3A07NY

* %2023 1 AokET (554hR)

oo BAEEERIEES
*2022% 10AKET (5E3h0) 373949

e U VESRIRNFY Y F U4 99— BIRER
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BRI : 35 TITFYRI Y N
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Febuxostat OD Tablets 10mg ¢« 20mg “Chemiphar”
OD$E10mg | OD#E20mg
FKEREES | 30400AMX00031000130400AMX00032000

F)FEE-EMAEOMAFZICLVFERT S L *|BRFERAIE | 20224E10H | 20224E10H

2. 22 (ROBEICIFIZRS LBV E)

2.1 RRIOR I UBBIEDOBERED H 5 BE

2.2 XNAT RN KIS T FF 4 T v a2 HKErh
DEF [10.1 =]

3. #HRE - MR
3.1 $AmK
Wiz 4 717“«*\—‘/7\57“y k 717“#‘/19‘~y k
OD$El0mg [7 37 7] OD$E20mg 737 7]
HIRST TITFIRAY Y b TLTHFIRAY Y b
(18E) 10.00mg 20.00mg
D-¥> = b=, ZJUzRRE Ry, BEEKT . &
fEFhUZL ERaFyFuiltila—R, A&7
R LVEETRY v —LD. S VUILEEEF N )L, R VL

N— 180 XFLEiua—A, v7aIT—)L6000, ¥,
FANSNTF—L (L-7 2= V7= Ab&W). 7~V
AFT7UNLF UL, BR

3.2 EFEIOMRK

T TFIARYT Y b TITFIARE v b

WAL | opgelomg [4377) | OD§E20mg [7377)
ek Hfs~MEED Ff~MEEDOERREAD D
ﬁ
Iﬂ; 07,
vow %
{ITE [
[ERES 6.0mm
Ex 2.8mm
HE 85.0mg
s o s TrT7FY :
A — ¢ 10 OD/ 37 7 200D 377

4. FHEEXFFNR
OfERl. =PREZMIE
OB AEERSEIC# S S PRERINIE

5. FEEXIIMRICEIET BER

(FEE. SPRERIMAE)

5.1 FROBAICH 7z > Tid. BHOBERHFLSZIC, E
AP NEE SNHBEENRETHT L,

(B AAEREEEIC S S RELINEE)

5.2 RRNOMBAICH 72 > Cld, EBREERBOREY X7 %
EELCHESEECERT 22 &,

5.3 KANIBEICER S N IREEZ 7R T 21ERIE G Wiz, I
FRBEZ 2EIETSE20RIIEFTE RV,

5.4 AR ICFRAE U 7 mIRER IMAE (20 9 2 ARF OB %)
HROREMEIIHILL TV,

6. FERURAE

(FERE. =PREAISE)
EE. BAICE 7z 7%V 2%y & LTIHIOMgk DB
L. IHIERO®RE S 5, € O%IG M REEE% R
B HSRBEIIGE U THRZICHEET 2, HREIEFE]IHLE
40mgT. BEORRBICSCCHEEMT 275, ARSE
F1HI1E60mgE %,

(B AALREEEICHE S S RELINE)
EHE. KAIKIE7 2 7%V 2% v b&ELT60mg% 1 HI1EF
O%59 %,

7. BENUREICREET R

(Rl SFRERINAE)

7.1 FREBFE FEIC X B IGEAIHAICIE, MHRREEE O SR &R
L DRAEBE R (REFKE) PHEESNLZENFHLD
T RAIOHSIZI0mgl H1E SBE L. 55D 52
R DI 20mgl H1E] #5BAg6 A 5 638 ] LU 12 40mg L
HIERE5 LT 5748, BrIlBBT A&, nb., BE
BB T +7ICBET 52 &.(8.4.17.1.1-17.1.3 2]

(N AAEREEEIC S SRERINAE)

7.2 KA DA CEBERB] ~ 28/ 5B 5 2 BT 52 &

7.3 BREREVMPRBEZE=5Y T Lah s, (L2
FEHESHE E TRET 22 L. B BEORRBIIE LT,
HEHMZEELERT 52 &,

8. EEREARIERE

(GhgEL:E)

8.1 fFHEEREENSH S5 DNBE T ENFHHDT. AFFREHILE
HICHREZ2TORE BEOREZ THDICEET S &,
[11.1.1 BHE]

8.2 AFREHIIHRFEEEOEOEELERE L. BEHIR
Do NTIGEICITFRIEREMEOREZERT S5 L.

8.3 DMEBEREBZET HREEE 2R & LB ERRERIC
BWC, 7O ) —LVBICHELT T2 TF VAT Y b
HCDMERORBREENEP > EOBENDH 5. AH
25T HIGEIIODNERBOEESH - 2 HICER
T5Z L, [15.1 BH]

(R, SFREZMAE)

8.4 KRANIREEETETH Y. BEBEER (BRERE) FHER

ICMmARBEZETSE 2 SREMETR OFRFRE) 21
BIE2BTNDDH 5. AEFESHNICRERERR (BEFE
8) PROSNIGEIE. ERPBSE 2T AHOH
EERBLENWT &,
F 7o, REFEREGHFICRERME R (BEFKE) PEELUE
B2, AROFE#EET A & E52ME L. iE
RickvaresFr, ExTFOA( RERKER. BISRYE
AT7uA NEZMHTH L, [7.1 2]

9. HEDERZFIIEEICEHT I EE

9.2 EEEREEEE

9.2.1 EEDEKEEEES

HEEOBREREDDH 2 BEEZWMRE U ERARITE
LT, [16.6.1 SHE]

9.3 FFikeEEfEEEE
FFHREREDH 5 BEEZ MR E LI BRABRIIERKL T»
2\ [16.6.2 2E]

9.5 HiF
TR SUTIEIR L C WA HTREE O S B 201 ICid. B EDERR
WA EEEE EE2 EHEF SN BIEEICOAERE5T BT &

9.6 1ZZLIF
BELOEREROBARBOEREZER L, BAOHK
FXIIFRIEE R T A &, BMEER (S ) TERAD
AT T A EMRESN TV S, F2. BIWESR
(T v MBI BHER K THEBOREL I RARDORAE
B9 5E) ©l2mg/kg/H (60mg/HTOR b IfisErF
BZEEODL1E) D ECHEROBRICEY Vv F 0 EH#E
ENBFERILEDH D VLA, 48mg/ke/H (60mg/HTD
b bOIMSEFRBRERD39.365) THEAROKT, KEKHE
7 EOFEEMF], FRIEO KB LR CHIR IR E BN O E
AAEED SN TS,

9.7 INR
NRE AR E LR REBRIIEM L T\,



% 3k

9.8 SEE

BEOREZEEL., THICER LGP LA ZEET 2
& —MRICEHBEREPETLTVE I ENZ W,

15. ZOM0ER
15.1 BRERfEAICE D < B3R

BN TESNZODMERBE2ET 2BEBEZNRE
LizZEEMESHRBICBL T, TEFMEE (DI
B, FERBEHEOAEE, EBFUERME P, REEHD
FEICNT 2 RRMTEEFOEET Y RRA > F) ITo0
TR7aF) ) =L L7 =2 TF Y Ay v FEETIES
HARENTZHOO, BIRFHEEE D > 5DIMEIEDFIRA
HEX T TFVRY Y NEROTO T ) —VEETEN
ZN4.3% (134/3,098f1).3.2% (100/3,0926) THH 7 =
TEIRY Y NETEP o7z (N — RH [95%EHEXE]
1.34 [1.03, 1.73]). (DMIEFEOHTIEMEEE B IIDZEAR
EHRRHLEDP T (T2 TFIAY Y MEE2.7% (83/3,098
B, 7ar ) ) —ILEL.8% (56/3,0026)). F7z. &
HTEOFRREEIZOVWTDH, 7z TFIAY Y VERD
7Y )= VBETEFNENT.8% (243/3,008f1). 6.4%
(199/3,002(1) TH O 7 = THFVAY v FEETELP o712 (O
H— RH[95%EH#EXE]: 1.22[1.01, 1.47]). [8.3 &:H&]

15.2 FEERARFHERICE D <R

FoEEZAWZI0GERKRSIC L2 PARERBEICE W
T. BEHER (5 v N4mg/ke/H [60mg/HTD
FoMmEFBEEON2S () KO26 (fF) &, <7 A
18.75mg/kg/H [60mg/H TO L kD MiEhigeE D14
(1) ZO12 (M) £5]) OFERIcTT > FrefEESNS
RS AR 6N, w7 2D18.75mg/kg/H ()
BUT v t02dme/kg/B (1) ICBEMES (BT LK
FLEEE N OBAT ERRE) OREEEOHEIINERD 6Nz,
T ATIIBERICF T > F R - AR L 2 WEf
TT. BEWEIT EROBERIIERED NG o7, Toh
HTIE, BE - SAL S0 & B MR BRI
BHTEIZKY ., BIEEOBEEE(LIFRINS DR
LErhs, Fo. BERBRICBLT, FYUFUES - K
Az EBbhE 5 RILERRIZ %2729,

10. H8E{EA
10.1 HEAEZ HALBWLWI L)

HHIZE BRRAER - B A% W7 - fEERT
ANAHT ST | BHENHEORIER | 7Y F A7) OREM AN AT
ity ZHRT AA RS | N T v OREBER THEFT
(a1 yy) H5o FroAFTEF—-—EOHEEIZLD,
THFE T v ANHAT T > OIFEE» E
ALFy, 7Y ByazepTusy ) — (8
=) #H) THIGNTWA, AHILFH
[2.2 B8] VF ARV —YHEERED

DIENS, ARDTEEENSH S,
10.2 HAZER (HAIEETSR L)
HHIZE BRER - B A W7 - fEERT
vy JE, R, MERICYSeroRBIBEETHLF
EEQDELYIEVD|T U F U AF I —EDHEEIC
BIfEFR 25T 20| L 0. 45 0RE %I
BN D B, L. (FRZ#ERsSE2 N7
a7y —)L () chsh
TWb, FEIBFH o F o4+
VY —YHRERRE D L
5. FERORREED B 5o
DF ) VI OMFBE|IVY ) OREBETHSHF
EAERTAWUEE|V Y F A F S Y DOHEEIC
NH 5. X0, BERARCHIVEEIC
KEIEHATAHESBVTY Y ) ¥ Y OCoak O
& V¥ oBR|IAUCHK LRI sz e TS
SRICEETAIE, |V /) —)L (EH) cHshTw
b, KEIHFHF A F
y—YHEEERAZzLOIED
5. FERORREED B 5.
OANZAYF > (A AN F 2Ol AKEABCRPZHET 5 2 &1
FEENSERETAA|LD, O ANZRY F 2 DAUC
MDD D, AHIL.9ME. Crac $92. 115 L7
L7z OBEDH B,
. BIfER

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

16. FEMENRE
16.1 MR
16.1.1 BHOigs

R R BB 1306112

T T7FVRY v &L T

20, 40% U80mg® & M A N CHEROHE Lz & &,
MEEFR7 2 7%V 2%y NOEPEFE/NT XA — 7 IZDUR

DEBYTH B,

1.1 EXGENER
11.1.1 FFtERERRE (SEREAHR)
AST. ALTH D EFZ2 5 RSP H5bh s

EXH B, [8.1 2]
11.1.2 BBUE (BEERER)
2EMEE. BB EOBEIENHSDONEI ENH 5B,
11.2 ZDfthDEIfER

HEIHE)ST A — %

ﬁﬁ% AUCmf Cmax ti2 tmax

(ng - hr/mL) (ng/mL) (hr) (hr)
10mg 1537.0 496.2 6.2 1.4
(N=8) +430.9 +166.0 +0.9 +1.1
20mg 3296.2 1088.3 6.2 1.3
(N=8) +751.9 +178.9 +1.1 +0.5
40mg 7085.2 2270.3 7.3 1.2
(N=8) +1341.2 +866.7 +1.8 +0.8
80mg 13300.5 3765.3 6.9 1.9
(N=6) +3032.3 +1008.3 +1.8 +1.0

(SPH51E + 2 HEfR )

16.1.2 RiE#®S
(hEESLE)

R ABERIC, 72 T7FY A v h&LT40mg
ZHRZICIHIETHERERO®RS Lz & &, mEEsH
T T7FVAY v MEEIIREHRGHSIH TEERBIC
EL. RERSICL2EBEERD o nah 720,

@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. My e
Z D 7t RiEhl, CRPH#E
B, HER ) R

14. BRLDER

14.1 EFIRZMIEHEOER

14.1.1 PTPRZDOEANIPTPY — b6 L TRAT %
EOEET LI L, PTPY— FORBEMKICE D, BV
A EEREARIA L, EICI3EEAL2 B 2 LU CHER
ARFOEELEGMHEEZHIET LI ENDH B,

14.1.2 RANZFEO LICOR CTHERZZESE 5 CHRET 272
O, Kz LTIRARIEETH 2. F/z. KTRATSZ
ELTE5,

14.1.3 RANZE/-EFORETIZKZ LTRHSEZN T &

= Chax tmax AUCo,24nr ti2

AR | BRH (ng/mL) (hr)  |(ng-hr/mL)| (hr)
e 1019.1 1.8 3658.5 6.3
40mg/H +343.2 +0.8 +£625.6 +1.6
(N=6) 78E 1299.8 1.5 44421 8.8
+312.6 +0.3 +729.5 +2.2

(FHfE = R ERZE)
(FERE. SFRELIMIE)

ERBBIMERZIOFIC7 = 7%V A% v F10mg/H T2
R, 20mg/H24BMIHIEIFERZ IS L& &,
HERIRZOEIC B T MBI/ ST X —FIZLTOL

BOTH-7",
L Cmax tmax AUCO,ZAhr ti2
BSH (ng/mL) (hr) (ng - hr/mL) (hr)
_ 541.8 2.2 2092.3 8.2
Wmg(N=10)| 77 g +16 +463.2 +24
(P il + (R )



16.1.3 EMFHIEZF R

(7x7+¥YR9w hODEEIOME [T=T7])
7x7%V2% v FOD§EIOMg [7 37 7] £7x7
U Z$E10mgE. 7 0 A+ — N —EIC kD ENZ N1
(7x7%V 2%y bELTIOME) BERASBTFICH
BEEAZEO®KRES Ok UTRAKOKTIRA) LTl
R RERREZHEE L, FoN/-EMBIE/ ST X —
% (AUC. Cmax) 1ZDWTI0%EHEXEEIC THERE
M %47 > /4G R. log (0.80) ~log (1.25) OHFEHNT
H 0. WHIOEMENREES RS NI,

(K7 UCHRA™)

HENT A =4 BEINGA—4

AUCo,24nr Chmax tmax 12

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

TzTFIAY Y b 1361.06 561.77 1.6 3.9
OD#E10mg [/ X 7 7 | +322.87 +153.21 | £0.8 +£2.2
N 1397.71 567.19 1.3 4.4
=7V 7RI0mg | a9 | £186.08] 0.9 | =2.8

%7 17 ZEEIKTIRA
(ng/mL)
800

(PigfE + R N=38)

(OB +iR%ERZE. N=38)
—e— JITJFYRYy ODERI0ME [T 7]
o 7T TUTI810mg

olﬁ 2 4 6 8 12 24 (hr)
(S
(KTHRA)

HEIST A—4 BEINGA—4

AUCO,ZAhr Cmax tmax tl/2

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

T TFIRY Y R 1360.37 | 501.24 2.0 4.3
OD$t10mg [7 37 71| +£366.57 | £180.48| +1.3 +2.3

. 1386.82 | 545.26 1.3 4.1
7x7VIRIOME | 35778 | 4216.64| £1.0 | +2.3

(FME L RHERZE. N=67)

(ng/mL)
800 (oL BERE. N=67)
- —e— JIJFYRYw ODERI0ME [T 7]
- --o-- 7T JUTER10m,
% 600 - o- JzT g
t
x
7E 400
143
=
= e
200 1 e
- - o
§ RN
0 . . T

ol 2 4 6 8
5

(FxT+YRY vy hODEAOME [T=ZT7]) (%)
72 7FVAYy FODSEAOmg [FI77] &7x27Y
Y8A0mg % 7 0 AL —N—EIC & D ENZHIGE (7 =
TFVIAY v h&ELTA0mE) BRSNS FICHEAERE
BOBS (K UCIRAKOKTIRA) L TmEEHRE
{LARBE %2 HIE LR o NI By ERE 8 X — % (AUC,
Crax) 12 DWW TI0%IEHE X EIEIC TRETRIT 21T > 72/
#. log (0.80) ~log (1.25) O#ENTH Y. WHID
EENRIEESHEER S NY, [16.8 B

(K7 UCHRA™)

12 24 (hr)

HENTA—% SENT A4

AUCo,4snr Chmax tmax ti2

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

TITFIAY Y b 7631.2 2726.4 1.79 8.02
OD#§40mg [ X 7 7 | +1865.1 +827.5 | £0.99 +£2.22
N 7670.3 2729.6 1.35 8.15
7=7VIROME | 904 | 4£919.0 | +£1.04 | +2.27

X7 17 ZEEIKTIRA (FME £ fRHERZE. N=40)

(ng/mL)
007 (TifE+ B#RE. N=40)
—e— JTJFYRYy ~ODIRAOMg =T 7]
o 77U J§R40mg

30001} 7}

2500 |1

20001 i
1500} ¢ J

EFES R BB

1000 !

500 |4 ‘
0¢! ————e
0] 2 4 8 12 24 48 (hr)
B3RS
(KTHRAD)
HTEIST A — % BEISTA—H
AUCO,A&hr Cmax tmax ti2
(ng - hr/mL) | (ng/mL) | (hr) (hr)
T THFIAY Y b 8793.8 3113.3 1.34 9.06
OD#E40mg [ X 7 7 | +2214.5 +816.9 | £0.90 +2.41
N 8577.8 3220.4 1.26 8.73
77V 78A0ME | sy | £719.5 | +0.81 | 2.4

(PIgfE + FHERZE. N=22)
(ng/mL)
4000

3500 | +
m 3000 | 7
& 2500 |
gzooo Lig
1t
£ 1500 |
= 1;

B 1000 HI[|17T ™\
500

(PELRERZE. N=22)

—e— JTTFYRYw hOD§EA0ME [T 7]
--o- 77U T§40mg

o) T S —e

12 24

% ()
B5R

EﬂiﬁEF'«)“}%ijﬁZNZAUC‘ Cmax%o)/\oi)(’_yti\ *&gﬁ
EOBIR, FRORMEIE - BEOHBREMICE -
TREZTREENH 5,

16.2 ORI

16.2.1 REDZE
BEERAL6HIC. 7= 7525 v F0mgE Bk E
@ﬁm&’—ibf:t%\ %Hgﬁ&gb:tt/\\\f\ Cmax&(f
AUCinlE ZNZh 28K 18%BE T L 7",

L Cmax tmax AUCmt tl/Z
il (ng/mL) (hr) (ng - hr/mL) (hr)
METRSG 2049.1 1.2 6538.3 6.8
(N=16) +782.3 +0.8 +1263.0 +1.7
BBES 1456.0 1.8 5321.6 6.3
(N=16) +514.8 +1.0 +910.4 +1.5
(P51 £ 1Z MR ZE)
16.3 &fa

16.3.1 BAFEE=R
Tz T7FVIAY v b (0.4~ 10ug/mLEMEE) Ok b
MEEEEBEERII97.8~9.0%TH V. ELESEH
WET7NVT I THo7z (n vitroRRE) 9.
16.4 X35
T TFIAY Yy hOERRERH TN BIas
RISTH 70 Ty TOMICEBOBRILR#Y., Zh
5OBBIaS ARV a Y Bas kI RE SN0,
77 FYVR% v kDOCYPIA2, CYP2B6. CYP2C9.
CYP2C19. K UCYP3A4/5Icxtd BFHEIRRD SNLH -5
7z —H. 72T FVRY Y bDOCYP2C8K U'CYP2D6IC
W9 BKifHEIZFNZFN20K% 40umol/LTH 7= (b MR
ruay)—ALERWzin vitrosE) OW,
71 7%V A% v FICYPIAL/2. CYP2B6. CYP2C9.
CYP2C19. CYP2D6, CYP2E1® U'CYP3A4/5% & L 7
Mol (v MR Z W 2n vitroiE) 'V,
16.5 HEtt
16.5.1 BEMABE24HIC7 = 7%V 2% v b & LT10. 20,
AmgZE R THERO®REG L & &, #54%24K% 09
BEE TORSBICNT ATz TFVYRAY Y bORH
PR RIZZNZTN2.1~3.8% M U2.2~3.9%TH > 7z,
7z, BEBRAZR VDR E COREGEICNT ST x
TEYVZY Y bONT O VB EO R B RIE
FNENL6.7~49.7% K T49.0~51.6%TH -7,



16.5.2 EERABEOHICHC-7 2 TF Y 25 v & LT80mg?
BRI HRAlE, BETHEREORG LS, &5
BARE E TOMBERRBETREICN T 27 27 FVRY Y
FMEROFEDZIVT O BlaEROEI &L ENZFN83.8~
95.8% % U2.3~6.8% Th o7z, 5B ARRETOT =
TFYAY v hORFBPEER (BE5EICHT 2EE, D
NERE) 1&1.1~3.5%, 55120850 £ T O PPt
HII7.8~15.8%TH -7z, Fiov REMEEDIEHET
RO GH20ME TORKUVEFHRERIIZNZN
49. 1K 044.9% TH -7z FHEADT—%) 10,

BHEDERZHITIEE

1 BEETEE

BE 56 ROHEE (7TH) OBRERTEEICT o

TF VAL v +20mgx ]l HIEEHERIC7THBEREROH

BL7-&, BERTHICBY 2BEBHERTHO Y

TFIAY Y bOCraxl I BHEEEEHRE 9ff) &EDS

o725 AUCo 2nrld BT REIE F BFIC LB U C53%38

MU7c. FEEBREEE TEDCnalt FAUC) 20l B

BEEEHBICHE L T, Z2N2N206K%U68%IEM L7217,

BE (6fl). FEE (TH) RUEE (7TH) OBE#EEE

BETREEICT7 27+ VA5 v b80mg™ % 1 H1[EEHART

W7THBRERORE L&, #ERTHICB TS 7 <

7\‘:\:\/1 AN @Cmax&ZfAUCO,MhrLi\ %ﬁ%ﬁg_ﬂ;ﬁﬁ

(1140) kgL cgE, FE5E, EEEHRERTET

FNZENAL R V48%. 2R U'48% 4K U 76% L& L 7= (4F

BEAOT—%) ¥, [9.2.1 2]

FrgEEE T EE

BE (8f) KROWEE (8 OfffEREE NEE (Child-

Pugh A\ B) IZ7 7%V 2% v b80mg™ %1 H1[al$H & Hi

ICTHRREROR S L& & BEFEEETHOKRS

?&75 IzH U’%} Jx 7\‘:\: VAR @Cmax& ZfAUCO,ZAhrLi\

FFREBEIEHRE (116]) &HEL TENZEN24]L030% 5

UTzo 720 REEFFEREE N EED Cnax & P AUCo, il d 2

NZNSIRUS% LR LIZ(GHEADT—4)9, [9.3 2]

=EnE

B (65KELL L. 2461) L EHEE (18~40m%. 2441)

72 7F VA5 y +80mg® & 1 H 1 EEA&FI7H

REFZOREG L E, BERTHICBUI 2EHED

Cmax&UAUCOMhrLi%ﬂE%l:ﬁ l/T %h%hl%'f&?&

gllé%tﬁ Lz BMEADTF—%) 19,

T T FY ALy 80mg® & 1 H 1B A RTIC7H B K E

BORE L&, BE/RTHICB Y 2 EMERERE (24

B) DCrnaxZ O AUCo.0mel I B EHEREEE (2461) 1 HEg

LTENZENAR 2% E -7 (GFEADT—4) ¥,

16.7 EMEEIER

16.7.1 HIEEH

R R A4 HIER A (SmLAIC/KER{E~ 7 %7 A

200mg B UVKEET I 3 =% 1205mg & & & SELAH])

FHEEAFORSHICT 275V A% v b80mg™ % Hi[al4%

D&%‘ LizEx, 7z 7‘\$\/ VAN @Cmax&(jAUCinf

FEZENZNRRTISBET Lz BHEADT—%) 1017,

JlveFv

TERERLA22B1IC7 = 7%V A% v bOmg# 1 H1[E7H M

REREORS L. Eit4~7HEIZILV e F > %].2mg/H

TIH2RIREROZREG L&, T2 TFVYZATY +D

Cmax& @AUCOZAhrLi%ﬂ%ﬂlZ& Zf7%J:9§‘ l/ 7': (')'71‘

ADF—%) 18,

TERRRL 266117 = 7%V 2% v +120mg® 2 1H1E %

Ak F v x1.2mg/H CIH2EN4H E K EROR S

LizE &, aLeF U OHERIREGHS LGS ERE

E#DCraxlE FNZNRETROI2% LR Lz F720

AUC0,2nl33%E T L7219,

16.7.3 AV RXIYY

TRRERLA2661C7 = 7% A% v h80mg™ % 1 H1[E L U1
v RA% 3 100mg/HCIH2EISHE RER OB S L&
%\ 7T 7\“:\" VAY B @Cmaxli7%’f&—l: L. AUCO,ZAhrLi
2% EFHU7ze £y A2 RAY 2 DCmax S O'AUCo.240
DIETRIZR2%LINTH -7 HBHEADT—%) 19,

16.7.4 2O+t

TERRRLA2SBIIC 7 = 7%V 2% v +80mg™ 21 H 1| K%

U7 a ¥+ »1000mg/H %1 H2E7H B ER DR S

Licl& F7adt oIk 72 7%V 25y

]\ @Cmax& ZfAUCOMhrLi%n%th& Zf40%J:% l/ fCo

—f. 72T FVRY Y bOHRICE R FTaFE D

Cmax® _EF N CAUCo 20 DIE RIZ1IBLINTH - 72 (4F

EADTF—%) 19,

FIVTFPSEY

R AIBFIIC T = 7%V A% v h20mg® Z1H1[E9

HERERO®RS U IERSHE®REICT Y 93> (H

_
[e)We Y
o O

16.6.2

16.6.3

16.6.4

16.7.2

16.7.5

WHRARR) 25mgx BEFOREG L&, 77T 3
:/@Cmax&UAUCmfti%h%h16&022%t5 l/fi (9\{‘
BADTF—%) 9,
JILZ7UVFNUDL
R ALBICT = 7F Y 2%y M20mgPETILT 7
UrF b L (ERRAR) (FAEIEINRE E¥ICE
) #1HIE4HBRERO®RS Lz & R-KUS-T
V7 7Y 2 DCmax Sz FAUCo, 240D _EFNISBLIN T H >
7o Flow TNT 7 L OENZEOEL (INRmaxD E5H
INRmean24h®{&—F&U§gW?‘(ﬁ‘]ﬁqu:j{ﬁo)iﬁ) Li?%
DIRTH-7: UEADT—%) 2,
BREN2IHINC 7 = 7F VA% v h80mgH & T LT 7
Uy hUwL (ERARERE) (ARIZINREEEICE
E) ZIHIE4EABMEROKRS L EER-TILT 7
V) > D Crax X CAUC0, e DK TIE2%BLINTH 5720 &
7ov S 77 7 U 2 DO CrmaxDIE R K CAUCo, 200D B F
WFIBLINTH 70 E72s TLT 7 ) Y OENZEOE
'”: (INRmax(‘:INRmean,Mh@{&T&U%VH%?ﬁ‘lﬁs‘zyﬂ
BOLER) 134%LUNTH -7z HHEADT—%) 2,
EROJOOF7IR
ERRR AN T = TF I Ay T\SOmgmt v Rarno
O0F 7Y R0mgx BHEEO#FEG LizEE, 72 7F VR
7y ]\@Cmax&@AUCmf@iﬁLi‘l%L}(W‘(%ﬁf: (’)‘7\{‘
ANDTF—=%#) 2,
FTHEIT1UY
ERRAZGNC T = TFI AT Y I\8Omgﬁ”2lElllE7E|FaEJ
REREOEREG L, HE5RB%RSEICT A7 1) 2400mg%
HOREO®RESLIZEEZ, T4 74 > DOCmax & FAUCins
DO LRI TH -7 FHEADT—%) »),
16.7.9 OV U9V
ERRRA3BIIC T = T F YV AY Yy HZOng)’a’:lEIUEDEI
MRERO®RS L. #5Hm%SEICaY 78y (B
WARAERR) dmgx BERROKREG Lz L& a2y usyy
M @Cmax@{&—FEUAUCmf@J:%Lif)%lfy\lj\]f% D 7‘:24)0
16.8 Z it
Tz 7F VAL FODFE20mg [ X7 7] i [&&
NE 2 HFOBEHA O EMFEN RSB T A N T4
VIEDIE T TF YRS Y NODEEOME [ 37 7 |
ZIEERAIE L& &, BHEFPERF AN, &
M MICRIZE E Ak S n/Y, [16.1.3 BHE]
*) REIOARSN7-HEROHRICBT 2REAEERIZ60mg/HTH 5,

17. ERPRRYIE

17.1 BERUCREMICRET 5H5R

(R, SFRERIIE)

17.1.1 ER#&HASE 1855
R ZE & U EREBIMERE2026] 2R e Lz IR
RREER L EEMAR RS HEEB 2 T o7 7
TERIRAY Y MOmg/H2» 6#E5 %2R L. SHEOE
EAERFEE (200 40, 601380mg®/H) FTHEZ
BEMICEE Lz, MBS 1 32 73R E5RR%E.
ORUI0EE Ly IhDIkEl6EE THE%MR Lz, 2
B, RHEBEILT T AR/, 72 T7F VR Y
~20mg/H&£2/430F1. 7 = 7 F Y A& v NM0mg/H B
0/41%1. 7 = 7%V A% v b60mg/HEEL/36f]. 7 <
TF VA5 v b80mg/HEEL/ALBITH o 7. 5
#%16HER: (SHOMNARE CHEEZBRIBNICIERL
B E &) 10 MIEREEEA6.0mg/dLELNICH
ELLBEOES (BHE) &, TROLEBDTH-

725

HERIR% 165 O MIFRERE6 . Omg/dLEL R ER R

16.7.6

16.7.7

16.7.8

BE8 MEREEE6.0mg/ AL NERE | I REEDE
7(?8{;““)* 2.6% —

2?2;% )E' 46.5% 43.9%
4%%)5 82.9% 80.3%
e )E' 83.3% 80.7%
8?2}%)5 87.8% 85.2%

FREBICBI BT 2 T7F YRy hOREMEFHIRI99
B, BIER (BERMEBEOREZ &) OFIRHEEIR,
7T R EE8.4% (7/38f) 7 = 7 ¥V A% v F20mg/H
B#23.3% (10/43%1). 7 = 7%V 2% v pOmg/H &
29.3% (12/416). 7 = 7%V A% v F60mg/HEE13.9%
(5/36f1) . 7 = 7% 2% v v 80mg/ HEE29.3% (12/4141)
THotze 72T FYAY Y NEIZBTAELEIERIE.
727 XYYy N 0mg/HEECRABIETZA4] (9.3%).



BREF (4.7%). 727 %V Ay MOmg/HEETHE
JELBE A 2301 (7.3%). TSHESH2M (4.9%). 7 = 7%
VA% b60mg/HEE R RBIEI K36 (8.3%). 77
FV A&y F0mg/H B < R B 2801 (19.5%). B4
2 (4.9%) DUBARHEERG] (4.9%). ALTHEHN2A]
(4.9%). CKIEEHI2H] (4.9%) Th-7z. [7.1 BHE]
EPss MAHHER

A% & T B R MEBE 2446 % Mg e Licya Ty
J = U BRI E R B E M BB R T o7 T2 T
FY 2% v FOmg/HXIE7a 7Y/ —)L100mg/H %12
HRE#%5 L. 20%. % h2h40mg/H X13200mg/H
ICHEE LAMHBIRE LT, 28, REBEE 727 FY
2% NEE3/1226, a7y ) —IVES/1R21B1TdH 5 77,
HERB%RSADIMFEIRBEZRLR (FEFHHEE) 1
BWT, 7z 7F VAR5 Y Mimg/AREO 7O Y ) —
JL200mg/ HEHIN T BIESHARE N (P<0.001: 3E
HHET—IUE5%). Fioy HEHIGHREO M5 REE
B6.0mg/dLLL 2R (BIREHEIEE) & 727+
VA% v M0mg/HEE82.0%. 717U J —)L200mg/H
B70.0%TH o7z, SRS TOBRBE % DOFIE
BRI TEREOEBDTH 707,

HERAIRSE O MIBRBEZLER (%)

17.1.2

IRBIE R [ 4L
) @ (mg/dL) | bk (%) | pegse ,
RS E 5| [os%fakE | SO
(miEze) | (mems) | Km)%)
Farl) ) —
womg/ | FO | (G
(120451) : i -6.24 P<0.001%
TTFIAIIN| g e s s :
40mg/H ' :
& (1.32) (12.1)
(1220) : :

a) MIEREBTEME (B5MIARTO MEREME) (ST 58 5Mp%E
DIMEREREDOZE LR
#) EHMMEICH T HPE

JRJEEEI X DO FRIFE &
5B 0~ 2B | 2A@6ANT | 6ABSHLT
7;&;gjé”” 1.7% 3.3% 0.8%
(21 (100mg/H) | (200mg/H) | (200mg/H)
711;fﬁ§”b 1.6% 6.6% 3.3%
0 22‘5%) (10mg/H) (4omg/H) (40mg/H)

() RRNSEEHO7O ) ) -V 727V A5y hORE
REBRICBITS7 27XV ATy bOREWFHHER
2431, EIEA (BRARBEEORE L&) OFHM
EiE. 72 T7FV RSy MEE8.2% (10/12261). 7 a7
U ) —VEEL.6%(14/12161) Ch o 7co 72 THF VY AY v
MEIC B A ERBIMER I, BEBMEE R (3.3%) T
Holze [7.1 ZH]
BARRESHER
M7 PR B3 1E9.0mg/dLLL b Ja\ % & Lo s IR INE B &
1712 RE LRI GHRBEEFEE L. 727 F VR
% v MOmg/Hr o35 25m L. HEMmEIERICT x
TEY R M 0mg/H, BEFMETHABICT 2T F VA
% MOmg/HICHE R U7z, #5HA%I0EROIMmERE
E736.0mg/dL%E B A T W& 3% 5hMiE®RISEE L0
T 7 %Y ALy he0mg/HICHEER L. IMiEREREA6.0mg/
AL ROBEE7 27 %V 25 v MOmg/H % MR L7z,
7B, WEEBEIZT7 =7V Ry v MOmg/HEES/131451.
717 FYV A5y be0mg/HEE/AFITh 57z, 5 HA
RISHE, 2658, 528 T MIEREEEA6.0mg/dLEL NIZH5E
L7-BEOEIE (ERR) &, 72 7FY 2% v Mimg/H
BECIE, ZN2N93.5,91.5, 86.4%. £7zs 72T FIAY v
~0mg/HEBETlX. TNn2NT74.4, 71.4, 87.5% TH -7z,
RABICBIT 27 7%V XY v bOREMEFAMTR
171615, BER (BBABEEORE2&T) OFRBMH
ElE.7 2 7%V A5 v MOmg/HEE37.4% (49/13141)
T T7F VALY v +60mg/HEE35.0% (14/4061) TH-
Joo 7T FVRYy NEHCBUAERBEIER (BEREME
BHEOBREZET) &, 727+ VA% v MOmg/BE
TR R BT 722605 (19.8%). B 7H] (5.3%). MUk
Al (3.1%). 7= 7%V A% v b60mg/HEE TR
iSO (22.5%) BAETRE3ME (7.5%)  PUBIR3M (7.5%)
VUREAERER2GBI (5.0%) Td -7z, [7.1 ZHE]
(WNAAERBEEICE S SFRELINEE)
17.1.4 ERSE ME5ER

(LEBENAT T E OB BE R E I 2 RIcTa T

J = U BRI E R E R L BB (T o7, 72 T F

17.1.3

Y 2%y h60mg/BXIE7 a7 ) —)Lig300meg/H [
WEERZEDH 5 EH (30=eGFR<45mL/min/1.73m?)
TI3200mg/H] b2 35 1T B Ia240 fE /i 2> 56H
5 Uiz, #5hnoH% * TOMBREMHEAUC (£
EEMEIEE) &, 707 —LBICHT 2T 2 T
VAYy MNEOFESLEN RSN GEHEY—Y VI
150mg - h/dL). F7:. 77+ VA% v he0mg/HD
?5;:2%: g)ﬂﬂ?%ﬁé@@@&%%ﬁ&ﬁéﬁﬁﬁi THRERFIYIZ I
DL,

AREBEICBITZ27 2 T7F VR v M60mg/HOR LM
B 6 S4B H LB (2.0%) ICEITER A ER D 5 iz,
ZORIWEMIE. ASTHEM,. ALTHEMTH -7z,

B 5RAB6 % £ TOMERBEAUC

fesa MER#EEAUC (mg - h/dL) BfEZE
BN gTE e | [95%EHXE]
Tary )=\
200~300mg/H 513.44+13.13
(501) -33.61
T THFEIRAY Y b [-70.67,3.45]
60mg/H 479.82+13.26
(4941
FEZE 7 7FV Ry ME-TRTY ) — VR
(mg/dL)
8 .
—o—JITTHFYRY v M (496)
--e-- 7O /—)LEE (506)
6 | e + B4 RE
= {EFRUARIEH
ul
V=)
R4 A
i3
&
2 4
O T T T T T T T
Day-1 Day1 Day2 Day3 Day4 Day5 Day6
n IRE RSB
MVE IRERE DR RHEFS X

) AROEZESN-FHERCHRICB I 2REARSRIZ600mg/HTH 5.

18. EFNEIE

18.1 {ERR

18.1.1 7z T7F VAT v NI, REBEREZESFY VF 2 F
F 7 —EOrLE (KifE : 0.6nmol/L) . EtE (Kif:
3.Inmol/L) ZWINBEET LI &ICED. REE
WEiNES 5 (n vitroiREr)

18.1.2 7z 7FVRY v bME, oFELZTSY > - LY 3IY
VREBROENRICEE A RITEST., FYUFULF
V-V EBIRNICEET 2 (n viroilx) Vs

18.2 EIE{EMA

18.2.1 MAAFREAE TER
Sv b (EE.BREBIEETIL) T7xzTFVIATY
MIBOEICLD, MPRBEZETNSE22,

18.2.2 FROFREGE TER
Ty NTT7x2T7F VAP y MIROKSICKD, RF
REEZE RS2,

19. B CRET B E(EFHXR
—fRII4FR : 72T F VA% v b+ (Febuxostat)
{b24 : 2-[3-cyano-4-(2-methylpropoxy) phenyl]-4-
methylthiazole-5-carboxylic acid
773 ¢ CieHisN203S
FE :316.37
IR AEORBEEDOH R N, N-IRXF LKAV LT
FIZBITRT L, IAFILRIARF Y RICPRBT
R I )b (99.5) ITRRFEIFIC L R
5= XII7E P = P UIIZEIFICS L KIZiE
EAEB T2,
{beE=
CH,
TN
s

CO,H

HsC
3%0

CHs CN



20. BRL EDER
T IO —BERIFRIOERE T TRET 2 I &,

22. @&

(TxT7+YR9v NODEEIOME [TF=T 7))
1008 [108 (PTP) x10]

5008¢ [108E (PTP) X50]

(7YY vy ~ODEE20ME [T=T7])
10082 [108 (PTP) x10]

5008 [108E (PTP) x50]
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