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AimTo develop an HPLC-MS assay for determination of donepezil in human plasma and to investigate the b TR
pharmacokinetics and bioequivalence of donepezil capsule in healthy volunteers. MethodsA randomized

Bioequivalence of donepezil capsule and tablet in human

HAO Xin-yu; DING Li; LI Li-mingBIAN Xiao-jie; ZHANG Sheng-qgiang

TR
crossover design was performed in 20 healthy volunteers. In the two study periods, a single 5 mg dose : %UD%
of either capsule or tablet was administered to each volunteer. After spiked with the internal standard b IR
(phenoprolamine) and treated with saturated sodium bicarbonate, plasma was extracted with ethyl F KR

acetate and separated with a C'® reversed phase column. LC-ESIMS was used in the selected ion PubMed

monitoring (SIM) mode with target ions at m/z 380 for donepezil and m/z 344 for phenoprolamine. The

fragmentor voltage was 120 V. The main pharmacokinetic parameters of donepezil and the b Article by
bioequivalence of its two preparations were calculated. ResultsThe main pharmacokinetic parameters F Article by
T1/2’ Tax and Chax Were (63%10) h, (3.3*0.4) h and (8.5+0.4) ug-L'1 for the capsule; (57+9) h, F Article by

(3.4+1.0) h and (8.1+1.0) pg-L'1 for the tablet, respectively. The relative bioavailability of the donepezil } article by
capsule was 102%=+11%. ConclusionThe assay was shown to be sensitive, accurate and convenient. The

. . . . k i
two preparations of donepezil were bioequivalent. Alcs by
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