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ABSTRACT 

                                                                                                                                                                   

 Quetiapine is an atypical antipsychotic which has been extensively used 

for the treatment of schizophrenia. The purpose of this study was to compare the 

bioequivalence of 200-mg tablet of generic quetiapine (Quantia 200
®

, Unison 

Laboratories Co., Ltd., Thailand) with the innovator (Seroquel
®

, AstraZeneca) 

preparations. The bioequivalence of the two preparations was studied in 24 healthy 

Thai male volunteers following a single oral dose, randomized, two-period, two- 

sequence crossover design with 2 weeks washout period. Both test and reference 

tablets were administered to each subject after an overnight fasting of at least 8 hr. 

After dosing, serial blood samples were collected before and at 0.33, 0.5, 0.75, 1, 1.5, 

2, 3, 4, 6, 8, 12, 24 and 48 hr after drug administration. Plasma were separated and 

stored at -70
°
C until assay. The plasma quetiapine concentrations were determined by 

using a high performance liquid chromatographic method. From the plasma quetiapine 

concentration-time profiles, pharmacokinetic parameters were estimated using the 

WinNonlin
®

 version 1.1 software with non-compartment model analysis. The 

comparative bioequivalence between the two formulations were determined by the 

Analysis of Variance (ANOVA) for two way crossover design. There were no 

significant effects of formulations, sequences or periods on this study. The 90% CI for 

the ln-transformed values of Cmax, AUC0-48, and AUC0-∞ were 98.21-124.37%, 94.43-

117.03% and 94.77-116.61%, respectively. All of the pharmacokinetic parameters 

were within the Thai FDA acceptable range of 80-125%. Therefore, it is concluded 

that Quantia 200
®

 is bioequivalent to Seroquel
®

 in terms of their rates and extents of 

absorption.  




