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Bioequivalence study of
ZILMLO® COMBINATION OD TABLETS HD “TOWA”
in healthy Japanese adult male volunteers
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tmax (hr) 2.47 +0.56 2.19 £ 0.95
tie (hr) 10.04 +0.83 9.95 +0.77
AUC- (ng+hr/mL) 19800 + 3235 20038 + 3272
MRT. (hr) 9.54 +0.95 9.37 +1.00
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AUC. (ngchr/mL) 125.7 £ 27.3 129.3 £ 22.6
Cmax (ng/mL) 3.476 = 0.549 3.663 = 0.611
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FIEEOBE N.S. N.S. N.S. N.S.
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K13 TYNYIVY v OIEYEHIRE/NT X -5 KH YRR

H OH BRI REAERLH
AUC. (ng+hr/mL) 16750 + 3213 17591 + 2974
Cmax  (ng/mL) 1852 + 234 2170 + 325
tmax (hr) 2.78 £ 1.06 2.34 +0.70
tie (hr) 9.54 +0.77 9.61 =0.75
AUC- (ng+hr/mL) 17140 + 3362 18007 + 3128
MRT. (hr) 9.68 = 0.78 9.54 +0.75
kel (/hr) 0.07311 = 0.00617 | 0.07259 + 0.00616
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B XU tmax OWEDORER, WA O FHEHICE
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4 FBRFB X OCEHERA O MR T A0 D U ERERR OKd Y IRARER)
(n=16, FE+EEERSE, O @ HAREA, @ @ FHERH)

F14 T LuPEVOHEYEENT A8 KbV KRR
H OH AR A P HERL ]
AUC. (ngchr/mL) 109.1 £25.3 109.1 +20.9
Cmax (ng/mL) 3.097 = 0.610 3.250 = 0.532
tmax (hr) 6.3+1.1 58+1.3
tie (hr) 35.52 + 6.86 35.98 + 5.64
AUC. (ng-hr/mL) 147.4 +39.5 147.2 +35.9
MRT. (hr) 27.49 +1.77 27.31 =1.28
kel (/hr) 0.02016 = 0.00366 | 0.01965 + 0.00267

n=16, il = FHE(REE

R 15 LW FRIEEEREG ST A — & ORBETRED FIIED A X O D 90%(E X H

UK Y g H#ER)
ST 5 INTG A =% AUC, Cmax
- R SFEED = log (0.9507) log (0.8560)
TENTVT L G006 | 1og(0.9101) ~ log(0.9932) | log(0.8161) ~ log(0.8979)
F ATy %‘i@fﬁ@% log (0.9917) log (0.9483)
90% (=X | log (0.9449) ~ log (1.0408) | log(0.9007) ~ log (0.9984)

FR16 SENT A=Y DVEEDES X FEEOBERSE Okd YRR

EalBIES INTA—¥ AUC=- MRT. kel tmax
SEYEE D7 . . . .
OIS THEEDZE | 10g(0.9505) | log(1.0151) | log(1.0070) 0.1867
SFIEEOE N.S. N.S. N.S. N.S.
SEYEE D7 . . . .
ey FHEEDZE | 10g(0.9938) | log(1.0054) | log(1.0193) 0.0978
FIEEOBE N.S. N.S. N.S. N.S.

N.

S.: HREERL (a=0.05
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