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JEWCE L2, MSEOM R TR T Lz MmigEd 27 %
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WZIZITIpI L Cm L 72, ¥

8
S —&— 22.5msg
S —O0— 45mg
o 6 —a— 90msg
=
X
&,
8 4
1
i
i o
g

0 -

0 4 8 12 16 20 24
SSS[CEY

ERBECAHATEARTRELALLEZD
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BEYBRENT X — 4

Jiik—+ 22.5mg* 45mg 90mg

Crnax 1.44 2.77 9.58
(ug/mL) (1.21~1.70) (2.63~3.38) (7.23~10.20)

Tinax 6.99 10.48 10.49
(day) (4.76~12.24) (4.73~14.00) (6.98~13.99)

AUC« 61.3 109.4 242.7
(ug - day/mL) (49.2~75.8) (96.9~171.9) (195.7~272.3)

ot (ARFERR) . %600

MAH DA 131 H45/90mg TdH 5 o

16.1.2 RIR#H%E
B0, 4K O 012082528 B £ TAF45mg X iF
90mgH SR THG Lz & &, MiEH ™ A7 % X < 7iE %S
BAMG28H H £ TIZEHIRAEIZE L 720 AH45mg X 1390mg % SAE
BTGz &, EFRECBIT2MEF YA TF X7 b
F 7 IEFE O gLHEIL Z 2 H0.25~0. 312 10°0.55~0. 76 ug/mL T
HY, HEICIFZEHLTCER L, Y

16.1.3 AEDOHE
BRI B VT, RE100kg B O B E IZAKIIOmg® G- L7z &
EDOMFBEH Y AT XXX TD N T 7HEIREELIOOkgEL T @ H#F
AR5 mg 2 %5 L7z & & EARETH - 720 WHEAT—%) 9

(7 O—>%)

16.1.4 RERS (EREERERZER)
HARANBOSEAND 7 11— VhgBEs, AR o SEiESE G &
OF O %8 X 12845 (2 ARHIOmg % [ T G- L7z & &, ik
AT R X TR X2 H O R TG0 F TUE R IRRE I #
L7z HARARUHEIAD 7 0 — 2 B ICARFI90mg & 84 i [
TRER TG Lz &, EFREBICBTL1MER Y AT F X~
TO T TEEO R R FNZENL.02~2. 14ug/mL (n=7~9)
T2 01.98~2.26ug/mL (n=74~115) Tk >72c HAANLUHE
AD 2 10— U BEICAHIOmg % 12808 TR TH5 L7z &
&, EWIREBIZBILIMEHR T ATF X7 O NT 7EEORI
flIEZ 1 210.37~0.70ug/mL (n=6~7) K 10.62~0.76ug/
mL (n=75~103) TH o7z, ¢

GERBMHEAER)

16.1.5 RS (EREERERZER)
HAR AT OV E A OFESEER I BB ARH O M EESE
T O O 84 XA 12088 A #90mg & B2 TH5- L7z L &, il
HH Y AT E X TR0 H o TR GE F TICERIREIC
L7 HARNK OHHEL A O 55 R 98 8 12 R5190mg % 838
MR CRAER TG Lok &, EHIRBICB T 2 1EHR 7 A7 %
2T DN TREEORIEIZZFNZN2.46~2.96ug/mL (n=17
~18) & 12.69~3.12ug/mL (n=131~148) TH o720 HARAK
OFVE N O 335 MR 98 B3 | 2 ARHI90me % 12308 [ g C AR T 4%
HlbE, EWREBICIBYL2METY ATFIITONT 7
FED Yl IZ 2 L2 410.86~1.03ug/mL (n=17~19) J%10.93~
1.23ug/mL (n=122~141) TH o7z 7

16.2 B4R
2 AR & B IR NS (0,09, 0.27. 0.9, 4.5mg/
kg) XIFHE R TG (0.27. 0.675. 1.35, 2.7mg/kg) L7
LEDIMFER T AT F A TREEHCTHEB L, VAT FX
T RETHG L EOHMNA T T XL T8 T 1138
57.2% & HfEE SN WEANT— %)

16.4 X538
YATF X TIE, b MgGLHROPETH 2 Z L h b, ot
a7 oY LIRS NG LHEEN D,
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17.1.1 EINEEREER (5 1/ MHEER)
FPERAE Y & FAE O SR TR 295 & A 3 B S VEVE I I OV RE i TR RZ
i (RHERE S OWAEDEEER (BSA) ©10%LL E, 2»>PASI
2712 L) BEENGEL, IR, vAFFXITT
45mg M UM90mg#x 0. 4125 L. PIBEI2EEIC Y AT 3 X~ 7
520 F TG L7 77 b R B E E IR & S L 7,
120HOPASIEY 2T 7HR— A5 4 7 575%L, 1 isE L7z 8
FHOHEE (DR, PASI7S) % FHRIZRT . 128H%OARFFG- B
BIFHPASITSIE, 7T L REICHARTHEBEICE P o720 ZDk,
BRI B L2564 H F TIRIZ—EDMETHER L2 ¥

¥£1) Psoriasis Area and Severity Index

ERaen PAZE N 45mg 90mg
- 6.5% 59.4% 67.7%"
12:8PASITS (2/3161) (38/6441) (42/6210)

a) 1 p<0.0001. *F7F tA#E, Fisherd EMERE

RFNASmgHEDBIWEHIZEHIMERT 12, 87.5% (56{51/641F]) T -7z,
FHERBIEIE, SIEEE L2761 (42.2%) . HEIR6H (9.4%). B
ol (7.8%). TGl (6.3%). <9 FEfE2B (3.1%) TH -7,
RFIOmgrEOEIVEHFEHHEE X, 87.1% (54651/62(1) Tdh -7
FURREIWERIL, BIHE266] (41.9%). S¥E36F (4.8%), L&iE
B2 (3.2%). FERRB26] (3.2%). L2261 (3.2%) THh o7z



(7 B—9%)
17.1.2 EEHFRERER (B IHERR)
REERED S BIEDGBIM 0 7 0 — U EHE (HARNER206] %
Bt) BRGL LR OB AR S BAT L WS R
W2 7T R ARAIOmg (S FE X128 ) % T %
G U7z 4R ik B a 920 L 720 AHK 0 A G ERC8:H H |Zclinical
response™ A S N7 HEERHE (2 B 1) B AR HER44:8 H Dclinical
remission rate™ % F#IZ/R$, 4438 H | Zclinical remission7 {5
Lo EREOEEIL. 7T REED35.9%I12%F LT, AR#HI9Omg
D8I P 5-#ET53.5% AHII0mg D12 [ [ 43 5- 1 T48.8%
THhotzo ¥
##1) Crohn' s Disease Activity Index (CDAI) A7 DN—AF 1 »nb
DI00RA ¥ FALEDOFHA (X=RZF 4 Y OCDAIA I 7 9220R 1 » b
LI F248FK 4 » P UL T O#ERE 12 oW T, CDAIA 2 7 A51504K 1 >~ b

Kl 2 ¥R L T 234 clinical response™E Sz & A L7z)
##2) CDAIR a7 <1508 1 » k
U o N 90mg 90mg
o TIER | smmmss | 128MbRS
Clinical remission rate 35.9% 53.5%" 48.8%"
(47/13181) (68/127%1) (63/129%1)

a) 1 p<0.01., %75+t KRB, Cochran-Mantel-Haenszel 77 £ Tt E

b) : p<0.05. 7 tF#. Cochran-Mantel-Haenszel 7 1 —3Hi5E
AHIOmg 8 FET S5-EE O FIVE ARSI E, 29.8% (39f1/131
Bl) Thotzo EEZENERIE, LAGEEYG6H (4.6%). FHFES
Bl (3.8%). SMATHZAE] (3.1%). HMBEfE B kL3651 (2.3%)
HL3G (2.3%) THoto,
AHI90mg 1238 W B+ 5- T O BIVE A S BRI (X, 25.8% (3441
/13261) Tdho7z. EREERIE. BBl (3.0%). 357361
(2.3%) 361 (2.3%). FAGEBG26] (1.5%). SIKEHZE2H5]
(1.5%). 3&261 (1.5%) T o7z

GERBMAER)

17.1.3 EEHFERKAER (5 IHEEER)
FREEAE 20 & FAE OGN OB R 25 E (H AR MEBI926] %
) BRGE LIARK OF AR S BAT L WS & G
W2y 7T R EAHKIOmg (8 BIFE X128 HkE) % K2 T 5
L 7zifErakBid 920 L 720 4438 H (1 2clinical remission™ 7515 5 1
TR E OB, 7T RED24.0%28 LT, AAI9OmgN8
T PR3 58 T43.8%. AFI90mg D 1238 [H bt 5-#T38.4% Tdh
277, n
1) MayoA 2 7H2UF. »2onTFhod 7237 1%l Twins

b o o N 90mg 90mg
"IR 77 SEMMES | 18RS
Clinieal remission 24.0% 43.8%" 38.4%"
cal remissio (42/175f1) (77/176f1) (66/17241)

a) 1 p<0.001, xf7 7t AR, Cochran-Mantel-Haenszel 71 1 —Ffi5E

b) : p<0.01. %77+ A#. Cochran-Mantel-Haenszel 7 1 —3isE
AHIOmg 8RR S HEOREIEAFE I L, 26.1% (46f51/176
Bl) Thotoo FEZBERIE, EAGEEYSH (2.8%). F8E5
Bl (2.8%). 3B (1.7%) . BEFE3H (1.7%) . FGFEAL UGS
B (1.7%) Tdh-o720
AFH190mg 1258 M a5 5 ORI HZEBURIE X, 17.4% (3061
/17260) T otzo EREMERIE. 9536 (1.7%). BIHEIE3
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