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Progress and review requirement for Quetiapine Fumarate Tablet
bioequivalence test in China

LIU Dong, LI Na, ZHANG Dan, WANG Jun
Center for Drug Evaluation, National Medical Products Administration, Beijing 100076, China

Abstract: Quetiapine Fumarate Tablet is used for the treatment of schizophrenia, which is a common drug for psychiatric diseases in
clinic. Combined with the FDA and NMPA Quetiapine Fumarate Tablet bioequivalence test guidelines requires, based on recent
years bioequivalence results summary and analysis in China, general review requirements was proposed for Quetiapine Fumarate
Tablet bioequivalence test. It is recommended to use a two-agent, two-way, two-sequence crossover design to carry out fasting and
fed human bioequivalence studies of single-dose, and also to use partial or complete repeat crossover design. Generally, 36 to 45
healthy subjects should be selected for fasting and fed bioequivalence of Quetiapine Fumarate Tablets, or to use partial or complete
repeat crossover study design. For safety reasons, small strengths were used to related studies, and health monitoring of subjects
should be done during the bioequivalence study. The average bioequivalence or the reference-scaled average bioequivalence method
may be used for evaluation, and it is recommended that the applicant submit the non-parametric ¢, test results of test and reference
drug.
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Table 1 FDA draft guidance on quetiapine fumarate tablet bioequivalence
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Table 3 NMPA draft guidance on quetiapine fumarate tablet bioequivalence
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Table 4 Bioequivalence evaluation results of quetiapine fumarate tablet

Coor/ (ng'mL™)

AUCy.,/(h-ng-mL™) AUC,./(h-ng-mL™)
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AR 1 i) 27 85.23,104.54 29.87 92.71,103.58 18.62 92.79,103.49 18.24
£ 351 27 83.54,111.51 37.75 94.04,104.34 13.20 94.15,104.32 12.98

5 2 alll7] 32 RSABE 35.52 93.99,106.08 22.74 93.91,106.00 22.71
BIE 28 RSABE 41.96 94.99.104.73 15.21 97.58,107.61 14.56
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