of ARI concentration using different methods
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