2I05NC

* % 20226FORNE] (SB4hR. MEERE. HERUHEEE)

fr &
BRI

5. 0 BAEEERIEES
*202258RKE] (R3HR) 873949
EIRRFF OD#$#10mg | OD$£20mg | OD$E40mg
3% FKERES | 30400AMX00031000| 30400AMX00032000 | 30400AMX00033000
JEDU VEIEIRNF Y VY F ATV —CPEER | BRFERIE | 20229F7H | 20224F7H | 2022%7H
]
nSEERERY

TJI7FVRI v MR
FZI0FY X9y PODsz10mgs=77)
TI0FYRAIYPODs20mgir=77)
TZII0FYRIYPOD:40mgr=77)

Febuxostat OD Tablets 10mg ¢ 20mg * 40mg “Chemiphar”
) EE-EMSONLEICEVERTAIE

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

* x4, WEEIEITIR

O,

SFRERIMAE

ONAAEERSEICHE S R PRELIMAE

5. FEENIFIRICERET BER
(jBE. SPRELINE)
5.1 RAIOBEAICH 72> Tk, BFOBBEEHE2SEIC, E
YNEESNREE SNAEEENRETHI L,
(D" AAEREEEICHE S B FRESINIE)
% %5.2 KEIOBERICH 2> Cld. EERBEERBEOFREY A7 %
EELCHDEEZBIRT S &,
% %5.3 RANIBEICAER S N IREEE RS 2ERIE Wiz, I
FPRERE 2 2 IR R S B 23RS T E 20,
% 5.4 D AACEEER ICHAE L - B REBIE SN 5 AH OB
MR L2 I IHEL LT W7z,

* %6, FERUAS
(B, EFREAIGE)
W, RAICIXZ7 7%V 2%y b & LTIHI0mgE b B

L. IHIERO®RS T 5, %M REE % R
BASBBEIIE U TR ICHET 5, HERIGERIAIE

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

% k7.2 KANK A LEEERR] ~2HF12 652 BhT 52 &,
% %7.3 BRERROCMFREE E=5) > 7 Lanr o, (L&

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

ENBERILED B VTR 48mg/kg/H (60mg/HTD

t N OMAEFRBREED39.3%) THARDOET, FEEE

7% EOFREMH. BRIEOAEUL R CHRIEEEEINOME

MAERD 5N TNSY,
9.7 INR

NREZ R E U7 BRABIIER L WLz,
9.8 =iim

BEOREZEEL., +ICER LAY ORI Z2RE5T 5
Z&o —MRICEEBREPETLTNRA I ENZ N,

14.1.2 RANZFEO LICOE TR 2 BE S E 2 ERET 272

K7z UCIRARIEE T H 5. F/o. KTRAT A
EHTE %,

14.1.3 RANTE/-EFORET

15. ZOMDFR

KR LIRS E W &

x15.1 ERIRERICE I <15

WBHTEMSI N ODMEREZHE T 2REREZ MR E
L —EEMIFELERBRICB LT, ZEMEEE (Om

EIE. JEBSEEOATIEE., FEBOLEME . NRERD
Tillﬂﬁ“éiﬁé%mﬁﬁﬁﬁW)@éi‘/ RARA b)) 1220

10. H8E{EA TE7a?y ) —LVEICH L7z TV RY Y NEETIES
10.1 HAZZ (HALBWLWI L) EARENTHODO, BIRFHEIEE DS 5 ILIMETEDFKE
EALE | EAOEH - BEAE B - e T EHI T THFIRY y NEROTOT Y ) —VETEN
ANHT T BENEEORER T T AT L ORE AN T Zn4.3% (134/3,098f31 ) 3.2% (100/3,09261) < O
> KR REBT HARMES TV ORBEBETHHFY T TEIRAY Y NETEDP 572 (NF— FH [95%(S 1
(A7) |b5. FrAFIHF—EOHEEICLD, X1 : 1.34 [1.03, 1.73]). DIMEFEOFTIIHEEE B
THFF TS v AAHT STV v DR b uuﬁ%%#y%%#ot(717#719vhﬁ2ﬂ6
<4ﬁ5>~7ﬁ i??%gﬁ;y?”%%géﬁ (83/3,008f) . 7 0 7)) ) — )LEEL.8%(56/3,00201) ) o 7.
= ®) T %0 LFEORBLSICOVTS, 72 TFYRY Y MERD
2.2 2] ARl i FOF) ) — VBT ZNENT.8% (243/3,09861). 6.4%
— r— ol BRI : (199/3,0926) THY 7 x TF VA5 v NETEP 72 (N
10.2 HAEER (HAICERT ST E) B — N H [95%(EMXR]: 1.22[1.01, 1.47]). [8.3 ]
HAIZE EERAER - BB A BT - fabERT 15.2 JEEEARHBRICE D < 1Bk
vysey SR, RE. GREIEYISECVoRBBERERTHSF FoEZAWZI0GERERSIC L2 PARERBEICE W
FEOLY IV DTV F U AF T —LOHEEI . BEESHER (5 v N4mg/kg/H [60mg/HTO
BIER 2 BT 5T | &0, ©¥ 5L ORE%ITH FOMEERREE OS5 (1) RO26 (i) £, ~7 R
RAERD 2. L. fERZREEY 5 LA 18.75mg/kg/H [60mg/HTO Y b DIMiEHERER D4
D7k ) e (i) RO () f5]) OBBEIC*Y > F > CfEESNS
Qy—ihﬁﬂﬁﬁaﬁﬁ%éo: Lo ?ﬁﬁﬁl‘m%‘%ﬁﬁﬁ’ﬂ&)%ﬂ\ 7710)1875mg/kg/E|_ (IH:E)
S5 ) BEIPD By ) P — L8 AT D B DIENMAER e
AR AR 3~ ARG e i S AT A 7 A8 - TR L AR
PHbo &0, BERARCHIVEEIC T, BIEBIT EROBERILERD SNar o7, (ol
KRN EHETIEEBVTIY ) VY OCnaxk O ﬁET ;t FEER - AR AR SIS K BRI DS R R R T
3. V¥V OBR|IAUCHK LRI B EnTaS IC& D, B OIEEHEZLAFER I NS EDOR
SRICERT S, U/%%§§§Tj%§§“ i#ﬁéoit‘%%ﬂ%k ST, FYUF AR
%, EEE s
o CIREEAE 6o b 7z BbhE 5 RILERRIZ %2 - 727,
5. [EROTEEENH 2. 16. FEAPENEE
_ 16.1 MoGEE
1. EER 16.1.1 HBEERS
“@@WW”%Ebﬂé ERDBHDT, BEETTIC BERABHE0FIC. 7 TFVAY Y FELTIO
 BEPROSNIGEIC i?&%%ﬂiﬂm@‘é@tﬁtﬂt 20, 40K U80mgH Z B N CHEROKRS Lz & &,
L%%qo;&o MEEFR7 2 7FV 2%y NOFEPEFE/ST X — 7 IZDIR
111§§%Ugﬁ(ﬁﬁr : DEBDTH B,
11.1.1 BEEE NBH 3 £ 05 A —
AST. ALTEZQD L5 # #45 FHSEEIREAH 5 b5 = e - A At t
ERBHB, (8.1 BHE] (ng - b/ml) | (ngvmL) (br) )
N g r/m l’lg m T T
11.1.2 BBUE (BHEREH) T0mg 1537.0 492 62 14
LB, RIE % EOBBIEN B 5bNDZ EHH S, (Nt | £430.9 e o i
11.2 ZOftiDEIEA 20mg 3296.2 1088.3 6.2 1.3
SR o s o P (N=8) +751.9 +178.9 +1.1 +0.5
e 1~5%AH LA FEAH 40mg 7085.2 2270.3 7.3 1.2
i A mEREED> /N (N=8) +1341.2 +866.7 +1.8 +0.8
Aift 80mg 13300.5 3765.3 6.9 1.9
WA WTR TSHHN (N=6) +3032.3 +1008.3 +1.8 +1.0
S FREOLUNE FH|EFE KER (P E + fE e fRE)
i P F W, EHIE H 16.1.2 RS
i DEREE iE
ol BETOUE. B L :
M o NI B BB AT OMIC, 7 TF V2% v b & LTmg
CREREERE EMREICIEIETAMRERNGSL e S M
H’:F ° (ASTiEhD\ AL%% 717$\/X7 Y }\0%):9: i&'—:fﬁﬁ ?&35 Tﬁﬁ%% Z
R |40 -G TP e L, REFRSICE2EREEGRO SN EH 77,
R R, FOREE. I |ERE. E HE B H Chax trmax AUCo,24nr ti2
. S DU AR, PO R AR B ) (ng/mL) (hr)  |(ng-hr/mL)| (hr)
BrER CKHAN. Firss \ag | 1001 1.8 3658.5 6.3
B-N7+tFILDZ )L a4 |[RERD 40mg/H +343.2 +0.8 +625.6 +1.6
—_ =y —CHIN, R (N=6) |, og | 1298 1.5 44421 3.8
ﬁmﬁ Eﬂ;u Va=w! yﬁggn\ +312.6 +0.3 +729.5 +2.2
JLVT7F=r IN S5 4 FE
R S . (EoE - 1EHRERE)
BE®. (8. fh ) [ (L. SPREAIAE) A
ZOM 7Vt RN, CRPH EIRBEIMERZ 0BT = 7FV 2% v F10mg/H T2
B, e Y LA AR, 20mg/H 2 4B A A AR ICHE L& X,
B G RIRROEICB T 2EYEE/NT XA —FIZLITD &
14. BERLOEFER BOTHH12Y,
14'1 Eﬁuﬁ{qﬂ%o)ii% L Cmax tmax AUCO,ZAhr tl/z
14.1.1 PTPAEQEH|IIPTPY — k2 5B H L THRAIT % BSE | (hg/mL) (0 |ng-bomL)| ()
Lo ET L L, PTPY— FOERICKD, FELE 541.8 2.2 2092.3 )
A EEREARA L, EICEELE B2 LTHE Wmg(N=10)| )7 g +1.6 +463.2 +2.4
iﬁ%%@é%&é{%ﬁ%{ﬁ%jé (‘.’.75)35%)0 (S‘Zil:jfﬁi*gz%ﬁ%)



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 %4T > /4G 5R. log (0.80) ~log (1.25) O#HFEHNT
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
B

(Fx7+YRI vy ~ODfIOME [T=T7])

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 . WHID
EYENRIEESHEER SN, [16.8 BHE]

(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 iy

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

(FHfE L 1R RZE. N=22)
(ng/mL)
4000
3500 |
o 3000 t 7!
& 2500 |
% 2000 | i
1t
1500 |
= ¥
B 1000 [ |77 T

(PELRERZE. N=22)

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

500 [

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
AUCnlE ZNZh 28K 18%E 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 THo7 (n vitroRE) ¥,
16.4 X35
T TFIAY Yy hOERRERH TN BIas
RISTH 70 Ty TOMICEBOBRILR#Y., Zh
5OBBIaSAER IV iEfasikicRE s s,
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
) —ALEFRWzin vitrostE) ¢,
71 7%V A% v FICYPIAL/2. CYP2B6. CYP2C9.
CYP2C19. CYP2D6, CYP2E1® U'CYP3A4/5% HE L 7
Mol (b MR Z R 2n vitroiEr) 9,
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
ROHGH20ME TORKUVEFHRERIIZNZN
49. 1K 044.9% TH>7z FFEADT—%) 9,

BHEDERZHITIEE

1 BEETEE

B (561 ROHEE (76]) OBRERTEEICT o

THEVAY v +20mg#x 1 H1EIE %7 HEREROR

B & BERTHICBU 2BEEHEKTHOY

TFIAY Y bOCraxl I BHEBEEHEE 9f) &EDS

7o 72 AUCo el E B HEBEIE HBHIC HEBE LU T53%38

MU 7z HEEE B AR N BE D Crax X FAUCo,oanel 3 B

BEEEHBICHE L T, 22 N206KU68%IEM L1,

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—%) 2, [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 FEED Cnax & P AUCo, il d 2

NZENSIRUS% LR LIZ(GHEADT—%), [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 L7z 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 HEgL

LTENZNAR 2% E» -7 (GFEADT—4) 9,

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

EZENZNRRTISBET Lz BHEADT—%) 910,

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—=%) 17,

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

BE#DCraxlE FNZNRWETROI2% LR Lz £

AUCo,20l33%E T L7217,

16.7.3 AV RXIYY

TRRERLA266127 = 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 F7oy A2 RAY 2 DCmax S O'AUCo.24n
DIETRIR2%LINTH -7z 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 (FF

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\{‘
BEADTF—%) 19,
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\{‘
ADTF—=%) 2,
FTHEIT1UY
ERRAZGNC T = TFI AT Y I\8Omgﬁ”2lElllE7E|FaEJ
REREOEREG L, HE5RB%RSEICT A7 1) 2400mg%
HOREO®RESLIZEEZ, T4 74 > DOCmax & FAUCins
D LRI TH -7 FHEADT—%) 2,
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 L L& a2y usyy
y@Cmax@{&—FEZﬁAUCmf@L%Lif)%lfjxlj\]‘fv%37‘:23)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& &, BHREFPERF AN, &
M MICRIZE E Ak S n/zD, [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-

724,

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, RSB TOBRBE %O FIE]
BRTEREOEBDTH > 7PY),

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%
UZ§W) (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 FIALY 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%)  PUBIRE3M (7.5%)
VUREAERER2G (5.0%) T -7z, [7.1 ]
(WNAAERBEEICE S SFRELINEE)

17.1.3

*#17.1.4 ERSEMEEER

(LFENEAT T E O BIEEE B FHf 2 RIc7 a7
U =V RFE R EE R BB 21T, 72

TEY ALy he0mg/HXIE7 v 7Y J —)Li300mg/
HIB®RERS O » 2 EH (30=eGFR<45mL/
min/1.73m?) TI3200mg/H] %L EHEITR1624
BRI 56HEHRS Ui, #5MikoE% E TomE
REBEAUC (EZEFHEEE) &, 7a 7Y ) — LB
WeT27x7%FV 2%y bEOFELENIREN (FF
HlE~—2 2 1E150mg-h/dL) e £72. 7 2 T F IR v
~60mg/H D51 & 0 MIFREE I3 I S Rm6 H %
TRRFAYICIAD L7222,

AREBEICBITZ27 2 T7F VR v M60mg/HOR LM
FHAM N RABI 1] (2.0%) ICEITER PR ® 5Nz,
ZOHEIERAIZ. ASTHEM. ALTHEINTH -7z,

5 RIMRoH% £ TOMERBEAUC

. MERBEAUC (mg - h/dL) BEfEZE
BN HSE L RS [95%( = #HIX ]
Tary )=\
200~ 300mg/H 513.44+13.13
(5041) -33.61
TxTFIAT Yk [-70.67,3.45]
60mg/H 479.82+13.26
(49f31)
B 727XV RSy MEETR T — LR
(mg/dL)
8 .
—o—JITTHFYRY v M (496)
--e-- 7O /—)LEE (506)
6 | e + B4 RE
= {EFRUARIEH
ul
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R4 A
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&
2 4
O T T T T T T T
Day-1 Day1 Day2 Day3 Day4 Day5 Day6
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MVE IRERE DR RHEFS X
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18.1 {ERRER

18.1.1 7=z 7FVRAY v ME, REBEREZESFY VF 4
F =Y OEELE (KifE : 0.6nmol/L) &R (Kiff:
3.lnmol/L) ZWINBHET S LICED., REEE
Wz 5 (n vitroiREr) 2,

18.1.2 7z 7FVRZ v biE, thoFEZTY) > - LU 3IY
VREBROERICEE A RITEST., FYUFULF
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18.2.1 MFRESE TER
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18.2.2 FROPRESE TER
Ty R TCT 2 THFVRAY Y MIROFEICED ., R
REEEZRE RS EL,

19. B ICET BIEEEMFR
—f&f9GHF . 72 7FV 2% v b (Febuxostat)
{b2:4 : 2-[3-cyano-4-(2-methylpropoxy) phenyl]-4-
methylthiazole-5-carboxylic acid

3T - CieHi1eN203S

S8 316.37
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