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STFX 25 mg, 50 mg, 100 mg, 200 mg 22 Jif I ML [m]

P G-RE O IME PR L, P59 1.0~1.3 B T Cou l 3%
L7 50 mg B & U8 100 mg 22/ RE HL AP 5-RE D Cro 12
ZhZh0o5lug/mLB & F100ug/mLTdH Y,
AUCo-u 1% 262 pg - h/mL BX U555 pg - h/mL T
Holzo tipld 62 G B L ST RRITH - 72,

B L 72 Con DX B L 72 P2 5- A5 5 10l
JHEROM X 1% 0918 (95%CI=0.796, 1.041), *FEZik
L 72 AUCoum DX ELZE M U 7P 5212503 5 IR A o
ftH %13 0.998(95%CI=0.879, 1.117) TdH - 72, 72, CL/
F O—tiE S ORR, ERICL 2 HELRZEH)
RO Lol (P=0661)
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BETEIPZED SNz, L2L, WFNONRT XA—=F(2
b Z2MER - L BB S OMICHARERZITRO O N L 2o
72 (twa : Wilcoxon OFFSAFNENARE P=0.06, Coa : XF
DB DHREP=039, AUCen: XIS D H 5 t Mg
P=060),

PIEX Y, A5 STFX OIfiLifh3EEhRg |
BERIZEIRWZ PRSI N,

B R SRR D RRIE Y 7 M B BRI TUL, T4 BRI

2% A
Bl

* i B YL AR T T X B A T 40-3



VOL. 56 S-1 STFX D% T AHERARER 155
Table 1. STFX pharmacokinetic parameters after a single oral dose in fasting healthy male volunteers
Dosage Cinax tmax ti2 AUCoint MRTo24n Vd./F CL/F
n .
(mg) (ug/mL) (h) (h) (ug - h/mL) (h) (L/kg) (mL/min)
25 6 0.29 +0.08 1.3+09 52=*1.1 1.52+0.31 54*1.6 1.8+0.3 284 54
50 6 0.51%0.14 1.2£0.5 62+04 2.62%0.52 59+0.5 28+0.5 327 £57
100 6 1.00 £0.14 1.2%0.5 57%0.7 5.55+1.22 58+0.5 25+0.7 313+72
200 6 1.86 +0.36 1.0£0.0 52%0.7 12.04*3.26 6.2+0.7 21+0.2 293+76
(Mean £ SD)

Table 2. STFX pharmacokinetic parameters after a single 100 mg oral dose in healthy fasting or non fasting male volunteers

Status Crmax tmax tie AUCo-inf MRTo-24n vd./F CL«/F
(ug/mL) (h) (h) (ug * h/ml) (h) (L/kg) (mL/min)
fasting 1.00+0.14 1.2*0.5 5.7%0.7 5.55+1.22 58=*0.5 2.5*0.7 31372
non fasting 0.88+0.31 20%0.8 55%0.5 5.81*1.31 6.4=*0.5 2.3%0.3 298 £61
Paired t-test )
®) 0.3944 0.0625* NT 0.6002 NT NT NT

(Mean = SD) NT: not tested
“Wilcoxon's signed rank sum test

BRI L, 7K S 2 WIBNT I X 1) SR BhiE
NG A= FHENT 5 L) TERGOBREYB)EIC
DV ICH|MEINTVW S, T HAbET, av
R= AV FETFNVEFEIZIEDSCETIVRINICE D, HEE
EREOBNERE SN, BEINEFT VI
FWEETFHHSTHE L Do LALEDS, ETF VK
LN CIX, MATET L, 7V X8RV 7
b 2 7HIGERYED D, FOMBOWY hdDZE{T-T
WHRWHAIZIEFE—F — 7 THRTHENSEIC L ) Z 0k
BAET BN D 5 1995 E DG T, KAEHRY
HOEYEHRFNDO /- DIZ2-T U I)S— F AV FEFI
FHOIEN2EHBL 72D, Con® AUC R ERET NV
RS WIS E DB LTB Y, SRy & EN

R —H, tello2WnTiE, 223 8= XV NETF
VEATIC X Y B A2 37l L 7z sl o i fE (CF39fE T,
440~5.02h) & AT, #EMZFHM L 724 EIE ek
EWHE o TWAEY, ZoERIINSL, HEHER
FBICHEZRIZTIOTREZVWDIDEEZLND,
X 18
1) Nakashima M, Uematsu T, Kosuge K, Umemura K,
Hakusui H, Tanaka M: Pharmacokinetics and toler-
ance of DU-6859a, a new fluoroquinolone, after single
and multiple oral doses in healthy volunteers. An-
timicrob Agents Chemother 1995; 39: 170-4
2) BEAGEAREEFHEATME  ERESOBKREYE)
BRERIZOWT, [REFEREHE 796 5, FK13E6 H
1H

Pharmacokinetics of sitafloxacin (DU-6859a) in healthy volunteers

Mitsuyoshi Nakashima

Hamamatsu Institute of Clinical Pharmacology and Therapeutics,
40-3 Sukenobu, Naka-ku, Hamamatsu, Shizuoka, Japan

We studied the pharmacokinetics of sitafloxacin(STFX) in healthy male volunteers given single oral doses
25 mg, 50 mg, 100 mg (fasting and non fasting state), or 200 mg. Non compartmental analysis was used to cal-
culate pharmacokinetic parameters of STFX. C... of 0.29, 0.51, 1.00, 0.88, and 1.86 of serum appeared within 1
to 2 h after administration. After C...x was reached, serum drug levels decreased with elimination half-lives of
5 t0 6 h. Crae and AUC-i¢ increased in a dose proportional manner. We found a good linear correlation be-
tween administered doses and resulting Cu.x and AUCo-i. Food intake did not significantly influence STFX

pharmacokinetics.



