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Moxifloxacin Pharmacokinetic Study Protocol

\—/x\—/—\

Comparative Studies of 1. Subjects; Body mass index, 18.5 - 30.0 (kg/m?); Body
Ph kineti weight, 50 - 100 kg; Age, 20 - 35 years old; Gender,
armacokinetics among male; Population, same nationality (population) of three
East Asian Populations generations; Hepatic and renal functions are normal.
2. Genotyping; UGT1A1*6, *27, *28, *36, and *37
Moxifloxacin , _SlmvaStatmv 3. Renal function; Creatinine clearance.
,Me_IO)_(Icam 4. Meal; Prohibition of the milk (yogurt) inteke.
y L Extrinsic Factors
Nagoya City University 5. Supplement, Concomitant medication and Drinking
Ph;ﬁggzﬁfﬁg’g;ﬁ;s Presented @APEC, Tokyo water; Prohibition of Al, Mg, Fe, and Ca intake.
Study Design Comparison of AUCinf of Moxifloxacin
Objective To investigate ethnic differences in pharmacokinetics among Japanese, Chinese \—/—\
and Korean hesithy adult males. This study was conducted in thres countries, Bayer Data | Reuised by NHS) Relative AUC difference

using commerciaiized drugs, based on the same protocal. As a control, 3
chinical siudy based on @ similar profocel was conducted in European

Caucasians residing in the U.S, 04
02

Desian Open-iabal, single oral administration study g
Subjects Healthy males. In Japan, Ghina and Karea, persons whase palemal and 8 E 02

matemal parents and grandparents have their awn country’s citizenship are [ S — 5

eligible. For Chinese, only Han people are included. In the U.S.. European 2 =

Caucasians are included. = y g 0 L 4 T

Gy Bz ==

Study drug® | Maxifloxacin (400 mg), PO 2 02 %
End point Pharmacokinetics (Unchanged drug and Metabolitel - AUC, ., Coar T T1z = E_D 2

-Genetic palymarphism (UGT1A1 ) & =

~Safety 04 =

Ho. of subjacts i 2
joots. | 20 subjects for each country (80 in tatal) el | .

Study sites | Kitasato University Research Center, Peking University First Hospital p— p— _
Seoul National University Hospital, SNBL Clinical Pharmacology Center ese — Hmcw Compared with Jaganese

Compared with Japanese

*Marketed drugs in China. The same product lot to be used in 4 countrif Health Labour Sciences Research Grant (Kawai
Project)
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