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Pharmacokinetics Study of Benfotiamine Tablet in Healthy Volunteers

CAI Ning-fang', LUO Xi’, CHENG Ze-neng’ (1. Dept. of Pharmacy, Zhangzhou Municipal Hospital, Fujian
Zhangzhou 363000, China; 2. Dept. of Biopharmaceutics, School of Pharmaceutical Sciences, Central South
University, Changsha 410013, China)

ABSTRACT
healthy Chinese volunteers. METHODS: The open, random clinical trial involved 12 healthy volunteers who received a single or

OBJECTIVE: To investigate the pharmacokinetics of single or multiple oral doses of Benfotiamine tablet in

multiple doses of benfotiamine 300 mg to study the pharmacokinetic characteristics of benfotiamine. The concentrations of thia-
mine and thiamine diphosphat (TDP) in plasma or erythrocyte were determined by HPLC-FLU. The main pharmacokinetic param-
eters were calculated by compartmental model fitting using WinNonlin 6.1 program. AUCy2 , of TDP in erythrocyte was calculat-
ed by trapezoidal method . RESULTS: The main pharmacokinetic parameters of thiamine in plasma after single and multiple dos-
es were as follows: #,, were (1.6 £0.4)h and (2.1 £0.4)h, AUCo-» were (1 819.9+336.3)ug-h/L and (3 034.8 £806.9)pg-h/L,
AUC, .. were (1 835.3+331.7) png-h/L and (3 085.8 £ 774.0)pg-h/L, cux were (520.5 + 130.2)pug/L and (679.4 + 136.6) pg/L,
CL/F were (177.1£30.5) L/h and (116.7 £ 33.6) L/h; Vo/F were (401.3+129.2)L and (334.2 £81.3)L; MRT were (4.3+0.9)h
and (5.3+0.4) h, respectively. AUCqo-» of TDP in erythrocyte after single and multiple doses were (3 432.9 +815.5)ug-h/L and
(5 013.4+965.7)ug-h/L, respectively. CONCLUSIONS: After multiple doses, the thiamine in plasma appears to be accumulated
and its elimination is decreased. TDP in erythrocyte also shows accumulation, and its level remains stable within 24 h when the
steady state achieves.

KEYWORDS Benfotiamine tablet; Thiamine; Thiamine diphosphat; Blood concantration; Pharmacokinetics
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Fig 1 Mean concentration-time curves of thiamine in plas-
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Fig 2 Mean concentration-time curves of TDP in erythro-
cyte after single and multiple doses of benfotiamine in 12
healthy Chinese voluteers

F1 REVERREESEBRESROBREBERE RGN
KRR ERAHFSHRAMEMH TDP (X £5)
Tab 1 Main pharmacokinetic parameters of thiamine in
plasma and TDP in erythrocyte after single and multiple dos-
es of benfotiamine in 12 healthy Chinese voluteers(x+s)

BES 3 HRZ25(300 mg)  FELLZUEL25(300 mg.qd)
Cos L g/L 520.5+130.2 679.4+136.6
Loy h 1.8£0.5 1.8+0.5

AUC) 241, (19 g'h/L
AUCy-», pg-h/L

1 819.9+336.3
1 835.3+331.7

3034.8+806.9
3085.8+774.0

fiz,h 1.6+0.4 21404
CL/F,L/h 177.1+30.5 116.7+33.6
Vi/F,L 401341292 334.2+81.3
MRT,h 43+0.9 53404
fue,h 0.7+0.5 0.4+03
s o g/L 14.96+10.6
Cour Bg/L 679.4+136.6
ERURH(R) 1.016+0.0

AUCo21, pg-h/L 34329+815.5 5013.4+965.7
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