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= Cmax tmax AUCO,24hr t12
= el (ng/mL) (hr) (ng+hr/mL) | (hr)
1019.1 3658.5
+ +
40mg/H 1HHE +343.2 1.8+0.8 +625.6 6.3+1.6
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5#%1208M £ coERHMRIL7.8~15.8%TdH -
Tzo Fiz. REMW 2 & D - RHETEED R 51421 6B
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(Child-Pugh A\ B) K7z 7FVA¥ v b
80mgED % 1 H 1 BI#ARIC7 H R ERORS Lz &
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FHEE (2461) D Cmax XU AUCo,24nr (& 5 147 57 BE
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L200mg R OKEET L 3 = 1225mg 2 &H T %
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ERUA > K443 >100mg/H<1H2ME5HBRE
BOKELIEE, 72 TFVYRAY Y FOCnaxld7%
ERU. AUCo24nrl32% LR U7z Fhoo A1V KXY
>V DCmax XV AUC), 240 DR T IZ2%IN T H - 72
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7y v rU L (BERNRER) (ARIZINRZE
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R-T7IWV7 71U ¥ DCmaxS& FAUCO, 240 DK RIE2% L
WTHo7o oy S-TLT 7)) ¥ DCraxDE TR R
AUC0 240D EFIZ1I%BLINTH 5720 £720 TILT 7
Y ‘/@%ﬁ%o)gﬂﬁ (INRmaxtINRmean,Zélh@{&—F&
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16.7.7 e ROZOOF 7 IR
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Vv (BNRAR) dmgx BOEORE L& &, O
2T E Y DCnaxPE T K FAUCint D _EFIZ6%LL
NTH > 7225,
16.8 ZDfth
(TTTF+YRYw hE20mg [YDD
Tz TFVAY Y bE20mg [YD] & [GEVPERD
ROETERF O LN RIEERER T 51 > (FH
2E3H19H FAEREER0319%E]1F)] IEOE, 7
THFYAY v ME4AOmg [YD] #iZHRBF L Lz L &,
BHZENICE D EEENICHS & Ak s hiz20,

*1) AEORBSIN-HERVCHRBICBI32RABRE5EIE
60mg/HTH %,

17. BRRRGE
17.1 B RURLEICET 3HR
17.1.1 EIN&HASE I 4B55R
Az ZCRRBIMERF 2026 2 HRE LTIt

Tz TEVARY Y M 0mg/Br 65 E2MBL. KB
DOEEHERAR (20, 40. 60X1380mgEl/H) £T
AE*BEMICHER L, HEBOY 1 IV 3R EH
B2, 6RUCI0EE L. ZhlliEleBE CRES M
Bli, B, REBZHIT 5L REL/38%. 7=
TXYV A% v b20mg/HEE2/430]. 7TV A
% +40mg/EBEO/ALHI, 7= 7%V 2% v F60mg
/HBEL/3661. 72 T7F VA% v b80mg/HEEL/41
BlITH o7z, HESHBEIER (FROMBHEST
FEZBREMICHERE L -HBzEl) I, MBRERE
H6.0mg/dLEL NICERE L - BFHOEIE GEREK) 13,
TROEBYTH 7227,

HERIR% 1638 O MEFRERMEC.Omg/dLEL MR

I PR ERfE
fitdsaics 6.0mg/dLLL R T RBEDE
TR (384l) 2.6% —
20mg/H (43f1) 46.5% 43.9%
40mg/H (4141) 82.9% 80.3%
60mg/H (36fl) 83.3% 80.7%
80mg/H (414) 87.8% 85.2%

KRBICBII AT 27V 2% v s OREMFFMNR
19961, BIEH (BABEEORE2&T) ORH
. 7oA BE18.4% (7/38(l). 7= TFYVR
4w h20mg/HEE23.3% (10/43%1). 7= T7F YV A
% v MOmg/HE29.3% (12/4141). 7=z 7FV A
% v h60mg/HEE13.9% (5/36f1). 7z 7FV R
% v F80mg/HEE29.3% (12/4141) TH-7ze 7 x
TEIZAY Y MEICBUYAELBERIE. 7= 7%V
A% v +20mg/HECREMEI RG] (9.3%). BR
2B (4.7%). 7= T7TFVA¥Y v F40mg/BEETH
B3 (7.3%). TSHIEM2H] (4.9%). 77
FYRF v b60mg/HEETHREBEM 236 (8.3%).
Jx7FYVRYy ~80mg/ H B T BE & 4 84
(19.5%). BAERw26] (4.9%). PUREAS PR 24
(4.9%)+ ALT#EmM2%1 (4.9%). CKIEmM24
(4.9%) TH o1z, [7.3H]
17.1.2 BA%E MEEER
FE%EECERBIERE 24462 0HRE LTS

TJxT7FYAFY M10mg/HXE7a Y J—)
100mg/H % 12HE#E L. £0%. ZhZh40mg/
HXix200mg/Hici#E8 LA4AMEE Lz, 8. &
HEREI 7 T7FV Ry FR3/1226]. Ta S
J = IVEE3/ 1211 TH - 7. BE5RE%IBOIMIBR
BeEALR (EEFMAEER) IKBWT, 72 7F VR
% v 0mg/BEO T 7Y ) —)NL200mg/ BB
T HIELUARENLZ (P<0.001: FEHHEv—Y VI
5%). F7z. HEHMABBEOIMERIEHE6.Omg/dL
DUrERE (BIWGHEEEB) &, 72 7FVYR¥ v b
40mg/HE82.0%, 70 7Y ) —1L200mg/ HE
70.0%TdH - 7z. HHE5HIE T ORFEEBEH R OFHE
BRITROEBY TH 722929,

FGRMERSE D MERIREZE(LR (%)

MEREEMNE | MERBE
(mg/dl) | g () | HIFOREE
BB 95%EHER] | 3£
T4 4y P
(E¥RFE2) | (EREE)
TaTVI | g e 352
200mg/H
(1.24) (14.7)
(12041) 624
- P<0.001%
JLTFIRS Y b 1.9.65,-2.84]
sng/H 8.83 415
(1226) (1.32) (12.1)

a) MEREMIAME ($5FMMATOMERREE) 18] 215
iR SIA D MIERIRIED (LR
#) FEHMEMEICH T HPE
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JREBEE R OFRBREE

5B 0~12HLF 61 52@ Eﬁ 8%%%?
7§3§£g§5”” 1.7% 3.3% 0.8%

(12141 (100mg/H) | (200mg/H) | (200mg/H)
7If$éi§”* 1.6% 6.6% 3.3%

(12261) (10mg/H) (40mg/H) (40mg/H)

() HRYEEEoT7TO Y ) — L7 7F VR Yy FOFR

RRBRICBIT 27 2 7FY 25 v FOREWFMIR
243019, B (BABEEOREZEL) ORK
BEX., 72 7F YRSy MEER.2% (10/122%1).
TuF) ) —LEE11.6% (14/121%1) TH -7
Tz T FVRAY Y MRICB T2 ELEERIE. REBE
figafl (3.3%) TH-o7z. [7.2H]

17.1.3 BARIRSHER
MEREEEY.Omg/dLLL L OFEJR % & o FREE IME 2
E171Hl e R E Li-RARGHBEER L, 72
TEIRY v M10mg/Hr 6# 5 2B L. H5HE
BIBEAICT = TFYR¥ v b20mg/H. H5HHE%Z
TEAEIC7 27V A%y b40mg/HICHEE L7z, #
5 hitat2 1038 B o & FREEE A 6.0mg/dLZ#B X T\
BERBRERBRISEELD 72 TF VYRS v b
60mg/HICHER L. MERBHEA6.0mg/dLLL T D
BE72T7FVRY Y FOmg/HEMRF LIz, 2B,
ZHEZEIIT7 =7+ AY v MOmg/HEES/1314l.
7T 7HYVAY Y +60mg/HABEL/A0BITH 570 $
EpiiG% 188, 263, 5238 TIiEREEAH6.0mg/
dLMTICBEZ L BFHOEA GERE) &, 7=27F
VA& vy b40mg/HEETIE. £hFh93.5. 91.5.
86.4%. F/:v 7xTFVRAY v b60mg/HEETIL,
FNEN74.4, 71.4. 87.5%TdH > 7230,
RRBRICBI 27 2 7FY 25 v s OREWFMXTR
171605, BIEH (BEABEHEORE2E&T) ORKR
B, 72 T7FVRY Y MOmg/HEE37.4% (49/
1314). 7= 7%V A% v b60mg/HEE35.0% (14/
40f1) THolco 7 TFVRY Y FHICBITBER
BIfEH (BAMEEOREEZET) X, 72 7F V2R
% v +40mg/HEE CREBEE #2661 (19.8%). B
J7H (5.3%). MEE4AF (3.1%). 7=z 7F VR
% v F60mg/HEF CREBEI RG] (22.5%). BAEHE
3B (7.5%). MEEFE3B (7.5%) HUEADE2H]

(5.0%) TH-olz. [7.2]

F1) RAORBEN-HERCHBICB T 2RARER1E
60mg/HTH %,

18. EINEEIE

18.1 {ERKERF

1811 7x7FVAY Y ME. RBBERZESFYVF U F
FU ¥ —-YoBLE (Kif: 0.6nmol/L). EtH
(Kifli: 3.1nmol/L) #WFhnsHET L EICEX
0. REBAERZIMHT S (in vitro #Ek) 3V,

1812 7x7FVAY Y M, thoEELSY Y - Y I Y
CRBIBEEOERICHERZ TS, FHUF U F
VH -V EBRNICEEST 2 (in vitro i E) 3V,

18.2 FEIR{EH

18.2.1 M-hFREYE TYEMA
Zv b (E¥. BRBOEETN) T7zTFIR
Zy bEEOKRSICED, MPRBEZETSE

7232,

18.2.2 FRPREAE TER
Sy FTTzTFVARAY Y MEIROKBSICED., R
REEEEET S5,

19. B ICEAT 3IE{EENR
—fRELZH : 727 F VY A¥ v b (Febuxostat)

{ft % 4 :2-[3-cyano-4-(2-methylpropoxy)
phenyl]-4-methylthiazole-5-carboxylic
acid

5 F 3 CieHisN203S

7 F #:316.37

i R:BHEOHRTH S,

FVAFINANAEF Y FIZRRBITFLT L,
IH =)L (99.5) IZRRHEFIZ< L, K
IIZEAEBT BV,
b
CH;
N
/ CO,H
2
H;C
\‘/\O
CH, CN
22. 8

(FxI7+VYRIv rgE10mg [YD])
1008 [108E (PTP) x10]

500%€ [108¢ (PTP) x50]

5008 (7L 3IR)

(T TFYRYw hiEg20mg [YD])
100%2 [10%E (PTP) x10]

5008¢ [108E (PTP) X50]

5008 (7L 3IR)
(FxTFYRI v LE40mg [YD])
1008% [108E (PTP) x10]

23. FEk

1) EFEREEBE (v b)) (727V 78 20115FE1H21
HA&ZE. HEEEREE 2.6.6.6)

*x2) Lehtisalo M, et al.: Clin Transl Sci. 2020; 13

(6) : 1236-1243.

3) BAEH (FTX, Fv ) (72778201141
H21HA&ZR. HFEERME 2.6.6.5)

4) ImEEPEE RO (BERA. BE) (7279 78 :
201 1EE1 H21 HA&RR. HEEERME 2.7.6.1)

5) mEEHEE (BERA. BE) (779 78 20114
LA21HAGE. HFEERIE 2.7.6.5)

6) MEFHEE (BERA. KE) (727978 20114
1A21 HA&GR. HEERIE 2.7.6.8)

7) MmiEEE (BREIESRE. KE) (727078 :
201 1E#E1 H21 HA&RR. HEEERME 2.7.6.31)

8) (MR FBEEANER « WA RS MEHE (5810mg)

9) (KRBEEMLNER  EYERNREERE ($840mg)

10) Mukoyoshi M, et al.: Xenobiotica. 2008; 38 (5) :
496-510.

11) Grabowski BA, et al.: J Clin Pharmacol. 2011; 51
(2) : 189-201.

12) RR# (v ) (727U 8201 1FE1H21HAR., H
EERE 2.7.2.2.1)

13) MmiEFEE (BHEETESE. KIE) (727 78 :
2011 1H21HA. FHEERMHE 2.7.2.3,

2.7.6.13)

14) Mayer MD, et al.: Am J Ther. 2005; 12 (1) : 22-
34,

15) Khosravan R, et al.: J Clin Pharmacol. 2006; 46
(1) : 88-102.

16) Khosravan R, et al.: J Clin Pharmacol. 2008; 48
(9) : 1014-1024.

17) Khosravan R, et al.: Br J Clin Pharmacol. 2008;
65 (3) : 355-363.

18) EYMEEMER (HIEAD) (7 27V 78 : 20114F1A21
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28)

29)
30)
31)

32)

24.

26.

H&GR. HFEERME2.7.6.20)

HEYMEER (aveFy) (727 78 201141
H21H&R. HEERMIE 2.7.6.18, 2.7.6.19)
Khosravan R, et al.: J Clin Pharmacol. 2006; 46
(8) : 855-866.

BYHEER (FY753Y) (72797820114
1H21 %GR, HEERBE 2.7.6.16)

BYMEER (TLV779Y) (727 78 : 20114
1A21HA&GE. HHEERMIE 2.7.6.23, 2.7.6.24)
Grabowski BA, et al.: Br J Clin Pharmacol. 2010;
70 (1) : 57-64.

BEYHEER (74749 Y) (727978 : 20114
1H21 B4R, HEEREE 2.7.6.25)

EYMHEER (0> Z7V%YyYy) (7279 788 : 2011
SF1A1HAR. HEERME 2.7.6.26)

) (B BEEEANER  EW2REERER (3820mg)
) 77 AN REERCEERARMKIDHEHR (ER

2ECRRBIERE) (7279 78 2011£1H21
HA&GR. HFEERME 2.7.6.33)

7TarY) ) =t REER L ZEEREERE (RBE%
EUBRBIERE) (727U 78 2011FE1H21H
A, HFEERMIE 2.7.6.352)

7)) =B EEREERBR (72T J8E:
201 11 H21 HAGR. BERES)

E#R5HER (BRZ2E5CEREBERE) (727970
$E 1 201 14E1 21 HARR., HEBERMIEE 2.7.6.40)
Takano Y, et al.: Life Sci. 2005; 76 (16) :1835-
1847.

MR CRPRBETER (Sv ) (7279 78!
201 14E1 H21 HA&RR, HEEERME 2.6.2.2.2)

XERERUHEVEHEE

HREHHEEE BERERE

EILEEILTEPITHE3697 &8 S
B8, 0120-647-734

SUEARTERES

26.1 SHERSETT

‘// trawu PEE

ELRELMERIMSE3697 &8s
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