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15. ZDfthDER
15.1 ERARERICE DB

BN TEBSNZDMERBE2ET 2REAREZNRE
L-ZEEmIELHRBIcBVLT, FTEMIEE (OIS
PE. FEBBEMOAEZE. FERFEERMZE . AREDE
I 5 BRAMTHEEMOEAL Y RARA Y MIZo0nT
Brary ) LBl T TF VRS Y VEETIES
A RENT OO, BIRFHEIEE O S 5.0 IMESEDFH
RHEB/E 7 T7FV ATy VEROTTOT Y ) —LEET
FNZFN4.3%(134/3,098%1). 3.2%(100/3,092%1) TH
D7 2THFIRTY VETEP TN Y = FEH[95%E
FEXM] - 1.34[1.03, 1.73]) . (DMESEOH TIEMmEEE B
WCDERENBRLZ D> (T 2 TF VAT Y MEE2.7%
(83/3,098f1), 7a 7V ) —)LEE1.8%(56/3,092%41)) .
F/. RHEORBEEGICOVWTS, 72 T7TFVRY Y
FEROTOTY ) —LVEBETEFNETNT.8%(243/3,098
i)\ 6.4%(199/3,0926) THOD 7= TFVAY v T
ool (N —RH[95%EHEXM] : 1.22[1.01,
1.471). [8.3 %]

15.2 FEERPREER ICE D < 1B

o A L 72 L04ER 500 & B A JRIERERIC B L
T. BEHERM (S v F24mg/kg/H [60mg/HTOE h
OMmEHBRBEOKN25 (1) RU'26 (M) 5], v 7 A
18.75mg/kg/H [60mg/HTD b t DIfEHIRER D4
(HE) e O 12 (M) 15]) D BEREICF 5 > F > EHEES N B I
BILE - BASRD LN, v 7 AD18.75mg/kg/H (1)
KU'F v b 024mg/kg/H () (2 BEREIEE (4T LR FLIE
fE X OF4T LR OFESE OB D 5 ize v
ATIRBERICF T > F U@ - AP ERLZVEMAET
T, BEBRIT LR OBERIERD Sk hr otz Fol
BT, 5 - A7 81T & 2 50T R R R R
TEHILICKD ., BRKROBBEELIFRINS &
DREN DB, oy WRRBRICBNT, FH 2 F Ui
& - AR EDE S RIE R G 5729,

16. ZMEE
16.1 MERE
16.1.1 BEKRS

fRERER A B 306, 72 7F VY RFy h&LTI0, 20,
40K U80mgH &t A N CHEREORS Lz & &, MmiEH
TxTFIRY Y NOBREHBROEYEENNT A -5 13
DTROEBYTHBY Y,

M7 = 7%V 2% v MEE

RBIE7 @ N AN N BEE

10000

—
o
[=]
(=)

100

(ng/mL)
—e— 10mg
(n=8)

—&— 20mg
(n=8)

—&—— 40mg
(n=8)

—O0— 80mg
(n=6)

mean+SD

—
o

1 ! ! ! |
12 24 36 48
FRefE (hr)

(=)

SEYERE ST X — ¥
ﬁﬁ% AUCinf Cmax tl/2 Tmax
(ng - hr/mL) (ng/mL) (hr) (hr)
agig 1537.0£430.9 | 496.2+166.0 |6.2+0.9/1.4x1.1
éﬁgg 3296.2+751.9 | 1088.3+178.9 |6.2+1.1/1.3+0.5
égig 7085.2+1341.2 | 2270.3+866.7 |7.3+1.8/1.2+0.8
iﬁg 13300.5+3032.3|3765.3+ 1008.3| 6.9+ 1.8 1.9+ 1.0
(mean=SD)
16.1.2 RiEERS
(GhEEHE)

BERABEOHIC, 72 T7FYVRAY Y b&LT40mgE
BRICIHIE7HERERO®REG L& &, mER7 27
FYREy MREIBRSHBRIATERRBIEL. K
EHREICEZEREIRDO N LD 720,

HE

Cmax Tmax AUCO,24hr tl/Z
BRH (ng/mL) (hr) | (ng-hr/mL)| (hr)

(n=6)

40mg/H|1HHE|1019.14343.2{1.8+0.8|3658.5£625.6|6.3+1.6

7HHE|1299.8+312.6/1.5+£0.3|4442.1+£729.5|8.8£2.2

(mean=+SD)

(A, SRERMIE)

BRBIERELOFIC7 = 7%V 2% v b10mg/HT2H
. 20mg/Hz4EB1HIEMAERICKREG L&, &S
FIGZ6EICB T 2 EYFEIT X —F I TOEBY T
Hot7,

S| i) ) | ngehomb) | G

égfé 541.8+227.8 |2.2+1.6| 2092.3+463.2 |8.2+2.4
(mean+SD)

16.2 IRIX

16.2.1 BBOHE

RFRRALOFIC, 72 7F VA5 v M0mgx Bk H[E
%D%&g‘ Lz &, %Hﬁ%ﬁ%l: Hf/\“(\ Cmax&‘(}\\AUCinf
FENZTN28KT8BE T L 7%,

RGH (ng;nriL) ?Itlnr"i)X (ngA-[ilS/i;;L) g[ﬁ/rz)
%@(ﬁjﬁg)’é 2049.1+782.3/1.2+0.8|6538.3+1263.0 |6.8+1.7
%Ti?;} 1456.0£514.8/1.8+1.0| 5321.6+910.4 |6.3+1.5

(mean=+SD)
16.3 5
16.3.1 EERBER

Tz T7F VALY F0.4~10pg/mLENINEE) D& b IMAEE
B ERIZ97.8~99.0%TH V. ELBEEHITILT 2
> TH -7z (in vitroikki)® .

16.4 {3

7

TT7FYVRY Y SOELRERRIE VT 0y Bias RIS

ThHot. Fiz. TOMTEROBILNEY. N5 Ok
AEEEROT VT a v BRaHRicREshiz?, 72 7%
24w N@OCYP1A2., CYP2B6. CYP2C9., CYP2CI19. K&
U'CYP3A4/51Z 9 2HEBRXZRO SNZhP o7 —H. 7T
TFYIAY Y bOCYP2C8KRU'CYP2D6IZHT HKIEIZZF
FN20R V40 umol/LTh -7z (e MFFIZ7uay —LzHW0
Jein vitroiti)®- 10,

Tz T7FVA¥ Y MIECYPIAL/2, CYP2B6. CYP2CO.
CYP2C19. CYP2D6. CYP2E1 KX U'CYP3A4/5% & L 7
o7z (b MR 2 W zin vitroitk) 19,

16.5 HEttt
16.5.1 EERABE24611c7 = 7%V A% v & LT10, 20,

40mgZ A TNHEROHRE Lz & &, HE5%24% V96
METOBRESRICHTA727FY Ay v FORPHR R
XZNZFN2.1~3.8%K1V2.2~3.9%TH->7-. F/z. ¥
E5#%24R% V6 HE TORERICHT 272 TF VRS v
ro VT O Y BEAEERORBHRIEZENENI6.7~
49.7% K% 1'49.0~51.6%TH > 79,



16.5.2 BERABEOHNIC-7 = 7HF Y A& v b & L T80mgH
REATHEAE. MAETHERORS L&, #E5%
AR E TOMBPRBEEICHT 272 TFV R v b
”OZO7 V70 rBiaadEodaidzhen83.8~
95.8% K% 1V2.3~6.8%Tdh -7z, BE#RAKMETHDT =
TEYIRY v s ORPPEHR (RS EICHT 58 &, DURE
M)IX1.1~3.5%. #5%1208/0 F cOHEPHRHRILT7.8
~158%TH o7, Tz, R ZED RPN REDHR S
%216WH E TORKUEFPRMRITZNZEN49. 1 KT
449%TH > 7- NHEANDT—%)9,

16.6 BHEDERZEITIES

16.6.1 BEERTEES
B (5H) R O FREE (76]) OB R REEFIC T2 7FY
A% v +20mgz 1 H1E#HE&RIC7THEREROHRS L
LE, BEBTHICBY 2BEBEKERTHO 7 7Y
AH v b O Crax S EHEBEIEFBE (OF]) EED S L h 5 25,
AUCo2an | X BHEBREIEFREIC LB U TE53% M L 720 HEE
BHEBEE T EED Cnax X AU Co,24nr 3 BHE REIE & BE 12 L8
LT, ZNEN26KRT68%HEML /-1,

BE (6f) . EE(7TH) ROEE (7)) OBHEKTNES

27 2 7F VA% v +80mg® 1 H 1 IEARHTIC7 HMXKE
BOBSLZEE, BRERTHICBUS2727FVRY Y

b D Crnax& PAUCoanrld s BHEREIEF R (1161) iICHdc L

TEE, PEE, EEBHREETHETENTNAIKRT48%.
2R 48%. 4K UVT6% LR Lz (HEADT—4)12),

[9.2.1 2]

16.6.2 FHEEIR T EE
B (8f1) K UM B (85]) D FF#EREAX N &2 (Child-Pugh
A, B)IZ7 7%V 2% v b80mgH % 1 H1[aEHARIIC7H
FIREROKREG L & &, BEFRERTHOKRS®KTHIC
BUBT72TFIAY Y FDOCnaxLTOAUCo 2anrlE s FFHERE
EFRELA) EHEBLTENETN24030% LR Lz, £
72y HEERFEEER REED Cnax&X AU Co4nrld T NZN53
KOS55% EF Liz(HEADT—4)13), [9.3 ZiE]

16.6.3 SiinE
EiRE (65 . 2441) & BHEHE (18~40%. 2441) 1
Tz 7F¥VAY v +80mg® % 1 H 1 HEARHICT7HERER
O%E5 L&, BERTHICBI 2GEHEHE O Cnax X
AUCo24nl I EFEZFHICH L TENETNIBE T KRS 12% 57
L7z (BHEADTF—%)19,

16.6.4 &%

Tz 7FVAY v +80mgH &1 H 1 A AHIICT7 HERER
OS5 L& &, %E5B7THICBT 3 bR a (24461)
D Cinax2 AU Co 2anrld B HEHEBRE B (2441) 12 kg LT 2
NEN24AKV12%E 2 7z (HAEAND T —4) 149,

16.7 EYHEE(ER

16.7.1 HIEEH
fERE AR A 24611 HIEEH (SmLIc KB L~ 7 x> 4
200mg K OVKBEIE T L 3 = 1225mg % & § B ELATH)
FHOZEOKREGHICT 2 7F Y AY v b80mgth) % Hilalf%
OS5 LizEeE, 72 7FVRY Y bOCrax XU AUCinld
FNEN32RVISBE R Lz (GHEAD T —4 )19, 16),

16.7.2 J)beF>
BFRBRA2260IC7 = 7%V A% v +40mg% 1 H1[E7HE
REFZOHRS L. Bic4~7THHICI Ve F »%21.2mg/H
TIH2EREROKS LIEE, 72 T7FVYRAYY +O
Cmax&(}‘AUCO,24hrci%n%‘\n 1 2&(}1‘7%J:9%|l‘ L7 (91‘)\
DTFT—=H)17,
BERA266127 = 7%V 2% v F120mg® % | B 1E K
tajeFr&1.2mg/HTIH2E14HBEREZORG L
L&, AL FUOHEHIBEGED LIS ERKER
DCnaxEZFNZTNI2BME TR O2% LR Lz /2.
AUCo24nrlZ3%E TR L7217,

1673 AVRXIIY
ERRRRA266IC7 = 7%V A% v +80mg® 2 1 H 1 [E KO
A4 FX%2>100mg/HTIH2EISHERERZ DRSS L
7': & g\ 7T 7“;\:‘/Z AV @Cmaxti7%1&?b\
AUCO.Z4hrLi2%J:ﬁ [/7‘:0 i fC\ ’f VRXAZ Y .\/@Cmax&
UAUCo2ane DERIE2%BLIATH - 72 (HAEAD T — %) 18),

16.7.4 O+t
TR A2561IC7 = 7%V 2% v b80mgH % 1 H 1\ KT
F7uF+>1000mg/H% 1 H2[E7HEREROERS L7k
L&, FUaFECOHMHICKY, T2 TFVYAYY RD
Cinax X AUCo24nrld Z N EN28 K V40% EFH L7z —A.

—4—

TxT7FRIAZ Y FOMRICEEFTaFt L DCrax® L
AT OAUCo 2D FIZ1%LINTH > 7z (HEADT—4)18),

16.7.5 7Y 5=
EREREAL8BIIC 7 = 7F Y X4 » F120mg® %2 1 H1EI9H
FREROKRS L. #5HBBRoAICTY 7SIV (ENE
gk?ﬂ)ZSmgi*%@ﬁD&% Liz& g\ 5——\\:/79'7 2 VD Cmax
FOAUCHEZNZENL6KU22% LR Lz (HEAD T —
57)19)0

16.7.6 JILT77UVFRNUD L
BFRRALZFNCT = 7FY 2% v M120mgPETILT 7 1)
UF UYL (ERARER) (HRIZINRZEEICEE) %1
H1B14HMRERO®RS L&, R-EUS-TLT 7Y
> D Cmax X AUCo 240D ERIISUBNTH o720 Tz
'7}]/7 T U y@%ﬁ?@g’ﬂ:(lNRmax@kﬁ\ INRmean,24hr
DR KOSV FIEEFEIMED EF7) IX7% N TH - 72
HNEADT—4)20,
TEFRRA27HICT7 2 THF VA5 » b80mgH & T LT 7Y
Y+ U LA(EARERR) (FARIZINREZEEICEE) %1
HIEN4HBREROKRS L&, R-ILT7 72D
Cmax X OAUC024neDIE NIE2B LN TH o 720 F720 S-T
V77 y@Cmaxwﬁ—F&UAUCO24hr@t%til%lflw‘(‘\
Hotze £l TLT 7 YDENZEDZEL (INRnax &
INRumean 240 D& R K OEE VIR FIEMEFEEEO 57 ) 134%DL
WTH o7 (FHEADT—4)20),

16.7.7 e ROZOOF7IR
R A3BICT = 7FV A% v h80mg &k Furu
OF 7Y R50mgx BEREO®G L&, 72 7F VR
AN @Cmax&UAUCinf@J:%Li“%LXWT& > 7z (9\{‘)\
DT —%)21,

16.7.8 7774 UY
BEERA23%Ic7 = 7F VA4 v b80mgH 2 1H 1[E7H
FMIREZRORES L. BE5RBH®SHICT A7 1Y »400mg
ZBEREOKREG L-EE, 74714 Y DCnax X AUCins
D EFIISBEUHNTH > - (HEADT—%)22,

16.7.9 Y 7UIVY
BERRREA36BIIC 7 = 7%V X4 » M 120mg® %2 1H1EI9H
MRERO®KRS L, BE5HMB®‘SHIce 7y ¥y > (BN
RAR)dmgr BEREOHRE Lz &, a 77Uy oo
Cmaxo){&‘ﬁ‘&z}‘AUCmf@iﬁLi6%r}\|j‘]T% el 7‘223) °

E)ARBOER S Wi FHERCHRICE T 2 RARSEIZ60mg/HTH %,

17. BRRRAZIE

17.1 BERURLEICET 235
(R, SFRERINE)
17.1.1 EN#EAEE T 1835
A E & CERBIMERE 202012 R e Lz 75 A
BEER I EERARNC BB Z T 7z, 72 7%
VA& w b10mg/HA 5#5 %A L. B OEEM R
(20, 40. 601380mg®/H) ¥ THE% BN ICHER
Liz, ROY A IV JI3EEMEK2. 6XV10HE L,
IhDIFl 6 E THEZMER L.
7B, AHBEIT TR BL/38fl. 72 TFVAY v b
20mg/HEE2/4361. 7 = 7%V A% v +40mg/H#E0/41
Bl. 7z7%V 2%y +60mg/HEEL/360]. 77 FY
2%y h80mg/HEE1 /4161 TH -7z, PS5 HIERK] 6B
(BBOMBARE CHEZ BENICHEE L HMZ2ET)
I, IMEREEEA6.0mg/dLUU N ICELE L BEOE & (G
BRER) R OB R EHE T OREMERORRE &1L, TR
LBV TH-o7,

HEBE% 16 O MIERERIE6.Omg/dLUU TR

BEH | omganirne| 77 E B0 P
e 20% _ -
2%% )El 46.5% 43.9% 28.1~59.6
4%% )El 82.9% 80.3% 67.7~92.9
6?312% )El 83.3% 80.7% 67.5~93.9
8%1% )El 87.8% 85.2% 73.9~96.4




AR R OFERE &

. PETE 6 1088
BoR | 0~2BUF ) empir | 0muE | 16mLT
7&;& 0.0% 5.3% 2.6% 2.7%
20mg/H 4.9% 2.4%
(4341) (20mg/H) | (20mg/H)
40mg/H 7.5%
(41f0) 0.6% 2.5% (40mg/H)
60mg/H | (10mg/H) | (20mg/H) 3.4% 8.8%
(364) (40mg/H) | (60mg/H)
80mg/H 17.9%
(4141) (80mg/H)

( IS FEEHO 7 27XV 25 v FORR

17.1.2

KHBICBIF B 72 7FVAY Y b OREMEFHENR199
s, BIEA (BRRMEEORE2E&0) OREEE IR, 7
T REEL18.4%(7/38f1). 7= 7F VA% v +20mg/H
B23.3%(10/43f1). 7z 7F VA% v F40mg/HEE
29.3%(12/4161), 7= 7%V A% v +60mg/HE¥13.9%
(5/3661). 7= 7FV A% v F80mg/HEE29.3%(12/41

B THotce 72 THFVARY Y FRICBT AELBIERIX.

T 7 ¥V AY Y h20mg/HEETREEBE 24051 (9.3%)
BRE2HI(4.7%). 7 =7 FVAY v F40mg/HEETREE
BAHI %34 (7.3%) . TSHIEM2M(4.9%). 7= 7FV R
% v +60mg/HEETIRABMI A3 (8.3%). 7xTFV R
% v h80mg/HEE TRERIET #8651 (19.5%) . BRI 2451
(4.9%) . PUBEARBPE2H](4.9%) ALTHEM241(4.9%)
CK¥EN2f1 (4.9%) T > 7z. [7.1 BHE]

B MBHER

FEZE SOERBIMERE 2440 2R & Liz7a sy
J U R R L B E R 2T o T2 T F
VA& v M0mg/HXE7a 7Y ) —)NL100mg/H#%12H
5 L. 0%, Zh2h40mg/HXik200mg/ H i<
BLA4HBHG Uiz, B, AHEHEI 7T TF I RS Y
NEE3/1226], Ta ) ) = )VEE3/ 1216 TH -7z, BE
FAR#8HE O MIE R EZ LR (FEFHMEE) I2B WV T,
Tz THRYRY Y M0mg/HEEO TR TY ) —)L200mg/
HEFICHT 2 IS AR E N (P<0.001 : L~ —
VE5%) . Fio. B 5 HAEIE MEREE6.0mg/dLEL
TR (BIRFHEEE) . 72 7F VA% v +40mg/H
B82.0%. 7u 7V J —NL200mg/HEE70.0%TH > 7z,
FEHRSHETORBMBROREREGITROLEB T
3507':25)\ 26)o

5 BIR R S o M iEIREREZE LR (%)

17.1.3 BRRMIRSHER

MEREEES.Omg/dLI LD % & to i R EE ME B %
171f1 20 RE L RIBBGHBEZ R L. 72 TFY
A% v F1lO0mg/BA»5HE5%2Mm L. BE5MKEZIERIC
T T7HFYVAY Y b20mg/H. BERBBRTERICT 27
FYRF v MOmg/HICHER L7, #5HK%I0EEOIMm
BREBEA6.0mg/dL2 B 2 T Wz e 3% 5 h% 158
HED7z7FY 2%y b60mg/HICHEE L. IMiEREEHE
76.0mg/dLU ROFEE 7 = 7F YV A¥ v b40mg/H%
MR L7z B, KHEREFEI727+Y 2% v b40mg/H
B5/13161. 72 7%V A% v ~60mg/HE1/4061T
Hoto. BEMEKISHE. 268, 528 T REMED
6.0mg/dLUTICEZ L - BEOE G GERE)E, 727
FVAY Y MOmg/HBEETIE., Z2hEh93.5, 91.5,
86.4%. E£7/z. 7xT7FY R v b60mg/HETIX. Fh
Fh74.4, 71.4, 87.5%Td - 7227,
RRBRICBIF 27 27XV RY v b OREWFMENSR171
Fire, BIER (BARMEMEORE 2 &) OFRBEEE L.
T T HFYVAY Y +0mg/HEE37.4%(49/13141). 7 =
TFY Ay +60mg/HEE35.0%(14/40f%) Tdh -7z,
TITEVRY FRICBY A EREIER (BREEED R
HraEt)d, 7z 7%V AY v b40mg/ HEE TR
2%2601(19.8%) . BHEE7H (5.3%) PHERE4AH(3.1%)
72 7FVAY Y F60mg/HEE CREEBAT#9M (22.5%) «
BEEiF 301 (7.5%) « DU 31 (7.5%) « PU A RIE 241
(5.0%) TH -7z, [7.1 2]
(BPAALEEEEIC £ S S RERINAE)

17.1.4 EASE MEE5R

{L2EBENEAT T € O BERE R EIIFl 2 RIcTE T Y
J =V E R E R BB 2T o720 72T %Y
2% v F60mg/HXIE7 0 7Y ) —LiE300mg/ H [BH
RERRE D H 5 H#FH (30=eGFR<45mL/min/1.73m?2) Ti%
200mg/ H] 2 b3k i TR 24 AT A> 5 6 H A 5 L
7o BEHMOH% E TOMBRBRMBAUC (EZFHHIER)
& 7T VBT 5T 2 TR VYRS v MO
FHWERES N GEH M~ —Y »1&150mg - hr/dL). 7z,
77 FVAY v F60mg/HOEEIC & D MERERE I
Ehtn6 Hik £ TRRFHNIHED L7229, 29,

KRBT 27 2 7FY A% v b60mg/H DR
XHRAGIH 151 (2.0%) ICEHERA R 57z ZDEIER
3. ASTHENN. ALTHEMTH - 72,

H 56 H% £ TOMERBMHEAUC

MEREE | M8 RERE
HME | AR | BLRORHHZE
HER (mg/dL) (%) [95%EMIX ] | Hor# i
T g (%)
(FERZE) | (FHERE)
7A7V N g89 | 352
200mg/H
(1.24) | (147)
(12041) 624 |o oo
TTTHIRT [-9.65, -2.84]|" <
883 | -415
domgH | (132) | 2.
(12241) ' '

a) M PREE A UIE (£ 5 BRAART O M FREEE) 12309 2 ¥ 5 BRSO MK IR E DO Z LR

#)IEHHEMEIC BT HPE

R BT R DO FIRE S
BER 0~12HLTF | 12HB6ELT | 65A@SHELL R
7 Zjoéﬁ j/g’ 1w 3.3% 0.9%
(oroy | (100mg/E) | (200mg/H) | (200mg/H)
7147;;/ éé" b 1.6% 5.7% 3.3%
(122g{§lj) (10mg/H) (40mg/H) (40mg/H)

MiERIEE
e AUC (mg - hr/dL) BEfzE
RN PE [95% 5 FE X [H]
+ iR
VA=W ED
200~300mg/H 513.44+13.13
(504) -33.61
TITFYVAY Y b [-70.67, 3.45]
60mg/H 479.82+13.26
(4941)
Bl 727V RSy VEE-TUTY ) — VB
M7 REBEOZ RS
(mg/dL)

8

—o— Tz TFVRY YN (4941)

-—e—-7u/) /) —)LEE (504)
mean+SD

= LFRERR H

( YNRYSFEHPOTO 7)) —LXE7 27V 2y v hORR

KRERICBIT BT 2 TFVAY v b OREVETHER 52430
. BWER (BRSEEORY 2 &) ORBSEEIL, 727
FVURLYw FRE8.2%(10/12261). 7a ) J —IL#E11.6%
(14/12180) TH > 71=0 7z TF VAT Y FRICBIT TR
BIfERIZ, R 2461 (3.3%) TH > 7z, [7.1 BH]

T T T T T T T
Day-1  Dayl Day2 Day3 Day4 Day5  Day6
T syl

F)AFIOAR S NI HERCHRICE T 2 RAKRSREIZ60mg/HTH 5.

—5—



18. ENEIE

18.1 {EFRKERE

1811 7z 7F VR v ME, REBEREZESFY VF A F
¥ —¥Y OBt (Kifli : 0.6nmol/L). BTE (Kif# :
3.0nmol/L) #WInbHET S LICKD . [REBEKZE
19 % (in vitroitis)30,

18.1.2 7z 7%V A%y M, hoFELZTY > - Y IV A
HBEOEHICHERZRIFST, FH U FoFF5—F
ZRIRAICIHE T 5 (in vitroilki)30,

18.2 EIE(ER

18.2.1 MPFREEE TER
v MEE. 8RBIVEETFTL)TTIzTFV AT Y M
BO¥EICED, MPRBEEZENS S,

18.2.2 FRYRERE TER
Sy RT7z7FVAY Y PIROKREICED ., REPRE
H2ETsE7230,

19. B3RS ICRAT SIEBLENHR
—f®%& : 7z 7%V A% v b (Febuxostat)
* {54 : 2-[3-Cyano-4-(2-methylpropoxy)phenyl]-4-
methyl-1,3-thiazole-5-carboxylic acid
DFR : CieH16N20sS
PFE:316.37
M R BEOHEXBEREOMKRTHL. 25/ -
(99.5)IZR R HFIC K, T M= MY MKETFICL
<V AKICIFBEAEB T2V, BRIBEIRDOSNS,

Wi
CH3
N. N COH
S
HsC
6]
Eﬁ CN
*50 = K209C (. 7272 LEeIER%)
22. &

(T TF+VYRI v ME10mg[DSEP])
(PTP) 100%E(10%Ex10) 500%E(10%E % 50)
(FZAFv 7RI NF) 5008
(FxTF+YRI v hE20mg[DSEPI)
(PTP) 100%£(10%£x10) 500%% (108 X 50)
(FSAF V7RI :NS) 5008
(FxTF+YRI v hg40mg[DSEP])
(PTP) 100%& (108 % 10)
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CTD2.7.6.20)

17) EYHEEER (I Ve F ) (727 788 : 201 14E1H21 H&
8. CTD2.7.6.18. 2.7.6.19)
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19) BYMHEER(T>7532) (7279 78 : 201141 A21H
A&, CTD2.7.6.16)

20) FEYEEER(TL7 7)) (727 7§ 201151 A21H
A&, CTD2.7.6.23. 2.7.6.24)
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22) BYMEER (A7 20 >) (727 788 201 15E1H21H
A&, CTD2.7.6.25)

23) BYWHEER (> 7V 5V ) (727 78 201151 H21
H#&#2. CTD2.7.6.26)

24) #HEHNER : 7T AR E A EE A B RIS EGAER OF
A ZETERBMERE) (727 78 : 201 14FE1H21 HA&AZR.
CTD2.7.6.33)

25) #NER : 7 a7 ) — URHIREE A EE R (R
REUCBRBIERE) (7 27V 788 : 201 14E1H21 H&RR.
CTD2.7.6.35a)

26) 7uTY) ) —LRHBCEEMHEGEER (7 = 7 7§ 1 201141
H21HA&RR, FEHES)

27) Bl E5HBR(ERZ SCBRBMERE) (727 7§
201151 H21 HA&RR. CTD2.7.6.40)

28) Tamura K, et al. : Int ] Clin Oncol. 2016 ; 21(5) : 996-
1003.

29) 7u ) ) — L BIEEREE AL EGAER (7 = 7)) J§E -
2016F5H23H4%&RR. CTD2.7.6.2)

30) Takano Y, et al. : Life Sci. 2005 ; 76(16) : 1835-47.

31) MR ORPRBEREHR(S Y M) (727 78 20114FE1A
21 HA&FR. CTD2.6.2.2.2)
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F-=HIT 27 7St BEMREHRE
T103-0027 WHEEHRXHAE2-13-12
TEL : 0120-100-601

26. BIERERES

26.1 SHEERGETT

W™ s — =
O E—=HIATrREH
Daiichi-Sankyo %E%E¢%BE$T§$W3—5—I
26.2 BR5TIRE

O F—SHmEat
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