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1.1 AHIEREOBRLELZ SO BABICT2ICHIET
EREEMRICEVT, FFODVWTO+SEMEE
BICHRBOBEICTA M - BBRE2EOEMDE &
T. RENC L 2 BEORRE, EEMEE _LE S &3
EhBBEDHIERATE L, FEIBREDY X
JEEAIEITAEMIHY. TLEEEOBRETESSE
THRETIIRERE EMEI LRI H D, T/
AF EDREREMIIBAS H TR EVWDY, BEMEEDHKR
PHEIhTWD, BERMIIBICKILSE. KEPERE
TEIEBEHNTEVIEHED. FHOEHHERY
EREEBEEICTOHBEL. BEIPEBELLZLE

BULAELTHREFRIBTAZE, [2.1. 2.2, 8.1,
8.2, 8.5, 9.1.1, 9.1.2, 11.1.1, 15.1.338g]

1.2 EELR B
AR, HERVEESICLIEELBPEIBE
ShTWaESH, +9EBEREITI B ERPEEORE
ISEEL. FERERICBREOBEIIERIFH5D
hEBEICIE, BEBICHYEIOERT L BELHE
BFBIE, [2.1. 8.1, 9.1.1, 11.1.15H]

(BEMEE. ZEMEEX. BRMERE. B E)

1.3 ARIDRELFAT 381C. RigEEEECHEENE
B (EHEHER<) OBERETCBHETSI L,

(EEIRTEE)

1.4 XEIOEELFRIBET 2E1IC. KFEZEZSTHED
EEOERAEHHMIMETE &

GEEMXE LX)

1.5 REDEEZFIIBT 2E0IC. X704 KR Id5%REHR

#100mg> ) v Y

H200mg ) v Y
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pH

5.4~6.1

[5.3~6.3
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545z

Lo

(BB )

NRIEIE % S B BB

HBEOFERZ THEET S &, [5.38H]

2. B2 (ROBEFEICIIBELLEWI L)
2. R BYHE D BY DEREEL S S BENYH

%] 1. 1.2, 8.1, 11.1.1=H4]
2.2 HEMEAEEOBE DERETZELASEE2BELNDH
%ol [1.1, 8.2&M]
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FHNIT ¥ A == AN LK A5 — I E W THE S N5,

* %5.3 WEDEHFIIBWT, ModEWHEE (A7u4 8, 7%
FF T ) EIZX BB REERToTH, SEISEN
T LS D RERIERD TR D Y A 8555 2 L. [1.55H]

6. AERUVHEE
(SEHEE. TEMBEHX. BRMEE. ZEMIIEIE.
EERAE)
WL RAICIE 7V GEfaT#liez) LT, 1
[A1100mg % #1Al, 4:87% ., LIRS FE TR M %53 4,
* % GEBMKEX)
WE. RAIE eV GEEFRERZ) LT,
FUEEHEEANC X 28 AB P TEBE DS 1100mg
QMM TR FTHG T 5, b, BEDIREIZEL
T, BIEEHESANC X 2B ASER T ARG, 10
200mgx BB TR TS5 34522 b TE 5,
7. BERUHAZICEET 2FE
(hEEE)

%71 KE Ao EYEA, ¥ X A FF—F (JAK) FHEH
XA 74T 21-1) VB (SIP) & RFHEH & O bf
FZ o T et OHPEZRES L T vwo THEF
RRETLT L,

(BEMEE. TEMEHX. BRENERE. ZEEAKRE)

7.2 RFANOEFESIE, WERG G5 16HUNICES
N25o 1GHLWNICHEESHE S N WEaEiE, AKHIO
ERFTH O ZEEICHEET L &,
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7.3 RHFOGHRPOGIE ., HFHEET G 524 LLINIZE S
oo 24ELINIZHRB LGS N WIEIR AHO
TRETE Ok 2 HE IS5 2 &

(EBMXRER)

*%7.4 FEVr =T (GRIZTFHAEIER) OEEERANC L 2

LWABE CTHRA T2 EEHE TR, Z7evr <7 (#
B ) ORGHIAH%248 F T (ERE AL %
L) ABEIUEA 2 WA MOEBRENDEZ #
ERT DL

. BEEREXRNEE
A RENZEGEO ) A7 RS LMEEEYRH L. 2D
ORKOFHGICE L TiE, +o%Bg2 T, RYYE
DFSFERHHE|VEZ T 5 2 ko RYSE O BUE L IZRERDS
HHbNIREIIE, R IHYSE IEK TS LD B
FERgET LI L, [1.1. 1.2, 2.1, 9.1.1, 11.1.1=R]
8.2 ARHIEGAZICI - THEZICE T 5190 % M2 T Ol &R
XA IZINZ . A v ¥ —7 =20 v-y HEERER 1LY X
Vo) v RISV, EERICTMES217H) 2 &
WZED ., B0 EEMERET S 2 8 T2, KA
B, XA oY) 2 M & w2 AT 72
CREMAEOSBI T IEE L, SRR Ik (5
Y A, RERA. FEEEE) 2B L A idERe
MBS 5 &) BEIIREST 52 8, 2B,
AL OIEBIE DR SN E IE OGEEBEL L.
AH G L anwZ ks [1.1, 2.2, 9.1.258]
8.3 AKIFEG-HL, £ 2 F LRI L D BYERBLO Y A
T HEGETE WD, BT 7 F VERMIIITbRVWI &,
8.4 flioo AWK L E§ 5561, BYYEOBEICD
WTHEORELZ T BE T2 &,
8.5 MRARERIZ B\ TR B K OB LR o B 35 o0 F8 3
DG ST WD, AF & O REBARIZIANETIZ VD5,
EUEREOBBNIEE TS L, (1.1, 15.1.35H]

. BEDEEZEIHEEICHETIER

1 BHHE - BEEZOH 2 8E

A1 BYE (EELRPEZRC) OBREITBLES
BHhhaEH
JEYSEDTEAL T D BENHH H.[1.1.1.2.8.1.11.1.12K]

9.1.2 BROREE2F I 2BENIBRBEIBEHNIEE

(1) BEOMEREAETLELE T, BB LTS
BENWDH B, [1.1. 8.2 ]

(2) HEOBMMAREAAT 586 LG EEN LN DY
BIIE, EBEOTERRED S HEMICHET A, T
FROWTNhoEH I, Bl E LTS L
2 bET, AR aeET sk, [1.1. 8.28H]
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1.1 EXLEER
1.1.1 EELRREE (GHEA)

TANVA, ME. BEESICXDEELIEENRDH S b
LI WD BERKIIENTIE L72HE101E, Y
FEDHRT S FTRAELEG LI &, [1.1. 1.2,
2.1, 8.1, 9.1.1Z%:H]
11.1.2 EERBEEE (GHEEAH)

TFT74 % — (MEFRE. ZHE., 8% S0OHE
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14. BHEDZEE

141 EFZE5HOXE

1411 ZGRHCEEE,LSOI) HLERICK L TBL 2 &
MWEFE L\,

14.2 EXIZE5FOXE
14.2.1 FZFDSBUE 30060, 15
B IRTES L w2 &
14.2.2 $£59%, ERiEp. OO KR 2 # 52 &, [F—
T~ D R LIRSS 5 2 &1l 5 2 &,

14.2.3 AFNXIEEHORAITH ) . FHEH L 2N &,

15. ZDMDEE
15.1 BRER{ERA ICE D < 53R

FER, WAL D D B EAL, 9

* %1511 BB % BT A EE BT 5 N T

iR (CNTO1959PS03004) Tl AHK| %5 L 72180
BIF 1361 (7.2%) H352:8 F TIZHL 7 v 7 ~ THAR %
., Fof T (1718061, 0.6%) (HAIHIIA)TEE
D 5N BEIEVE B IV AL R E B I B
% EP ARG R R (CNTO1959PS03005) TldAH|)
PG L7216 2V 7 ~ THURB R S
otz Tz, EFENEEREBE B S ENE A
REER (CNTO1959PPP3001) Tld. A#H = #% 5 L 72156
BIH45) (2.6%) 23520 £ TIZH 7 ® IV 7~ THAR 1
Ll olze ZOIEBNHHIPURITEED SN h o 72
BRI 5 % A9 A RSB DI R R T,
173461 H 10461 (6.0%) 37 2V 7 = THARR I L %2 0 |
ZOHTTE (7/173461, 0.4%) (ZHHIHUED RO S 7z,
HEM KRB RBE B 2 EEIEE S Tb/ A 5
(CNTO1959UCO03001) Ti52361H61%1 (11.7%) ASEEf#
HERSEROAGE £ TICHLZ v 7 <~ THUKB I & 7 5 72,
ZFOHTLLH (11/52361, 2.1%) (2 HFIFEAEED Tz,
15.1.2 SR NlA ek & B L 23 B 0w &R
ORI REST L TW e,

*%15.1.3 W E 2 R L L-EN T EERILEGUER O

. RHIFLGHEL806] (161 N4E) (2B T, HEMEES; GE
B i R R A B <) O FEIRERIZL0.62/100 A 4E (1/180%1)
Tholz, FFRBEREFEORBBIIED SNk o7,
HRRE RS LW ER R SRR 0488 F TR A
M ORE e (RFIF5-BI8136761, 1019 A4E) 2B W
T, EUEE GEREEREREZ KR oERIT,
0.29/100 NAE (3/136781) T o720 BEAHNT TOH|E
JEg GERGIEREREL R oBFIE, —HFAOT
T ENLHEHRERBTH -7 EAESAEL 0 0.68
(95% EHEIX I = 0.14, 2.00)]0 JFE il pe o 0 S5 B 2
1Z. 0.59/100 A4 (6/136751) TH - 720
EHREEERE AR E L ERERABOS2E E TO
Fob T CRF 561805751, 135 NAE) 12 B\ CL BT (E
A E R SR E B <) OFEIER1E,0.74/100 N 4E (1/15761)
THhHolzo FEMIEREROIHIL, ROLNLh o7,



BEVER R EE 2 G & L7z EIRLRE S T b/ MAHRER
2B B B R O4GBEM O R (FeV s < TR
TG R B1 4539651, 302. 2 N4F) 1I2BWT,
PRI R IR R R 2 B <) oZeBiEId, 0.33/100
N (1/39661) Ta o7z FBMER BRI, 7
HoNLholz. [1.1. 8.52H]

16. ZEHEIRE

16.1 MeiEE

16.1.1 BEAEI%KE
SRR 5% A9 5 AR NBzHE B 12 ARAI10%, 307, 1003213300mg™
ZHIE TG L &, MG 72V 7~ 7 3 5-54~6H
IR IS I I L, F916~18H D i Tt F L7z, P

K-S
<

QU230

0 14 28 42 56 70 84 98
B ()

30mg*

[—@— 10mg

REERSEHT5HANEBEE CAF BRI TRELALEE
OmFER T LIV 7 TREHE (FHfE+SD. &#H4~58)

PHERSEE T 2BAANBERE LA ZHERRTRS L £
EEDEYEE/INT X —4 (FHfE (SD))

300mg*|

100mg —H

e 10mg* 30mg™ 100mg 300mg™
= (5%1) (5%1) (5%1) (5%1)
Crnax 0.46 1.52 6.14 15.08
(ug/mL) (0.19) (0.56) (2.29) (5.15)
o 4.02 5.93 6.02 6.03
(d?;x) (2.97; (3.07; (3.88: (3.98;
4 13.99) 6.23) 13.83) 13.89)
AUC- 14.0 40.8 159.9 427.1
(ug - day/mL) (7.8)* (15.8) (65.2) (156.7)°
tie 16.4 16.0 17.6 15.6
(day) (6.8)2 (5.2) (3.1) (3.0)°
tmax © LA (FERH)
a3l
b : 411

SORFN OBV, WL Je . ETEICEE TR AR AR . SEEIE
SE VR 2 KGR R 1 100meg Td 5 o

(BEMEE. LK. RAEMEZE. BRI RIE. 2MIRAEE)

16.1.2 R1R#HRE
R G % AT 5 HARNEEEREY . HARNREE R EES L
X HCRE AT R AE Y OV H AR N EREIRIERE B Y 1SR HI50mg ™,
100mg X 13200mg* %0, 438 J UF % O 14 83 [l b © A T 4% 5- L
L ZOIMER NI 7IREIITEROLBY) THo72,
BARAEZBEE X IEHERBEREICH T 2IRE552ABFOME

hTEIVITTDORNT7EE (FiHiE (SD))

RS AT 5 | BRI E L | e o
P e T | T OERHE

e 50mg™ 100mg | 50mg*® | 100mg® | 100mg | 200mg™

: G0l | (61BN | (1260) | (6B1) | (45@l) | (4481)

T 0.60 1.13 0.53 0.79 1.08 2.76
[ug/mL] (0.37) (0.71) (0.29) (0.62) (0.74) (1.96)

a @ AFIS0mgH 0. 438 U082 O 48FE I T FAER T4 L. 207 5 100mg
% QA MR C AR FHe G- L7z
MK O TR VR, SCEEEBIE 2. MUETERZEE, WOREEALEE . FEIEIRE
SENZ RS % AGEH = X1M100mg TH % o
GEEMREZ)
* %16.1.3 RIRKRE

B TE R BB IE ARG & LT/ vy~ 7 i)
200mg#x 0. 4% O8HIZFIRNIZS- L 72, HMiFrxG & LCARA
100mg % 8308 M @ X 13 200mg & 48 [ B C AR TH G- L7z & & D
EFIREIZBU A PImiES b7 7. Fhehl. 4ug/mL
K10 7ug/mLTHhHolz, ¥

16.2 DRI
AVEfEEE R AL ARFI100mg % HLE B2 TG L7z & & offikti
INAFTNRAFTEY T 11349% TdH - 729,

16.7 EWHEEERA
BRI E % H S A ENGZ#EZ BT, 357 A [CYP3A4
HE]. o7 7 » [CYP2CORE], #4277V —)v [CYP2CI9
HE], FXAIa ANV T 7y [CYP2D6IE] KO 7 x4 v
[CYPIA2EE]) % AHI200mg™ HLIO . T 5 L OFH L 724658, &
NOIEEOBEHZER IS DL EEIRO SN h o7z, 7
SARF O R R, EVERIEIJ, AV R, SRR R AR . FEHENE
JEIZA 2 KGR RIE 1 100mg TdH % o

17. BRERBRHR

17.1 A3ERVREMICET 58

(BEMEE. TEMERR. RAEMEE. ERMIEE)

1711 BN_EERERER [FEEESZET2EEEE (&
MEMREEEET)]
HEHED O EIEQ R R L E % A L iciEa (PASI™ 237
120 L IGA™ 2 a 7330 . 20 REE EIE A BSAT
10% ) 19261 % 5 & L7z 7 T L Rn I B G ML iGRir % 5
§i L7z 7T 2R, AKFI0* X 1X100mg % 0% M4, & D #%8:H i
TR TG L 7o #5163 K U208 OPASIA I 7 A3 — A
T4 Y HHT5%LLEL 90%LL E, 100%EE L 7= EFoflE (LT,
ZNZNPASI 75, PASI 90, PASI 100). IGAZX =27 [0J, [0
1) 2ER L BB 0#EE (LT, 22nIGA 0. IGA 0/1)
2 TRITRT . 168EZOPAST 90K OIGA 0/11&. AFIFGH T
T ARBE N THREMEICAE B @ o 72 F 72, CASPAR™
WDV TR BT B 28 & I S L. ACRIEHEGEAT ™ 25X — A
FTA U hB20%LL FEeE L BEEoFSG (DU, ACR 20) &, 16
HHET 77 2 RE0% (0/1061) . 100mg#30.0% (3/1061). 523
#%T100mght20.0% (2/1061) Th o720 ?
7£1) Psoriasis Area and Severity Index
7£2) Investigator' s Global Assessment
7£3) Body Surface Area

##:4) Classification criteria for Psoriatic Arthritis
W5) KRE v~ FEENERT H B ERER O FHfi

MARKI OB E R, SRR g, AR, SRR, R
SEIZR 2 KGRI 1 100mg TdH % o
%516, 52B#%DPASIRUIGA

#5168 5528 %

75K AF#1100mg A#I100mg
6.3% 84.1% 90.5%

PASETS (4/6411) (53/63f51) (57/63f51)
0% 69.8%" 77.8%

PASL90 (0/6481) (44/6301) (49/631)
0% 27.0% 47.6%

PASE 100 (0/64%1) (17/6301) (30/6301)
7.8% 88.9%: 90.5%

Ga 01 (5/6441) (56/6311) (57/6311)
0% 44.4% 58.7%

IGA 0 (0/64%1) (28/631) (37/6301)

a:p<0.001, %77 tREE, Fisherd IEREHE

BIVERIZEHUE (100mei% 5-61) 13, 29.2% (26/89%1) T -7z
T BRI TESTE AL BEA6 . 7% (661]) & 50 I GeA] (4.5%)
ThHo7z,

17.1.2 EIRFFE#ER (RANZERERVOEZEHIIEESRSE)
[ g R L0 B O VR B e BB 1B 2 b e & L7239k
MatBR % 9206 L 720 ARFI50mg™ 2 0% 0438, D 5%SHEM @ TR T
5Ly 200 DU ISR AR50 & HIE S 72354 12100mg 0
AL L7ze $516BICARANC & 2 iEHDZE) (CGIY A
a7 1, 2X33)) Lz@godsa (BT, 2%%) &, BEk
B ERETT 8% (T/901) . WEMEMERLRLE £ #90.9% (10/1181) <
B o720 F G52 OZERNHRIIPEETZHEEE100% (8/861) . #2
WEPERL R E R E100% (10/1061) TH o720 ¥

%) Clinical Global Impression
SRR OBH MR, REPIE . MG, AR SR
JIELZ T 5 AR E X1 100mgTdH % o
FIERSEBUEEE L. 9.5% (2/2161) THho7-o ERENWEHIZ. H
WEHEAYELB] (4.8%) TdH 720

17.1.3 B —EEHRIEERE (FEMZREHREE R ERE)
GBI R BB 2% (CASPARICA S L . BT M OCRE i
JEIRASE 23D LA L2 DCIe 72 A F1250. 3mg/dLYL ) 149
Blzxtge L7277 Rl EEMILERBRZ EM L 720 AH
100mg# 0% U4, Z D%8MRE TR T H5- L7ze %524 50
ACR 201%. A#I100mgHEs8.0% (58/10061) TH VY., 7T b KH
18.4% (9/49%1) &L CTEwEIEER L7z, ¥
BIVE I SSEBEER 1X, 10.9% (14/12961) Td o720 EREWER I,
HAGAVRALB] (0.8%) . FAGERGE1E (0.8%) . THiLE1 (0.8%)
THho72,

(EIERRAEE)

17.1.4 BN _E5HRIEEHRR
EPERIEERE (PPPASI AR A 2 75120 B, o TEIE
JLEE R ORISR - NKEOPPPASITSEE A 2 7 A2 1) 15961 %
RE LTI RN B O EEREGEBR Y E L 72 7T 2R,
ARAI100X1E200meg™ % 0 043, & O HSBIIIE TR FH5 L7z,
%516 OPPPASIARI A a7 ONX— 25 1 ¥ 6 DZEALE (L



T\ PPPASIA 2 74b#t) . PPPASIA I 7 HR—=ZA T4 V7 b

50%LL FeiE L7z BE oE 4 (LUTF. PPPASI 50). PPSIF?AFF

AATDON=AF A oot (LY, PPSIZ a 72 1LE)

% NHRITRT . 163EOPPPASIA 2 7RHIZ BT RANK S

HECT T 7 L AREEIC I U CRRHAICE B UEEA RO bz,

AHI100mghE TOPPPASI 501&, 16:81%1257.4% (31/54%1), 52

J#1283.3% (45/5481) Tdh o7z, ¥

##1) Palmoplantar Pustulosis Area and Severity Index

##2) Palmoplantar Pustulosis Severity Index

WRFN O E R, HCREIERET 2, IRIEVERCE . SORMERLEOE, IR
SELZ S 5 AREA R IZ1E100mgTH %,

#5.16:8% DPPPASI R UPPSI

P KHI1100mg

(531) (5481)
PPPASIZ o 7 2L ‘
P (D] -7.79 (10.596) -15.08 (11.252)
34.0% 57.4%
PPPASI 50 (18/5311) (31/5441)
PPSIZ = 7 2L 2.0 (2.41) -3.9 (2.94)

M (SD)]

a: p<0.001 (& 7"7 &A%, mixed-model for repeated measures)

FEIVEFSEBUEREE (100mgtk 5-B1) 1. 7960H12561 (31.6%) TdH - 72
FERRIERI. ESHPAALBE6H] (7.6%) . HEEE A% (5.1%) .
TRGERKG2H) (2.5%) THo7z,
GEBMRER)
* %17.1.5 1o/ MHEEKEHFEERRZE (UCO30015ER. #HiFER)
FREERE D S FAETY OIGEIESEE KGR EEE R L L7
7 7 HE R A O R A G ER 2 O AT L 75096 (H AR
NB8BI) Ak G & L ZHEMREGEAER T L 7z, AT
T8 HARHKI100mg % A M FE TRz F -, 3B A T 4%
2B ARFI200mg X\t 7T & R a4 TR T 5 L 72. Modified
Mayo A 2 7 H5~9H Tdh - 7256861 (HAAL2H]) 12BWT, £
LSRG IE H Cd 5 44385 15 D clinical remission™ A35 5 U721k
BREOES L, 7T RS 9%ITH L. AFI100mgh45. 2%,
200mg#£50.0% Tdh > 720 ¥
7£1) Modified MayoA 2 7 254~95CTdh 1) . EEHIMY 7 A 2725150 F
WONBEEIT A 7 A3 702500 L Th b B

#2) HHEREY 7 A 2 7 20031, BRI 7 A 3 7250, KON S
TAATHOXNELT FHEEEY 7 AT T HANR=A T A 2B S0
LTWwawia) WHSEREOH R CHITEATED Sk v,

% 544387 Dclinical remission

. o . 100m, 200m,
P 7R SEMES | GEM
Clinical remission 18.9% 45.2% 50.0%
rate (44:81F) (36/190%1) (85/188/1) (95/190%1)
HEM = B 25.2% ° 29.5% °
[95% 5 X ] ° [16.4%, 33.9%] | [20.9%, 38.1%]

a t AR ER B AR IR O B R 09 B % OV G EBR C O S RE A IR F & L7
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