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Febuxostat Tablets 10mg * 20mg * 40mg “Chemiphar”
$£10mg $£20mg $£40mg
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2.1
2.2

(RDEBEICIFZRS LBV &)

O B B 5
ANHT N VIKHM I T F 4 7)) v 2G5t
nEE [10.1 2H]

3.1 #HR%

3. #ERK -

PR

HR7E 4

T TFIRY vk
$E10mg [ 3771

T TFIRE v b
$E20mg [ 37 7]

T THFIRE v b
$840mg [ 37 7

BRIRLSY
(1%EH)

T TFIRY Yk
10.00mg

T TFIRAE Y b
20.00mg

T TFIRAY Y b
40.00mg
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FLEKFIM. By

FLT 7 —{bFr Ty, e raFy o
Leru—A, BEREKTrABHB, J0AANLAT—ZF M)
Ly ATFTTI VBT TR YL, 00—, v/ 0
I—)L6000. B(LF %>, HLFunay

3.2 REIDMHEIR

T TFIAY Yk

T THFIAY Y b

T THFIRAY Y+

7. BERURAECEET 5FE
(ERE. SFRERIE)
11%@&?% ;émﬁw% 1, MAREREO 2 &R
ICK DA R (BEFIE) PHERINLIEFHLID
T, K%@&%iwngKM@ﬁ%b\&%ﬁ%#az
HEELIEIC20mgl H1El, #5562 5 65EM LR 1240mgl
HIE#HEG ET 258, hricEBEgdT sl s, b, HE
BB EFDICEET AL, (8.4.17.1.1-17.1.3 £HE]
(D" AAEREEICHE S S FRESIIE)
%7.2 RENZ DB AHEERR]L~2HE D 6152 BBT 52 &
#7.3 BRERE T RBEZE=FY V7 LN 6, {LEE
FHIBSHBE E TIRET 52 & B EBEDRRBIZIE U T,
BEHEsEEEET A2 &,

8. EEREAKER

(GheELLE)

8.1 HERERENHSDLNE I ENHHD T, FEIREGHILE
HWICTREZITO S BEORBETFICEET S &,

WAL ge1omg [ 37 7 )|#220mg [ 37 7 |§¢domg [ 37 7]
ek HE~MEEDO 71 | HE~MBEEOERAV DT 1 LA
VL d—T 1 2 THE d—75 1 VT8
AN
» | B | W
I — — [—
BEE 6.1mm 7.1mm 9.1lmm
Es 2.7mm 3.0mm 3.7mm
HE 89.0mg 130.0mg 258.0mg
s o 1 TzTEFY TzTEFY T T7xY
HWAT=F 555 07377 07377
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(DN AAEREEICH S BRERINTE)
*5.2 KFNIOBEHICH 7z > TE, BEAEEMBEOIE) X7 %
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*5.3 AANIBRITER SN REZ DT HERIZZ Wz, M
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S PRERIMAE)
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[11.1.1 B8]

8.2 KRS HIIFRFEEEDFFROEELZEE L. BEEIR
D oNTHEITRRIEREMEOREEZERT 5 L.
8.3 DINBEEAET HBABE L2 NRE Lo KRR IC
BWC, 7af) ) —LVBICHEBLT 72 7F Y RAY Y b
BT OMmE %@%}E%JA?P Mol DHEN D B, KAl

159 55510 NERBOEERH - e HKFITER
5L, [15.1 ZH]
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8.4 ARNIREEE FETH Y., FEBEER (BERKE) FHBE
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ﬁ vareFr, FEATFOA RERKER. BISRE
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9. ﬁEﬂfmaEﬁgé%%ﬂJﬁgéiﬁ

9.2 BkgerE=E

9.2 15&@%&%@%%%

HEOBHREBREDH 2BEEZMNRE LBEFRRABRIIE
fEL Tz, [16.6.1 2]

9.3 FFHigeelEEEE
FAERERED H 2 BE L2 NRE LBERRBITERL TV
W, [16.6.2 2]
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TR SUSEIR L C W A ETREE D H 2 I, B EOERE
Y% EEl 3 &M SN AEEICOAEETHT &

9.6 =L
HELOBERERUOBARBEOEREEZEZE L. BAOMK
XMt d a2 &, BMER (v b)) THREN
HHHRICBITT A EPMESN TS, T/, BER
(T v MIBI 2 HEERKRUOHER OFELCITREDOH
HEICBE9 23B%) »12mg/kg/H (60mg/HTOR b
HRBEEDLLIE) DETHEROERICFY > F o &
HESNDERILE D 5V ITHEA. 48mg/kg/H (60mg/
HTov hoIMmiERREED39.3(%) THRARDOETR. (k
EREL EOFRFMH. FRIEO KRB L O FRIRE
MoOERPRD SN TVnBY,

9.7 INR
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REZWRE LERRABRIIERL T,
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& V¥ oB|IAUCHK ERT sz e TS
SRBICERTSZ LY/ —)L (FEH) cHshTw
b, KEIHFHF A F
y—YHEEERAZzLOIED
5. FERORREED B 5.
OANZAYF > (A AN F 2Ol AKEABCRPZHET 5 2 &1
FRESERTAA|LD, 0 ANZYF 2 DOAUC
MDD D, AHIL.9ME. Croac $92. 115 L7
L7z OBEDH 57,
11. BIfEA

WORWERNH6bN B ENHHDT, BEEZ DT
VW, BESZO 5N-ERICIIEEERIET 52 EEY %

WBEZITH &,
1.1 EXGENER

11.1.1 FFtERERRE (SHREAHR)
AST. ALTH D EFZ2 5 RSP H5bh s
ENDH B, [8.1 ]

11.1.2 BEYE (SEEARH)

BHWURE R EOBBENHSDND I ENH S,

1.2 Z0ftDEER

@ﬁﬁg |~ 5% 1%k SR
\ A MR EH S T NREE D
i 2
AR TSHAEM
FROLONE. FBHER. KER
HHER P E L. (IR %
i DEXEE iE
, SN
ke s
. FREREMRRE
HESR (ASTHE . ALTHE
b, y-GTPH#EIZE)
BT 5. 7. A |BHE. ME
. B A O T PO R A bR .
LACES CKHHI. #A
B-N7tF D7) a4 |RERED
- IS EHL R,
e Irvuarzuazy .
mer Ly F = #Ehm.
MR, SR
R, (8. mF ) e
Z D 7 )ty RN, CRP
AL MR ) % LA

14. BRLDER
14.1 EFIRIEHFOER

PTPA2EDEAIIPTPY — F» 5BV HE L TIRAT % &
HIFE T B &, PTPY— bOBEICE D, BV AL
WEERBEATA L, BICIZEL2 B L CHEBIRA%
DEELEMEEZHET L ENDH 5,

15. ZOM0ER

15.1

15.2

ERRERICE D ER

WA TERSNZDMEREZET 2BABE 2R E
Lz ZEEMIESERBRICB LT, EEMEEE (Om
EIE. BT OMFE., IEBFEHMZE . REERD
FEICH Y 2 RRMITHEMOBEEL Y FAA 2 b) 12D
WTE7a Y ) =LV L 7 2 T XV RSy NEET
ELEP TSNS OO, BIRKFHEEE O S 5.0 IMEIE
ORBFEEE T 2T XV AY Y "EROTO T ) —)L
BTENZFN43% (134/3,008f ). 3.2% (100/3,092
Bl) THOTITFIARY Y FNETEPoT: NTF—R
H [95%EEX ] ¢ 1.34 [1.03, 1.73]). D IMEZED
RTIEHBEEE D ICDERESROEDP > (72T FY
25w NEE2.7T% (83/3,098). T a7V —)LEEL.8%
(56/3,002(5) ) o F 7z 2T OFEBEEIEGIZIOVTH, 7 =
TEIVRYy NEROT TS ) —LVETENZENT.8%
(243/3,008f1). 6.4% (199/3,092f1) THVO 7z TFV
25y NEETEP 72 (N — R [95%FEXM] : 1.22
[1.01, 1.47]1). [8.3 ZH&]

JERRREERICE D < 1BHR

oA W2 0GB S I X B P ARERBRICB WL
T. mEMAER (7 v F24mg/kg/H [60mg/HTO
FOMFFRBEROK25 (M) K026 () 5], v 72
18.75mg/kg/H [60mg/HTOE r D MEEFBREE DK
4 (ff) ROC12 (M) %)) OBIcFT 7o RS
NAERME - BAPRD SN, ¥ 7 AD18.75mg/kg/
H (M) BTy rD24mg/kg/B (1) ICHENES (B
T R FLEERE R O 1T RRORE) ORAEBEE OBEMAEED
bNTze T ATIIBERIZFY > F U5 - BaPERK
L2 WEET T BT LR OBERIES 5 s h -
oo oM TR, & - A% 810K SRMARIE A
ERERERT 2 LIk, BAEOBEEHZLLH
HKINDHDEOREDVH S, /-0 BRABICBONT. F
PUF KR - R EEDEARILER R 572,

16. FEMENRE
16.1 MHHRE
16.1.1 EOigS

BEERABHEIMIZ, 72 7F VRS Y b ELTION
20, 40% US0mg™® & A R CREIRE OIS L7z & &,

MEH7 = 7V 25y OEMHEST A —5 135
TOEBDTHEY,

&

HEREIST A —%
Cmax
(ng/mL)

AUCint
(ng - hr/mL)

tmax

(hr)

ti2

(hr)

10mg
(N=8)

1537.0
+430.9

496.2
+166.0

6.2
+0.9

1.4
+1.1

20mg
(N=8)

3296.2
+751.9

1088.3
+178.9

6.2
+1.1

1.3
+0.5

40mg
(N=8)

7085.2
+1341.2

2270.3
+866.7

7.3
+1.8

1.2
+0.8

80mg
(N=6)

13300.5
+3032.3

3765.3
+1008.3

6.9 1.9
+1.8 +1.0

16.1.

(PigfE + R RE)
2 RE”RS

GhgeHE)

BRERABEHIC. 727+ 2% v b &L T40mg
ZHARRICIBIE7THEMRERORS Lz & &, miEsh
717 FVRYy MBERRSHB%RIA TERREIC
EL, MERSICL2EBEITD N h o720

ti2

(hr)

Tmax

Crnax AUCo,24nr
= :
BER (hr)

(ng/mL) (ng - hr/mL)

40mg/H
(N=6)

1019.1 3658.5
+343.2 +625.6

1.8
+0.8

6.3

1HH +1.6

1299.8 4442.1 8.8
+312.6 +729.5 +2.2

1.5

7HH +0.3

(.

(P51 + 1T HEfR )
EPRERINTE)
ERBIVEERZIONICT = 7%V 2% v ~0mg/H T2
R, 20mg/HZ4GAMIBIEEAER IS L L &,
B ERIIGHOEIC BT 2 EWERE/NT A —F FDT DL
B D T\‘ﬁ D f:ﬂo

HER

Crnax tmax AUCO,ZAhr ti2

(ng/mL)

(hr)

(ng - hr/mL)

(hr)

541.8
+227.8

20mg (N=10)

2.2
+1.6

2092.3
+463.2

8.2
+2.4

(P18 + R (R )



16.1.3 EMFHIEZF R

(FxTFVYRI Y R EIOME [T 7])
T THRIAY Y MEIOmg [FI77] £72707
5E10mg%. 7O AA—N—KICk D ZhZhIsE (7
THERYAL v hELTI0mg) BERRASE I A 0
EORE L CMERREMFBELZREL, Fonk
%%ﬁbﬁé/\“?x—& (AUC\ Cmax) L:OL‘TQO%{%*E
XM THEEHRIT 21T - 75 8. log (0.80) ~log
(1.25) OHENTH V. FAIDEYERESFE SR

Ehni?,

HEIST R —% BENTA—¥

AUCo,24nr Crax tmax ti2

(ng - hr/mL) | (ng/mL) (hr) (hr)

T THFIAY Y b 1589.15 628.05 1.6 5.31
$E10mg [ 37 7] +415.42 +216.26 +1.2 +2.29
N - 1543.68 586.77 1.5 5.26
7=7V78I0mEg | L3001 | £211.24 | +1.1 | +2.31

(PofE L IERERE. N=77)
(ng/mL)
800

7001 (FifE+ TR, N=77)
1 600f E —e— JITFYRI Y NEIOME [TZT 7]
o= 7T TUTER10mg

E=d
% 500

BN
Z5 400

24(hr)
RS

(FTTFYRI Y MEAOmMg [T 7]

T TFIAY Y MNEOmg [7F3I77] &7=2700
$EA0mg% ., VU AF —N—FEICK D FNENIE (7 =
TFYIRY Y bELTAmME) BERASBFICH AR
ROKS L CTMEFREMGREZREL, Fo5h
EHEHE/)ST A — % (AUC. Cmax) XDV TIOW(EHE
X THEHRIT 21T > 1262, log (0.80) ~log
(1.25) OFEHENTDH . WAHIOEMZHE S PR
anhz¥, [16.8 BHE]

HEINT A —% BENT A=
AUCo,48hr Chax tmax i
(ng - hr/mL) | (ng/mL) (hr) (hr)
Jr7FIAY Y b | 7909.915 | 2779.729 | 1.5 7.24
$840mg [ 37 7] | +2105.201 | +797.800| +1.2 | +1.78
‘\ 8011.836 | 2952.858 | 0.9 7.31
7xTVIROMG | yrag o970 | £907.607| 0.6 | +1.86
(CEEE - EH%RZE. N=24)
(ng/mL)
4000
3500 1 (THELEBERE, N=24)
03000t ifr —e— JITHYRIw MrAOMg 1= T 7]
§ 2500 gv o717 9ﬁ40mg
% 2000 | % -
1t P
(% 1500 | A
7= 1000 {11 %
500 ERN
0 il 2R .

o 2 4 6 &8 12

iSiE

MEEFREL TICAUC, CradFED/NT A =513, #EE
FOBIR, FR ORI - BASEORHBEMFICE -
TREZLWEENH S,

16.2 DRUY

16.2.1 REORE
BEALOGNIC, 727 F Y A5y M0mgz B&ICH
EROKREG Lz L&, ZERRSICHENT, Coak
AUC3 ZNZ N8 I8BE T L7z

24 48(hr)

L Cmax tmax AUCmf ti2
BSEE (ng/mL) (hr) (ng - hr/mL) (hr)
RIS 2049.1 1.2 6538.3 6.8
(N=16) +782.3 +0.8 +1263.0 +1.7
BREsS 1456.0 1.8 5321.6 6.3
(N=16) +514.8 +1.0 +910.4 +1.5
(Pl +1RERZE)

16.3 10

16.3.1 EBREEE
T T7FIAY Y (0.4~10pug/mLEINE) Ok b
MEEEEBEARIZT.8~99.0%TH V. ELHEEEH
B7ILVT IV TH-7= (n vitroRE) 9.
16.4 {5
T7r7EFYAY Y FOERREREKIE LY O BIas
RInTH -7z, £z ZTOMIEROBILRED. Th
5O AaEERO Ly a v EaasEIcRE S 0,
77 FYAY v hDCYPIA2, CYP2B6. CYP2CO.
CYP2C19. & O'CYP3A4/51cxt 9 2HEILXFE O 51
Thpolce —H 72T FVAY Yy NDOCYP2C8K O
CYP2D6IZx} 9 2 KifE L Z N2 N205% 040umol/LTd -
7z (e NFIZa YV —L%BWn vitroitE) 9,
7z T7FYV A% MICYPLIAL/2. CYP2B6. CYP2C9.
CYP2C19. CYP2D6. CYP2E1X O'CYP3A4/5% %% L
ol (b MR 2 AW ein vitroitER) W
16.5 HEitt
16.5.1 BEMABE4AMICT = 7%V A% v & LTL0. 20,
A0mgEABETNREREOREG Lz & &, #54%247% 0%
BHE TORSRBIINTSH2 72 TFIRY Y NORF
R RIZZNZFN2.1~3.8% N U2.2~3.9%TH > 7z,
F/o. BE5BUKRVGEME CORERIINT 27 =
TEIVRY W FOZ VT 0 BRI SEO RP PR IZ
ZNEN46.7~49.7% R 1V49.0~51.6%TH - 7Y,
16.5.2 ERE A BHHICUC-7 2 T FVRAF Y hELT
80mgH ZE&H T HiiAl %, A THERO®RS L&
=, BEREEE TOMBERRRSEICET 5727
FVRY Y FROFOZ L7 0 L EEEGROE &I F
NZN83.8~95.8% M U2.3~6.8%TH -7 548
BEETO72T7FY ATy hORBPEEER (BE5E
IRt B ENE. DURERE) 131.1~3.5%. %5 1208
g TOEPHHHRIZT7.8~15.8%TH 7z, Fzw
B2 B O I RRMETRE DT 51421 68 £ CORK U
FREERIZ ZNZN49. 1% 044.9%TdH - 7z (SFEA
OF—%) 10,

16.6 HEDNDERZHIT 2EE

16.6.1 BikeEETES
BE 56]) RUPEE (TH) OBREKTEEIC
T T7FYVRAY Y F20mgE I HIEEFAE%KICTHMEKE
BOKS Lz &, HE5BRTHICB ) 2BEEHEET
BOT7IT7FVAY Y hOCnax SBEWEEERRE (96])
EEDLS o2, AUCo unld BHEREEFE EBEIC H
B L C53%EML 7z HEETREERTEHOCrak
AUCounrl T BB EFRICHEB LT, ThZ 26KV
63%E L7212,
®gE (6fl). HEE (TH) ROEE (TH) OB
ETEHEICT7 = 7FVAY v F80mg™ %1 H 1 [m#H & Hi
ICTHBIRERORS L& BERTHICBIIS 7 =
7;\:‘/19 b I\@Cmax&ZfAUCO,MhrLi\ Eﬁx%ﬁgﬁﬁﬁ
(1161) (e L Cc@E, hEE, EEEREETET
FTNFNA R OE8%. 2K VM 48% 4 ' 76% EF- L 7= (4F
BADOT—%) ¥, [9.2.1 BE]

16.6.2 FTHREIR T EE
BqE (8fF]) RUHEFE (8fl) K TEE (Child-
Pugh A\ B) IZ7 7%V A% v +80mg™ #1H1EE &
ANC7THBINERO®RS Lz & &, BEFEEEE O
ERTHICBIIA T2 TF I AT Y hDCrax &k P AUCo, 2400
. FHEEEHR (116]) SHEBLTZNZh24RY
30%J:i%l|'l/7:o ifi\ qﬂg}gH%ﬁEﬁ—Fﬁ@CmaX&lﬁ
AUCo, 0l d FNZNS3KO55% LR L7 (HEADT—
) ¥, 9.3 ZHE]
16.6.3 =&
SiE (65R LI L. 2461) EEEH (18~40m%. 2441)
27 7%V A5y +80mg® & 1 H 1 [E# &R I27H M
REZORELEE, BEBRTHICBU 2EHED
Cmax&UAUCO,ZAhrLi%EE%L:ﬂ l/ T %ﬂ%ﬂl%@i?&
2% EF L7z GHEADTFT—%) ¥,

16.6.4 ik
77 FY RSy b80mg® & 1 H1[EIE & HTIC7H R E
RBO/E LI, BRERTHICB T 2 EHERER (24
WIJ) @Cmax&zﬁAUCO24hr£i%‘l§*&gﬁ%g¥ (241&”) L:H:ii
LTEFNZNURORBE D -7z (GHEADT—%) 2,

16.7 E¥HEEEA

16.7.1 HIEEH
R 2401 HI B H (SmLAIZ KB~ 7 %27 4
200mg K OVKEE(L 7 )L 3 =7 £225mg% &89 AEL A
ZHEEFEOHRSHICT 275V A% v h80mg™ % BE#E
DTQ’:}Lf:tﬁ\ 717“4"‘/1?‘7 F@Cmax&UAUCmI
BENENRRPISBET L BEADT—%) 10179,



16.7.2 JIbeFY

R A6 7 = 7%V A% v MOimgx 1 H1E7
HEKERO®RS L, BI4~THEHICI LT V%
1.2mg/HCIH2BIREZ RS Lzl &, 72 T7FY
A%y b DCmax &k OFAUC 210l ZNZEN12KR 7% EF

Lz BMEADTF—%) 19,

TREEER 266117 = 7%V 2% v F120mg® 1 H1[E
KUOaneFrzl.2mg/H TIH2EN4H ERERE O
ELlEE, 2l F Y OHEBHIKRESED LIESE
BB 5% DOCraxld TN ZFN12BE R KR 2% EF L7z,
F 72, AUCo 2l Z3%E TR L7219,

AVRXIVY

fERERA2661ICT7 = 7%V 24 v b80mg® Z 1A 1[E K
A > R A% »100mg/H CIH2EISHERERZO#RS L7
LE, T THFIZAY Y FDCraxld7%E T Ly AUCo,240r
W32% EF L £720 41V R AY T Y OCnat O
AUC12uDETRIZ2BLINTH -7z GHEADTFT—%) 9,
16.7.4 2O+t

16.7.3

16.7.5

16.7.6

16.7.7

16.7.8

R AHIICT7 = 7%V A% v h80mg™H #1H 1%
U 7%+ >1000mg/H % 1 H2E7H B R ER DS
Lick&d, 7 axtw ofHIciY, 72 7FY A
5§ @O Cmaxk OCAUCo,24nrld F N ZF 28 1M40% _E FH
Lice —H. 7x7FV 2%y FOftHICESF 70
;\:t \/@Cmax@ J:‘)FEP& UAUCOZAhr@’fg—FLil%J;LWT
Hotl BHEADTFT—%) 19,

FITFPS=ZY

BEERALIGINC T = TFVAY v b 120mg7§)%1 H1[E9
HERERO®RS L BEHngeHICTY 773 (E
WARKR) 25mgzBEREORE L&, TV 7I3
y@Cmax& O\“AUCmf(i%h%‘nlg)& U22%J:9%f" l/ f: (9*
BEADTF—%) 2,

DILT77UYFRNUDL
EERALGIC 7 = 7F Y A% v M20mgP & T LT 7
U v UL (BRNERAR) (FARIZINRE EEICEEE)
ZIHIE4H R EZORS L& &, R-KUS-T7 )L
7 7 ]) M @Cmax& UAUCO,Mhr@J:?%IALiS%LXWT ﬁ D
oo E72 TNT 7)Y OESZDEAL (INRmax® L5
INRmean, 20 DK N K O VIH FIEHFEEO EF/) X
1%L TH -7z BEADT—%) 2,

R AN27HIC 7 = TRV A5 v F80mgP & T ILT 7
VrFhUT L (ENEER) (ARIZINRE EHEICE
E) #1HIE4HMREROEES L&, R-TLT7 7
Ij \/@Cmax&@AUCO24hr0)’fg—Fci2%D{WT%’) fCo i
7ov SST7IVT7 7 ) Y DChnaxDE T K FAUCo, 240D _EF-
1%L TH o720 720 TLT 7)Y DENZOE
’ﬂ: (INRmaxtINRmean,Mh@{&—F&U%Vﬂ%?ﬁ‘ﬁqzy:j{ﬁ
DER) 34%LIATH -7z GHEADOT—%) 2,
EROZOOF7IR

TERERLA3SBIICT = 7+ 2% v h80mgH &k R
OnF7 Y RS 0mg#x BEEHREG L& &, 77+
VA% 9 b DCnaxf FAUCH D _EFIIA% LN TH - 72
(HEADTFT—%) 2,

FEIT1UY

TERERLA23BIC 7 = 7%V 2% v h80mg® Z1H1[ET7H

MREZEORSG L, #5B%5HICT 47 1V >400mg
%%E%D&%bf:tg\ ?1—74 ') T/@Cmax&(j
AUCH®D EFIZSBLINTH > 72 HHEADT—%) 2,
ayougvy
BRI A3HICT = TFI 2y Y H20mgm’£1EIIIEI9EI
MRERO®REG L, #5B%SHICeY 7y (H
WAKR) dmgzBEEOKRS L&, a7 Uusyy
> DCnaxDIE N KO AUCine D EFIZ6%LINTH - 722,
16.8 ZDfth
T T7FYRY Y ME0mg [FI7 7] & [GEVE
72 B REOBEMA O ENENRFEERBET A KT A ]
WKEDE, 72 T7F VRS Y MEdomg [ 37 7] 24Z
HBRIFE L &, BHZBHPEE SIS N, EYE
MICEEE AR ENY, [16.1.3 B8]
) ARNOEZ SN AR UCHEICB Y 285 81360mg/HTH %,

17. BRIRRRIE

17.1 B3ERUZLEICRET 5 H5R
(EE. SREME

17.1.1 EMHASE O 1EEER

16.7.9

FEE EUERBIDEERE202602 MR E L TITER
SERBERAL —EERHERICHEGRE 21T 572, 7 2
TEFYIAY Y MOmg/HA» 685 %2MBE L. SEOE
FHERFIR (20, 40, 6031380mg®/H)  CHEBZER

FEEICHEE L7, BEOY 1 IV 7 I3HEHNRE2. 6
KOIEE L, ZhPEIGEE CRHEZ MR L. &
By WHEREIT T REL/38G, 7 TF VRS

N 20mg/H &$2/43%1. 7 = 7 F YV A% v hMOmg/H &
0/4161. 7 = 7%V A% v N60mg/HEEL /366, 7 =7
FY A& v b80mg/HEE/ABI T - 1z SRR
16ER (SHOMFHARE CHEZ RENICHEE L
Mz at) 1o, MBREREN6.0mg/dLELMICEE L

BEOEE GERR) &, TROLBOTH-72Y,
# 5 R 16E DM RERE6 . Omg/dLEL iR

i eaiid MiERIEIE6.Omg/dLLLRERE | IR L0z
TIeR 2 6% -
(38f51) o
20mg/H
(43) 46.5% 43.9%
40mg/H o 0
(4151) 82.9% 80.3%
60mg/H o 9
(36H) 83.3% 80.7%
80mg/H
(4100 87.8% 85.2%

17.1.2

RRBICBT 27 2 7FY A% v b OREMEFH*
R199%19., BIEA (BRBREEOREZET) O
HEE X, 75 NEE8.4% (7/3861). 7 =7 F vV
A% v +20mg/H#23.3% (10/4361). 7 = 7%V A
4w N0mg/HE$29.3% (12/4161). 7= 7F VAT v
60mg/H B#13.9% (5/3661). 7 = 7F VA ¥ v b
80mg/HE$29.3% (12/4161) TH 5720 7 TF VI RY v
MEICBUI A ELREIERE. 72 7F VA v h20mg/
H B CRERET 245 (9.3%)  BEERE2M (4.7%). 7 =
7 XV A5y M0mg/ B B e R BT 236 (7.3%) .
TSHIEM2B (4.9%). 7 = 7%V A% v F60mg/H R
TR 236 (8.3%). 7 xT7FVRF v F80mg/
H B 9 JE B T 4801 (19.5%) . FAETRE2H (4.9%).
VU A AR R 2B (4.9%) . ALTHE N2 (4.9%). CKi#
sl (4.9%) Th-o7z. [7.1 BHE]

EsE ME5ER

FR % & O R M B E 2440 2 R & L7 a7 )
J =V REEA _EEREERE LT o7, 7 1
TXV A&y MOmg/HX &7 a7 J —)L100mg/
HzZzRHE#ESG L, 0%, £1£h40mg/H XX
200mg/HICHEE LMBERIHRES L. 2B, ZHEE
X7z 7FYV Ay NEE3/126. Tus) ) — LEE
JR2UBITH - 7z BEFIMERSEO MBERREZELER
(FEFMEE) 1BV, 7 7F YV AY v bOmg/
HEEO7a 7)) ) —)L200mg/ BB 9 2 IEL AR
Shiz (P<0.001: JEHMHE~Y—2 2 135%), F7zo, #&
5 5614838 o I 5 R ER 86 . Omg/dLLL R (BIk
FHMEEE) & 7= 7F VA v NOmg/ HEE82.0%-.
7u 7Y ) —)L200mg/HE70.0%TH o 7z. HHE
HEToOREMERORRINGITEROLBY TH -

tze) ,27) .

# G RIRESIE O MIERREZE(LR (%)

m%%(m&%ﬂﬂ? LDI?%W%{E) ZLRD
. 8 (mg/dL) |ZE(L%RD (%) |  BRZ |
RS g B | e |FOHA
(EEmE=2) | (EERFEz) | XA (%)
A=A WED
8.89 -35.2
200me/ 5 (1.24) (14.7)
(120f1) 6.24 |15 4 001®
7=TFIAZIN oo g |[965.72.84 :
40mg/H ’ :
(L2550 (1.32) (12.1)
a) MBEREEAE (RSEMBETOMEREE) (0T 2% 55A%8E
DIERBREDOZE LR
#) FELHEREICB T HPE
JREBEET R DO FHIRE| &
B5E 0~12ALT |12H#@6ELT | 6E@ESELT
7‘303;3;5” 1.7% 3.3% 0.8%
(12151) (100mg/H) | (200mg/H) | (200mg/H)
72TEIRY b 1.6% 6.6% 3.3%
4(01?2%5' (10mg/H) (40mg/H) (40mg/H)

() RIZYEEEHo7Ta 7)) —LXE 72 7¥V 25y hOFE

KREICBITH T2 TFV Ay b ORI F
24360, BER (BRBREEORE &) OB
BlX, 7z 7%V A5y NEE8.2% (10/12261). 7 u
7V ) —VEELL.6% (14/1216]) TH o720 7T
VALY y NEHIZBT A EBIERI. R A 254051

(3.3%) TH-olzo [7.1 2]



17.1.3 ENRAESEHER

17 FRE& 189 . Omg/d LI _E 0> Jé L 2 & & 35 PR i I EE 8
HITIHERNRE LR GHRBEER L., 727
FV AL v blOmg/HA 5852 L. HE5HMIRE
BEBICT7 2 T7F VRS Y N 20mg/H. H5HARKTA
BIL7x7FYRY Y Momg/HICHER L7, B56H
1h71% 1038 B o 178 R R 8 7°6.0mg/dLZ #8 2 T\ 7215
HRBEHBZRISEE LD 72 7F Y X5 v M60mg/
HICHEE L. MEREBEN6.0mg/dLL FOHAEIL7 «
TEYRE y MOmg/BEMRE LTz, aB. kRS
37 2 7F VA5 v MMOmg/HEES/1316]. 72 T7FY
245y h60mg/ AEEL/4061TH - 720 5 FIMR%E18E.
2638, 5238 T I i R ER B A%6.0mg/dLLU RIS B L 72
BEOEE GEHX) &, 7z 7FY 2% v Mimg/
HETlX, 2N2Nn93.5. 91.5, 86.4%. /. 7=
TFVAY y Me0mg/HBETIE. ENZENT4.4, 71.4,
87.5%TdH 7%,

KABRICBU R 72 7%V 2% v b OREMEFMiER
17161, BIfeF (BEBREEORE2&D) ORI
B, 7z 7%V A% v bOmg/HEE37.4% (49/131
), 7 x7FY X% v h60mg/H #35.0% (14/40
Bl) ThHotco 72 TFVAY Y NEICBIT2FERE]
EH (BRBEEOREAEE) . 72 7F VA
%y M40mg/ BB T EBAER 2261 (19.8%). BAEIR
761 (5.3%). WAL (3.1%). 77 FVRY v
~60mg/ H B ¢ JE BE & 220f (22.5%). B & 3l
(7.5%) PURERE3G (7.5%) DU BRG] (5.0%)
THolz. [7.1 BHE]

(D AALZEGEIC S BPRELINSE)
*17.1.4 EA%E MAEEER

(LB NEAT T E O B IEE B FH 2 RicTa 7
U = U RIFE IR R L BB 2T 72 T 2
TEY AL v M60mg/HXIE7 127 —)LiE300mg/
HIBKERED D H S EE (30eGFR<45mL/
min/1.73m?) TI&200mg/H] % b2 EMEIT R4
RefERT 2> S6HMEIR G L. BE5RRoE%Z E co i
PREBEAUC (EZEFHEEE) &, 7a 7Y J — LB
W BT TFYRY Y FEOESENRE N GF
H~— 2 1d150mg-h/dL) e £72. 7 2 TF VAT v
F60mg/H D5 & 0 MERIERE ISR EHR6 A% %
TRERFIYICIEAD L7220,

ARBRICBIIS 727+ AF v be0mg/HDO R LM
ST N SRABI LG (2.0%) ICEIFERA AR S 5 Mtz
ZORIWERAIZ. ASTHEM. ALTHEMTH -7z,

H 5o H# £ TOIMERBREAUC

IEREBEAUC (mg - h/dL) Bz

RGE BN i | [95%E K]
Tar) ) —L
200~300mg/H 513.44+13.13
(50£31) -33.61
TrTFIAT Yk [-70.67,3.45]
60mg/H 479.82+13.26
(4961)
Bz 727 ¥V RSy M7 O Y ) — LR
(mg/dL)
8 -

—o0—J17FVRAIw NEE (496)
°-- 70U /—)LE (5041)

e + 5% RmE

= EFEAMREH

T T T T T T T
Day-1 Day1 Day2 Day3 Day4 Day5 Day6
n IRE RN
&R E D FEEHER X

F) AROEZBSNI-AERCHARICBT 2R ARERIZ60mg/HTH .

18. FapEEiE

18.1 {EFAHER

1&L1717#?29vbuxﬁﬁiﬁéié#ﬁ/%/j
* 7 —YOmLE (Kiff : 0.6nmol/L). E7TE (Ki

& :3.lnmol/L) ZWINBHEEIT LI &I J: n. R
B Z T 5 (n vitroikBg) V.

18.1.2 7=z 7FVR¥ v M, thoFELZTY) > - Y I
VREBROENICHEE A RITEST., FYUFULF
V-V EBIRICIEET % (n vitroB) Y

18.2 ZEIB{ER

18.2.1 MOAFREE T1ER
Sv b (EH.BREIEETIL) T7zT7FVATY
MIEOREGICL D, MAPRBEZETS 8727,

18.2.2 FROFRERE TER
Sy RTT7zT7FVYAY Yy MEIROKSICLD, R
REEZE RS2,

19. BAMHSCRET E(EFHXR
—fRHI4FE : 72 7%V A% v b+ (Febuxostat)
{b2#4 : 2-[3-cyano-4-(2-methylpropoxy) phenyl] -
4-methylthiazole-5-carboxylic acid

773 1 CieHisN203S

o7& :316.37

R HEOREREDOH R N, N-IXFLHEILLT I
FIZIBIR T, IAFLALERFY RITPRET
9L TF =)L (99.5) IZRRBEBFITI A
5 —=LXII7E b= P UIIIZEIFIC L, KIZIE
EAETET

{berE=

CH3

N
I /\g\COZH

S

HsC
3%0

CHs CN

22, G
(T TFYRIvY REIOME [T 7]
100%€ (108 (PTP) x10]
500%E [10% (PTP) x50]
10088 [RYTF L V. NT]
(TxTFYRIY MME2ME [5=T7])
10082 [108 (PTP) x10]
5008 [108 (PTP) x50]
10088 [RUZF L V. NT]
(TxTHYRIw M RIOME [T=ZT 7]
1008 [108 (PTP) x10]
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