Population Pharmacokinetics of GB-5001, a Long-acting Intramuscular Injection of Donepezil, in Healthy Participants
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selection of future clinical trials.
. » Apivotal bioequivalence (BE) study is planned to be conducted on a selected
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e aim of this study was to develop a population pharmacokinetic (PK) model for donepezil in bot - i _ Figure 4. Simulated mean concentration-time profile of donepezil
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- Apopulation PK model of donepezil for the IM and oral formulation was developed using NONMEM Fraction of dose (depot 5) FS 0.145 11.20% 0.144  (0.106-0.172) Crnax for the M and the oral formulation were 49.00 + 16.02 and 45.34 + 10.83
software version 7.5.1. Absorption rate constant (depot 4) KA4 0.00402 ht 6.70% 0.004  (0.004 - 0.005) 2 Hg/L, respectively.
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ter estimat ° - - - Figure 2. Diagnostic plots of the final population PK model. 20265.28 + 5759.60 h-ug/L, respectively.
pE;.I’ame Iel’ es |m§ TS d I I I d I Intercompartmental clearance Q 185 L/h 18.10% 183.88 (128.741 - 250.004) Abbreviation: CWRES, conditional Welghted residuals.
« The final PK model was used for Monte Carlo simulations (N=200) of plasma donepezil concentrations,
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plasma concentration (C,,.,) and the area under the concentration-time curve (AUC) at steady state. Absorption lag time (depot 5) ALAG5 645h 0.20%  644.194 (637.819 - 709.858) oral formulation.
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