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BERRABE3I0FIC. 72 T7F VA% h&ELTI0. 20,
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TITHRIRY Y NOBEHBROEYEREINT XA -5 1%
DTFoEBOTHBI Y,
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BRBIEREZE1IOFIC7 = 7%V 2% v b10mg/H TR
M. 20mg/Hz4EB1HIEMAERICKREG L&, &5
BAIRZO6BIC B T 2 HEMEFREINT A —F I TOEBD T

Ho720
Crmax Tmax AUCo,24nr ti2
BSH (ng/mL) (hr) (ng - hr/mL) (hr)
(iinfg) 541.8+227.8 [2.2+1.6| 209234632 |8.2+2.4
(mean#SD)
16.2 TRIX

16.2.1 BREOXE
BERAL6FIC. 72 7%V AY v F0mgz B ICH[A
ﬁu%&g Liz& &, %Hﬁﬁ%&%“: H:/\N(\ Cmax&{fAUCinf
FENZFN28K L8N T L7z,

Cmax Tmax AUCinf t12
BGH (ng/mL) (hr) (ng - hr/mL) (hr)
‘f@(ﬁjﬁg)’é 2049.1+782.3/1.2+0.8|6538.3+1263.0 |6.8*t1.7
%:i?;} 1456.0+514.8/1.8+1.0| 5321.6+910.4 |6.3%1.5
(mean=+SD)
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ThHotc. Fiz. TOMTEROBILEY. ZNh 5 Ok
faEERO 7 V7 a yBlasRicREsnid, 727%Y
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U'CYP3A4/51 9 2HEBRXZRO SN o7 — . 7T
TEF VA% vy hOCYP2C8KRUCYP2D6IZx T AKiflIZZh
FN20R V40 umol/LTh -7z (e MFFIZ7uy—LzHW0
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ag;g 1537.0£430.9 | 496.2+166.0 |6.2%0.9/1.4x1.1
éﬂgg 3296.2+751.9 | 1088.3+178.9 |6.2+1.1/1.3+0.5
éggg 7085.2+1341.2 | 2270.3+866.7 |7.3+1.8/1.2+0.8
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(mean+SD)
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DCnaxlF ZFNZFNI2BE T RO2% LA Lz, £z,
AUC0.24ntlE3%E TR L 710,

1673 AV RXIIY
TR A2661IC7 = 7%V 2% v b80mgH) % 1 H1E KT
4> RX% > >100mg/HT1H2B5HBKEROKRS L
Tl &, 72 T7F VAT Y PDCnaxlZ7%E T L.
AUCo24nrld2% LR U7ze F720 41 Y R AF T2 DCraxk
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16.7.4 FO0F Y
ERRRRA256IC7 = 7%V A% v +80mg® 2 1 H 1 [E KO
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TxT7FRIAZ Y FOMRICEEFTaF L DCrax® L
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1675 7Y 5=
BERERRALZBIIC 7 = 7F Y X4 »v F120mg® %2 1H1EI9H
MIRERORS L. BE5HEHREICTY 7T 3 v (BERE
%5@)25mg%$@%§ﬂ?§25 Liz& g\ 5——\\:/79'7 2 2D Cmax
FOAUCHEZNZENLO6KU22% LR L7z (HEAD T —
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¥ D Crax X PAUC0,24nD EF IS TH o7z F 72w
'7}1/7 T U y@%ﬁ?@ﬁ’ﬂ:(lNRmax@kﬁ\ INRmean,24hr
DERTROEVIRFEEEIGEO LR 1Z7% N TH - 72
(HNEADT—4)19,
2767 = 7F VA% v h80mgH &L T 7 Y
YF UL (ERAAR) (FARIZINRZBEEICRE) =1
HIE4BHEKERZOKRG LizEE, R-TLT7 7Y YD
CmaxZ OCAUC0 240 DR RIZ2%BINTH > 720 F72y S-7
V77V ‘/@me@ﬁ—F&UAUCoz4hr0)J:ﬁ-Lil%U\l7‘T(“
Hotze Tl TLT 7 YDENZEDZEAL (INRnax &
INRmean, 240 D& R K OB VIR FIE B O L7 ) 134%D
WTHo7(FHEADT—4)19,

16.7.7 e ROZOOF P IR
R A3BICT = 7+ A%y h80mg &k Furn
OF 7Y R50mgx BEREOHG Lz &, 72 7F VR
%9 N DCrax X FAUCHD LR IZ4% N TH - 7z (9\{‘)\
DT —%)2,

1678 474U
BEERA23%Ic7 = 7F VA% v b80mgH 2 1H 1[E7H
MREROKRS L. BE5RBBRSHICT A7 ¢ Y »400mg
ZHOEOHRGLEEE, T4 T 4 Y 2 DCrax XV AUCins
DO EFIISBLUANTH > 7 (READT—4)20,

16.7.9 OYJUIVY
ERRREA36HIIC 7 = 7%V X4 » F120mg® %2 1H1EI9H
MREROHRS L, BE5nB%SHICaY 7Y 5y v (BN
RAR)dmgr BEREORE Lz &, g 77Uy oo
Cmaxo){&‘ﬁ‘&z}‘AUCmf@iﬁLi6%r}\|j‘]T% 27222,

E)ARBOER S Wi FHERCHRICE T 2 RARSEIZ60mg/HTH %,

17. ERPRAE
17.1 BNHERURLMEICET 255
(BRE. =REEIE)

17.1.1 EREHEASE D185

BEZSGERBIERE 2026 2 0% & L 7SR5
BEERE_EERAZRCHERBR 2T/, 72 7%
VA& v MOmg/H»5#%5 %2 L. SO EEMERH
E(20. 40. 60X1Z80mg®/H) & CHE % BN ICHEE
Uiz, HEDY A IV 7 I3REBH%K2. 6 U10EE L,
IhD#l6EE THEZMHER Lz,
BB, WHEBREI TSI REL/386. 72 T7FV ATy b
20mg/HEE2/436. 7 = 7%V A% v +40mg/H#E0/41
Bl. 7z7FV 2%y +60mg/HEEL/360l. 77 FY
2% v +80mg/HEEL/41BITH > 7. H5HIAK] 6
(BEBHOMHHAEE CHEXBBNICHER LM% &)
12y MEREEEA6.0mg/dLUL T ICEE Uiz B 0 &4 (F
) R O EHRESHE TcORBBESROFEREGIZ. TROD
EBOTH-7229,

HEBE% 16 O MIERERIE6.Omg/dLUU T EREHR

Y& FRERE e 95%1= HH X [E

BB | omg/dLu Famer| 7 7 ERHEOR| T ()
TR

(384) 2.6% - B
2225%? 46.5% 43.9% 28.1~59.6
42%%63 82.9% 80.3% 67.7~92.9
6%2%? 83.3% 80.7% 67.5~93.9
88ﬁ%$3 87.8% 85.2% 73.9~96.4
AAMEI ORI

N 28 6;8+8 1088

REE 02T omir | 10MMF | 168MT
?;;%T 0.0% 5.3% 2.6% 2.7%
20mg/H 4.9% 2.4%

(43f) (20mg/H) | (20mg/H)
40mg/H 7.5%

(4141) 0.6% 2.5% | (40mg/H) |
60mg/H | (10mg/H) | (20mg/H) 3.4% 8.8%

(364) (40mg/H) | (60mg/H)
30mg/H 17.9%

(4141) (80mg/H)

( YNFEZEEHO 7 2 7FY 25y FORR

ARBICBIBT7 27+ 25 v bOREWEFHENR199
flvp, BIfEH (BEEREBEEORYE 2 80) ORFHE L. 7
T AREE18.4%(7/38%1). 7T FYV A% v +20mg/H
B23.3%(10/4361). 7z 7%V A% v b40mg/H#
29.3%(12/4141). 7= 7F% YV A% v b60mg/HE13.9%
(5/36f). 7= 7%V 2% v +80mg/HE29.3%(12/41
B THo7ze 7xTFVAY Y FEICBTAELEIERIZ.
77 F VAL v b20mg/HEECRERBIE 5441 (9.3%) |
BRE2H1(4.7%). 7 =7 %Y A% v b40mg/HE TREEA



BB 2361 (7.3%) . TSHEM2H1(4.9%). 7= 7FV R
% v +60mg/HEE TRABMIK361(8.3%). 7x7FV R
% v +80mg/HEF T EBIET 2861 (19.5%) . B A2
(4.9%) . PUBEARPEE2H](4.9%) ALTHEMM241(4.9%)
CKH#EM2M1(4.9%) TH -7z, [7.1 1]
17.1.2 EASE MEER

BEZESOERBIERE 2440 2R & Liz7a 7Y
J U BRI R L EE R BB 2T o7 72T F
V2% v F0mg/BXig7a 7Y/ —)L100mg/H#%12H
M5 L. 0%, ThZh40mg/HX1E200mg/ H i
BLAMHEHREG Lz, b, REBERZ 72 TF YRS Y
NEE3/12261. Ta ) ) —)VE3/ 12161 TH - 2. BE
PR #2 83 O MIE R IR E LR (FEFHMEE ) 1B W T,
7Tz T7FYRYy M0mg/HEEO 7R TY ) —)L200mg/
HE I 2IEBHARE N (P<0.001 : JEHHE~—
V135%). iz, BSHAESHE MIEREE6.0mg/dLEL
TR (BIRFHMEER) . 72 7FY 2% v b40mg/H
B82.0%. 7u 7V J—N200mg/HEE70.0%TH > 7z,
EHEHETOREBSERORREAAFITEOEBD T
@07‘:24)\ 25)o

H 5 PR8I D M IE FRIREZ LK (%)

IMEREE | M5 PRERE
WIHAME E{bHga) | BLROBERHZE
BE58 (mg/dL) (%) [95%fEREX ] | $L53BL T
v | P (%)
(I RZE) | (R FEZ)
FaryJ)—)
S =
(1204) : : 6.24 o oo
Y EL [-9.65, -2.84]|" ~-
40mg/ B 8.83 415

a) IMVEFREEFTHAE (B S FGRT O IS FRER(E) 1203 2 B S Rlintk 8T O I E FREEED (LR
#)IEHMMIEICB T 2 PfE

FRMERORBE S
B58 | 0~ 12T |I2H@6ENT | 6E#@SENT
T omam | 17% 33% 0.9%
H2I%M (100mg/H) | (200mg/H) | (200mg/H)
7ii;¥ééyb 1.6% 5.7% 3.3%
(1295) (10mg/H) | (40mg/H) | (40mg/H)

( YRS FEHEPO 7T S) ) — LI 7 2 7FV Ry v hORR

KRRBRICBIF 27 2 T7FYRY v b OREMIENFR243
B, BIER (BERMEEOREZET) ORBFHEE I,
TxTFVAYy MEER2%(10/12261). 7y ) —)
B11.6%(14/12160) TH o7z 7 TF VAT v MRS
B HEENERL. EERBE %4060 (3.3%) TH > 7.
[7.1 2]

17.1.3 BEARAESHER
MiEREEES.Omg/dLEL EOJEE % & T R BE IMGE B
1716120 5% e L RIBGHBAER LIz, 72 TFY
2% v b10mg/HA» 6#%5 %2 L. #5Rm%E3ERIC
Tz T7FIRAY v h20mg/H, #EHBHBE7TEBICT 27
FVYAY Y MMOmg/HICHEE L, H5HKB%I0GER DM
BREBE6.0mg/dLZ B 2 TWiziGE 3B S Mm% 158
BED7xz7%V A%y b60mg/HICHE L. IMiEREHE
H6.0mg/dLU ROFEX 7 2 7F Y A% v +40mg/H%
MR L7z, B, KHBHEEI 7 7+FYRY v b40mg/H
BS5/13161. 7z 7%V A% v b60mg/HEEL/404]T
Hotc. HEHEKISHE. 2638, 52:F T REMED
6.0mg/dLE NICEE L - BEHOE S GERR) I, 727
FYRF vy MOmg/HETIZ. £1Zh93.5. 91.5.
86.4%. F7z:. 7xT7FYRY v b60mg/HEFTIX. T
Fn74.4, 71.4. 87.5%Td 720,
AHBRICBI S 72 7FY Ay bOREMFMARI71
Bl BIER (BRMREEOBE 2 &) OFRBHE L.
T T7FVAY v +40mg/HEE37.4%(49/13141). 7 =
T*VAY v b60mg/HEE35.0%(14/4061) TH > 7z,
Tz TRVAYy FEICBI A ELEER (BREEEO R
WEED)E, 72 T7FVAY v M0Omg/HEE TR E B
2%2601(19.8%) . BAEIE7H(5.3%) PHEREAH](3.1%)

7 7%V A5 v F60mg/ HBECRERMBIEIZH (22.5%)
BHERE 361 (7.5%) « VB34 (7.5%) « AR 24
(5.0%) TH -7, [7.1 BHR]
(B AALREEEIC £ S S RERIIE)

17.1.4 BN IEER
{LBFEEAT T E O BEEEBFHF 2 Ric7a 7Y
J U BRI E R R LB 21T o 720 72 T F Y
A% v b60mg/HXIE7 a7V ) —)Lik300mg/H [B#%
REFEED H 5 HEE (30=eGFR<45mL/min/1.73m?2) Tl
200mg/ H] z b aak i Than 24k Rl A 5 6 H % 5 L
7zo BEMIB6HZ E TOMERMBMBAUC (ZEIHMEIER)
& 7Y ) = VBICHT 57 2 TRV AY y MEEOIE
HHEMRENTZ (FELHE~Y—Y V1E150mg - hr/dL). 7z,
7z T7FVAY v b60mg/HOREIC & V) IMERERE I$ 5
Ehtne B £ TRFFNICHED L7220, 28,
ARBRICBI A7 27 %Y 2% v F60mg/H D% 2
XFRABIFF 1B (2.0%) ICBHWERARED 5 iz, £ OREIEA
&, ASTHM. ALTHMTH -7z,

H5RIR6 H % % TOIMEREHEAUC

MiEREE
158 AUC(mg - hr/dL) FEREZE
RN PE [95% 5 HE X [H]
TR
Tar) ) —u
200~300mg/H 513.44+13.13
(5041) -33.61
TxTFYAY v b [-70.67, 3.45]
60mg/H 479.82+£13.26
(4941)
Bz 72 7F¥VRY Y VEE-TU T ) —)VEE
M PR E O R RHERE X
(mg/dL)

8 -

—o— 7T FVYRYTYINE (496)

-—e—-7u /) —)LEE (50fl)
mean=+SD

=L RERA H

RIS
N

0 T T T T T T T
Day-1  Dayl Day2 Day3 Day4 Day5 Day6
T syl
) ARAIOAR S NI FHERCHRICE T 2 RARSE1E60mg/HTH %,

18. EZpEIR

18.1 {EFAER

1811 7x7FVA¥ Y bME, RBBERZELFH >V F o4 FY
¥ —Y OBt (Kif§ : 0.6nmol/L). B (KifE :
3.0nmol/L) #WInbHET S &K REBERZ
H#9 3 (in vitroiEr) 29,

1812 7z 7FVYR¥ v b, fhOEELZTY Y - Y I VUK
WEEROFEEICHEZ RIS, FH U Fo4FI5—F
ZRINICIHET 5 (in vitroilkg) 2,

18.2 EIB{EF

18.2.1 M RELE TEMA
Fv MMIEE., BRBIVEETIV)T727FIAY Y M
BOKEGICED., MAPREEZETS 30,

18.2.2 FRPRESE TER
Sy RNTT7z7FVAY Y NIROKEICKD . RPRE
EEREREE30,

19. BRI ICRET 2IEEZHIFR
—fi%& : 7 7%V ¥ v b (Febuxostat)
{E24 : 2-[3-cyano-4-(2-methylpropoxy)phenyl]-4-
methylthiazole-5-carboxylic acid
PFR  CieH16N203S




DFE : 316.37
M R HBEOHEK. NN-VXAFILARLLT I RIZBEFRTL,
VAFNANVKEF Y RIZRPRBBIRTL. ¥/ —L
(99.5) IR RBIFICL K X¥ ) = LEUTTE = b
VINZIBFIZL K, KITIZIFEAEBT 20,
#ER
CHs

N
. N COzH
S

HsC
W/\ 0

CHjs CN
= R9209°C (53F#)

21. EEBSR
G 2 7 EHEE 2 FED B EYNCERT D Lo

22. 3%

(FxTF+YRI v bEg10mg[DSEPI)

(PTP) 100%%(108Ex10) 500%E(10%E X 50)
(FSAF V7RI NS) 5008
(ZxT+YR9 v hE20mg[DSEP])

(PTP) 100%E(10%Ex10) 500%E(10%E X 50)
(F52F v 7RI 1 NF) 50088
(FxTF+YR9 v hE40mg[DSEP])

(PTP) 100%&(10%E % 10)
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14) Khosravan R, et al. : Br J Clin Pharmacol. 2008 ; 65(3) :
355-63.
15) EEYHEEIEH (FIEER) (7 =7V 78 - 201151 H21 H&AZR.
CTD2.7.6.20)
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23) #HNER 1 7Tt AN REE R - EE AR EEER O
E % & CERBRINERE) (77 7§ : 201 14E1 H21 HA&R.
CTD2.7.6.33)

PEUCERBIERE) (727U 78 201 1FE1H21 HAE.
CTD2.7.6.35a)

25) 7a ) ) — LB EEREGE (7 = 7)) J§E 201141
H21H&RR. BEFREE)
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