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BEEOHWME R OBILREOARIEEZ ZR L. 2ok
BT ERET A BWER (S ) 12BWw
Ty Fa—2 3N F =7 dZOREW AT h~AT
THILENROOLNT WD (FLIT iR/ R I
2.7~30.9) Vo BWEE (5 v b) B BN O
HHIM o525, AUCHE CHREESZ & O/H110R
WA B 5T, BESLET O W 2 R IR o —# P ok
FRDDEDO LN TV 5,
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11. ElfEA
KOBWER DS HbNDZ ENHDHDT, BIgE 54T
W, BEFHED SNAI3 kS 2k A 4 S 4
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1.1 EXEEIEA

1.1 BEELBEEE (0.2%)
TANA, MRFICL 2 EELRGIEND b s Z LAt
Hbo AFNFGHNEE RRGIEZ B L7261 R
FEAHRT 5 FTHRAOIE G ZhIET5 28, [1.1. 1.2,
2.1, 8.1, 9.1.1%H]

11.2 ZOOEMER

5%LL 1 1~5% A | 1%
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W BT
B OB AL SHHE | Tak
R T CKA
13, BRES
13.1 &

PEBRMET DT 2 — 27 N FZTIZERNICLDITEAL
Bre sz v, [16.6.12:H]

14. BAEDIE
14.1 EFIZMFEFOEE

PTPA2 DK IZPTPY — b2 S5 ) L TIRA$ 5 &
HRET B L, PTPY — FPOEMKIZE D, WVELAEEA
BRI A L, HI23ile B2 LTS ®
EREWEEHRET LI LD 5,

15. ZOOEE

15.1 EREARERICE D 53R

15.1.1 Sl A SUeks i L b L7235 G or e
BRI LTV v,

15.1.2 FEIBS I 4 AN B R 3B (IMO11-046348%) & #E4t
o MARB R 3B (IMO11-047308%) OMAARITICB VT
HO~523B 1S ARHI B 5B (969N - 4E) TV Y 8EIBIZ &
Y (FERAANER EHEZ R <) 2%0.2% (0.3/100
A - AE) ICHEE SN, T OFRBIERIE, — RN RS
RLYA MY THE STV EWIEE GEECIFRRY RGNS
L) OFEBE (0.4~2.3/100A - ) LEBETH-
7223 HEVENRS OB BT A K L O BEMEIZH S 2
TlERv, [1.1. 8.62H]

16. ZEMEhKE

16.1 mMigE

16.1.1 BEKRS

TEHEWER S (1861) IS ARHI6mg% 2SI M a3 5. L 72 & & 0,
T 2= INYFZTOEYHENRT X —-FITTEOLBY T
Ho7V MEAT—%)

KA 2 N5 L O F 2 — 7 939 F 27 Y B HE < S
A—%

Cmax (ng/mL)| Tmax (h) AUC (INF) (ng-h/mL)| tiz (h)
N=18 N=18 N=18 N=18
36.5 (23) |3.00 (1.00,4.05) 372 (30) 9.88 (1.42)

TmaxDEIEHIAE (HFH) . 20Xy (B %
RF o Cmax X FAUC (INF) Offid, M FHME [ZH) R
(CV%)] ZmRT,

16.1.2 kRS
HEFRED b FIEDOW R A 5 HANEH Bf) ([ZAF6mg %
THIRIBEAER G L7z &0, E@HFRBIIBI LT 2—27 713
FZTORYBENNT XA —FIETROEBY TH-72Y,
AH % ARG LR OEEREICBT T2 -2 I NV F=
T OIMEET A — 5

Cmax (ng/mL) Tmax (h) AUC (TAU) (ng*h/mL)
N=8 N=8 N=7
59.0 (27) 1.79 (0.88, 2.37) 556 (34)

TmaxOfEIZHJefE (FiPH) 2R3 TmaxPArofEIZ, S
B ZEERE (CV%)] 27R7,

16.2 IRIR

16.2.1 NAFTXXLZEU T«
e B (86) W AH 1 2mg% MR IHGP Lz &0 F
2= GNYFZTOMMIMINA F T XA T T 41399% T
Ho72% MEAT—%),

16.2.2 BEDOZEE
fEREREERE (1861) (CARF6me % mlRN - WA v — A\
WCHDRE R G Lz L &, Z2E R & g L CCmax 1324% 384
L. AUC (0-T) K UAUC (INF) (ZZfiscie L Lz a &
FRETH- 7Y HEAT—5),

16.3
e B I AL B3 (SRR P 512 0 s HIRRB S BT B 40 A AR 1
140L9TH ), BB REAZLY L ) b REWZ &N 5, MMEINS
MHARBREND, Ta—2r IV FoTOb MIERARKAR
1381.6%THo72Ys Fa—2 IV F =7 DML/ MLAE g
11.26TH - 727,
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Fa—=7 NV F=TIE, ERNTF 7 a—24P450 (CYP)
1A2 A IVKRF T A5 55—+ (CES) 2. 7)Y r5-—_1
VBV U BB EEFE (UGT) 1A93: NIZCYP2B6 % U
CYP2D6IZ & 210 # 5217, ZhZENBMT-153261 (N-Jii * 7
WALER) . AR IRY, 7V 7 a v e a R OF— AL A3 2k
ﬁk“éhél@).ll)o
R A RS (66)) ([CEERICC-Ta— 2 I NV F =T
24mg% Wil R 50 Lz & X, & 524 %  Tomith
BRI BI T2 =2 9NV F =7 LR TH 5
BMT-153261 D& &3 2 143% K U 11% TdHh - 7212 (FHEA
‘7_$— 7)0

16.5 HEit
EHER AR B FNIC-T 2 — 27 I NV F =7 2 K RL#%S
L7z & BYSREEDOI3%S T2 —2 5NN F=7L LT,
1% & L CTIRPICHEN SN D Z LR & iz, F 72,
PGB RED26% 25T 2 — 27 I F =T & LT, 22% 0
e LRt s n? GHEAT—%),



16.6 FEDERE2H I 2EE

16.6.1 BipeEERE
WREE, AR, EE OB ARRERE SR K O MLTLENT T o K
A4 (ESRD) O#BRE I OV BB RE IR 1 888 12 A 12mg
ZHNREIHREG Lz &, Fa—2 513V F =7 K UBMT-
1532613 WG 5 (F 2 — 27 93N F = 7 L O'BMT-
153261 D EViEE ORI E LCHEB, DT R o3EWEhE
WCRIETHEBITERDEBY Th o720 ESRDOBERE IZAHF
12mg% Y% 50 Lz & &, BRI SN T 2
— 2 INYF T RKERD5.4%TH -7 HEANTF—%),
[13.1zMH%]
BHRERE EDOREN T 2 — 7 I NV F =7 K O BMT-15326136
ONSHHTEIR 7 D SR B HELC 135 R

AT (90%13 HE X 1)
N - [ zx\h)ﬂ:% e
HREREORE | Wy | ORI R
Cmax AUC (INF)
Fa—sIn 0.86 1.03
, yF=7 | (0.72, 1.03) | (0.76, 1.38)
B BT S BE 0 0%
(cGFR : >60~<90mL/ | BMT-153261 ' -
/LT3 (Mg,gé .26) (0.7(1),0; .37)
T 0 100 | 077, 1.39)
Fa—s N 1.06 1.39
A 527 | (0.89, 1.27) | (1.03, 1.88)
S B B X W
(eGFR : >30~<60mL/ | BMT-153261 : :
min/1.73m?) (0.6?,0;) .31) (0.8?,3(15 74)
LR (0.8, 1.24) | (1.03, 1.79)
Facson 1.00 1.28
vF=7 (0.84, 1.19) | (0.95, 1.72)
TR o8 sl
(eGFR : <30mL/ BMT-153261 : :
iy <0.91 'oé 8 | .25;,33.52)
L) (0.84, 1.19) | (1.05, 1.83)
Fa—s N 1.00 1.34
yF=7 | (0.84, 1.18) | (0.99, 1.80)
) 1.09 1.27
ESRD BMT-153261 | (o 7771 54) | (0.91. 1.78)
ST 0.99 1.36
EHENT (0.84, 1.18) | (1.03, 1.79)

16.6.2 FTikaelEEaE
BENE, PARNE. EEJE OO T HERE RS BB e OV AR R AR B
WCARA 2mgE HERELES P Lc b &, Fa—2r 5Ny F=7
Je O'BMT-15326130 NG M 7 D S B R8I K 3T 523 T
FDEBYThHo GHEANT—%). [9.3.1%H]
R REREE DREED T 2 — 7 TNy F =7 R UBMT-153261 3
ONGVER DSEW B ELZ ST 5 3

AT (90%E X 1)
H¥%ﬁ%ﬁ;§%§§ﬂ%ﬁ%
bl s g o £ S5 4 [} S
JFBRERE S DFLEE W 4 Y BAUC (IND)
e 4k AT
J4 2 Cmax 3’“*“(;'%““3
1.04 1.10
Fa—=273 | (0.80, 1.36) | (0.85, 1.42)
=i 1.07 1.13
(0.85, 1.33) | (0.89, 1.43)
BRI AR TR © 42'7(15 29) | (0 62'93 39)
(Child-Pugh#iA. | BMT-153261 o ol
2327 5~6) : :
(0.46, 1.29) | (0.71, 1.43)
1.02 1.06
ST (0.79, 1.33) | (0.83, 1.34)
WS 105 108
(0.84, 1.30) | (0.87, 1.34)
1.10 1.40
Fa—23,:8 | (0.85, 1.44) | (1.09, 1.81)
=i 1.26 1.60
(1.01, 1.57) | (1.26, 2.03)
TR BHEI & B o 22'4(1) 70) | (0 52'8(1) 15)
(Child-Pugh%3¥#B. BMT-153261 o4 088
22 T77~9) : :
(0.28, 0.78) | (0.62, 1.24)
1.06 1.24
ST (0.81, 1.37) | (0.98, 1.57)
TR 1.20 1.40
0.96, 1.49) | (1.13, 1.73)

AT (90%(5 5 1X 1)
T4k i i S M B/ I
i RS
i 1 7

iR i =0 x5 P #AUC (INF)
N IS EAUC

FE#E A Cmax (INF)

1.01 1.43
Fa—2F8 | (0.77, 1.31) | (1.11, 1.85)

=i 1.62 2.31
(1.30, 2.03) | (1.82, 2.94)

0.21 0.50

o E BB R R B
(Child-PughMC. BMT-153261 <0'1g'22'38> (0'28'5;01)
23 710~14) : ’

(0.14, 0.41) | (0.29, 1.14)

0.94 1.19
T (0.73, 1.23) | (0.94, 1.51)

TR 151 187
(1.22, 1.88) | (1.51, 2.32)

16.7 EMHEEER

16.7.1 BAEDS T 12— INIFZTOEYPFHREICRITTHE
In vitrol2 BWTF 2 —2 /83 F = 71ZCYP1A2. UGTIA9,
CES2. P-gp. BCRPRUOCTIDIETH 5%,
UM RO RIITROEBY TH 7219720 (SHEA
F—=%),
PEHEDEAETICIBT 527 2—27 939 F =7 [ 'BMT-153261
W OSIE R S O IR E 5 A — & D2k

. I AT (90% 15 HA X 1)
o (IR g e JE DA
o ) Cmax AUC
Fa—r55| 116 1.29
s SF=7 (108, 1.24)| (1.24. 1.34)
(P-gp/BCRPHL | 200me | M2 | gy pr 5067 | - 115 1.21
s B | 1F 1 <1‘osla,1é.2o) (1.1?,2;.2&
LRI | (1000 1.22)| (1,23 1.32)
Fa—s 5% ( 1.08 1 1.00 )
o SF=7 |(1.00. 1.16) | (0.96. 1.0
(C%(;Z;égié 100mg | 12mg | gy iy 150967 | - 149 1.33
o 1H1E | (1.3213,1}.61) (1.2?,0;.41>
LRI | (02 1.20) | (104 1.10)
Fa-s545 L 1.57
o 57 |(1.09, 1.22)| (1.47. 1.67)
?é;jgi\gmi’/ 100mg | 12mg | gy iy y5s06y | 007 0.06
= 116 | ¥ <o.oela,02.09) (0.0&;,22.07)
R | 000 112)| (118, 1.28)
Fa—ron| 107 1.05
vy asss SF=7 | (0.98, 1.16) | (1.01. 1.09)
(EAkz) | O0me | 6me | gy ip joeoe 1.09 1.12
OCTpg | W | i (1.00, 1.18) | (1.05, 1.20)
P 104 1.06
(0.96, 1.12) | (1.02, 1.10)
Fa—son]  0.97 1.19
R, SF=7 | (0.8 1.07) | (1.09, 1.30)
(UGT1AQH |900m8| 6me | pypp joaney | 1.24 1.50
g T Th2m | <1.1§,9;.36) (1.3?13,2;.63)
LRI | (0.00. 1.07)| (119, 1.39)

16.7.2 72— 7 5/5 F =T BHAEORNBECRIETHE
In vitrollBWTTF 2 —2 73 F = 713IBCRP X FOATPIB3
& BT 57,

SEYPHI T AE TR RS I F RO L B Th 7225 (BHELA
F—5).

Fa—2 INYFZTHEAETICBT 2 HEOIEY B HE <5 2

— % DAL
—_— o | RTEIE (90%(FHRIX )
B3 | e R
Cmax AUC
DANAYF v 10mg | 12mg 1.14 1.14
(BCRPJLU'OATPIE) | HiE | 1AL | (1.01, 1.29)| (1.04, 1.24)
JNVEIFrruay 1.5mg 12mg 1.03 1.10
(TR 1H1E | 1TH2E | (0.94, 1.13)](1.02, 1.19)
IFZNVIANTIA—N| 30ug | 12mg 0.99 1.04
(RETTRERES) 1HLE | TH2E | (0.89, 1.09) | (0.99, 1.10)
7.5mg 12mg 1.11 1.04
ARPLET-E M| THLE | (1.00, 1.23)|(0.97, 1.11)
372/ —AEBE7 2| 1000mg | 12mg 1.08 1.02
F b0 WE | LOLE | (0.88, 1.33)|(0.96, 1.08)

a: 3T 7 ) — VDT X — ¥ &l
) ARAOKBR SN SR OHEE T1F6mgx L H 1EFER 5]
Thbo



17. ERPRERIE

171 FHIHROCRESMICEAT 258k

17.1.1 EEHFEZE TAEERZER (IM011-046585%)
J&y T T Bz 9B 0 9 2 AR £ A (BSA) ©10% Lk . PASI
(Psoriasis Area and Severity Index) A 2 7 »12LL L, D
sPGA (BRI & 2 W AFHI) A 27253 (PEE) DLho
FRAEAE 7 & TR O SR B R 95 & A 5 5 el 6665 (H AR AN
661%‘&713‘) ERRELE2EMT v 72T 7R RT T
3T A DA BRRATRE R LEGRER E G L 720, TR TS
LI AN GRAMD - ARVl E,. 30mg 1H2MH) X
WEARA (6mg 1H1IM) 2GS Lz, KAEKGHICBIT S
P 51600 % OPASIA I T HNR—=RF 4 ¥ 9 575%L EdkaE L
72HBFOHEA (LUF. PASI 75) K OSPGAZS0X 131 [sPGAZS
0 GRZENLR) iEl GREBEI)] »ON—RAF 4 ¥ H 52K A
Y MULESE L -EE (BUF. sPGA 0/1) &, 79 R#%5
TR TR B H A o 720 3251638 1324 %
PASI 75. sPGA O/I&UPASIXZI775"\ A T4 VHh5H90%
PLEgGE L 2B FoEE (DU, PAST 90) #F£1IRT,
#1. $51638 1224 DPASI 75, sPGA 0/1 % UO'PASI 90*

1638 243
1o 77V 77V
AH 77eE | S0 AKH 152}
PASL 75 58.4 12.7 35.1 69.3 38.1
(194/332) | (21/166) | (59/168) | (230/332) | (64/168)
53.6 7.2 32.1 58.7 31.0
SPGA 071 (178/332) | (12/166) | (54/168) | (195/332) | (52/168)
35.5 4.2 19.6 42.2 22.0
PAST 90 (118/332) | (7/166) | (33/168) | (140/332) | (37/168)
% (%50

a: /Y LVARYF—HlisgiE: (NRD
b 7T REEIIKT 5p<0.0001 (s, A=Wy 3 0 i i O A7 4 L O
R Z @ HI KT & L 72Cochran-Mantel-Haenszel#i5€)
52 F CORERFEBUHEE X, AP 5-BEC22.0% (117/531
Bl) Thotzo FHEIEMIE. TH2.6% (14/53161). LIH¥E
%2.4% (13/53161). L&GEKS2.3% (12/53161) TH -7z,
17.1.2 BHEMHEERRFER (IM011-0475K58)
WA E 7 B TAE O R I B B & A 3 % 2 R % 102061
(BSA10%L2L . PASIA 2 7 5128k k. »DOsPGA A 2 7 H33LL
1) gl L7252l S vy 2T G R KT FLI T A
b IRAEAT RER LR 2 R L 2% ST ER, TTL IS
AN ORFEBME - HECRE Vi, 30mg 1H2I) S AH]
(6mg 1H1M) %L Lize RABGHICBT 5551638
'ﬁ‘@PASI 75K OsPGA 0/11%, 7T & RS THEGERE
WCAHBEIZE D> 720 #5168 1324 DPASI 75, sPGA 0/1
&UPASI 90% F212T/R T o

2. $516H31324:DPASI 75, sPGA 0/1)% UPASI 90*

1638 2438
., L | 7TV . 7L
EN 7Tt R 152} ES| 152 b
PASI 75 53.0° 9.4 39.8 58.7 37.8
(271/511) | (24/255) | (101/254) | (296/504) | (96/254)
49.5 8.6 33.9 49.8 29.5
SPGA 071 (253/511) | (22/255) | (86/254) | (251/504) | (75/254)
PASIL 90 27.0 2.7 18.1 32.5 19.7
(138/511) | (7/255) | (46/254) | (164/504) | (50/254)
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