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Febuxostat OD Tablets 10mg ¢ 20mg * 40mg “Chemiphar”
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2.
2.
2.

22 (ROFBEICEFRS LBV E)

1 KAIDEGTIN UBBIEDBHEED & 5 B&

2 ANHT VT IR T FFF+ T v 25 Hh
DEFE [10.1 ZME]

3.1 #R%
TITFIATYNMT 2T FIAYYNTZTFIAT Y b
fR7e OD#£10mg OD#£20mg OD#$#40mg
[(ri77] [r377] [(r3177]
BWES |72 TFIRAYY NMT2THFIAYY NI TFIAY Y b
(18E) 10.00mg 20.00mg 40.00mg
D-v = h—Jb, ZURARE R, BEEKT B, 18
{tF UL, Ry Fabiltllao—2, &7
e |VEIE VY —LD, IV UEEET bY T LA K YL
. N—}80. AF L u—R, ¥ T—L6000. &7,
FANSNTF =L (L-7 2= V7 I = Ab&W) . 7~V
ZFTVIF UL, FR
3.2 RFIDOMHIR
TITRIRT Y N T2 TR IAT Y N T2TFI AT v -
fR7e OD#$E10mg OD$§20mg OD#$#40mg
[7r377] [7r377] [7r377]
i | HEEEED | pe pmeonmin ons
.
rhy -
flE -
BEE 6.0mm 9.0mm
Es 2.8mm 3.8mm
HE 85.0mg 250.0mg
ol o e TxTFY Tz TFY
BTN 15 65Dr377 | 200D7377 | 4 ODr 377
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5. FEENIFIRICERET BER

(jBE. SPRELINE)

5.1 RAIOBEAICH 72> Tk, BFOBBEEHE2SEIC, E
YNEESNREE SNAEEENRETHI L,

(D" AAEREEEICHE S B FRESINIE)

%5.2 KAIOBEARICHT- > TlX. EEREEREBEORIE) X7 %
EELCHDEEZBIRT S &,

*5.3 RANIBEICER S NI IREE % D RS AERIE AWz, I
FPRERE 2 2 IR R S B 23RS T E 20,

5.4 D AALEEER ICRE L SRR IE 1SN 2 RKF OEZD
MR L2 I IHEL LT W7z,

*6. FERURE
(R, SPRELINE)
BE. RAICIZ7 7%V A%y hELTIHIOMgE VB

L. 1HIERO®RE T 5, Z D% 130 REE % R
B OMBEIZIEUTHRAICERT 5. MR EFEIALE

40mgT. BEORBICSCCHERRT 575, ARESE
F1HI1EI60MgE 9 %,

(B AAEEEEICH S SRERINTE)

EHE. BAIIE 7 2 7% Y25y &L T60mg# 1 HI1EE
%59 %,

7. iERURECEET 2R

(Rl SFRERINAE)

7.1 REERE TRIC X 2BBOHICIE, MAPRBEOSEZET
R DIEARMEIR (REREE) PHESNLENFHLHD
T RAIOHSIZI0mglHIE SBta L. & 5HE» 52
R DU I 20mgl H 1Al B 5Ra 2 5 618 M LR 12 40mgl
HIEHRG T 548, RrlcEBT 2, B, HE
BITBBE+FICBRET 52 E.[8.4.17.1.1-17.1.3 &HE]

(NAAEREEEICHE S SRR

*7.2 AN ACERERR]L ~ 2HEI» 5% 5 2R 2 C &
7.3 BRER KR OCIMHPRREZ E=8 ) > 7 Lk o, (LER

ERBSHEE TRET 22 & B BEOREIZEL T,
HEHMZBEELERT 22 L.

8. EERELRNEE

(Ghgedki@)

8.1 FHEEREEN D S DNB T ENDHHDT, AEFREFILE
HICBEZITOGE BEOREZ+DICBET S &,
[11.1.1 ]

8.2 AHFESHIIFRFEEEDFFROEEZEEL. BEEIR
D oNTHEICITRRIEREMEOREEZERT 5 L.

8.3 DMEBEREBZET HREEE 2 0tR & LB ERRERIC
BWC, 7af) ) —LVBICHEBELT 72 7F VAT Y b
BHCODMBEROEREANE P > EOREN D D, AFH|
5T AIEHICDIMNERBOEERH - 2 HBIOER
T5Z &, [15.1 BE]

(@R, SFRESIEE)

8.4 ARNIREEE TETH Y., FEBEER (BERKE) FHIE

WM RBEZE RS2 SREMER (BRKEE) 21
BIELBTNNH 5. AFESENRERER K (REFE
1) DRDENIHBEZ. FERPBSFS2F T, KAIOH
ExBBLENWT &,
Fio. AR FICRERME R (BRFHEE) »HERLE
HIZIE, KAOHEZZEET S En&E5E2#E L. iE
RickvarveF o, ERTFOA RERRER. BIBRE
2AT7aA REZHHATH L, [7.1 ]

9. HEDEREZERI SBREICHT IR
9.2 BitaeEEERE
9.2.1 EEDOBHAERERE

EEOEREREDH HBE L HRE LKA ERIEE
ML TWiz, [16.6.1 ]
9.3 FFipEREEERE
FREREDH 5 BE 2 NRE LHKRABRITERL TW»
7\, [16.6.2 ]
1T
TR XASAESR L C W A RTREME O & B0 ITd, 1B EOF R
HAEEEE EE S SH SN BB EICOMEETHT &,
EEIR
BB EOBEREROCBIARBOEREEZZR L. B OM
B I IEE AT A2 L. BMER (T ) TRAED
FITHICRITT A2 EPMESNT WD, E7o. BIMER
(Z v MBI 2 HAERTKRCHEZOREL CITREOKEE
B9 5E) ©12mg/kg/H (60mg/HTOE b IsErH

9.5

9.6



BEEDILIE) DETHEROBERICFT > F o LH#E
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ANAHT ST | BHENHEORIER | 7Y F A7) OREI AN AT
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(atrvy) | Hbe FrAFTHF—YOREICLD,
THFE T v ANATL T DIFEED
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vysey E. RE. HREECYSCVORBBERETHHF
EZEOLY I DV UFUAF U -EOHEIC
BIfER #8504 50| L 0. 45 0RE %I
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sy —L (JEFE) cHmsen
TWb, KALFYF o4+
VY —YHREERE D L
5. FERORREED B 5
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NH 5o 0. BERAKRUCHIVEEIC
KEIEHATAHESBVWTY Y ) ¥ DCoak O
3. V¥ oR|AUCH ERT A TO S
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y—YHEEEAZzLOI LN
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OANZYF 2 (O ANAY F 2 OI|AKEHABCRPZEEYT 52 &1
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VW, BEDPRO SNEEIEIHREEHIET 2% E#ET) %

WBEZITH &,
1.1 EXGEHER

11.1.1 FFtEeERRE (JHEABA)
AST. ALTH D EFZ2 5 FERENPH5bh b
ENH B, [8.1 ]

11.1.2 BEYE (SEEARH)

BEHWEIE HE R EOBBIENHSDNDZENDH S,
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R CKHifI. BHE
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EE’)%%U Irurzua7y U
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14. ERALOER
14.1 EFIZMHOES

14.1.1 PTPEEOZEANIPTPY — b2 5 HD I L TIRAT %
FOEET LI L, PTPY— FORERKICE D, BELH
AP EERBEARA L, BICI3ZEAzH I L THER
MREOEERAIEZHRET LI ENDH .

14.1.2 RANZFEO LICOR THERZIRESE 2 CHRET S 12
O, Kz LCTIRARTETH 2. /2. KTRATSZ

EHTE D,

14.1.3 AANZBE-LFORETII KL LTIRASEZW I &,

15. ZDfthDER

15.1 ERPREEAICE D <153k

BN TEESNDMERREZAETA2BEREL R E
Li-—EgMESHREICBVL T, TEHMEEE (O
BYE, JEBEMHOAMHEE, FEBFEEMEZER. REEHRD
FEICNT 2 RAMITHEROEALY FRA V) I2o0
TR7aF) ) —LVEBIINLT 2 TF Y2y y VTS
HEARSNZHOO, BIRFHAEE O S 5 DIMEFEDFHE
HEE T2 TFIRY Y "EROTR Y ) —LETER
ZN4.3% (134/3,098f1). 3.2% (100/3,09261) T&H v
TxTFIAY Y "ETEDP 272 (NP — R [95%EHE
X1 2 1.34 [1.03, 1.73]). DIMEFEOFRTIIMBEEE D
ICDEREDPROEZ P57z (T2 TFVRAYy NEE2.T%
(83/3,008f1) . 7 a7 J —)ILEEL.8%(56/3,00205) ) o F 7=
SRTORBEEZIZOVTE, 72 TFV ATy NHERD
Tar) ) —LEETENENT.8% (243/3,098M1). 6.4%
(199/3,0020) THV 7 = TFIAY Y "ETEP 2Tz (N
H— FH [95%EHEX A1 : 1.22[1.01, 1.47]). [8.3 ZH&]

15.2 FFERAREABRICE D < 5%

oA AW I04ERR S IC L 2 PARERERICEL
<. EAER (7 v Mdmg/kg/H [60mg/HTO
~OIMmERBES D25 (M) K026 (M) &, v 7R
18.75mg/kg/H [60mg/HTO b b D MEFIEE R D4
(1) RO12 (M) 15]) OBtIc®y > F o eifEshD
ERIE-EAEPRO 5N, v 7 AD18.75mg/kg/H (1)
KT v b 024mg/kg/H (1) ([CREMEE (817 LR
FLIEE R OBAT L) OFREHEOBINAED 5N,
< ATIRBRICE T > F UHER - BaER L L WES
TC. BEWBIT LR OBREIERD SN hrolz, (Fo
BT W& A% S X AT BT
BT EICED, BRHEOBEEE(LIFRIND EOR
ENBH D, $im BERBICBWT, FHUFUEE -
AEEDYE 2 RINE RIS » o729,

16. FEMEHRE
16.1 MHHRE

16.1.1 BEOigS

BERRABME0FIC. 72 TFVAYy kELTIO
20, 40% U'80mg® % i FCHERORS L7 & X,
MEEFR7 7%V 2%y SOENENFE/NT XA =7 IZLR
DEBVTHEHY,

EMEREINT XA —%

A& AUCins Chmax 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

(9 fE R ERZE)

16.1.2 RiEKRS

GhgeHE)

BRRABEHIC. 77+ 2%y b &L T40mg
ZHARRICIHIE7THMRERORS Lz & &, miEsh
717X VR y MBERRSHB%RIA TERREIC
EL, MERSICL2EBEITD 5N h o725

= Crnax Tmax AUCo,24nr ti2
g | BRH (ng/mL) (hr)  [(ng-hr/mL)| (hr)
1EH 1019.1 1.8 3658.5 6.3
40mg/H +343.2 +0.8 +£625.6 *1.6
(N=6) 7HE 1299.8 1.5 4442.1 8.8
+312.6 +0.3 +729.5 +£2.2
(CEEE - EHRRRE)



(. SPREZMAE)
BRBIMERFIFIC7 = 7+ A% v M0mg/H T2
JEM. 20mg/H24ABIHIBEHER ICHREG Lz & &,

B EHRROEICE T HEMFEINT A -5 IR D &

BOTH-727,
U Cmax tmax AUCO,24hr ti2
BSE (ng/mL) (hr) (ng - hr/mL) (hr)
_ 541.8 2.2 2092.3 8.2
0mg(N=10)| 97 g +1.6 +463.2 +2.4
(FH91E 1R )

16.1.3 EYRHIRFEEAER

(Fx7+YARY v ODEEIOMg [T 7))
Tz 7FVAYy FODEEIOMg [73I7 7] &7x27
U 7 8E10mgE. 7 U XA —N—IKICL D ENENIGE
(7z7FVR% v b&ELTI0mME) BEEBRAETICH
AREEORS (K U TRAKXOKTRA) LTm
BPRELAREZRIE L, G5 N EMERE/ST X —
4 (AUC\ Cmax) L:’)L3?90%{%‘*3[2&5(25&:‘(%%*@@
M &4T - 7465 log (0.80) ~log (1.25) DHFEANT
H 0. WAOEDENREESER SN,

(K7 UChRA™)

HEIST A =% BEINTA—4

AUCO,ZAhr Cmax tmax tl/Z

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

TITEIAY Y b 1361.06 | 561.77 1.6 3.9
OD#ElOmg [ 377 ]| +322.87 |+153.21| +0.8 | +2.2
e 1397.71 567.19 1.3 4.4
7=7V78I0ME | U3 ag | 186,08 +0.9 | +2.8

(PigfE + HEERZE. N=38)

¥7 27 ZEEIKTIRA
(ng/mL)
800

(FIfE+1R%ERZ=. N=38)
—e— JIJFY2AY vy NODR10ME [T 7]
o JTTUTR10mg

0 i
olﬁ 2 4 6 8 12 24(hr)
iSiE]
(K ThRA)
HEISTA—% BENRTA—¥
AUCo,24nr Chmax tmax ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)
TITFIAY Y b 1360.37 501.24 2.0 4.3
OD#El0mg [ I 7 71| +366.57 +180.48 | £1.3 +2.3
N e 1386.82 545.26 1.3 4.1
7=7VIRI0ME | a5y ge | 21664 | +1.0 | +2.3
(CEEE - EERZE. N=67)
(ng/mL)
800 (TIIME+RERE. N=67)
T —o— JIJFVYRY v MODIRIOME [T 7]
% 600 L 7 --o-- 7T U T§10mg
s
x
E
1t
63
= :
B '
200 i 7 o \
7 RN,
] :
0 i . . i 2 °
0 2 4 6 8 12 24 (hr)

LS

(Fx7+YRI vy hODERIOME [T=ZT7])

Tz THFIAY Y FODSEOmMg [ 77] &7x27Y)
J5EA0mMEgE I U AF —N—EIC XD ENENIGE (7 =
TEYAY b ELTAmE) BERASFICHEERE
BOBE (K UCIRAKOKTIRA) L TmERRE
{LIRBE 2 HIE LG o N7 e/ ST X — % (AUC,
Cumax) 12DV TR EHXENEIC THEMNT 21T o 724
#. log (0.80) ~log (1.25) O#HFENTH . MWHID
EMENRSEES RS NY, [16.8 BHE]

(K7 UClRA™)

HEIST A —% HBEIRFGA—4
AUCOAShr Cmax tmax t1/2
(ng * hr/mL) | (ng/mL) | (hr) (hr)
TITFEIAY Y b 7631.2 2726.4 1.79 8.02
OD##40mg [ 37 7| £1865.1 | +£827.5 | £0.99 | +2.22
N 7670.3 2729.6 1.35 8.15
7=7V780ME | {9694 | £919.0 | +1.04 | £2.27
%7 7)) TSR THRA (EHEE - EHREZE. N=40)
(ng/mL)
32007 (PELIBERE, N=40)
30001 7} —e— JIJ7FYRY Y hODERAOME [T 7]

o= 7T U J§40mg

2500 1!
2000 |

1500 |

FRRESF RO B XEE

1000 |

500 |4

ol
o] 2 4 8 24 48 (hr)
B
(K ThRA)
HTEIT A — BERTA—H
AUCo, 48nr Chax tmax ti2
(ng - hr/mL) | (ng/mL) | (hr) (hr)
AV EDF YA 8793.8 3113.3 | 1.34 9.06
OD##40mg [7 37 71|  +2214.5 | +816.9 | +£0.90 | +2.41
. 8577.8 3220.4 | 1.26 8.73
77V 78A0mg | oy | k719.5 | £0.81 | 2.4

(P9 +1EHEREZE, N=22)
(ng/mL)
4000

3500 + +

(PEELRERZE. N=22)

—e— JTJFYRYw hODER4AOME [T=T 7]
--o- 7T 7UT#40mg

0 ¢ . - .

12 24

48 (hr)
S5

MEEFEENICAUC, CoaZED/8T X =513, 8
HORR, FEORMEE - BESOHBSRMICE -
TRLZZREENH 5.

16.2 DRIY

16.2.1 REDRE
RBERALOBIC, 727+ VA5 v MOmgk BkICH
E%%D&%“Lfiag\ %Hﬁﬁﬁgb:tt/\‘“{\ Cmax&()s
AUCitdd ZNZ 28K 18%BIE T L 77,

L Cmax tmax AUCmf ti2
BSE (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
joxi 2o 1456.0 1.8 5321.6 6.3
(N=16) +514.8 +1.0 +910.4 +1.5
(P51 + ZHEfR )
16.3 537

16.3.1 ERFEEXR
T TFIAZ Y b (0.4~10ug/mLEME) Ok b
MiFTEEBARIZT.8~99.0%TH D, ELEEAEH
BT7LVTIVTH-T (n vitroRE) %,
16.4 {5
T TFIAY Yy NOELRERBIE Vo0 v Bigs
MG TH>Tze Flon TOMITEROBILR#Y. Th
5OWMBIAA ARV 7L a Yy BiagRicRE SN0,
77 FYV A%y s DOCYPIA2, CYP2B6., CYP2C9,
CYP2CI19. K U'CYP3A4/51x 2HEITFRD 5Nz h >
7o —H. 727 FVAY Y bOCYP2C8K U'CYP2D6IC
*t9 AKUEIZZFNZN20%040umol/LTH -7 (b RT3
ray) —LERWizin vitroikr) 00,
7 7%V A% v MIZCYPIAL/2, CYP2B6. CYP2C9,
CYP2C19. CYP2D6. CYP2E1 X% U'CYP3A4/5% 55E L 7%
Motz (b MIRIFEIEZE R vitroiREg) V.



16.5 HEtt
16.5.1 R ABM246IC7 = 75V 2% v b & LTI0. 20,
A0mgEABE NREREOREG Lz & & fE5%£247%09%
HEE TORESRBICNT A7z T7FY Y v bORF
HERIZZNZTN2.1~3.8% % 1V2.2~3.9%TdH > 7,
Fio. BEBURVGEBE TCORERIINT ST =
TEVZRY Y bOTNT Oy BASEORFHERIE
FNZN46.7~49. 7% 1V'49.0~51.6%TH - 72",
TR A BH6FICMC-7 = 7T+ Y 2 ¥ v b & LT80mg™
ZEATHRA Y. METHEEEOREG L&, &5
BAREE E COMBEFRBEREICNT 27 27 F VAT
FEROFEDO TV Oy BIaEROEHI&IEENZENE3.8~
95.8% % U2.3~6.8% TdH o7z, HERRERETHOT =
TEVAYy b ORPERER (SRS 5EE, D
TEBE) 131.1~3.5%. % 5%1208% [ & T O Fett
RIZ7.8~15.8%ThH o720 F7o. iM% E OB
RO GH26F M £ TORKUEFFRMRIZENZEN
49. 1% 0V44.9% TH -7z BEADT—%) 19,
BENDESZEIEE
1 BiEERTEE
B (5f) ROHEE (7TH) oBKEETEEICT
TEVRY v +20mgx | H1EEER%IC7H B REROH
Sl &, %ERTHICB T 2BREEHER NEO 7
7;\: VS AR @Cmaxli%%ﬁgﬁﬁﬁ (9&”) tgb 5
257205 AUCo, 2l 3B HEHEIE F BEIC ELE L T53% 3
bﬂ L f:o q]g}ggf%ﬁg{g—Fﬁ@Cmax& UAUCO,MhrLiEﬁX
BEEEHBHICHE L T, N2 N26KU68%EEM L 7212,
BE (o), TEE (7h) RUOEE (7H]) OBE#HKE
BEFEEICT7 27+ 2% v h80mg™® %z 1 H1EEHERT
WCTHERERORE L L &, %ERTHICB A7 =
7:\: VAT R @Cmax&UAUCO,24hrLi\ Eﬁzﬁ%ﬁgﬁﬁﬁ
(1161) (Chel L CHRE, hEE, EEEREETHT
FNENALRV48%. 2T UM 48% . AT U 76% L7 L 7= (4F
EADT—%) 9, [9.2.1 k]
FrEER T EE
BE 86 ROFEE @) offsEE N EE (Chid-
Pugh A\ B) 7 =7 %Y 2% v b80mg™ %1 H1[al$A & Hi
ICTHEIRERO®R S L L&, BEKEETHOKRS
BTHIZBI 27 27 %YV 2% Y bOCmaxy AUCo240cl 3
FFFSREIEFRE (1165]) &HEL TEN2 24 030% A
L7z 720 EP%g%ﬁﬁ‘éﬁ?ﬁ@Cmax&ZﬂAUCQ%&rti%
NZNSIRUS5% LR LIZ(GHEADT—4), [9.3 2]
SEE
ElE (65RLLE. 2401) &EEE (18~40m%. 2441)
27 2 7%V A% v h80mgH Z1HI1EFAARRTIC7H E
REZOKREG Lz E, BERTHBICBU25HBED
Cmax & CAUCo 2l B EF I L TENZNIBE T
C12% ER L7z BHEAOT—%) ¥,
g3
727 FY ALy N80mg® & 1 H1[EIHA A HTIC7H B K E
RBOBSG L&, H#ERTHICBO 2 EmERERE (24
B) DCrmaxZ O AUCo, el LB EHEEREBE (2461) 1L
LCENZNARVR2%Em D >72 (GHEADTF—%) 19,
16.7 EMEEIER
16.7.1 HIEEE
ERREL A24B1 2 HIER A (SmLAIC/KER{b~ 7 %7 4
200mg K UVKERL 7 L 3 =77 £ 225mg e &F 3 AELEAl)
ZHAFEORESRICT 7Y 2% v b80mg™ % Hi[m#%
5 L7EE 72 TFYVAY Y bDOCmaxt FAUCins
EENENRRTISBET L GHEADT—%) 1017,
JlbeFY
ERERRA22611C 7 = 73V A% v M0mg# 1 H1E7H
REZO®REG L, BEiZ4~THEICI Ve F > %1.2mg/H
TIH2RIMEROHREG LizE&, 72 TFVYRTY FD
Cnax & CAUCo,aneld TN ENR2ROT% LR L7 (4LE
ADF—%) 18,
TR 266117 = 7%V A% v M20mg® 2 1H1E %
UOa)vkeF rx].2mg/H CIH2MEN4H B REZ DS
Liz& &, aLe T OfERIRESHD L3y a%BE
BB DOCnaxl T ZNZNDR2BE TR UO2% LEFH L7z, £z
AUCo.24rl33%E T L7190,
16.7.3 AV RXIY Y
TERERLA26(IC 7 = 7%V 25 v +80mg™ % 1 H 1 [E R ' 1
¥ FA% 2 100mg/HCIH2BISHE RERZ OB G L&
ELTITFVAY Y FOCnaxlE7%E T Uy AUCo,2mld
Z%J:i%fl‘ L7ze F72 ’f VR y@CmaX&wAUCO,Mhr
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