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Bioequivalence of Levetiracetam Tablets in Healthy Volunteers

HE Xiao-ai', LIU Zhi’, ZHU Gang-zhi' (1.Haikou People’s Hospital&The Affiliated Haikou Hospital of Xiangya
Medical College, Central South University, Haikou 570208, China;2. Hunan Tiger-Xiangya R&D, Ltd., Chang-
sha 410200, China)

ABSTRACT OBIJECTIVE: To study the bioequivalence of 2 kinds of Levetiracetam tablets in Chinese healthy volunteers. METH-
ODS: In randomized crossover study, 20 healthy male volunteers were given single oral dose of test preparation (domestic) and
reference preparation (imported) of Levetiracetam tablet (500 mg). The concentration of levetiracetam in human plasma was mea-
sured by HPLC-UV. All statistic analysis was performed by using SPSS 17.0 statistics software. RESULTS: Main pharmacokinetic
parameters of test and reference preparation were as follow: cn. were (17.34 + 3.45) mg/L and (16.34 + 3.46) mg/L; fu. were
(0.6+ 0.3) h and (0.6 +0.3) h; AUCo were (123.2 + 15.7) mg-h/L and (121.5 + 18.4) mg-h/L; AUC,-.. were (129.4 + 15.3)
mg-h/L and (128.5+ 17.7) mg-h/L. The relative bioavailability of test preparation was (102.0 +7.8)%. CONCLUSIONS: 2 kinds
of Levetiracetam tablets are bioequivalent.
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90(¥/V);9.45~9.5 min, FH 10:90(V/V) 5] 25405 84:16 (V1Y) ;
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Fig 1 Typical chromatograms
A. blank plasma; B. blank plasma+0.312 5 pg/ml levetiracetam control;
C. plasma sample 0.5 h after a single oral dose of Levetiracetam tablets
500 mg
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Fig 2 Mean plasma concentration-time curves of levetirace-
tam in healthy volunteers after a single oral dose of 500 mg
Levetiracetam tablet(n=20)

3.2 HEMEINETEM
ZAR AN Z: He 7 P A2 ZRETE3E 8 AUC-56,  AUC,-. K
Con NP RUE T, IEAT 5 225007, J5 2243 #1 J% Mann-Whitney

F2 ERIZEERFEOMR2MAZHAEF 500 mg ) E
BHHFSH (n=20)

Tab 2 Main pharmacokinetics parameters of levetiracetam

in healthy volunteers after single oral dose of 500 mg Leveti-
racetam tablet(n=20)
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