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BB Ly 7 ACETRE 160mg ) VA= Y2 A= b5, (TIV. RANZET
LWEH 1 AR (1) AROK DS



I. BiZICE9 41EE

4. BMEFERICEAL TRAMI RERFHE

it EAE B9 B &R B ZA kv

Bl AHEE D A KT A % i3 Sk

RMP H (TT. 6. RMP O] DIEHRAR)

BIOY A7 EAMEiEE & LT H - ERAEFEE AT AN

PERR STV D&M i EfE T A R
(TXTI. /&) OESM)
- BERTER
Bl oy s AL DEMREEZ T o5
FH~ B L w7 RT3 25 Rl HEREE 2%
WREZTonbHF~, TAHCERTA R7 >
a
(TXT. /&) OESH)

Tl HERE T A KT A v 4

PR o> BE 2 SRS i3

(2023 & 12 A 22 HEFL)

5. AREHRUTE - ERALOFRER

(1) ERBEHE
S ) A7 G AR EO b, @UNCEmTLZ L, (1. 6. RMP O] ©ES
)

) Tl - EALOHIPREER
Y LR



I. BIZICEA9 5HE

6. RMPOIEE

2V
[EEARESNEY 27] [EEREER Y A 7] (EZEL A EE#R]

HE TR YYE AR R PR FMe L

I T ER KD TENENE

L TR IR BOE SO SR

FIEVERRR (7 7 — i e 0N

BIER )

AT 2 BRI

AL

| BRICHAS L RAMERO 72D OED) | ERRICHES LY A7 B/ MED T2 OIES)

W O E R L VR TR E) U 27 fe/ b E

- BIFERL, ST - A2 i OSMERS E RS 5 0O W DY R 7 fMETEE)

IR - FERE - oHTICHE D < LA IR D iEY I CE R OBE MG A RIS X D it

BN BEHE 22 A VERE T B) BIND Y R 7 f/METES)

- BUEIREHR T — 2 N— A (B2 RYME. - EFRGEREHR TG GEIESER T A R) Ok &
VLIRS ] GEIIE - S VERCRE, R VERLRE 2t

FMEMEALRAE , HORFIERE 50 CHRERTEM (CrB Ly 7 ATk DEREARE A
- BUGIREHR T — 2 N — AHE (RIEMER R ZT DT~ BB Ly 7 AT KD
CEPCIE « SRIECIEFFHES. . X IR A 72 S 7 FHERE RIGRZ 2T b D i~ B CEFT
AT HE B AR 2%) A RT v 27) OFERK L it

- MIRE AR GEIGIE « RORRPERI RS, TREME - TIERE AT BT 2 WA RT OO e 55 70 1 R it
FHESe, X MRFEUE 2 7 & 70\ ATl P HE R A - TR IE A AR IS & 2 R it GESIE - Wome: By
%) HigR . TRIELMEITHESR . XRRAEME it 7o & 72U M A

A B 2 A - TR PEATHERI I 22)

LY

BT O HIE, JSAATBOE N RS 5 e MRS O RS S I B R < — U TR L T <

7EENN,



I. &¥FICEAT HIHE

1. BR5E4
(1) &
BBl Y7 ARE T 160mg v U Y
BB Ly AR FE 160mg A— hA V= X —

() F4
Bimzelx® Syringe for S.C injection

Bimzelx® Autoinjector for S.C injection

(3) BMDHEE
Bimekizumab & Excellent |2 FH 3¢

2. —f84
1) 4 (Fhik)
EAXAv7 (Blafz) (JAN)

) *4& (W4
Bimekizumab (Genetical Recombination) (JAN)

bimekizumab (INN)

3) AT, (stem)
A H—naA % ki
t MEE /7 2 —FLHHUK : -zumab



I. &¥ICEAT HEHE

3. EEXXERER

L#{ AIQLTQSPSS

HH

VSNSEIGVPD

GTEVEIKRTV

DNALQSGNSQ

LSSPVTKSEN

EVQLVESGGG

ITYEGRNTYY

QYYEGSIYRL

GCLVEKDYFPE

LGTQTYICNV

FPPEPKDTLM

EEQYNSTYRV

PREPQVYTLP

TTPPVLDSDG

LSPGK

EAX AT OT I WRELS

LSASVGDRVT

RESGSGSGTD

ANPSVFIFPP

ESVTEQDSKD

RGEC

LVQPGGSLRL

RDSVEGRETI

WEAHWGQGTL

PVTVSWNSGA

NHEKPSNTKVD

ISRTPEVTCV

VSVLTVLHQD

PSRDELTENQ

IT?RADESVR

TLMHWYQQKP

FRLTISSLQP
SDEQLKSGTA

STYSLSSTLT

SCAASGFTES
[

|
EDFATYYCQQ

SVVCLLNNEY

LSKADYEKHK

DYNMAWVRQA

GEAPKLLIYL

TWSDEWTEGQ

PREAKVQWEKV

VYACEVTHQG

PGKGLEWVAT

SRDNAKNSLY

VTVSSASTKG

LTSGVHTEPA

KEKVEPKSCDK

VVDVSHEDPE

WLNGEKEYKCK

VSLTCLVKGE

LOMNSLRAED

PSVEPLAPSS

VLOSSGLYSL

THTCPPCPAP

VEFNWYVDGV

VSNEKALPAPT

YPSDIAVEWE

SEFELYSKLTV DKSRWQOGNV FSCSVMHEAL

H $4N305 : FESHFSES s HBH K455 : 7k 7

TAVYYéASPP
KSTSGGTAAL
SSVVTVESSS
ELLGGPSVFEL
EVHNAKTEKPR
EKTISKAKGQ
SNGOPENNYEK

HNHYTQKSLS

L $5 C214-H #4 C228., H $4 C234-H $4 C234, H #{ C237-H $H4 C237 : YAV T ¢ NiEe

4. FFARUVSFE
TR Z RISy, 4 AR (CesaoH100s2N174602030S42)
H 8 (C2230H3430N5920680S15)
L 1 (Cio40H1615N2810335S6)
: %9 150,000

©
_H
B



I. &¥FICEAT HIHE

5. %4 (A% XEIEXE
AAR%  EAXF AT, Bz e Mets/ 7 o—FAbikThHO, 7y Mtk b A
YA —naAFx L -17A (IL-17A) KOV IL-17F FUROFIMMER ERS, B 7 L—LA U —
7K N 1gGl DEFHN G725, EAXFATTIX, Fr A =—ANLAX—I
B XV EASND, EAXF AL, 45 O T X RN S 725 HEH (vl
) 2 AR 214 HOT X IR B2 D L (« 8H) 2 R TR S NLAHES )
JETHD (3 FHE £ 150,000),

: Bimekizumab is a recombinant humanized monoclonal antibody composed of

b
sy

complementarity-determining regions derived from rat anti-human interleukin-17A (IL-17A)
and IL-17F monoclonal antibody, human framework regions and human IgG1 constant
regions. Bimekizumab is produced in Chinese hamster ovary (CHO) cells. Bimekizumab is a
glycoprotein (molecular weight: ca.150,000) composed of 2 Heavy (H) chains (yl-chains)
consisting of 455 amino acid residues each, and 2 Light (L)chains (k-chains) consisting of 214

amino acid residues each.

6. EBA%, A4, BB, E5EE
S FMFZERT = — K : UCB4940 (CDP4940)



. AR ICRET HIEE

1.

2.

MBI ENEE
@ 54 - &R
M0 ~ VR B T (0 % 29 2 TR B ~ T D ik
) BfEH
PSRN
3) WiEt
PSRN
@) R (PfER), BR, BRER
PSRN
6) BRIEEMBETR
PSRN
(6) DEFRHE
PSRN
7)) FOMDELREE
pH : 5.1£0.2
BEMRADEEEFHETICEITSREN
i RIS PRAFIERE LRAT A bR
FEWR TR -70°C 60 & A JRAE N
PI[IBEEEN 5+3°C 12 4 A FHE
o im0 ol R L R A
AR o | U — |6t IS DT 1
o R — b 2]
J0CH FLDIHK -70°C T2 HMLA RRAFE L7=%%
ST éﬁﬂ% 12 25°C+2°C/60%+5%RH T 2 | f A 2 1] 0> ek i
PR HREILL LRAET B A 7 A% |44 2 L THEN
/60%+5%RH 3
RERIEH « PRI, RERAABR. pH. MUERER. MUEMIREREB. = K hFooor O, S
* SRR Ik S H
AR S OHERRERE, EEX

TR BRE - X7 F R~ v 7k
TEEE - AN AT R E VR




V. RHEICEI HIER

1. Hlix

1) FRoORXA5
<EUEBLY 7 A®ETFE 160mg U >
AENX, BERAEED 1.0mL L EE 72D X9 ICRAZ TR LI ImL A7 AW Y v (7
L7 4V RV U Y D PRS) CRAHEEER T U Y (SS) EEEM D e D HEIFEH T Y v
VR (v e xr—va VL) Th D,
<EVEBL Y7 A®EFE 160mg A— bAoA ¥y H—>
AFNE ERRAEN 1.0mL L, & 725 X 913K A FIE LT ImL A5 28 ) o 2 (PFS)
EF— AVl Z— (AD) RGOS DHEIHEH AL R (arex—ra v
#i) ThHoH,

) HHONREUHER

HRIE4 P Ly 7 AT 160mg vt Ly 7 A% R 160mg
I F— ATl H—
S8

& Tio0mgs om] = y
"otz | )
s - \

R A~ R AT BT 5B~ MIBOR

(3) #HAla—F
A L7

4) HFH oY
pH : 5.140.2
BB (EBERERICR D) - K1

(5) €Dtk
A L7



V. HAEIZEEI HIEH

2. RFE DR
(1) BRES CEERS) OSERUHEMA
. ULy 7 2% FE 160mg P Ly 7 A% R 160mg
PRI Pl N GV S A

BRhEsy - B NN _ .
EAX X< (BIETHILZ) 160mg

(1.0mL 1)
IANA 7Y 16.5mg
(1.0mL H) AY Y — | 80 0.40mg

FRNDHDE T EAF AT (BIEFHABZ) 13, FrA =—ZX L2 7 —IIRMatk b FEAE SN D,

Q) BREFORE

BN

Q) RE
BN

3. RNBRADHERRUVEE
BN

4. 7
BN

5. IBAT HFREIED & HK#EY
HEWE, DIl A, RE DRSS, &

10



V. RHEICEI HIER

6. HADEBEHTICHETIREM

BBl AYEFE 160mg VY VA — A Vs H—

PR RIS LRAFIEHE PRAF IR AR A
FEWR TR 5+3°C 36 f& H FREEN
N 25+2°C/ - ol SRR | R AR A
IR 60+5%RH 12 %A Z OO TE H 1T AR
o PIREERER . NIAPERCRL 71X
TR 7ﬁj§; 6 fi KAt
° Z OO TE BTN
. . PFS 583 CTHMR< & B 2 HIEL
B 7 L ER &BC?U S+3°CT 3 HREOYA 7 v | HikA
-5+3°C
% 3 [A]
2542°C/
FARREE 120 )7 lux-hr UL I, .
R 60+5%RH G o e % L Sl RBR L TR A1
AR e o R SRIL BN 20 %= oo ke
s ao 200W-h/m2 2L |

BRI E - PRk, TR, IREE,

Z3iE NPl N
* L EHRERB IR

7. RARZRUVBEBREOREMR

A L7

8. fFLNEEELL (MEILFWE)

BARAYA

9. WHifE
A L7

10. 5% - %

pH. HEE R,

TR hFTor BERRS RNEERY ., ANEERRT*,

(1) FESVELRR - 2K, SHEBEIVRRCES - ARICHT H1HER

A L7

2 a%

<EUELy 7 AYRTFE 160mg U 2>

1.0mL [1 4]

<EVBL Y7 A®EFE 160mg A— bAoA ¥y X —>

1.0mL [1 4]

11



V. HAEIZEEI HIEH

Q) FPRER
A L7

4) BROME

BB Ly 7 AR 160mg v Y

G SR
RYTrbELy, RUA—RF—h, AT LARAT /L,
I BA[fk e 2 hw—4%
SLv 55 A
=—Fk AF UL ARF—)L

PFS | 79 V% —RA kw3 —

TaETFIAN

RNS (BEEEHE > —L F)

W — VR BRI 2 e —
BE—/L R R Far Ly

BBl oy AR A 160mg A — b A V= H—

B S B
ABS HfiE. RYUW—ARx— b, AT LVRARF—/b BRI
ENEN _ e
TT A Mv—%
N H T A
=— K ATV AATF—)L

PFS | 77 v Vv —A b w/R—

TaETFNI A

RNS

W —V R BRI 2 e —
BEY—/L KRRV 7FarL

1. ARt EhHEME

BEARR/NA

12. £ Dfth
LR

12




V. ‘aRICEAY 5HE

PIRER (IR R
REARTHRAT TS L TRER
OSEMeE. RAME. STBMEIRE

O FEEREET %
OEEMREET . X MRELEZ - I UVKRER M B HEBIET2¢
<>

FE PRI OV T, B ISR (PS0010 #R) 2 ROV Ok Gk (PS0011 #85x) 3
T 3 DO EHEMAEA ZMERER (PS0008 3857 5, PS0009 38R © & TN PS0013 3k 7) KN
FNAHFER Ok 5305 (PS0014 55k) 8 X 0 Szl xt 3 2 AF OB, etk
ZRHm L7z,

FEHEVE AR M OREREVERL R EIC DUV i, 17D PS0014 FRBRICHT7-IC HARN 2R — R &%
FESE PR 0 S OV EAL ROE BB A AN D Z & T, AoE Zatt (RPLettisEie)
%R L7z,

HEREME RIS IOV TR, 5 TTAERRBR (PA0008 FRABR!T) I N Dk 5788k (PA0009 75k
18) A ONT 2 SO MARANMERER (PA0010 35k 10, PA001T1 3REBR 1) K OV LA AR BR Ofkfe 15
53R (PA0012 3Bk 12) L0 ARBIOFZE, 2 a2 38l L 7=,

SRIELPERIR A . X MRARHE A 72 S 70 MAEIMEFHEBS S R 12> TiE, 55 AR (AS0008 7K
BR19) K OV Ok 578k (AS0009 #R5#20) I ONC 2 SO A 2hPERRER (AS0010 75 13,
AS0011 78k 14) K OV MIAHFER Ofkfe i 55k (AS0014 #ER) L0 KFNIOFNE, Lotz
I L7,

(T5. EwRpkAE (3) AELUSHRERER) . 15, EREGE 1) BREEMRER OEHSH)

MEXIIHRICEAET HFE

5 MEEXIEHRICEET HEE
(SR MERCRE, MVEMERERE, SR )

S5 1 U TFoOWTInali/z T BFICRE T2 L, [1.3 3]]
OHRIEE SOOI EE (EMRAIZRS) THEORDRIGLNT. BN
RFRMEFED 10%LL EIZ K SEFH,
- BEEYE DO RS T NER 2 4 D B,
(e RE AR 2%)

5.2 BEfF O R IE (DERALA R BIERFIEPT Y ¥~ FHE) THORENE LR,
RO REERA G T2 BE KRG T2 L, [1.3 ]
(TREMEFHER)

5.3 EDIBFIZE T, BEFIREE JEAT oA FERKEAS) 12X 270 iR%E%E
ToThH, KRISERT 2 50 REKRIER I Z L GEICEET 2 8, [1.3 3]

13



V. aRICEAT 4HE

(X R BLHE 2l 7 S 72U MRE M HEBA i 26

4 WEDIEFICH T, BRI GEAT v A REFIRIEAISE) |

1ToTh, EEITERT 28 5 072 EFIK

ZEET5Z 8, [1.3 2]

< fiffin >

(R PERRE, A RORE, SRR ROE)
[HRE ST F) ICERE L T D [BEFIRE TR+ 70 ) FoERE & X 0 BRAICR

T2, BAREEREAO RIS T 2 AW RE O eSS L O Zestik~=27

b (2011 4ERR) | MO COREIRN A S EITRE LT,
(R fEME BEER 2%)

MBI EA (=
FEIR K ORAE D E BRI R0 DL D %6

275 T FRERIR AR ISR Z0 A S AL T R 18 S OV O REHNR I 2 I A i E LT
(FRIEPERHER)

575 T FRERIR BRI SR 20 IA AL T R 18 M OV O REHNR I 2 I A i E LT
(X MREEHE 2 7 & 22 AR M HERS i 20

575 T FRERAR AR ISR 20 IA AL T R 18 M OV O REHNR I 2 I F A i E LT

(VI etk (B EoEES) (BT 2HE 1. BEANAEL OB OESR)

3. RERUVHAE
1) AERUVAROES
(HPERRE, IEERCRE, SRR ROE)
WH, RACIIEAXF A~T GBIz ##iz) & LT, 108 320mg Z4)E05 16 E T
4 MR CR IS L, DARRIT 8 EMIRE TR SR 2,
7k, BEOIRBIECTI16ELED 438

AR TR FIES T %,
(HzfEPE BRI J8)
WH, RN E AR A~T (@B Z) & LT, 18 160mg % 4 @M TR T
E’Tj‘ﬁ‘éo

CGRIEPEFHER . X BREE AN 72 & 2 W REE T HERS i 20)

WH, RN E AR A~ (@) & LT, 1[a 160mg % 4 @M TR T
%“?‘50

Q) RERUVRAEBORTERE - BHL
(S HIERCRE, MRAVERORE, HOREIERLAE)

2 SO AR ZER (PS0010 35 2 L TN PS0016 #RER22) WO AF LT —F KOS
el S

AU A& TR FEhE L 7 REEE PK/PD figtlr 07 — % 2 T, S IARER

PRARBR A
HAR M OERR I O VE - B2 8IR L=, 3 DO FEARFEMFERER (PS0008 345k 5. PS0009
R © L OVPS0013 3XBR ) Tik, BAHIME (F72HH Weekl6 £ T) |2 BKZ 320mg 4 JH[H]

14




V. ‘aRICEAY 5HE

f@ (Q4W) & HAZOUWTHM L7z, HERFHAM (Week16~52 i 56) TlE, BKZ 320mg Q4W
% O BKZ 320mg 8 IS (Q8W) @ 2 SD kL « FHEIC W THEE L7,

3OO FEFEREMAA MO T XTT, EAHIM (Week0~16) DT — % 75 BJEIE
WROUCE, WRHER OUE K O QOL 1T D JAHIR R 7 4 v bR S L7z, # L T BKZ
320mg Q4W FEC Week16 (ZEDFRD LAV o To gBRF 1T D 7o 72, 728, Weekl6 (2
UGEDRD BV o T BRE 0% < IE, EHVLIE OFEMR R Tl & 2k L, Week52 F
TEENHERF ST, HEFFHARI O WeekS2 £ CTOFMEDOFERIT, W OMERHAM O H
1%« HE (BKZ 320mg Q4W K Y BKZ 320mg Q8W) ThHIRIFEE TH -7z,

FHER PK/PD fif#T Cld, —EBOMRE 120kg UL EOWEBRE 2 FRE . 2D OMALE SR
DRERMDFRD BTz, RHEM PK/PD fi#dT TIE, (KE 87kg O MR 20 i BR#E & bl L TR
H 120kg OHEERFE TEHIMIEFRFE DK 30%(K< 725 Z &R S, B4 PK/PD €5
NDY I ab— g TR, RE 120kg 28512, 2 DOMERH EORKRRISIZEZD RO &
AU, R 120kg LA EO—FB D B3 TIFHERFBIRIZ 35 ) TH BKZ 320 mg Q4W A ik 5-3°
HTZETREXT 4y MEHFLILD ATREMED /R S 472,

HERFHAM OV o - FlE (BKZ320mg Q4W & T BKZ 320mg Q8W) & AAEMIZR
HChy, BEELAFFS, BPREOBRGHILICE A FFRS, IRRIELEEL Y Of
FEGZROCEEOFEFZORBIRILFRE ThH o725, BKZ 320 mg Q4W FE TIT/E K
FRCBE L7e A EFS (RED O FRE, B§R/1IZ K OHIBEIRGY) ORBIRDB &>
77

PS0009 &5k ¢ [FHEAMIM (Week0~16) K OMERFHIH (Week16~52) & (2 BKZ 320mg
QAW 5.1 TiX, fRHT L 7o E M B K ONENLAH T L 72 FIREHGEE B O Zh AT IC 35
WT, BARANEM ESREMT B LIEERMELN, £2. HARASEVEREEE 5
G0 PS0014 iR BR 8 D a7k — ~ B TRD LN HIMEOREROMAIX, 3 DOFEF /5 M4H
BEWPERBROFER & —H L Tu /=, PS0009 35k ¢ K& O PS0014 548k 8 0 A AR ANEM TRD 5
N7 2O R b ML OFE R L BBtela—H L T\,

S VETRE S AT DR 25 & U7 AR B O RIS & | B IR
BrRCd 5 PS0014 3Bk 8 BEEM AR — & (d— b B) ] O MERE & ORCREMALEE 4
BT HHHFIx L CHE UL - HEZRR L,

JIRIEL 1 AR e OREHEMERL R E 2 A7 9 2 SR O A BKZ IR B 1, S5 MRz R O 2R
77 A NN TRINTCHHNTH T,

BKZ 320mg Q4W % #l[al#% 5-1% | FRIRIIIC IR D & 5 A BWEN TR H 4172, Week16 (2 BKZ
320mg Q8W & G-~ 0 3 2 TR E Tl ARER BBt sni, —J7. #RHE
& LT BKZ 320mg Q4W 5.k L 7245 Tl Sk odeE i kst afife (REME
HOME) SUTEICYGE (BRRRMEALEOE) L7z,

JIRAEL 1 R e OSEEME R R E 2 A 9~ D R 1281 5 BKZ OZ &7 m 7 7 A VL, &
TMERCRE A A T 295 & [W C BKZ o H & TRl L 72 /5 L. BKZ OBERIOZ 2

15



AEICEEY 5IEH

27 7 A NN TEINTEEBY ThoTo,

UboZ LzikEr, &5 16 HE TORADOANE - HEIZ. WTFHLORIZHONTY
320mg & 4 BRIR TR &G L35 2 & Bh 16 HLREIX W T ORHAIZ SV T ) 320mg
8 HFRCR MG L@ oMk HEd L, @ifE ((KE 120kg L E) O
WV S O 50, BEVERECTRE AL ROE B e & BE OW ROEIRE ORI
JECT 4 BB THLR THETED LT LMY LB L, YikHE - HE @, i
NZIFE AR AT (BEEHHEELZ) & LT, 11 320mg Z4E 5 16 £ Tl 4 8RR
TRCFES U, DAL 8 MR TR FERT 5, Z22ds, BEDOREBIIS U T 16 B S 4
HER TR FENTE 5, & LT,

(HzEPE BT 28)

9 AR RER (PS0009 386% 18) 75 AT U727 — & R ONREN] PK/PD fifht DT — 4 %
AT, 5 I AHERIREABR O VL - EZ @I Uz, 55 I AREE PRGNSR (PA0010 3R 10 X OF
PA0O11 3Bk ') TIE 160 mg Q4W I[ZDOW TRl L7z, Wiz VT b BEIER D
WENRBD B, R—R T A TIFZE BSA 8 3%LL EOEEAE A L TR O R &I
RITH L THSEDRR O DAL, JRFRNR T 4 MAURS Lz, EH BKZ J=RE & ACR
UGEROMRZLRT 2720, & 11 MHERRE (PA0008 #RER 17) K OE 1T FHEGARHER

(PA0010 3B 10 K TN PA00L1 7Bk ') & ACR WERDOGHFHAT —# % H\ T PK/PD fifh &
FMi L, ACR BRI ET L lEEOS L HERLZFM LI I 2 L— 3 VOREE,
BKZ 160mg Q4W # 513 ACR BER A i KL T A 7= DIl ik - HETH D Z & 03k
WENTz, £7o. % KRR T, BKZ 160mg Q4W % #: 5 L 7= o i BKZ J2E k
77X, AEFER K OERIMEIC S T 5 A EFRORBLROERAVICEE R FAIZRE
L2 T EREnT,

PsA &3 DHBRE 2 %P5 & U725 1b AHERIREUER (PA0008 35k 17) K U PA0008 #ERIC
#-5< PK/PD &7 /UIEHT > B IS T2 BEIR 7 — % CiX. BKZ 160mg Q4W ¢ 513 BIEE R ~D
RO IO\ 72 HETH D08, FFEIERITHK L Tid, BKZ 320mg Q4W #5-0 J7 7% BKZ
160mg Q4W # 5 X 0 & = ah S (FFIZ PASIO0 KUY PASII00 L) #7259 2 VR
ST, TNHDOEWVERIROGT, S E MR Z AT 2 HBRE 2 x5 & Uz iR

(PS0008 7R 5, PS0009 7R ©, PS0013 7k 7 & TF PS0015 5ABR2) DR 2 Sk L Tz,
BKZ 160mg Q4W #5-% v 72 PA0010 58k 1 & TN PAOOL1 #RUER ! O DFER T, ~N—2
T A TIRZE BSA DY 10%H8 O3 8 K OVEIREE ] T Week 16 IZ[RIFEEE D PASIOO0 ZEALH
DERO BTz (PA0010 3R « 53 4ERH 68.5% K OV AREER 61.3%, PA0011 3Bk : /4R
64.2% M OVEIREER] 68.8%) 73, Z A5 D PASIOO0 ALK T BKZ 320mg Q4W % F\ ==
PERZIEZ AT DR et 5 & L7256 T ARERIREER T Week 16 (2788 H V72 PASI0 AL
F LY Ko7z (PS0008 #ER, PS0009 75k & U PS0013 7R D Week 16 ¢ PASIOO AL
ROHFIP : 85.0%~90.8%), Z DfRIL, —HD, TEE~HEDOZEZH L TUD PsA
FH, FHEVERE ST - HREZHWD 2 E TR T 4 v MR LND AREEN S
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V. ‘aRICEAY 5HE

HTEERELTND,

® L L7RNbLlTORAEY RO e 4172, PsA FBE X5 D PA0010 & N PA0011
AR RS S v, A RMEDSRGE S AT ARA O FE - &I 160 mg QAW DA TH Y |
PsA [BF 1T 320 mg Q4W XX 320 mg Q8W % 5- L7z & & OFZIIEIIMRAE S L TUi
v,

® PsA HBEZS E L5 THEER (PA0008 58BR) (2T, AHKI 160 mg Q4W B}
OARHA 320 mg Q4W BEDFEH- 12 HFFIZ I 1T 5 ACRS0 L E R 1T 41 41.5% (17/41
%), 24.4% (10/41 ) TH Y. 320 mg Q4W TIE 160 mg Q4W % Kk < FIa] 5 ik
Thol,

® PA0010 K TN PAOOL1 FRBRIZISVNT, SR RIS O BE E O3E M K D B ek I xf
T 2AERRNOFENESD R E R BITRD HAL TR,

JRAER 2 O BIEFER| OFH- 16 HEFOH MEFEM O plhE CHRMEMATSER. NRI)

R M~ gk
PG H BKZ 160mg | Placebo | BKZ 160mg Placebo
Q4W Q4W
PA0010 FX 5%

PASI90 K= | 73.0 (27/37) | 0(0/23) | 58.9 (106/180) | 3.5 (4/115)

PASI100 ZELZR | 37.8 (14/37) | 0(0/23) | 49.4 (89/180) | 2.6 (3/115)
PA0O11 75k

PASI90 K= | 65.9 (29/44) | 0(0/12) | 69.7 (92/132) | 7.9 (6/76)

PASI100 ZERLR | 54.5 (24/44) | 0(0/12) | 59.8 (79/132) | 5.3 (4/76)
BR—R T A D BSA B 10%Lh . IGA 23 3 DL EAD PASI A 2 778 12 LL B &= g

b= T A D BSA B 3%LL L 10%A0H . IGA 28 3 Fim ik PASI A 2 773 12 ROV a7z 4 B

® PsA DORFKFRE & U CHRE BRI RIZHEAT L TRIET HHRIZEAETHY
BAER S N AT D B1E 10%FEE & STV D (PsA BT A FTA 2 2019 %), &
BRIR IZ 3 W T BEIEE R I Je sz & BRI IR 38 E L T D B3 XL BIEIER SeA T 41
L AXRIRRIEGNC I T 2P EE~BEDORE A AT 2 BE TIL, RFIERICKE
T HWE RV EAT O o0, SEMEEMEOZW L RINTVDLEEZLND,

UboZ et B, RAIIZEAF AT (& ﬁ%ﬁﬁz)tbf 1 [A] 160mg %
4 MR TR FENT 2,1 & L, 728, YFMAE - AEEIAROSE RIS T 5
Ak AELIZRZ2DHE - AETHDL Z LD, PsA BEOKEER & BEEERZNZ
MK DIRROLEME A ZE LT, MU Wic S IRREITHOMERH Y | #EfHE
FNCE T 515 82 WAL L7 =T PsA ORHRICKE @ L 7= [ERIC X 0 @y f &
NDHREEHKLTH D &R S,
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L—3 g OFER, axSpA HE D2 < T BKZ 160mg Q4W 513 ASAS th#R & fix KMb4
LI 72 L - HETh D 2 L3 MRS Siviz, £70, 5 I ARERAFER T, BKZ 160mg
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AWK O PK/PD DEFIRT — Z IS & | TlE | AICIZEA X X~ 7 (B i z)
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(T5. FRIREGHE  (4) RRAERVRRER), [VIL 3EMEhReIcBAd 55HE 1. mPREOHER] ©
HZ )

4. AERUVARICEHAET HIE

1. AERUVAZICEET 58

7.1 KH Lo AEHRIFLREAO Y X A% —F (JAK) BEROHFHIZ O TEZEEL D
BRNEIIHESE L TR WO THERZRET 5 2 &

1.2 AN X DIRESOSIE, @& GEH G 16 HUNIZHE OGS, 16 EUNICIRREX
JED3G B INRNGEIIARAI DTG R ET I O 2 HEICHFE T 5 2 &,

<M >

7.1 DAY RFORE O ¥ X A XS —8 (JAK) FHEA &R LI 0z - Aok
THT—ZIIELN TN Enn, FHETORLERNEZSEITHRE LT,

7.2 16 M OIBFR TGRS SR DN T2 BEIZ BV TARAI TO RN I /MR &
BT DITERE LT,
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- BKZ 480mg ¥ 6 14 5 ’ WELWE
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2 fiiis
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7 A i 73 A
e W | AT s | A 126 S,
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/
b frERRERRA 189 11
% L 18 1 {2 1L. 3
o 29 ﬂf ‘jé"] N2 AN w L |
% | UPO0S3 wpi | LR B A |
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iz
BKZ ™A v
W | T | EEEREA S (5, 3
UP0034 o | EAERA IR USRI, .
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T g N
G A D g R 28 i I, e
Ei WO
ZS fREHERR A 48 151
S (AL % -
I I POV R B,
PEROVPK @ |+ BKZ 160mg B 12 4 PN AT
A \ KB ML [
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RO RO . SEBI wo | EEEES
(St =) FEHW SRR %
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F=ART | e E,; pe | TEE~TEOBHALIMBE 49 ] "
' B geat | et Sk /EME | R
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Ao, F=a | P . mEEZE, —
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CE AV N T By e TR 159 £l KR, TR
HHEL =7 7 8 g a0 0m) 0
SR B L Bk 320mg Qaw B 152 4
7 BT K| TS - BKZ 320mg Q4W/QSW 7 149 {3
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T AT R R 30mg QAW BE 321 i HE . PBO
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SIEFE, | eth, A | BEEIEK PBO . f: i
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PS0018?! E,%H%‘E* n e !
Fe 2 b5 BT D PSOOlgﬁ%ﬁ%mT L7 #BilE 43 4l A
U g ek, A | BEREIK \ B, e
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AN SE5 o
R
%‘ PS00148 ak—k A
| A—ALFT FARSEATHER (PS0008 3k, PS0009 sk K OF
B VT s PS0013 iR&BR) Do 6, WFha 1 RBrEET Lz
Bl =y | D00 T | SR~ RO SEEGAE 1289 ) =2 A
KA N Z;/i\ﬁ - eI B, )
HU= A5 | o | 2B Hfge B2 5 AT
V7. AR, 1 o R~ EE OREERREE  REEREER O | 28— B
R—=F R, |2 i LRI ROE RS (AARADH) 66 B HEMR
wE, oy | " BRexpI%k
VA= N (P EE~BEEOSFIEGRES 45 61, BEME
E, KkE HEEERAE 10 1], REMEMERDRAE AR 11 1)
PA0009* kW& 5
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Bty e | T | NSRRI Je i 28 (i e ;;} FA
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RN 7k EFEFMGIE B (X, S R Ot R M (FAS) & 55 & LT Week12 |2 PASI90
WEEER LTV AR A =B R OEOEE 2 ERLT D -0k HE &
% R TRRIT L=,

FEMNT T OHBSIGEETHE T 5720, TORE LI RAT (v
7 EIFET AT, FE5RE, MR OS2 0 £ W) R E ~ D IREE O 1 % [E
EFELEFRE LTV e, LavL, PBO BET PASIO0 % Rk L 7= WHERE 23\ 72
Mol Z EMBARET VIR ARFARETH o7, LB TREE 7 T AK
T <O TRZES L LTET LV THRE L, PBO, BKZ 64mg, 160mg,
320mg K U 480mg Q4W & Z 412, —1, 0, 1 KU 2 OFYEIZ&H TITD Tz,
PBO BHZxtd % BKZ BEOXTLERIL, PBO BECTL AR X —RRD LT,
FEFMEE O PASIO ([0 P AT ¢ v 7 BRET ABPRARARETH > 7=
TENB, T a4y vy —DEMREERIT > To, HERUSIER Ot ik oo 3222
FEMTIX. TRBRIENEFTE IS A L2 ARAT IR (PPS) & STBRITHARIT L.
TRBR S FH A & O TR Ae il 2N EAT I R E 3B A BT L 72,
ARAMEORIEGNE A (X, FEbfF Bk O EFMEA & REOET V&
FWCTRENT U7z, EZEIHMEE B L ORIGHIEE B O3~ T T, KANEDOHE
|Z non-responder imputation (NRI) £% H 7z,
%1 EOWBREHIHET 5720, moﬁ*ﬁ?émzﬁwﬁ%&fi T
FRMTIZ W T 5% DA B AKME TR FNERZNRD DN ZGEIC]R
U\W&MWTﬁﬁ%Mﬁmmﬁm%ﬁé_&&btoE:Jmoﬁ’*
9% BKZ BEOXf bR IE, BEEPZRMREIZ LV | B & (BKZ 480mg Q4W)
MR E (BKZ 64mg Q4W) DJEIC %ﬁ#éﬁm& BT 5% D
BEKUE TR EINE B 2N m%hh WZIRY . ROBREEAT -T2,

(B %)
<TEFHEEE >
Week12 @) PASI90 i

BKZ D& H5-#E T, Week12 @ PASIOO0 ZRCRITHFHFHICAH B DBKICERDO &
5 ABEOGHERFRD bz (p<0.0001), Week12 ¢ PASIOO FERROHIPHIL 46.2% (BKZ
64mg #f) ~79.1% (BKZ320mg #f) T& YV, BKZ320mg F THIE O HEISNERFRD &
niz,

BKZ OEFGHETIL, Weekl12 @ PASI90 ZRLRIZ PBO Ff &tz U THERHFRIICA R
OERRICEROH D 72203580 bivlz (F7XTo BKZ #£ T p<0.0001).,

BKZ 160mg A & BKZ 320mg+160mg Ff Tix, Week12 ® PASIOO0 AL R FGARAIIZ B
D B 7T D LR - T (p=0.4778),

FEA ZPERA S B o0 T BARAT S ORI AT OFE R IT. T TOREE ST TRER DS
ERED LN,

AR OAGB SN EROHER, V. WRICHET2HE 3. AERCHE 0ESR
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V. aRICEAT 4HE

<BIREFEIEE >
- 1GAO/1 /=R

BKZ D& BHHETIT, Weekl12 @ IGA0/1 LD PBO BRI T 54 v XX, Wi
LM FEICAE TH o7 (73T D BKZ BT p<0.0001), BKZ 320mg+160mg #£ T
I%. Weekl12 @ IGA0/1 ZE[LH#E D BKZ 160mg FEIZxET 5 A4 > X (95%FFEX[H) 25 0.99

(0.36~2.67) THY | FKRMICEKRDOH H72IT58O b o7z (p=0.9784),

BKZ DA GHETIL, Week8 @ IGA0/1 L= D PBO FEIZ KT 54 v Xtid, Wi
b ERICHEE TH 72 (p<0.0003), BKZ320mg+160mg FfTix, Week8 ¢ IGA0/1
R0 BKZ 160mg FEHT 5 A4 v XE (95%(EHEIX ) 13 1.95 (0.73~5.19) TH VY |
IRENZEBRD & % 213380 bivieino7- (p=0.1804),

- PASI ZFEmE

Week12 @ PASI100 Z %3 1% BKZ BT 27.9%~60.0%, PBO BT 0% TH V| FEAKRMIC
BRODDLENHED L (p<0.0002), Week12 @ PASI100 %313 BKZ 320mg+160mg
7 60.0%. BKZ 320mg ff 55.8% Tl > 7z, 723, BKZ 160mg #f & BKZ 320mg+160mg Ff
D CTERMICERDO & 52RO b (4 H EO p=0.0041),

Week12 @ PASI7S #%3%X BKZ £ T 61.5%~93.0%, PBO BT 4.8% ThH V| EHKMIZ
BERODDENRD LI (p<0.0001), BKZ BETIE, Weekl2 @ PASIT7S L # 1L BKZ
320mg F THIEMKAFAIC 5 L7-, BKZ 160mg i & BKZ 320mg+160mg R o[ TR Y
IZEBRO B 5 21T v oo 7= (p=0.7122),

Week8 ¢ PASIOO0 i/l 1% BKZ £ T 41.0%~86.0%, PBO #E T 0% TH V. EERMITE
FD DN BT (p<0.0001), BKZ #£Ti, Week8 ¢ PASIO0 /% 3# (% BKZ 320mg
F CHEKRFMIZ EH L7z, BKZ 160mg f & BKZ 320mg+160mg FED ] CTHRR I E
D % 7ETFO B Do T2 (p=0.4963)

(22 4xt)

TG L B H V) &l S oA EFRIEBIRIT, 4 BKZ # 14.4% (30/208 f4]) . PBO
BE7.1% (3/42 ) Thotz, 2 BKZHETELS ADLNIZIRBRELEEDHV &M Sz
AEELRIT, BHERK AR P HE (5 1.9%. 4 4/208 i) A HLEREAE & O%4F
PERIAE (45 1.4%., 45 3208 f)) T o7z,

TR, EERAERERN 2 RO LN, W LIEBRE(LERIC L VG
B & B U &I 7o, TRIRIIRMIRE T#(2 BKZ 64mg #E CEERAEFLN 11

CLARAEZE) WS Sy, 1BBRE(TIEARIC & 0 IGBREE & B2 L & filr STz,

AR OAGB S NI EROHER, TV, IWRICET2HE 3. ELROHE) oESR
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V. ‘aRICEAY 5HE

4= BKZ BED 10 5] (4.8%) KO PBO BED 16 (2.4%) MAEFEFRIC L IBEEOZE S
ZHik L7z, 4 BKZ BETIE, 10 BiH 9 #1725 SOC TEREMA | 12 X 0 iBBRED 5 %
IEL, B2 9 Bl 6 BlFIRBR I R CHUE S Lo Ik e [ g dom e uE
(CTCAE) 7' L— R 3 XUTFeED 7 L — R 2 OE RS RIS Y] (5% Lz,

REB, HEORE TR -T2,

2) EI48 (PS0016 HER) (SFEIAT—4) 22

HH aks
EHEH M 1~ T OB RS AT B AME AR LRI, =T

KO Weekd IZE A X X~7 (BKZ) =5 L7z, 28 W72 D PASI
A a7 ORREHERS 2 77 5

RERT YA Sl IeE, wERE EE R, TERL

RER T IE TREBARI . #EBRA X E M T © BKZ 320mg+PBO #f X% BKZ 320mg BED W

FTHOOREZ 2 1 | OFIG TEAELICEIVIT, LT &L LT,

* BKZ 320mg+PBO B : ~X— A F A > KT Week4 |Z BKZ 320mg % % T#5-

L. Weekl6 |~ PBO Z#%5-

* BKZ 320mg #£ : _X— AT 1 >, Week4 } (N 16 (2 BKZ 320mg % & N &5
Week20 725 28 BB OIEHIAB OFMEH £ COMIT, i &Ml S - wt
BB 3k R ER  (PS0018 3RBR) ~DBERITRD BT,

BB~ DB TH 2 & HIW SN 7-9BRE X, AkFRBRIC TS

5 AN BB A TRl &5 1 7=,

Bl e R AR 40 3 ]

=10

I

A7) == 7 - Rl 4 WL BRI - 28 B, ZarhB A
] IRBR IR A 20 B IR 12 2 VR BaR Ak e 2 K i

PSES o5 B ~ T D AME] A S5 PRI R

PR KL PR~ EEOSHIEEREEE 49 B
AR EH1EK

+ BKZ 320mg+PBO #£ 32 {3
+ BKZ 320mg &% 17 4l

AR OAGB S NI EROHER, TV, IWRICET2HE 3. ELROHE) oESR
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V. aRICEAT 4HE

HAH (FS
TR ERIEE
Broh L TE 1) 18 5Ll LD B K Uit

2) AV V== JRNCEE MRS B SN TS 6 ALLERGE L QD H

3) PASI 2= 7 12 BA b, (KR (BSA) (ZxIT 2 Wt A HEfEOH
& (LT, 6% BSA) 28 10%2L B, [ERIIC & 2 200l (IGA) X =
TS5 BEREFR 3 Bl oo

4) WO R FIEL O AIHMIE R O/ I IACFEFE O G L 72 D
BoHE

BN LTE

1) BRI, IREME R OISR AT D

2) IREMERYYE (R'E LISL) Mg D S L IHERPRD S b #,
SATTEBRIE Py 5-BAAATET 2 W LI HAE W E D28 8 503 LB 7 ik Yy
ICRBLEE

3) B L IFHERIEBRYYEOBER 2 AT 55, UX—A T A1 Lok
A 6 AUNICEMZE BT RYYE IS 2 ETe) ICREBLEE

4) JEEERRYSIE O BEERE DN & 2 2 UL B AR B IE B M 00 R YE | R R
LTWbHE

5) APERE L 3B B B L <id C BUFSE. XUE HIV Bz A0k L C
AVAE

6) A7V —=V JHHCERERROBFERES LIE@m I A7 26T 55, i
MRz ) T VU AZE T EH, IR EET 5

7) BEICEBRERBRS HHE, BOTERREEZHE L O E UL P&~
HEED ) OFICREBLEEE

8) U v IR R A T 5, BB AR O X O BEAL B
EHTHE

FHEEE | AR

FEFMEA -

« Week28 D PASI A 27 DR—RA 5 A4 b OB E

BRI IE A

* Week16 @ PASI75. PASI90 [ Uf PASII00 k= (PASI A2 7 3 _—R 7
A UMD T5%LL B, 90%LL & TN 100%8# L 7= #raE 0FIE)

« Week16 @ IGA0/1 =R [IGA A I T N_R—RA T A )vh 2 BPELL bk
FL, 0 (K T 1 (FIFWHER) Lo #BrE 0EIA]

Eraetis

AEEs %

WeRHAEHT 715

FHEREAMIE B 1 FAS &5t SUAENT L7z, FEFHHIE B 22V i, Week28
O PASI 2 27 ORIEE, ~—AT A 25 b OEAbE K OB ROl HE
wmEHWTEN L, EEF0IEA Cik, Rz B8k U7egbd it
Week20 # L < 1% 24 1SR aBRICBAT L7 g Ic B L <, KEMEOHZE
|Z last observation carried forward (LOCF) 5% 7=, RIKEEIEE (PASI
B L O IGA0/1 FERRE) TIE, KHAMEDOHH5EIZ non-responder imputation
(NRD) xRz,

AR OAGB S NI EROHER, TV, IWRICET2HE 3. ELROHE) oESR
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V. ‘aRICEAY 5HE

(B 2hE)
<TEFH@EIER >
Week28 M PASI RO 7 DR—R 54 b DELE
Week28 @ PASI A7 DR—RT A UinbOELEKL NELEOFHEIX, BKZ
320mg+PBO £ TH—10.76 & 1U~62.07%, BKZ 320mg # T%—19.74 K 1U-86.68% T -7,
LOCF CORERIL, KPHEDOHIFEZ T2\ T —4 (0C) TOFER L BstealFfeE
ThH-oT,

PASI % 21 7 DAV R D REGHIHEB—FAS (LOCF)

jﬂ%lﬂ—_ﬁf —©—— BEZ 320mg + FBO ——-@-- BKZ 320mg

j'f.':%

B2 NG

(95%f

PASIA I T D_—RA T A

Ry

: '55;;;1 - = i; s -EEE 7 - I

T T T T T T T T T T T T T T T

B ORI

1 1 1 L L ! 1 1 L 1

ik}

LRFEFAOERER i (Week)

BKZ +PBO
BKZ

< EIREHATE E >
Week16 @ PASI75, PASI190, PASI100. I1GAO/1 :ZERg3&

Week16 @ PASI75, PASI90, PASII00, IGA0/1 ZEE % LLFIZRd, NRI TOfERIL
OC TOfER BB TH - T,

Week16 0 PASI =% R—FAS (NRI)

BKZ 320mg+PBO At N=32 BKZ 320mg #f N=17

n (%) 95%15 #H X n (%) 95% 5 X M
PASI75 R 30 (93.8) 79.9, 98.3 15 (88.2) 65.7, 96.7
PASI90 jERK = 27 (84.4) 68.2, 93.1 12 (70.6) 46.9, 86.7
PASI100 K= 15 (46.9) 30.9, 63.6 9 (52.9) 31.0, 73.8
IGAO/1 ZERKEE 26 (81.3) 64.7, 91.1 11 (64.7) 413, 82.7

Week16 @ IGA0/1 =% ZE-FAS (NRI)

BKZ 320mg+PBO £ N=32

BKZ 320mg # N=17

n (%)

95%f{ 5 X [H]

n (%)

95%{5 #HIX[H]

IGAO/1 JERL R

26 (81.3)

64.7, 91.1

11 (64.7)

41.3, 82.7

AR OAGB SN AR OHER, V. IWRICET2HE 3. AERCHE 0ESR
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V. aRICEAT 4HE

(22 4xt)

BRELEESY LM IN-HEER

TR TRBREE L BE S 0 & P S - A B F 50N 2R T 49 45119 19 51 (38.8%)
\ZFRD B3, BKZ 320mg+PBO #f 31.3% (10/32 f5l) % OV BKZ 320mg Ff 52.9% (9/17 f31])
Tholz, BB EED D LHr Sz SOC THFERA ] O EFRLIERIT, BKZ
320mg+PBO #f 12.5% (4/32 f5) . BKZ 320mg &£ 35.3% (6/17 ) Th-o7=, TN
FEHEET 2 BILL EFEBL U7 PT I3XREEIEEY: (BKZ 320mg+PBO #f 3 5], BKZ 320mg #f 0
Bl LARENE) . y-2 2 v b7 A7 =7 =88 QB 161, 7 AT X7
R NTURT =T =B QB 260, TI=0T ) NI UAT =T —EBHN (1
Bl 2 610) . AmEREGED (1 FL 361, arhEREgED (0 #2610, &8 Y U AMmAE (2
Bl 161 Thote, ZOMIZ, TRRIEL BEDH 0 &l S - A EFLRBLRICR G
M CREET X\ T o Tz,

EEGHESER

TR IZ, BKZ 320mg+PBO £ & U8 BKZ 320mg #ED4 1 BllIC EELRAEESR (Fh
FNAMHME T ER) = 2 —m F— ERKROGMEETER) RO LN, Wit
TREBRSE & B2 L &I ST,

IREWIM%E (RREOREKEE 114 H1%) &, BKZ 320mg+PBO #0 1 Il EE /2
TG (R) MNRO DT, TRBREIE L BE L &l ST,

BERIFICE>-HEER

BKZ 320mg #£D 2 IR AFEFZOT-ORBEOK G22I L, 2056, 1HIE7
T=UT ) RN TUAT 2T —BHEME R y-Z NV H IV T AT =7 —EHNQ2 [A])
Ik RBRE P L, LBNTY > SBREA I L W RBRE I Lz, WP o$ES L IEE
BThO, U SEREOED AN TIRERIE & B U &l S iz,

RTICES-HEFEER
T DOHREIT 2T,

AR OAGB S NI EROHER, TV, IWRICET2HE 3. ELROHE) oESR
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V. ‘aRICEAY 5HE

3) ETHAESRTERER (PA00SRE) V MEAT—4)

T H N

FEHM TEENE R ERIEI R 2 B 9 2 NE AR E 2RI, EAFX~T (BKZ)
% 4 FRRE (Q4W) T 12 AL &5 LR F eI K-S < RN
a2 )

BT A v Zhak R, “EER. EIEAL, PBO X, WATEER, FAERE

B s B, BT CBKZ B (16mg ¥, 160mg F¥. 320mg+160mg A, 320mg
B HAWIPBO BHEOWTNDREIC T 1:1:1: 1 OEIE THEMELIZEH
URED RN

TEHEERUIM (12 8M)
+ BKZ 16mg ¥ : Week0~12 (2 BKZ 16mg % Q4W TH FT#5
+ BKZ 160mg % : Week0~12 |Z BKZ 160mg % Q4W TR F#t5-
* BKZ 320mg+160mg & : ~X— 2 7 A |2 BKZ 320mg % Afif 5%, BKZ
160mg % Q4W TH F#& 45
+ BKZ 320mg #% : Week0~12 {Z BKZ 320mg % Q4W T F#5-
+ PBO B : Week0~12 |2 PBO % Q4W TJ F# 5
EERHE G6EM) :

_HERWIM (12 8E) &TH%, EBREIAEERIIEICBT L,
THEEMRBIKIC PBO B XX BKZ 16mg #ETh - 72 H5R# 1% BKZ 160mg
Q4W #5-F 7213 BKZ 320mg Q4W #5121 : 1 THIE/EAL

- “HERBIMIC BKZ 160mg £ X1 BKZ 320mg+160mg FETdb - 1= #r
01 BKZ 160mg Q4W % 5. % ket

BRIARKIC BKZ 320mg #fCd - 7= 950 1L BKZ 320mg Q4W & 5-%
7fof\JL

R E 52 T UK RBRICBIT Lo 2T R CoWRE . TRk 2 21

Ik L7z GRBREDOHEE R ILZETe) T X TOHBRE X, 1BREDOFRKE S

20 BRI MBI R A FET 5 Z & & L,

IR 1 R e R BRI 68 @M

A7V —=v 7 HIM 4 A8H, EEREIM 12 8H,. AEERHRH 36 A

M. ZaMEERERAM  TRBRIER IR S 20 %I Z e B A kb

% 2

PUE S TR E BRI B

R B TR MR REPERIFI /S B E 206 41
HEVE 2 LA

+ BKZ 64mg B 41 f1]

+ BKZ 160mg % 41 il

+ BKZ 320mg+160mg #¥ 41 4l
+ BKZ 320mg %¥: 41 fil

+ PBO #¥f 42 13
E7pER BRRJLUE
[0 % 5 1) 4E# 18 mLl b oo B i3 dett

2) AJ U —= FHNHREE BRI R O 0B (CASPAR) IZ L D 405E T,
RN CHIE U7 o RAEI R L2 ST 6 » AL ERB L T3
#

3) R—RA T A AR ENE LRI R 2 &I < - F (R B % 3/78 LA

. MEAREIE%K 3/76 LL L)

4) EEMEDERRE 2 BT 500, TR0 TR AT 5%

33
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V. aRICEAT 4HE

HH NE
R FRob AU
[FFNr 1) WCREMERLRZAE, WK, BEME R OIERAIME R A AT A E
(e x) 2) W SR B 2 LIS D S REMESE IR & B S v
3) B U IR MERYSEOBEEREE H T 548, XTN—RF 1 KB
A6 » AUPNICEER L TEMEZENTIRYE (FIESBEET) I
RABLEHE
4) VU BFEEIR AR T 5% . SRR OF SUTEMEIEE OB T
EHTHHE
5) R—=R T4 OETH a0 ET B A 77—/ (eC-SSRS) TN
RERRIOOAY ) —=v 7 RE (HADS) TEHK/A=a» hr—/LA
ROMEMRER, BRASEUIBRITAREOOLNLHE
FHmEA | AR | FEFHMEER
+ Week12 ¢ ACR50 B2
BIGHIE R -
+ Week12 > ACR20 2
« Week12 @ ACR70 i #5%
+ Week12 @ PASI75 JERL R M O PASIO0 R (NR— R T A UBRICIRSFR IR
(BSA) 1Zxt9 Bt DR AT OE S (BLTF, W24 BSA) 23 3%LL Lo
Wil AT DR D)
et | AEER %
W EHIEAT 71k T EMRHTIE, Week 12 DI & ACRS0 SR &SR & L. Cochran-

Mantel-Haenszel (CMH) @ / > 3F A N U w7 FHEOAHBEIREH & M O i 3°
% p EEFROBEY Vy NAaTEERAGEIEF AT Y —I2 L0 HRK
SRR A REA U 7o, fRMTICIR, HIERADHIEE K QN 25 00 TNF BLEHKA~DORFE
DEEZBHIRFE LTED-, BED TNF [HER~DIREOFEIL, A
E~DRENE 2 ST BAIR T & Lz, JH&EE ACRS0 =R L D
FEBE, WA EAKYE 0.05 TN L7Z, KHMEDO#FEIZIX non-responder
imputation (NRI) &% M\ 7z,

BIKENTIZ, 0P AT 4 v 7 BUFET L% VT Week 12 ® ACRS0 i #5R
(x4 %4 BKZ IEO#EE PBO L+ 52 & CiMiL7=, ZoOEF
VG, B5EE, HIERAG IS K OGN 2 D TNF FHE 3K~ D8RR O A 1% 4 [E F
Zhik & L7z, PBO IZxI9 %4 BKZ B O T, Wifl4A & AKUE 0.05 CHTM
L7zo 4 BKZ HEICHOWT, PBO IZxT 54 v XH, 95%(3 15 X i M Ot
IS5 p EEBM Uiz, KIAMEOMTEICIE NRI EE2 AWz,

F RN CHBRUSTEICHFT FIA B ZEZPRBO b BEIZ DR, BKZ &
O'PBO DX LIRIC X 24 FMARZEZTM T2 2 & & Lis, A&
MNEIEEINTHAICE, BEEFEZ AN CEAE» L EHAREDOIEICA
BKZ HEZMRET 52 & TLEMEERE L, & BKZ il L PBO & Zxtlt
U7, AEKYE 0.05 CHERIGHICHEBEENRD bNRPo 1286, ©
D% ORI A EER L & L7z,

RIVREHMIE H T 5 ACR20 ek &R & (8 ACR70 e ER A QN PASITS LR
SO PASIOO AL, TR B O RIKMENT & 8 CRET 71k % v C|
KR K O IR A AT Lo, RPMEOHZEIZIE NRI &4 i,

2 S EIT B RE B RS 2 4 AV CBLO U Te, 2R B3 kbR Bl Rk
Mt EAE AW TEN Lz, KEMEOHITEE, 2 EBITIENRLE, 7Y
TV EREEEIIT L EAA (MD EE AWz,

AR OAGEES NI AER O EIE, TV, 8RS 2HE 3. ELAOHE oESR
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V. ‘aRICEAY 5HE

(HZHE)
<TEFHEEE >
Week12 @ ACR50 gk & 3

CMH MEIZE ®7- BKZ FH &M T, Week 12 ® ACRS0 W ERITHFHFMICHE R H &
FOSENRFRD BTz (p=0.031), Week 12 @ ACRS0 &%, BKZ 16mg #£ T 26.8% KL
BKZ 160mg #£ T 41.5%CT&H V. 160mg £ TP BKZ & THIEOHEIGHENTRD B
72, PBO BETIE Week 12 D ACR50 #ERIT 7.1% TH > 7=,

Mgt L7z BKZ HEOH TR b EHED 320mg BETIX, Week 12 @ ACRS50 e T
244%TdH Y . PBO #f (7.1%) &l L CERIRINICERD B 5 2203088 HALTZH, #al+
HINCH B ZZTII o 1o, [BENEFEZ FH e BKZ 320mg B & PBO FEO Xt e TF
BEANRD LR Tol=, LD BKZ HE#R & PBO #EOxf o p fHIT4 B Lo
p fETdH 7223, BKZ 16mg £ (26.8%) . BKZ 160mg £ (41.5%) % X BKZ 320mg+160mg
BE (46.3%) TlE. Week 12 ™ ACRS0 232 PBO B (7.1%) LR L THERENR
Do (WFRoxttig b4 H Eo p<0.032),

BKZ 160mg w/LD Ff Tix, Week 12 ® ACR50 diE=R(Z BKZ 160mg Ff & hifis U CRgE
FINCEROD D ZEITRD LN -7 (p=0.692),

<BIREFEIEE >
- ACR20 B Uf 70 e EZE

0 RAT 4y ZERSHTIC L D Week 12 D ACR20 thER D%l (FAS-NRI) Tl
PBO Ff (19.0%) & ki T BKZ lémg Hf (53.7%). BKZ 160mg #f (73.2%). BKZ
320mg+160mg # (61.0%) K& BKZ 320mg # (51.2%) T@E<., HKPICEROH 5 7%=

DRD LT (WTHOXHER T p<0.004) ,

Week 12 @ ACR70 tE31%, PBO #f (4.8%) & tbi#k LT BKZ 16mg #f (12.2%). BKZ
160mg £ (19.5%) . BKZ 320mg+160mg £ (31.7%) K& Y BKZ 320mg A% (14.6%) TaEi< .
BKZ 320mg+160mg Ff Tl PBO FEIZ X3 DG HFRIC A E R 2T O B 7z (p=0.006) ,

- PASI Em =&

Week 12 @ PASI75 ZERKRORLETIL, PBO £ (7.1%) & # L C BKZ 16mg #f
(44.8%) . BKZ 160mg & (64.3%). BKZ 320mg+160mg #¥ (76.9%) & O BKZ 320mg #¥
(73.1%) TEi<., BRMICERDO D 520350 bl (W T hoxttbik s p<0.005),

Week 12 @ PASIOO0 %=1, PBO At (7.1%) & Ib# L C BKZ 16mg & (20.7%) .
160mg #f (46.4%) . BKZ 320mg+160mg #f (53.8%) K& U BKZ320mg #f (53.8%) T %? <\
BKZ ® 3 5O &R (160mg #. BKZ 320mg+160mg # &% O 320mg #) T PBO (Z%F9
HIEFHFNCAE 2200 bz (p<0.002),

AR OAB SN EROCHER, V. WRICET2HE 3. AERCHER 0ESR
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aEICET HIER

(2 4hE)
BRELHEHESHY LHESN-FESER

CHEERHIFEICRPIE S EE S LW S A E SRS BKZ HEREO 25 ] [BKZ
l6mg BT 3 61 (7.7%). BKZ 160mg #£C 6 il (14.0%). BKZ 320mg+160mg #£C 8 4
(19.5%) K& OfBKZ 320mg #£C 8 f#il (19.5%)] KT PBO HED 4 i (9.5%) IZ#&D B
Too b K DAV IRERIE L BE & 1 &Il S 7oA EH G E, HIPZEIRERR (BKZ 16mg
O 2461, 51%) KONANZK (BKZ 320mg+160mg D 2 Mm)f&oto

AWM TIL, 2BKZFET 7241 (35.3%) IZRD B, b I HAONTDIFAKED
THE (8B, 3.9%) . &VT%WE%&UDWx(%7m\wm)mv_mhﬂnﬁm
ROERG R ORI (%6 B, 29%) Th o7,

EEGHESER

BRI B2 A EFHE ) 4 4] [BKZ 160mg £ T 141 (2.3%) . BKZ 320mg+160mg
HEC26 (4.9%) KO'PBO HET 16 (24%)] ICE® biviz, &M TIX, 2 BKZ##T
8B (3.9%) IZRD BT, 2HILL EICRD bR EERAEFSII o7,

BERIFICES-HEER

EERYIMICE G FIEICE > A EFST BKZ AERED 4 4] [BKZ 160mg T 1 4
(2.3%) M OBKZ 320mg+160mg T 3 il (7.3%)] K TR PBO # D 2 5 (4.8%) (2§D B
7o WM TIL, 2 BKZEET8HI (3.9%) IZ580 biviz, 2 BHILL RICFR® b b
IEIZ BT AEFEFHRGII R0 o T,

RTEICES-HEEZR
FET DAL 72 o T,

AR OAR SN EXR ORI, TV, BRICET2HE 3. FELAOHE] OEHSHR
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V. ‘aRICEAY 5HE

4) FEIHAESBRTEHE (AS0008 RER) ¥ HMEAT—4)

T H N

FEHM IEEETREMEBTHER 2B T DA 2RI, EAXFA~T (BKZ) % 4
Mk (Q4W) T 12 B PG L= AstIicES&, RS
fti¥ 2

BT A v Zhak R, “EER. EIEAL, PBO X, WATEER, FAERE

ARG R 1L, EMT CBKZ# (16mg #f. 64mg #£. 160mg #f. 320mg #f) &»
HUVNEPBO BFEOWTHADEEZ 1 :1:1:1: 1 OESTEESIZE Y 1T
776

TEHEERUIM (128

+ BKZ 16mg ¥ : Week0~12 (2 BKZ 16mg % Q4W T F#5

+ BKZ 64mg ¥ : Week0~12 |2 BKZ 64mg % Q4W TH T#5

+ BKZ 160mg £f : Week0~12 |2 BKZ 160mg % Q4W TR F# 45

+ BKZ 320mg #f : Week0~12 |Z BKZ 320mg % Q4W T/ F#&5-

+ PBO B : Week0~12 |2 PBO % Q4W TJi F# 5

HAEERYIM (36 HH) :
_HERMIM (12 8HE) &TH%, EBREIAEERIIEICBAT L,

- “HEEMYIMIC PBO £, BKZ 16mg # XX BKZ 64mg Bt T - 1= #irE
% BKZ 160mg Q4W % 5-F 721% BKZ 320mg Q4W #5421 : 1 THIE/ES
1t

- THEHEMRYIFEIC BKZ 160mg B TH - - 45 # 13 BKZ 160mg Q4W #¢5-%

- TEEMRWIRIC BKZ 320mg #f T - 72 9BR# 13 BKZ 320mg Q4W #5-%

R E S T UK RBRICBIT Lo o R CoWRE, TR %2 21
Ik L7z GRBREDOHEE R ILZETe) T X TOHBRE X, 1BREDOFRKE S
20 BRI MBI R A FET 5 Z & & L,

IR 1 R I R R BRAITH 68 3 A

A7V —=v 7 HIM R 4B, ZEEREIM  128H,. AESHREIM
36 M, ZarEEHFRAMR  IRBRIER KRG 20 B %I 22 ERER A

kel & F it

KES IEEMERE M HER B

PBRE S IHEHVESRIELIE T HES B 303 44
HEAER LB

+ BKZ 16mg & 61 f1
+ BKZ 64mg %t 61 {3
+ BKZ 160mg % 60 1]

+ BKZ 320mg % 61 1
- PBO #f 60 fil

AR OAGE S NI AER O EIE, TV, 8RS 2HA 3. ELAOHE oESR
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V. aRICEAT 4HE

HAH (FS
TR ERIEE
Broh L TE 1) 4Fm 18 mell Lo H T

2) BREMFHER OWFT = o — I — 7 FHEE - I S Ba0GEL (X B
AAER) OFEN S | ITEIREEFTHER L2 S TS 3 AR R
WLTIRY, FIEFEMD 45 R ThHHE

3) FEENLBEEOIFHEREEBFTHEREZAETLIH [S—ATF7 40D
BASDAIL &R 2778 4 PL B2 MR A =7 (BASDAI O'E[H 2 @ 0~10
D NRS) 4Ll L]

4) FEAT O A FHEFIRIESR (NSAID) OiERE % THRERA T4y, NSAID
ZRWTIREIZRET AR OBEER & 5, % NSAID % AW 7215
B THDLE

BRah v

1) FHEOZEMELZAT 585, I OMmORIEMEFESI% (B v~
F. Hraf =2, 2 T b—F 28 L IRUGHERIE %)
OB ERT HBEE

2) MR U < IR MERYSEOBEFREEH T 548, XIN—RF 1 3K
A6 » HUNIZEES L IZEMEE»TIYYE (FIREB %2 &) IOk

HBLE
3) UL oBEREMEIR R AR AT D BE ., IR IR O UL EENEE OBEAE
BEHT 55

4) XR—=2AF7 A OBE IR BT BEFIA 7 —/L (eC-SSRS) W NC
RER R DDA Y —=2 7 RE (HADS) TEKZ=aY ha—/L KR
OMRFEMAR AR, BESETERITAPRD LN HE

FHmEA | AR | FEFHMEER

+ Week12 & ASAS40 BiitiaR

RIKFEMEE A -

« Week12 @ ASDAS-CRP D_— R 5 A )b OZEV B
+ Week12 0 ASAS20 t#HR

+ Week12 @ BASDAI 2 a7 RXR— 2 F A b O E
+ Week12 @ BASFI A a2 7 _R—Z2 T A b DE{LE

wett | AEER F

AR OAGEES NI ER O EIE, TV, IBRICBET2HA 3. MELAOHE oESR
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V. ‘aRICEAY 5HE

H P

HERHIEAT Ik NI, Week 12 D ASAS40 4FER|(Z-D T, Cochran-Mantel-Haenszel
(CMH) @/ 23T A MU v 7 FHEOHBFHER ORIGTS p EA2 >
BEY Yy h2aT7EEAWEIEFAT Y —ick v, ARMGEBRZET
fili U7z, fBHTICIE, HUERAGHIIEE ) ONE 25 D TNF [LE A~ DIRE D A % %2 B
BIRT-E LTEDT, iBED TNF [HER~ORFEOF ML, A9t~
MEZ BN, BHIRT & L, HE L ASAS40 &R & OFEBIL,
A EKHE 0.05 TG L 7=,
BIKENTIZ, 0P AT 4 v Z[EIFET L% VT Week 12 @ ASAS40
I 54 BKZ ARDOHES PBO L4 52 & CTilfiL/z, ZDE
FATIE, FERE, HEAOHUIE K& ONB 2500 TNF BLESK A~ DU DA 1 % [4
FENF L LTz, PBO IZxI9 %4 BKZ HZ O i, WA Z AN 0.05 THE
fli L7z, 4 BKZ FAEIZ DWW T, PBO (CXT 54 v Kt 95%(FHE X E] & )
KIST B pEEFE LI,
WTFNOHT S . RPMEDOH5EIZ 1L non-responder imputation (NRI) %%
W BRI, KRIE A AT 28R U Week 12 L U RINICIRERIED —
HEREGEZP I LI ERFIIIEL AR F—L Lf%ﬂr Lto
TN CH BSOS FNE B ZNRBD DI HEIC DA, BKZ &
' PBO @ﬂttiﬁc Z ot LR PR B AT H 2 & & L7, HEMGHE
MEIEINTHAICE, BEEFES AN CEAE» L EKAROIRIZA
BKZ Hﬂ%%*ﬁ/vré ZETHEMEEEE L, & BKZ HiE & PBO & %xfrt
L7, AEKYEE 0.05 THEKISMEICHERBRZEZNRD bR lzGh, &
D% ORI b A BT L & LTz,
BIVRASZEMMIE B (2> WL, TXTCODT 2 Y HAZER (ASAS20 eiER K
TN ASASS/6 EERCRES) 1%, FEFME A & R UM k%2 T, xfbbig
X DIREN R AN LTz, T X CoERZE S (ASDAS-CRP, BASDAI &
a7 K ONBASFI 2 2 7 4) %, 58, HIBREYHE R ONl 25 > TNF BLESE
~ORBEEEDIRE L, N—2ATF 4 VlEELEEL L8O
(ANCOVA) &7 /W& VT, R X VIR R A BT LT, T To
T IV INEEE, EEOEFEGIH - = RIMEOMEEITh e nWT —#
(0C) BU'NRIIEIZ LV REWEAHSE LT T —Z ZHWTHIT L, 33T
OERABIIZERAN MID) B2 VTR L7,

(B %)
<TEFHEEE >
Week12 @) ASAS40 B

CMH RREIZE 7= BKZ FEM T, Week 12 ® ASAS40 tERITHFHFAIINCHE /2 H
BIOSENTRD BTz (p<0.001), Week 12 @ ASAS40 th#E3K (%, PBO BED 13.3%2%f
L. BKZ H&ERETIE 29.5% (BKZ 16mg #f) ~46.7% (BKZ 160mg #f) OHiPHTH Y |
160mg * T? BKZ H&E THIE D H &SRO H 7z, Week 12 D ASAS40 =R
. PBO Bf (13.3%) &IH#ZL T, 9XTo» BKZ HEME CHRIFFEMICAERIZED - TZ

(p<0.040) ,

AR OAGB SN EROHER, V. WRICHET2HE 3. AERCHE 0ESR
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V. aRICEAT 4HE

<BIREFEIEE >

- Week 12 @ ASAS20 o 2= K 1f ASASH/6 R

Week 12 ™ ASAS20 ti#RI%, PBO Bt (28.3%) & ki L T BKZ 64mg B (62.3%) .
BKZ 160mg #¥ (58.3%) & TUBKZ 320mg ¥ (72.1%) THatFRICAEIZEP>T (4
H_Eo p<0.001), BKZ 16mg Bf Tld, Week 12 > ASAS20 th#FERIL 41.0% LK~ 7= (£
H_Eo p=0.163),

Week 12 @ ASAS5/6 k3%, PBO £ (6.7%) &l LT BKZ 16mg £t (29.5%) .
BKZ 64mg Bf (49.2%) . BKZ 160mg & (53.3%) (¥ BKZ320mg #f (54.1%) THisHF#M

WZAEICE»-T- (4 B LD p<0.003),

- Week 12 @ ASDAS—CRP Bz Tf BASDAl RaA 7 DR—RX 54 UhbDELE

Week 12 @ ASDAS-CRP OX— R 7 A L b OZAbElE, PBO #f & Lk L C BKZ 16mg
#E (—0.5), BKZ64mg Bt (—1.2), BKZ 160mg £t (-1.0) & NBKZ320mg £t (-1.1) TH
B2 Lie (44 A o p<0.001),

Week 12 O BASDAI A7 D_—A T A )b DA EIL, PBO & il LT BKZ
64mg i (—1.6), BKZ 160mg #if (=1.6) X TN BKZ320mg £ (—-1.9) THEIZHED L7 (4
H [ p<0.001), BKZ 16mg FfTik, PBO Ff & g L7z Week 12 @ BASDAI A =27 D
— AT A DL EIT-0.6 (4% H LD p=0.094) TH v, 2 ElT BKZ 64mg #f. BKZ
160mg #f )2 0N BKZ 320mg #F & i L CTh7e o iz,

(2 41)

BRELEEHY LB IN-EEER
CTHERMMICRO SN IRRE L BED U LU SN A EERORREN KL E

7357201 BKZ 320mg B (1241, 19.7%) . BKZ 16mg #¢ (9, 14.8%). BKZ 160mg #t

(7 %1, 11.1%) . BKZ64ng$ (6 fil, 10.3%) MK UNPBO B (6 5], 10.0%) Toh o7z, W
TP DOEGHET 3 FILL RIZFE O BRI & BEH O &Il S e A FEFLIT e
STz, EMMICIEBRIE L BEDH 0 & pl S - FEES03 4 BKZ BT 110 1 (36.3%)
A HAL, BGHERIOFEBLEIT BKZ 160mg B (32.2%) & BKZ 320mg #f (36.0%) T
BETH-T-, RBKZAETRD L ADNTIRBRIELBE SV Ll SN oA EFEFRIT
HE 2 2 0E (116 3.6%) . IR T LR E RS (10 B, 3.3%) & OMRIAEAZE (8 fi,
2.6%) ThoT,

AR OAGB S NI EROHER, TV, IWRICET2HE 3. ELROHE) oESR
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V. ‘aRICEAY 5HE

EEGHEEER
THEEMRMMIIZ 5B [PBO B : 261 (3.3%). BKZ64mg #F : 2 i (3.4%). BKZ 160mg
16 (1.6%) | ICHEZRAERFRPRD S, 2Tl 2 BKZ B0 13 1 (4.3%)
WCEERAEFESNED I, BKZ 160mg #£ & Y BKZ 320mg #f CHRELREIX[ERE CTh
o7z, 2BILL IR b EERAEERII R o7,

BEDIEICES-HEER

_E MM TIX, BKZ HIE#ED 6 15 (BKZ 16mg Ff K UF BKZ 320mg #£4% 2 (515l ONZ BKZ
64mg #¥E K N BKZ 160mg FEA 1 1) K ONPBO FED 1 HllC, BRI IRICE - - HEFESNE
o, ZHEEMRBIFEIC 2 FILL EIZERD B PT BIORERH IR - - A HEFERIL
209 2H)) DA TH-T=, £ TIE, imaﬁ@mﬁ(6%)mm1mmﬁ7m
(4.7%) K UOVBKZ 320mg #£ 10 5l (6. 7%) ] (TR ILICE > T AFEFLIRBO b,
RKHZ<RBDLNTZRBRT ILICE ST FEFELRITT 7 #1485 [BKZ 160mg #£ & U BKZ
320mg BT 2 41 (1.3%) ] K OEYE [BKZ 320mg #EC 241 (1.3%)] Th-o7=, TOMIC
2 BILL EIZERD SN T-RER P IEICE > = EFRIT o T,

RTICE--BEER

HERIMIC BKZ 160mg #ED 1 B2, FELICE S TG EFERNEBDO LT, Ykl
BREIE. 49O EAANBIETH Y . BKZ 160mg BEICEEIEA L ST, TRBRIED HIEI 5.7
511 B: (1 EOEREGR) ISHCICESTCAEERLE L TMEIEEZRHR L, #BREIC
IFRRIEDOFIEE R H O | PHFRE L L TEEL IERmAZ A L, BIEERE TH -7z, KF
SLOEELIIEETHY | IRBRIEL MR L s, Fo, AFLETERLM
BREG LHE SN,

AR OAGEES NI AER O EIE, TV, IBRICBET2HA 3. ELAOHE oESR
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V. aRICEAT 4HE

(4) HREERIEAER
1) AR

O s E A T FEEER  (PS0008 585R) (AMEAT —#) 5

HAH

P

FEAR

AR~ B DR HERERE 2 AT D AR AR £ RICE A X Xv T
(BKZ) % 16 B TG LcROAMMEEZT 2 Y LA~ (ADA) &l
By

N kA N

S b, —EHER, BEXL, TR

RERTT 5

ARFERA~DOSNNAE & I SN T-HBREF L. EH T T BKZ 320mg Q4W

B, BKZ 320mg Q4W/Q8W . ADA/BKZ 320mg Q4W EED W DR

WZ1:1: 1 OFETEMEBICEVMAT, UTO LB EE LT,

+ BKZ 320mg Q4W #f : Week0~52 |Z BKZ320mg (160mg FiE T2 A) %
Q4W TR T# 5

* BKZ 320mg Q4W/Q8W #f : BKZ 320mg (160mg FE T2 A) %, HAH
Fi% Q4W (Week0, 4., 8. 12 TN 16). HEFFHIMIIL Q8W (Week24, 32,
40 KTV 48) TR T#E

+ ADA/BKZ 320mg Q4W #f : WeekO (2 ADA 80mg (40mg FHE T 2 &),
Week1~23 |2 ADA40mg (40mg & T 1 4) Z 2 MR TR T&HREL L,
Week24~52 |Z BKZ 320mg (160mg FE T2 A) % Q4W TH F#& 5

HERFHARIAE T 142, 0AS &I S - B 139k B MslliR (PS0014 38R) ~

DOBM%EF & LTz, PS0014 ERICSINT 24083813, PS0008 #ER D% 4

PEIEBRFRAREEI I AT & Lz,

Bl

e e BRI 77 JE

AUV —= 7 HIM :2~5 B, FEHEHEEAHM : 16 BH., —EEM
HERFHIR - 40 R, LM BRHA NI - TRRREKR KRG 20 ML
A B B A RBE A JEHE

KSES

H S B ~ LR D AME A SRR R

HesE K

A R~ R O R RS 478
HEVEZ LB
BAHIME (16 1)
+ BKZ 320mg Q4W £¥f 158 {3
+ BKZ 320mg Q4W/Q8W £ 161
- ADA Ff 159 f4il
HEFFIIM (40 38)
+ BKZ 320mg Q4W £ 152 {3
« BKZ 320mg Q4W/QSW #f 149
+ ADA/BKZ 320mg Q4W F¥f 149 1

Ep UL e

1) 18 melh oo Bk K Ot

2) A7V —=r7RlCaEHERE IS TS 6 » HULERE L T
Wb

3) PASI A7 28 12 ik, (KK EFE (BSA) 12k 5 Rafi 95 28 il D 5
A (LUF. 4 BSA) 28 10%Lh B, [ERRIC X 2 2EHE (IGA) A
a7 N5 B 3 L B0

4) WREIH T D REPRER O I EMRIEOM R L 72 0 55

42




V. ‘aRICEAY 5HE

N
HEAEFEFMEE -
- Week16 @ PASIOO FERLZE (PASI A AT RR_R— 2T A4 b 90%LL ik
2L HBRE OEIS)

+ Week16 D IGA0/1 R [IGA A AT RNR_R—R T A L) 2 BypL ik
FEL, 0 (HER) T 1 (RIFWHR) Eiro il o4 ]

RIKFEMEE A -

+ Week24 o PASIOO jERL R

+ Week24 @ IGA0/1 Rk =R

- Week4 O PASI75 EERLR

+ Week16 K& TX 24 @ PASI100 EERL R

+ Week56 0 PASI90 EERL R

+ Week56 @ IGA0/1 R =R
Z DA O FHAmIE B

« PASI50, PASI75, PASII00 k=R %%

R
i

AIRHIEE

- BREZII CHIIE L 72 IRBR IR BRI R B L e A EHS

- IRERWIE CHLE Lo EE A EER

- IRERWIE CHILE L 72ie B o G ILICE - oA EFER

A EERANIE B J OV E O BIRFEMNTE B OFEFHEIT X, il A Bk

0.05 T, HEEFEEZRANCTZ 72 ) —UA X0O%H | oO@#EEa > b

— L, ZEEEEE L,

BKZ & ADA OEIZET DT _RCOfn %, mflAEKEE 0.05 THE

L7,

BEEEAHIEE -
ARER OGS EEFANLE B 1%, Week16 0 PASIOO ik 2 K O IGA0/1 i3
KETHY | RS ZRIRIZE UM 21T o 7o, FEEMATIL, Mok O
EOEYFEHRMBA~OBRBEOREELBHNESK E L THWZEHRI
Cochran-Mantel-Haenszel (CMH) # € (2565 & 5266 L 72, Wald fE 12
S Ay AR OF OFFEXE 2R Uiz, EEMTCi, KEOM 5
{Z non-responder imputation (NRI) 5% fv 7z,

BIREEHIE H
2R (VAR ZF—ROIEL 2R 2 —) 13, &K B O#S5RER]
WCHREERZ FWTER LTz, RIREEGE B o = ZHAENT T, FRICRHED
ZROBR Y RANEOMTEZ NRI 52 V72,
Week16 KT8 24 ¢ PASI100 FE% =, Week4 0> PASIT5 A, Week24
@ PASIO0 ZFEALHE KL N IGAO/1 BRI OVNT, EEARNT & [Fkk O JE 5l
CMH #7E % AV T ADA (Zx13 % BKZ OE#IEZRE L7z,
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V. aRICEAT 4HE

(HZHE)
<#EEXZEFHE@ER >
Week16 @ PASI90 :ZERLZE R U 1GA0/1 ERLZE

Week16 @ PASIOO R I1L4 BKZ B (BKZ 320mg Q4W #5-) 86.2%K Y ADA #f
472%ToH Y, Weekl6 @ IGA0/1 BRI ZIZEI 853% K TN 57.2% CTo > 7=, PASI90
M OVIGAO/1 FERLARITISN T, ADA BEICKTT 542 BKZ BED U A 7 720D 95%(EFE X [H D
TIRMEZS, TORE LTS HERFE (-10%) & EEl-7-2 &5, ADA BECK§ 5
AHN D IELHEDRGE S 17z,

Week16 7 PASIO0 k2R & TN IGA0/1 iZ%%E—-RS (NRI)

4 BKZ ¥ ADA Ff
N=319 N=159
PASI90 =EjK =
n (%) 275 (86.2) 75 (47.2)
n/Nsub (%) 275/303 (90.8) 75/148 (50.7)
ADA BEIZHT 54w Xtk 7.459 -
95% (5 8 X [t 4709, 11.816 -
p i <0.001 -
I e 39.3 -
95%(5 8 X ] 309, 47.7 -
IGAO/1 ERLE
n (%) 272 (85.3) 91 (57.2)
n/Nsub (%) 272/303 (89.8) 91/148 (61.5)
ADA BEIZHT 54 > Xtk 4.341 -
95%(5 5 X ] 2.785, 6.765 -
p fiE <0.001 -
2 5E 28.2 -
95%(5 FE X ] 19.7, 36.7 -

Nsub : FFARE S TR O 72\ W BRER S

FrA BRHE 0.025 THUEZATV. AR 97 5%ERXKE R UL~ — 22 10%I2 53 & I 2 Rl ifh

<BlIREFHE@IEE >
Week16 K Tr 24 @) PASI100 sZE R E

Week16 @ PASI100 ZAHEIL, 42 BKZ #f 60.8%M TN ADA #f 23.9% TH ¥, Week24
O PASII00 FERHRIL, 4 BKZ £f 66.8%, BKZ320mg Q4W #f 67.7% &% OV ADA #f 29.6%
Tholce WTHORHIEIR A TH, RGREMOZITHEHFRICAH B DBRIICE R
DIHHETHY , ADA BEIXIT 54 BKZ BEOEBENTED Hiv7e (p<0.001),
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V. ‘aRICEAY 5HE

Week16 & TX 24 @ PASII00 L2 -RS (NRI)

BKZ 320mg BKZ 320mg
Q4W/Q8W H¥ Q4W Rt 4> BKZ B ADA T¥
N=161 N=158 N=319 N=159
Week16 0 PASI100 h% =R
n (%) — — 194 (60.8) 38 (23.9)
n/Nsub (%) — — 194/303 (64.0) 38/148 (25.7)
ADA BEICHKIT DA v X
e — — 4.974 —
95%f5 8 X [t - — 3.230, 7.661 —
p fE - — <0.001 —
Ry — — 37.0 —
95%(5 5 X ] — — 28.6, 45.3 —
Week24 @ PASI100 #E R
n (%) 106 (65.8) 107 (67.7) 213 (66.8) 47 (29.6)
n/Nsub (%) 106/149 (71.1) 107/149 (71.8) | 213/298 (71.5) 47/147 (32.0)
ADA BEICKIT DA v X
t 4.689 5.249 4.974 —
95%(5 5 X ] 2.904, 7.573 3.207, 8.593 3.257, 7.594 —
p fE <0.001° <0.001 <0.001 —

Nsub : FFAMRE S TR O 72\ W BRERF S

a: 4 HEDOpHE

Week4 @) PASI75 SZERKEE . Week24 @ PASIO0 5ZEREZEE., KU Week24 @ 1GA0/1 5EREE
Weekd @D PASI75 EERLRIL, 4 BKZ B 76.5% &% O ADA Bf 31.4% T, #aHFMICE=Z
IORERANZ B D & D EERZEDTRD BTz (p<0.001), Week24 0 PASIOO0 AT,

4 BKZ Ff 85.6% &% UF ADA Ff 51.6% T, #atFHICA BN DBKRIIZERD H HHEH
FENFRD LT (p<0.001), Week24 D IGA0/1 ZEKZIL, 4= BKZ £ 86.5% &% N ADA #f
57.9% T, WA FHINCAEPOHIRIICERO & HHEMAENR D Hihvlz (p<0.001),

Week4 0 PASITS BEAKER, Week24 0 PASIOO R, KT Week24 @ IGA0/1 5 E-RS (NRI)

4 BKZ ¥ ADA Ff
N=319 N=159
Week4 0 PASI75 ERL R
n (%) 244 (76.5) 50 (31.4)
n/Nsub (%) 244/309 (79.0) 50/152 (32.9)
ADA BEIZHT 54 > Xtk 7.103 -
95%(5 5 X ] 4.637, 10.880 -
p fiE <0.001 -
Week24 @ PASI90 EERL R
n (%) 137 (85.1) 136 (86.1)
n/Nsub (%) 137/149 (91.9) 136/149 (91.3)
ADA BEIZHT 54w Xtk 5.284 6.231
95%15 fH X [H] 3.084, 9.054 3.515, 11.046
p fE <0.001° <0.001
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V. aRICEAT 4HE

4 BKZ ¥ ADA Ff
N=319 N=159
Week24 @ IGA0/1 FERLHR
n (%) 140 (87.0) 136 (86.1)
n/Nsub (%) 140/149 (94.0) 136/149 (91.3)
ADA BEIZHT 54w Xtk 4.779 4.724
95%15 fEH X [H] 2.737, 8.345 2.683, 8.318
piE <0.001® <0.001
Nsub : FEARE TR O 72 WP E S
a: 4 HEDpHE

Week56 @ PASI90 ZFEREE, KU Week56 0D 1GAO/1 ZFERLEE

Week56 @ PASIOO %3 (%, BKZ 320mg Q4W #¥ 84.8%. BKZ 320mg Q4W/Q8W #f
82.6% T, WITNDOEGRET b ERROFHENED BTz, Week56 D IGA0/1 EERLH
%, BKZ320mg Q4W ¥ 82.3%. BKZ 320mg Q4W/Q8W #f 83.2% T, WINDOF ST
b R ORI TR B ALT,

Week56 7 PASIO0 k2R & TN IGA0/1 iZ%%E-RS (NRI)

BKZ 320mg BKZ 320mg
Q4W/Q8W H¥ Q4W ¥ 4 BKZ #f
N=161 N=158 N=319
PASI90 = jK =
n (%) 133 (82.6) 134 (84.8) 267 (83.7)
n/Nsub (%) 133/143 (93.0) 134/140 (95.7) 267/283 (94.3)
IGAO0/1 AL
n (%) 134 (83.2) 130 (82.3) 264 (82.8)
n/Nsub (%) 134/143 (93.7) 130/140 (92.9) 264/283 (93.3)

Nsub : FHAIffRF AL T D 72 IR

<ZOthFFHBIEE >
Week56 D PASI100 3

BKZ 320mg Q4W #£ ) U* BKZ 320mg Q4W/Q8W HED Week56 > PASI100 K 214,
ZALEI 72.2% (114/158 Bi]) K1Y 70.2% (113/161 ffl) T o7z,

(22 ax)
BRELEESHY LM IN-HEER

Week24 £ TOIRBRIKEBEDH U LB SN 7oA EFGHBLEIT, BKZ 320mg
Q4W/Q8W ¥ 28.6% (46/161 ) . BKZ 320mg Q4W ¥ 25.9% (41/158 f51) J TN ADA ##
23.9% (38/159 f4i) Th o7z, 1GERIL LD D L SN AEFEL TR L<AD
N7 PTIXAMED o P FHE T, BRI BKZ 320mg Q4W #F 8.9% (14/158 f5]) . BKZ
320mg Q4W/Q8W #f 11.2% (18/161 i) TH Y, ADA BETITRDO LN o7z, KW
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V. ‘aRICEAY 5HE

THRIBRDE - 7= PT 1ZENHEAZ [BKZ 320mg Q4W £f 6.3% (10/158 f31]) . BKZ 320mg
Q4W/Q8W H 4.3% (7/161 i) KT ADA # 7.5% (12/159 f5)) . LA FIENE], &% [1.9%
(3/158 f51) . 1.9% (3/161 Bil) MM 1.3% (2/159 f5) ] KOFEEK [1.3% (2/158 1) .

1.9% (3/161 #) KT 0%] ThH -7z,

EAIIHHHERFHIRICIRREE L BEH 0 Ll S - A EFSRBIRIL, 2 BKZ &
5. 35.7% (167/468 #i]) T& v . BKZ 320mg Q4W £ 5- 30.3% (142/468 #]) }% X BKZ
320mg Q8W % 5-29.9% (46/154 f5) T -7z, 1R LE#HL W LTSN - FES
ST L AL PTIXANED ¥ & 5E[BKZ 320mg Q4W % 5- 12.4% (58/468 f41]) .
BKZ 320mg Q8W #5-10.4% (16/154 ) }x U4 BKZ #5- 14.3% (67/468 f51]) . LL T[]
IE] T v, WWTEIFEESR [4.3% (20/468 f51) . 4.5% (7/154 f51) KT 5.1% (24/468
B ] KO OPEEEREGE [1.7% (8/468 B) . 0%K TN 1.7% (8/468 i) ] Th -7z,

EELGHEEER
AWM OBEE A EFGRIRT, 2 BKZ B 1.3% (4/319 #) KO ADA B 1.9%
(3/159 f5il)) ThH o7z,

Week24 £ CTOEE A FEFGRBEIL, 4 BKZ #f 1.6% (5/319 f5]) X ADA #¥f
3.1% (5/159 ) Thol-, {RERIEL D U LYW SN EERAFFRIT, BKZ
320mg Q4W/Q8W HED 1 BilICields . ADA BED 1 Bl R IR Hs Sz,

I ABFE+HERF IR O HE 2 A H FRREBRIT, BKZ 320mg Q4W #5-3.4% (16/468
) ST BKZ 320mg Q8W $¢5- 5.2% (8/154 f3]) Th o7z, 1GERIK L BHHidH D & S
N EERAEFGIL, Week24 £ TIZ BKZ320mg Q4W 5.0 1 HiliZ5R D b - i H
RITIZ. BKZ 320mg Q4W #5001 il f FALARIES N il S vz,

BERIEICE--AEER

BAHIMIRBREOR G ILICE > o A EFRHEIRITE BKZ B 1.6% (5/319 #1)
N O ADA B 2.5% (4/159 f5il) Tod -7z,

Week24 F CIZIRBRIEDO LG ILICE - 72 H EF GBI 4 BKZ B 2.8% (9 1)
K ONADA BE3.1% (541) Tdh o7z, &2BKZED 0.6% 246 MNAFESE EAOFESR
BT LV IEBRIEOB G A H Ik LTz,

3N )+ HE R BRI BR R D P IR IS B - - A EFE LRI RIL, BKZ 320mg
Q4W #5-3.0% (14 1) } OV BKZ 320mg Q8W % 5-3.2% (5 #) T 7=, BKZ320mg
Q4W 5.0 1 il 2 (Y BKZ 320mg Q8W % 5-0 2 B3 [Fl%E L H- O EFHLIZ LV iG55k
HoEh &Ik Lz,

RTICES-FEER
BKZ O#e5-% 5 1 -8R E TR DOREIT /20> 7-, ADARED | BINAEFRS (F

47



ARICET SIEE

@V L BORR) 18 &0 FETE L7223  TRBREAEIEANIC X 0 Rk & B e U &Il S vz,

@ EFELLEZBIFE PBO K OVESGHEGAER (PS0009 #AER) (WEAT—HX &) ©

HH NE
FEHP HEE~EE O HMEELY AT OERE LRI, EAF AT
(BKZ) % 16 AL FHE LIzroa8ME% PBO & ikt 5
BT A1 ZhagxItF, “EEMR. WIEA{L, PBO K OVSEIKKAR, WITEEM
B 1k ARFERA~DOSNNEAG &P SN T-HBRF L. EH T T BKZ 320mg Q4W
BE, UATF X~ (Uste) B, PBO+BKZ320mg Q4W BEDWF DR
W24 :2:1 OEEGTEREBIZHO AT, UTO LB EE LT,
* BKZ 320mg Q4W Ff : & AR M O REHART (Week0~52) % i L T BKZ
320mg % 4 AR (Q4W) TR TF#E5
 Uste Bf : R—A T AV DIKEICHSE | Uste 45mg (K& 100kg LA F D
WeBRE) X 90mg ({AH 100kg BOWERE) %, EAHAMIT Week0 K
W4z, HERFHIRIE 12 @R TR &5
* PBO+BKZ 320mg Q4W #f : B AHIMIZ PBO, HEFFHIMIZ BKZ 320mg %
Q4W TR TG
HERFHIRIAE T 12 . BAE & I S - g 1 9E B 1eitBr (PS0014 3U5R) ~
DOZMNEF & Lz, PS0014 3ERIZSINT D458 13, PS0009 3B D724
BRI AT & Lz,
BRI e A BR I 73 3 [
A Y —=2 7 2~5 EE, EARIN - 16 W, HEREIR - 36 B,
ZAVEBETIE M - AR 20 BRI IR B ERE kb %
S0
PIES AR~ ELE D= P REER
BBRE S PR~ O ETRERE 567 61 (AAA 108 i)
HEAE 2 b B 5K
M (1638)
+ BKZ 320mg Q4W #£ 321 f4i
+ Uste #£ 163 1]
- PBO #£ 83 {4
HEFFHART (36 M)
+ BKZ 320mg Q4W £¥f 306 15
« Uste #¥ 157 %
+ PBO+BKZ 320mg Q4W #£ 74
F R YE 1) 18 BLA D Bk Ot
2) AV V==V THNCH IR E M SN THS 6 » AL BRI LT
WBH
3) PASI 2778 12 BL b, (SR ERL (BSA) 1232 Wi D 22 i ik D
& (LR, W28 BSA) 28 10%LL B, ERRC X 2 2EHE (IGA) X
a7 M5 B 3 Ll R
4) HHECHT D EFRIER O UTARIEOXM R L e V55 H
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V. ‘aRICEAY 5HE

HAH N
FHEEE | AME HEAEFEFMEE -
- Week16 @ PASIOO FERLZE (PASI A AT RR_R— 2T A4 b 90%LL ik
2L HBRE OEIS)

+ Week16 D IGA0/1 R [IGA A AT RNR_R—R T A L) 2 BypL ik

FEL, 0 (HER) T 1 (RIFWHR) Eiro il o4 ]
RIGHIE R -

+ Week16 @ PASI100 Eh% =R

« Week16 @ IGAO JELR [IGA AT NR—R T A Lk 2 BIELL ik
L, 0 (HER) Lo giia ofla]

+ Week4 O PASI75 EERLR

*Week16 DN FEEE, K A 2 725 < BEEIR B & (patient symptom
diary : PSD) = (LLT, PSD i)

+ Week16 DERTIZ &L 5 BHE O 2R AR (scalp-IGA) 0/1 FEALFE (X
— AT A VNCTHRIRE T D HERE D)

+ Week12 K T* 52 @ PASIOO0 EER% R

« Week12 KO 52 D IGA0/1 EERLR

ZDOOFFMIEE -
+ PASI100 BEERLR 4%
fraesta BIVKFTEIE B -
CIRBEME CHIE LR 5% IR L - A E RS
CIEBHIMCHIE L -RBERAERS
CIRBWIRCHIE L8R G ILICE - HERES
FEEHEAT 1R BA T ERNE B L O E ORIRFHGE B OFFHEIT X, WiEE B

0.05 C, EENE/FEEZRANTTZ 7 IV —U4 XOFH 1 FOBRE a2 b e

—/ L, $EMEEEE L=, BKZ & PBO XiT Uste D LIRS+ 54~ T

O %, WA E KT 0.05 THRIE LT,

BETEEFNEE -
KRB OEA EEFNE B 1%, Week16 0 PASIOO A2 M O IGA0/1 2
K= TH Y RS BRI UM 21T o 72, FEMHTIE, Mg & ONE
EOEMFNHA~OBBEOR L FRHIZ L L THWEHI
Cochran-Mantel-Haenszel (CMH) ¥R EZ£5-3 & Fhti U 7=, EEMHT Tl
KB DFH5EIZ non-responder imputation (NRI) 4% 7=,

BIREHIEE
BIREHMIE B X, HAHIR O FHRER Tlx RS 25U T Lz, 2
A (VAR Z—) 1%, &Kt B OBSREBNCAEESR % VW TER
L7z, FIREHAGEE B O EZEMHT Cix, KIAE OIS NRIIEE AWz,
Week16 @ PAST100 kR, Weekl16 D IGAO =R, Weekd ® PASITS
FERCHE, Week12 @ PASIOO0 R K& OV IGAO/1 EZERLZRIZ DWW T, FEfR
B & R &R CMH 1€ &2 W TIES M/ B 2 e L=,
Week16 O scalp-IGA0/1 R TIL, FEMT & FEROEHI CMH #E
IT o7,
BFERBEED 3 HA (R, B A OVER) 1L, ThEh s E2FIK
FMEE & L CKHEBICKT 2B AR T2 BRI THIT L, 2h
5 OATEE O PSD SEROMNTICIL, FHARNT & FEEDER] CMH R
Ex AT, &, ERE OB OKER IR LTS EEEZZE LM
TE FMNE 2 N THERIHEEIHRAT 2 S0 L 72,

49




V. aRICEAT 4HE

HH aLs
HEEHEAT 1R T OMOFHMEE :
(i) 2MEZEL (VAR —) 1E, KK H OB GRERNHEE R %2 v T3

U7z, BT, A okbE B OB GRS EEE VW TER L
T2o TRTOFMBIEE ICBI LT, KIAMEOHTEIE, FHTREHEA RO IR Y
2 EEHAZIX NRI 5, #HABUZITZERA (MD) O~ /Lo 7 HigHE
T Hna (MCMC) /HililalREE Wz, £ OMOFHEEH O 5 5,
FEEOIEB (B LT HERHAAIRRE O FE i & OHERIREHH B O R H 2 et
L7c, ZRHOMREIX, ZEMEZZE LIEMRETFIBICE ENR TV RNV
b, BHENZpMEII4E EoETHY, ZEMETIZEE SN2 o7,
L AR H—OFMMTE B2 RS LT, I & OB 25 0 A2 22 A A~
BT OF A BRIA L L CTHWER CMH BE % AWz, CMH B
TEDO—BoBEBEMFIRICKSE p lA2HH L, KREMEOHSEIZIT NRI i
LAY

(HZHE)
<#EEXZEFHE@EER>
Week16 @ PASI90 :ZERLZEE K U 1GA0/1 ERLZE

BEEEHMHEE  (Week16 @ PASIOO0 EERLE K& TN IGA0/1 k=) (2B LT PBO #t
\Z%f9° % BKZ 320mg Q4W FEDEMENGRD B, ARFBRo £ HILER S v,

BKZ 320mg Q4W FfTix, Week 16 ?® PASIO0 tLFERN T AT X~ 7 (49.7%) &
el LT <. Week 16 D IGA 0/1 RS U AT F X~ T7HE (53.4%) &L TH
<VWTHROFHEE B b £ 5 M O Z T EMIICHE CTh o 72 (BIRIOFEGE H |
WAL p<0.001)

Week16 7 PASIO0 kR & TN IGA0/1 iZ%%E-RS (NRI)

PBO #f BKZ 320mg Q4W #f Uste B
N=83 N=321 N=163
Week16 ¢ PASI90 EERL R
n (%) 4 (4.8) 273 (85.0) 81 (49.7)
n/Nsub (%) 4/76 (5.3) 273/307 (88.9) 81/155 (52.3)
PBO BRIZHIT 54 v Xtk — 99.869 —
95%(5 5 X ] - 34.020, 293.175 —
p fiE — <0.001 —
Uste #2324 Xtk — 6.056 —
95% (5 FE X ] - 3.874, 9.466 —
p i — <0.001 —
2 5E 79.9 — 35.2
95%(5 5 X ] 74.0, 85.9 — 27.0, 43.4
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V. ‘aRICEAY 5HE

PBO ## BKZ 320mg Q4W ## Uste £
N=83 N=321 N=163
Week16 @ IGA0/1 FERR
n (%) 4 (4.8) 270 (84.1) 87 (53.4)
n/Nsub (%) 4/76 (5.3) 270/307 (87.9) 87/156 (55.8)
PBO BRIZKIT 54 > Xtk — 118.762 —
95%(5 5 X ] - 36.701, 384.307 —
p fiE — <0.001 —
Uste B3 24w Xtk — 4.809 —
95% (5 8 X [t - 3.096, 7.470 —
p fiE — <0.001 —
Y273 78.9 — 30.4
95%(5 5 X ] 729, 84.8 — 222, 38.7

Nsub : FFARE S TR O 72\ W BRER S

FrA BRHE 0.025 THUEZATV. AR 97 5%ERXKE R UFEL M~ — 2 10%I2 53 & I & Rl ifh

AANEH TR, HETEMEERB IS L TafEHORE L —BT 55 R0H

bz,

H A ASER D Week16 @ PASIOO AR K& TN IGA0/1 #£AK=R—RS (NRI)

PBO ## BKZ 320mg Q4W ## Uste £
N=17 N=62 N=29

Week16 ¢ PASIOO jEAL R

n (%) 1 (5.9) 53 (85.5) 15 (51.7)

n/Nsub (%) 1/15 (6.7) 53/61 (86.9) 15/27 (55.6)
PBO BRIZKIT 54 > Xtk — 94.899 —

95%(5 5 X ] — 10.947, 822.699 —

p i — <0.001 —
Uste B3 24w Xtk — 5.369 —

95% (5 8 X ] - 1.940, 14.858 —

p fiE — <0.001 —
YR 5 79.7 — 33.2

95%(5 8 X ] 65.6, 93.7 — 133, 53.1
Week16 @ IGA0/1 JERLTR

n (%) 0 51 (82.3) 14 (48.3)
n/Nsub (%) 0/15 51/61 (83.6) 14/27 (51.9)
PBO BRIZHIT 54 v Xtk — 61.211 —

95% (5 8 X [t - 7.106, 527.290 —
p i — <0.001 —
Uste BEIZxE9 54 v Xtk — 5.063 —

95%(5 5 X ] - 1.887, 13.583 —
p fiE — <0.001 —
e 82.4 — 34.3
95% (5 FE X ] 73.0, 91.9 — 13.7, 54.8

Nsub : #FAHiRE R TR D 22 BRERH K
FATERYE 0.025 THUEZATV. A 97 5% K e O I M~ — 22 10%I2 355 & FE M 2 R

51



V. aRICEAT 4HE

<BIREFEIEE >
Week16 D PASI100 =, Week16 (D 1GAO ERLER, K Uf Weekd M PASIT5 sERLER
Week16 @ PASI100 Z%Z (%, BKZ 320mg Q4W #¥ 58.6%. PBO #f 0%K (N Uste #f
209%T& Y, PBO HE & OITHEHFRICHENOHIKIICERDH 5 EZNRBD DI
72 (p<0.001), F£7-, Uste FE L DOEGT Y | HEHMOZETFHKIICEROH HETH
-7 (4 H LD p<0.001),
Week16 @ IGAOQ ZE% 1L, BKZ 320mg Q4W £f 58.6%. PBO At 0% M O Uste B 22.1%
THY ., PBO Bt L OMICHFHFHICHBENSERARNICERO D 2 Z1PRO LN
(p<0.001), F7=. Uste BEL DOLEGTY, FEGHMOEITFEROICEROH H2ETH
7 (4 H ED p<0.001),
Week4 D PASI75 jERLRIL, BKZ 320mg Q4W B 76.9%. PBO #¥ 2.4%K O Uste B
153% CToh o7, HIEHEGOHRT 4 B%IZIX PBO BEMA O Uste E & OV 4L b #EEH
FHNZAH B OEKRMIICER O S 52080 bivle (p<0.001),

Week16 @ PASII00 ZERLFE, Week16 IGAO ZERLFE, Y Weekd D PASITS ZERKZE-RS (NRI)

PBO ## BKZ 320mg Q4W ## Uste £
N=83 N=321 N=163
PASI100 jERE R

n (%) 0 188 (58.6) 34 (20.9)

n/Nsub (%) 0/76 188/307 (61.2) 34/155 (21.9)
PBO BRIZHI T DA > Xtk 2 — 25.590 —

95%(5 5 X ] - 9.063, 72.253 —

p fiE — <0.001 —
Uste B3 24w Xtk — 5.675 —

95% (5 5 X [t - 3.616, 8.908 —

4B ko piE — <0.001 —
V2 5E 58.7 — 37.8

95%(5 5 X ] 534, 64.0 — 29.8, 45.9
IGAO /%

n (%) 0 188 (58.6) 36 (22.1)
n/Nsub (%) 0/76 188/307 (61.2) 36/156 (23.1)
PBO BRIZHI T DA > Xth 2 — 25471 —

95% (5 FE X [t - 9.020, 71.925 —

p i — <0.001 —
Uste B3 24w Xtk — 5.219 —

95%15 HH X [H] - 3.357, 8.112 —

48 EopfE — <0.001 —

52
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PBO ## BKZ 320mg Q4W ## Uste £
N=83 N=321 N=163
PASI75 R
n (%) 2 (2.4) 247 (76.9) 25 (15.3)
n/Nsub (%) 2/81 (2.5) 247/318 (77.7) 25/160 (15.6)
PBO BRIZHI T DA > Xtk 2 — 123.020 —
95%(5 5 X ] - 29.394, 514.862 —
p fiE — <0.001 —
Uste B3 24w Xtk — 18.202 —
95% (5 FE X ] - 10.998, 30.123 —
p i — <0.001 —

Nsub : FFATRE AL TR D 72 FRERE 5L
a: KL AR 2D 72 CMH #EAR AIREZ2 5413 Logit ¥51C X 0 fighir

Week16 @ PSD gh&E 3=

Week16 OIHER] (¥, FRFELOVEE) O PSD diE# X, BKZ 320mg Q4W L
PBO HEDOM TlE, X TOIHH D PSD SGERITHEHFHIIC

bivle (WFHoHEA % p<0.001),

F 72, Uste BEEL OB TIL, HIFIZHOW TR R O ZED

p<0.001).

BB GREF DO DB

Wbz (4 HLED

Week16 O BEERAFEOKEE (K, BIFEXOVEIF) © PSD thi#E#-RS (NRID)

PBO ## BKZ 320mg Q4W ¥ Uste £
N=83 N=321 N=163
JEIE (N2 T A DA AT ) 1.98 LU EOWERE D7)
R—=2F A OWEREL (n) 54 229 107
n (%) 9 (16.7) 177 (77.3) 73 (68.2)
n/Nsub (%) 9/42 (21.4) 177/196 (90.3) 73/91 (80.2)
PBO BRIZHI T DA > Xth 2 — 16.258 —
95%(5 5 X ] - 7.356, 35.931 —
p fiE — <0.001 —
Uste BEIZxE9 54 v Xtk — 1.635 —
95%(5 5 X ] - 0.981, 2.723 —
48 ko pE — 0.053 —
B (N—Z T A L DAIT N 239 LU LEOERE D)
R—=2F A OWEREL (n) 61 244 117
n (%) 8 (13.1) 187 (76.6) 77 (65.8)
n/Nsub (%) 8/48 (16.7) 187/211 (88.6) 77/99 (77.8)
PBO BEIZXf9 DA Xtk 2 — 22279 —
95% (5 8 X [t - 9.795, 50.674 —
p i — <0.001 —
Uste B3 24w Xtk — 1.650 —
95% (5 8 X [t - 1.025, 2.655 —
4B EDpfE — 0.035 —
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V. aRICEAT 4HE

PBO #% BKZ 320mg Q4W #f Uste B
N=83 N=321 N=163
W (R—R2F A DA TIN2.86 L. EOWERE DI
R=2F A DWHREL () 63 246 116
n (%) 8 (12.7) 193 (78.5) 69 (59.5)
n/Nsub (%) 8/49 (16.3) 193/211 (91.5) 69/100 (69.0)
PBO BEIZXf 954w Xtk 2 — 23.049 —
95% (5 8 X [t - 10.201, 52.077 —
p i — <0.001 —
Uste B3 24w Xtk — 2.443 —
95% (5 FE X [t - 1.520, 3.924 —
4B EopfiE — <0.001 —
Nsub : FFAMRE TR D 72 W BRERE HL

Nsub

Week16 @ scalp-1GAO/1 3

¢ REATGIRE A C R D 70 BB 2K
a: KL AR ADTZD CMH BEAR W RER &

B

1% Logit {12 & 0 gy

Week16 @ scalp-IGA0/1 ZE 1T, BKZ 320mg Q4W Ff 84.2%. PBO #F 15.3% &% O\ Uste

# 70.5%TdH Y . PBO BF & ORIZHAFHICH BN OBRRICER D H 520580
7z (p<0.001), F7=, Uste FEL OLLELTY | HGEEM O ZE T EFR A :%‘%@&pé%f
bHoTe (4 H LD p<0.001),
Week16 @ scalp-IGA0/1 FER%—RS (NRI)
PBO #% BKZ 320mg Q4W #f Uste B
N=83 N=321 N=163
scalp-IGA0/1 FER R (N—A T A L D scalp-IGA 227 73 2 LI EOWBRE D)
NR—=RF A v OWHREH (n) 72 285 146
n (%) 11 (15.3) 240 (84.2) 103 (70.5)
n/Nsub (%) 11/67 (16.4) 240/271 (88.6) 103/139 (74.1)
PBO BEICXf 354~ Xtk 2 — 37.696 —
95%{5 HE X i — 16.920, 83.987 —
piE — <0.001 —
Uste BEIZxE9 54 v Xtk — 2.405 -
95%15 fH X 4] - 1.468, 3.942 -
4 HEDpE — <0.001 —

Nsub : FFAMRE S TR O 72\ W BRERF S

a: KL AR 2D CMH BEARAREZR RS

Week12 B 1) 52 @) PASIO0 ZERKZE KB U 1GA0/1 5Z
Week12 @ PASIO0 £ 3E1X. BKZ 320mg Q4W Ei 85.0% &% X Uste ¥ 43.6% ThH 1 |
Week52 @ PASI0 EERRIZTFILZEI 81.6% K N 55.8% Th 7=, W T LD ST

. Uste fE & FLls L 727D PASIO0 BERLR DO ZE1T, #EEH 7S
Uste (2%}~ % BKZ OE#IE
FERKERIE, BKZ 320mg Q4W Ff 81.9% )% Of Uste fif 52.1% TH 1 |
BERRRIZZ TN 77.9% K% T 60.7% T - 7o, WT DGR A T
BEALE O, FFHFHIC

HDHETHY (p<0.001),
Week12 @ IGA0/1 3
Week52 @ IGA0/1 3

%, Uste fif & bhigz L7215 1GA0/1 ;
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V. ‘aRICEAY 5HE

HHZETHY (p<0.001), Uste (%75 BKZ OEBIMEIL Week52 F ThHERF S 172,

Week12 @ PASIOO R K& Y Week12 @ IGA0/1 ZERLZFE-RS (NRI)

PBO ## BKZ 320mg Q4W ¥ Uste £
N=83 N=321 N=163
Week12 @ PASI90 FERLR
n (%) 2 (2.4) 273 (85.0) 71 (43.6)
n/Nsub (%) 2/77 (2.6) 273/314 (86.9) 71/153 (46.4)
PBO EICXf 354~ Xtk 2 — 272.193 —
95%15 fH X 4] — 58.342, 1269.907 -
4B ko p il — <0.001 —
Uste #£12xt9 54 v Xtk — 8.047 -
95%15 fEH X 4] — 5.107, 12.679 -
p & — <0.001 —
Week12 @ IGA0/1 %R
n (%) 4 (4.8) 263 (81.9) 85 (52.1)
n/Nsub (%) 4/78 (5.1) 263/314 (83.8) 85/154 (55.2)
PBO BEICXf 354~ Xtk 2 — 79.717 —
95% 15 HH Xt — 28.383, 223.888 —
4B EDpE — <0.001 —
Uste #EIZxMT 54 > Xtk — 4.379 —
95% 15 HH Xt — 2.850, 6.730 —
p & — <0.001 —

Nsub : FFATRE AL TR D 72 FRERE 5L
a: KL AR ZAD 72 CMH #ER AIREZ2 35413 Logit 1512 X 0 figdir

Week52 @ PASI90 EERL R K Y Week52 @ IGA0/1 AL Z—RS (NRI)

PBO+BKZ 320mg Q4W | oy 7 320mg Q4w Bt Uste #
N_g3 N=321 N=163
Week52 0 PASI90 EERL R
n (%) - 262 (81.6) 91 (55.8)
n/Nsub (%) — 262/276 (94.9) 91/138 (65.9)
Uste BRIZXTT 5 A > Xtk @ — 3.710 —
95% (5 8 X [t - 2.391, 5.759 —
p i — <0.001 —
Week52 @ IGA0/1 JERLTR
IGAO/1 ERLR
n (%) — 250 (77.9) 99 (60.7)
n/Nsub (%) — 250/276 (90.6) 99/139 (71.2)
Uste B3 24w Xtk — 2.367 —
95% (5 8 X [t - 1.545, 3.625 —
p i — <0.001 —

Nsub : FFATRE AL TR D 72 FRERE 5L
a: KL AR ZAD 72 CMH #ER AIREZ2 35413 Logit 1512 X 0 figdir

55




AEICEEY 5IEH

HARANER T, BIRFEMERICE L CTERERORBRE L BT 2R’ TB DO LN
77,
HAR NEFMIZI T 2 BIKEHNE B OfFENT#5 -RS  (NRI)

R/ UGER

PBO ¥ |BKZ320mg Q4W £ |  Uste ff

N=17 N=62 N=29 PBO #£iC Uste #f1Z
FFAmE B Kbt n (%) n (%) n (%) XD pfE |65 plE®
PASI100 Week16 0 32 (51.6) 4 (13.8) <0.001 <0.001
IGAO Week16 0 32 (51.6) 5 (17.2) <0.001 0.002
PASI90 Week12 0 53 (85.5) 12 (41.4) <0.001 <0.001
IGA0/1 Week12 0 48 (77.4) 13 (44.8) <0.001 0.002
PASI75 Week4 0 53 (85.5) 1 (3.4) <0.001 <0.001
BFEIR n 8 51 20 — —
HEE : 70| Weeklo | 1 (12.5) 40 (78.4) 12 (60.0) <0.001 0.148
BEEIR n 12 54 25 — —
HEt : 30| Weekl6 1 (8.3) 40 (74.1) 16 (64.0) <0.001 0.387
BFEEIR n 13 53 24 — —
HEE : %8| Weekl6 1 (7.7) 42 (79.2) 17 (70.8) <0.001 0.475
scalp- n 17 59 26 - —
IGA0/1 Weekl16 | 2 (11.8) 49 (83.1) 17 (65.4) <0.001 0.040
PASI90 Week52 — 50 (80.6) 14 (48.3) — 0.003
IGA0/1 Week52 — 46 (74.2) 13 (44.8) — 0.007
a: 4 HEDpfE
< ZDHDFHEIER >
PASI100 ZEpl =

PASI100 AL (X, Weekd Ti% PBO #f 2.4%, Uste £ 1.2%}% (Y BKZ 320mg Q4W #¥
15.0% (PBO #EIZxi7 54 H £ p=0.002, Uste #EIZxF7 54 H ED p<0.001), Week16
TIZ PBO #f 0%, Uste #f 20.9% &% U BKZ 320mg Q4W ¥ 58.6% (Uste #EICx9 54 B
= p<0.001), Week52 Tix Uste £ 38.0% (62/163 f5) . BKZ 320mg Q4W B 64.2%

(206/321 f5) TH-o7= (4 B _ED p<0.001),

H AN ClE, PASII00 BER%RIE Week52 £ THift L. Week52 |2 BKZ 320mg Q4W

B 50.0% (31/62 ) KON Uste Bf 27.6% (829 f5) Th -7,

(L4t REER)
BRELEESY LHMIN-HEER

AR ORI LEE D » LW SN A EFEESRBIRIT, BKZ 320mg Q4W Ff
24.6% (79/321 i) . PBO ¥ 9.6% (8/83 #il) KT Uste #f 11.7% (19/163 f5l) T -7z,
TRBREE L B S ) LW SN A EFEFR TR S K< AL PT IXAED VU HJET
&V . BKZ320mg Q4W HE (6.9%. 22/321 i) DA THE Iz, RV THIBLFED FE D
72 PT 1%, SHIAZ [BKZ320mg Q4W #¥ 2.8% (9/321 f4i) . PBO f 1.2% (1/83 fi) .
Uste # 3.7% (6/163 i) . LATIRNA] X ORI [1.9% (6/321 i) . 2.4% (2/83 #i) . 0%]
Thol,
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V. ‘aRICEAY 5HE

EONIRHERF I OTRBREE & Bl 0 Lol S - EFGORBLERIL, 4 BKZ #
5-37.2% (147/395 i) KO Uste # 20.2% (33/163 fiil) T o7z, 42 BKZ # 5 TiHR
HERHEDH Y LW SN AFFLR TR K ADNIZPTIXAED VU FETHY |
4 BKZ 5 (12.4%. 49/395 #l) OHTHE STz, IRWVTHILROE 1> 72 PT 1L,
ASAZE [42 BKZ 5 6.3% (25/395 i) . Uste # 7.4% (12/163 1)) . LA FIEINA] KO
EHK [2.8% (117395 f1), 0%] TH-o7-,

EEGHEEER

AR O EE A EFLEHRIL, BKZ 320mg Q4W £ 1.6% (5/321 i), PBO #f
2.4% (2/83 i) J ¥ Uste #f 3.1% (5/163 f5i]) Td» > 7=, BKZ 320mg Q4W #£D 1 1] (0.3%)
WCHRB L EERAEFR (BEERIBR) 1 X, 1GBRETERNIC X 0 1B & B
B LY sz,

I HHERF M O B 2 A HFFRRBIRIL, 2 BKZ &5 6.1% (24/395 ) K O*
Uste i 7.4% (12/163 fiil) Th o7z, 1RBRIE L B V) &M S 7o HE R f EHRH
Bi=1¥, 4 BKZ #5 0.8% &% ' Uste #£ 1.2% Th o 7=,

BERILCE-AEER
BABIRICIRBRE DR G ILICE > - AEFLIBIRIT, BKZ 320mg Q4W Ff 1.9%
(6/321 #41) . PBO #¥ 7.2% (6/83 f5) XU Uste ¥ 1.8% (3/163 i) Th 7=,
A HHEFFA IR O 5 L ICE > - A EFSREIEIL, £ BKZ 5
5.3% (21/395 f5il) K TN Uste #f 4.3% (7/163 ) Toh o7,

REICE->-HEEZR
4 31 (BKZ 320mg Q4W #% 2 f5il, PBO #£ 1 5], Uste # 1 f5) OILT M I47223,
WIS TRBREAEEANC K 0 1RBRE & B L &l STz,

(Z&tE : A ARNERM)
BRELEESHY LM IN-HEEER

BAMIMIZIREREE & Bl b ) &l S 7oA FHHERIEBIEIE, BKZ 320mg Q4W #£30.6%

(19/62 f51) . PBO #£5.9% (1/17 f3) KX Uste B 17.2% (529 ) TH o7z, wb KL< A
BNTIRBREEBE#EL D M SN AEFRIEL, AEDI L UHIETH Y,
BKZ320mgQ4W &£ (9.7%. 6/62 f5i) DI THiG iz,

BAIIHHHERF IR IR & B 0 Ll S - A EF LRI, 42 BKZ &%
5. 42.9% (33/77 ) . Uste f 27.6% (829 f5l) Th o7, b L ALNTZIRERIE LB
HH Y LB SN AERRITIONESD P HAIETH Y 4 BKZ 5 (15.6%. 12/77 1)
DIHTHE I NT-,
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EETHEER

EAMIM O EE A EFSIEIIRIT, BKZ320mg Q4W FE 1.6% (1/62 i) . PBO HE 0%

(0/17 f51) J2 O8N Uste #£ 3.4% (129 ffl) TH o7z,

EHIMHHEFF M O BE2AFFRRBIRIL, 2 BKZ &5 6.5% (5/77 #) KO
Uste & 6.9% (2/29 f5) TH -7z,

BERIICE-AEER

AWM G- IRICE - 7oA FEERREBIRIL, BKZ 320mg Q4W #f 1.6% (1/62 ) |
PBO #£5.9% (1/17 ffl) K UX Uste #f 3.4% (129 ) TH -7,

BABIRHHEFF IR 5P RIS R > T A FHERIEIRIT, £ BKZ K5 7.8% (6/77
) J O Uste £ 6.9% (229 #5l)) Th o7,

RTICE--BEER
IR K OSHERF AR B O 1 72 h o 72,

@ ESMEIIFE PBO %HEEER (PS0013 #ER) (UANEAT —X) 7

S H M
TEA P i~ B 0D A MR A T B ANE R A R BIC, E AR X
7 (BKZ) % 16 B T#E5 L-HoA4% PBO & i+ 5
R A v ZliakdtF, “EHER. BEAL. PBO Xt
BT B~ DB & HI S 7 SR 1. BKZ 320mg QAW B

PBO Bl 4 : 1 OFIG CTHRIEAIZEIV AT, LT LBV EE LT,
WA CEE®R)
R ITEUT T I > THEABRIZLL T OWT U 0R 55252172,
- BKZ320mg Q4W #f : BKZ320mg (160mg HHE T2 AK) % Q4W TKT
BHT S
+PBO B : PBO 2A&) % Q4W TR T&ELT5
HEEAVBENIR (CEER)
WA D Week16 I PASIO0 ti#5 % 5k L 7= BKZ 320mg Q4W FEDHEER
FiL, L FOWT OB IZHEIF T Sz, Weekl6 (2 PASIO0 i %
Rk L 72 PBO BEOHEERE 13, Week16 LIFE S PBO D% 5 % Q4W Tilkiss L
72
* BKZ 320mg Q4W/Q4W Ff : Week16 LA E . BKZ 320mg (160mg & T
2K) & Q4W TH F#5
* BKZ 320mg Q4W/Q8W H¥ : Week16 LKL, BKZ 320mg (160mg F&ET
2AK) JRO'PBO (2AR) % Q4W THRHIZKZ N5
+ BKZ 320mg Q4W/PBO Ef : Weekl16 LIFRIZ, PBO (2 A) % Q4W THE T
&5
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V. ‘aRICEAY 5HE

HH

=

¥

BRIk
(i)

HAHAM D Week16 (2 PASIO0 tei & B L 720> > T2 iR E B OVIEE &L
BERIAM (Week56 £ T) @ Week20 LIREICFANFRD BT X TOH
B, Escape #%%5-& L CIEEM T T BKZ 320mg (160mg H&T 2 &)
% QAW T 12 [ & E LTz,

AFRERAE T #, BHE & OB SR 1 IR B B (PS0014 3ER) ~o
SNz L Lz, PS0014 BRI DHBRE 1L, PS0013 RER D22
BEEERERIIAE LS Lz,

BRI

e R ARBRI 77 R (Escape % 512817 L7 WA

27 ) == 7 Wi 2~5 R, SR - 16 B, BEIERCEEEIR
40 M, Bscape # 5 (WMEEIZS T T) @ 12 HH, 2ot BUaHAHIM 75
BRIR IR 5 20 W% 12 2 M B B R A Sk Bt & 50

PSS

o5 P ~ T D AME A S5 PR R

WesRE R

W R~ R O R RCRERE 435 f
HEAE 2 b B 5K
HAMM (1618)
+ BKZ 320mg Q4W #£ 349 44
- PBO #f 86 fil
HEVEZVBENUHIR (40 38)
+ BKZ 320mg Q4W/Q4W F% 106 4l
+ BKZ 320mg Q4W/Q8W H% 100 4l
- BKZ 320mg Q4W/PBO % 105 {4
- PBO/PBO % 1 44l
Escape 1% 5-
Weekl16 L AR 2 —
- BKZ 320mg Q4W/PBO #¥ 67 11
+ BKZ 320mg Q4W/Q8W #¥ 4 f4i]
- BKZ 320mg Q4W/Q4W £ 7 4l
Week16 JEL AR & — .
- BKZ 320mg Q4W #¥ 23 13
- PBO #% 81 i

B

1) 18 kLl LD B K O i

2) AY V) —=V TR IR L BRI SN THE 6 » A LIRS LT
AVSE

3) PASI 2= 778 12 BL b, (SRR (BSA) (T3 % Wi D 22 i ik D
A (LUF. 4 BSA) 28 10%Lh B, [ERRIC X 2 2EHE (IGA) A
a7 N5 B 3 Ll Eood

4) HHECHT D EFRIER O UTARIEOXM R L e V55 H
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V. aRICEAT 4HE

HH WA
FHmEE | AR A TEHEFNEE -
« Week16 @ PASIO0 FERLE (PASI A 2 T R_N—Z T A 15 90%LL ik
#=7 LI oElE)
+ Week16 D IGA0/1 R [IGA A AT HBN_R—R T A L) 2 BypbL ik
FL, 0 (HER) T 1 (FFHER) Lol o4 ]
RIREHIEE -
+ Week16 @ PASI100 Eh% =R
« Week16 @ IGAO JELR [IGA AT NR—R T A Lk 2 BIELL ik
L, 0 (HER) Lo giia ofla]
+ Week4 O PASI75 EERLR
*Week16 DN FEEE, K A 2 725 < BEEIR B & (patient symptom
diary : PSD) = (LLT, PSD i)
+ Week16 DERTIZ & 5 BHE O 2R AR (scalp-IGA) 0/1 FEAFE (X
— R T A NEARIRE R T DHERE O FH)
* Week56 @ PASIO0 k= (Week16 D PASIO0 L AR X —DH)
2k BIVKEFHMGIE A
- BRERWIR CHIIE U7 IABRIRBE 5 ISR EBL L - A HF S
CIREBHIMCHIE L-BEERAERES
IR CTHIE L7ZBBREOBRE D IR E - - HEES
e EHEAT 7 1% A BN E B & O E ORIREHNE B OFEHRENT X, M Bk

0.05 T, EEMEFEZANCZ 72V —UAL XOH | MoOEERE2a b

— L, ZEEEEE L,

BKZ & PBO D HHEHIZBIT 59T A, A EANE 0.05 THE L7z,

BEEEAHIEE -
ARBR DA T EAMIE B 13, Week16 @ PASIOO0 AL K N IGA0/1 FZRK
TTHY ., RS R U 21T > 72, EEMAT CIE, Hl L OS5 %
DHEDZR BB ~OMREE OF % ERIZAE S L LTHWZER] Cochran-
Mantel-Haenszel (CMH) M@ IZEES & i L=, —aEBastat&ioktd
% p fEEHAWE CMH BREIZE Y, BEREOX % 32k Uiz, 2
Hr i, KEMEDHHFEIZ non-responder imputation (NRI) 4% V7=,

BIREHIEE :
WA O TR S O BIREHGE B 1X, RS ZxIRICMENT L7z, 2 &
2% (Week16 @ PASTI00 k3 & Y Week4 0 PASIT5 ZEMR % & Tp)
X, BT & FAEOER CMH BEE AW TEBMEZBE LT,
Week56 > PASIOO FEALRIL, WKI16ResS Z %4 & LT, sk ONEED
LW FRRIF ~OBREOF WA /AL L THWZER CMH &
\ZHS X RMT L72, Week56 @ PASIOO SRR OMFAT Tlk. BKZ Tkt
B U7 RF & IRIRBERL L 72 s O 3 % i3~ 5 72912, BKZ 320mg
Q4W/Q4W HE T Q4W/Q8W #EZ i & L. BKZ 320mg Q4W/PBO #f

(Week16 ([CFFEIfI1F1C & © BKZ 775 PBO B 5 1CUIE 2 = #irE) &

Lelig U7z, BIVREEIIE B Of#HT Cid, B4 R EIHmIE B o F AT & [F
KR AME DA 5212 NRI 54 W =,
BERERAFED 3TEHE (B, ERAOHIE) X, ThEhE Rk
fiEE & LCHHEBICRT 2B MRT 2 BT Lic, 2hb
DOFEH O PSD SR OMNTIZIL, FEMHT & FEOER] CMH RE
RV, B, ERLOKIBOSHEBICH L CEEEEEZE LIERE
FIEZ A THEJFEFHARAT 2 ShE L 7=,
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V. ‘aRICEAY 5HE

(HZHE)
<#EEXZEFHE@ER >
Week16 @ PASI90 :ZERLZE R U 1GA0/1 ERLZE

Week16 @ PASIO0 %% BKZ 320mg Q4W # 90.8%}% OF PBO #f 1.2%TH U |
Week16 @ IGA0/1 FERLHFIXZILEI 92.6% K N 1.2% Th o7, WTHIOFHEEE TH
B G O 221 3HEHFIC A B SBIRINICEROH 572 TH Y, PBO BEIZHT 5
BKZ 320mg Q4W BEDEHNED GRS B (p<0.001) , AFERO F=F HIYITER S 17,

Week16 @ PASIO0 } T} IGA0/1 EEREE-RS (NRI)

PBO % BKZ 320mg Q4W #f
N=86 N=349
PASI90 =EjK =
n (%) 1 (1.2) 317 (90.8)
n/Nsub (%) 1/83 (1.2) 317/340 (93.2)
PBO BEIZXIT 54 v Xtk — 496.318
95% (5 8 X [t - 82.798, 2975.086
p i — <0.001
IGAO/1 ERLE
n (%) 1 (1.2) 323 (92.6)
n/Nsub (%) 1/83 (1.2) 323/340 (95.0)
PBO BRIZHIT 54 v Xtk 657.255
95%(5 5 X ] 105.792, 4083.333
pfE <0.001

Nsub : FFAMRE S TR O 72\ W BRERF S

<BlIREFHE@IEE >

Week16 D PASI100 M Z, Week16 D 1GAO ERLER, KU\ Weekd M PASIT5 sEp 3
Week16 @ PASI100 R KL Y Week16 D IGAO FERLRIZIL, HatFHNCAH Bl

IRBNCEZRD H LM ENRD bz (Wi p<0.001),

Weekd D PASI7S BEAKERICITMFHFRICH BN ORI ER DO & D REE 2RO
Hivlz (p<0.001),

Week16 @ PASI100 R K& T Week16 @ IGAO iZERE KRS (NRI)

PBO % BKZ 320mg Q4W #
N=86 N=349

Week16 @ PASI100 R

n (%) 1 (1.2) 238 (68.2)

n/Nsub (%) 1/83 (1.2) 238/340 (70.0)
PBO #EIZHI3 54 > Xtk — 220.038

95% 15 HH Xt — 28.757, 1683.639

p & — <0.001
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PBO ## BKZ 320mg Q4W H¥
N=86 N=349

Week16 @ IGA0 FERL R

n (%) 1 (1.2) 243 (69.6)
n/Nsub (%) 1/83 (1.2) 243/340 (71.5)
PBO FEICXI3 24 » Xtk — 224.744

95% 15 HH Xt — 30.130, 1676.425
p fiE — <0.001
Week4 O PASIT75 FERLER

n (%) 1 (1.2) 265 (75.9)
n/Nsub (%) 1/85 (1.2) 265/348 (76.1)
PBO #EIZHI 354 > Xtk — 316.641

95%15 fH X 4] — 39.423, 2543.254
p fiE — <0.001

Nsub : FFAMRE S TR O 72\ W BRERF S

Week16 o PSD &=

Week16 O, &K OVER A 2 71235 < PSD th®E =1L, BKZ320mg Q4W £ T
XZENZEI 78.8%., 75.5%K% * 78.0%, PBO BETITZNEH 9.0%, 5.6%K% N 5.7% T,
FHEE TR FICHEBERBEMZENRO b (WTRoEH S p<0.001),

Week16 DIEJfE ., N OVEE A a2 7125 < PSD th#E#%-RS (NRI)

PBO #¥ BKZ 320mg Q4W ¥
N=86 N=349
K (R—2F A DA TH 1.98 L EOWERE D)
R—=RF A OWEREL (n) 67 255
n (%) 6 (9.0) 201 (78.8)
n/Nsub (%) 6/53 (11.3) 201/210 (95.7)
PBO #EIZHI3 54 > Xtk — 34.325
95%(5 5 X ] — 14.220, 82.856
pfE — <0.001
B (N—ZF A DR T ) 239 LU EOWERE D R)
R—=RF A OWEREL (n) 72 278
n (%) 4 (5.6) 210 (75.5)
n/Nsub (%) 4/56 (7.1) 210/230 (91.3)
PBO BEIZXIT 54 v Xtk — 43.497
95% (5 8 X [t - 15.728, 120.295
p i — <0.001
HIE (R—R2AF 4L DAITT IR 2.86 UL EOWERF D)
R=2F A OWEREE (n) 70 286
n (%) 4 (5.7) 223 (78.0)
n/Nsub (%) 4/54 (1.4) 223/237 (94.1)
PBO BEIZXIT 54 v Xtk — 60.946
95% (5 8 X [t - 20.560, 180.669
p i — <0.001

Nsub : #AHiRE R T D 220 BRERH K

Week16 @ scalp-1GAO/1 ZEREZ
Week16 O scalp-IGA0/1 ZER%3K (%, BKZ 320mg Q4W A% 92.3%} () PBO #f 6.8%C,
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R FHNAH B ORI EFR D & 5 HFERIZENFEO bz (p<0.001),

Week16 O scalp-IGA0/1 L HE-RS (NRI)

PBO % BKZ 320mg Q4W #f
N=74 N=310

scalp-IGA0/1 Rk =R

n (%) 5 (6.8) 286 (92.3)

n/Nsub (%) 5/71 (7.0) 286/303 (94.4)
PBO BEIZXIT 54 v Xtk — 158.000

95% (5 8 X [t - 49.263, 506.745

p fE — <0.001

Nsub : FAHiRE R T D 220 BRERHE K

Week56 @ PASI90 ZERiZE (Week16 (D PASI9 L ARV A —DH)

Week16 ® PASIO0 L AR > ¥ —% %5 L L 7= Week56 @ PASIOO0 ZE/§% %%, BKZ 320mg
Q4W/PBO #f 16.2%. BKZ 320mg Q4W/Q4W+Q8W £t (BKZ 320mg Q4W/Q4W RE} Y
Q4W/Q8W FEDPFATE) 88.8% T, Ml FHICAH BN DRI E R D H L FERH ZD

H o (p<0.001),

Week56 @ PASIO #/5#E-WK16ResS (NRI)

BKZ 320mg Q4W/PBO #f BKZ 320mg Q4W/Q4W+Q8W H¥
N=105 N=206
PASI90 =K =
n (%) 17 (16.2) 183 (88.8)
n/Nsub (%) 17/33 (51.5) 183/186 (98.4)
PBO BEIZXI9 54 v Xtk — 47.406
95% (5 FE X [t - 22.087, 101.750
p i — <0.001

Nsub : #AHiRF R T D 22 BRERH K

(2 4hE)
BRELEESHY LHMIN-HEER

AR ORI SV W S oA EFRIBIEIL, BKZ 320mg Q4W Fif
18.6% (65/349 f5]) K. OXPBO £ 8.1% (7/86 ) T -7, BKZ 320mg Q4W EEIZ I
T DI HONTIRBRIE L BEH Y LW SN A EFERITOED 2 FE (4.9%)
TH Y, WONTEREAL S, TEHEE D o FRE R VRS IEZ 5 EEE (% 1.1%) Th
72, PBO BEIZIHWT, 2 BILL RIZRRO G IRRIE L BEH LYl s AHES
LITRFTER 2.3%) DHTH T,

HEAE 2 CBERUT M DT B & B b 1 &Il SN 7oA HEFERREBEIT, BKZ 320mg
Q4W/Q8W H¥ 23.0% (23/100 f5) . BKZ 320mg Q4W/PBO #f 21.9% (23/105 1), BKZ
320mg Q4W/Q4W B 26.4% (28/106 #l) Th-7-, kb K< A NT-IEEBRIK L BEDH Y
R SN A ERGUIARED U HIETH Y . FEIBEIL BKZ 320mg Q4W/Q4W #f
7.5%. BKZ 320mg Q4W/Q8W ¥ 7.0%}% Y BKZ 320mg Q4W/PBO % 5.7% Coh - 7=, &k
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V. aRICEAT 4HE

WTHRBLENE NS T IERE L HEH D LU SN2 AFERITIRHEERLTHY |
BKZ 320mg Q4W/Q4W Ff 0.9%. BKZ 320mg Q4W/Q8W E 5.0% % (8 BKZ 320mg
Q4W/PBO B£ 4.8% Th -7z,

Escape &G IM OIRERIE L Bdd 0 &oHIl S Lo A FEFRIEBRIT BT 132%T
Holz,

EELGAEER

AWM OBEE A FEFLEIRIT, BKZ320mg Q4W #E 1.7% (6/349 f51) K T¥ PBO
RE2.3% (2/86 ) ToH 7=, BKZ 320mg Q4W HED 2 #l (0.6%) (ZIRBRHK L BHED v
LHIrE N EBELRAEFS (MBERLOMK, & 1) »HE#sEIhi,

HEAE A LEE I M O HE A FEHRIBLRIL, BKZ 320mg Q4W/Q4W #¥ 4.7% (5/106
%), BKZ 320mg Q4W/Q8W #f 3.0% (3/100 i) KX BKZ 320mg Q4W/PBO %t 3.8%

(4/105 651) Toh o7, IBRELFEED Y Lk SN - EE LA FFSRIL. BKZ320mg
Q4W/PBO BEDRZREMALEIE 1 61 (1.0%) DA ToH o7,

Escape #% 5RO EE 2 A EFRIL, Weekl6 |2 PASI0 L AR H—Th-oT-
PBO #£D 1 51 (0.5%) IZ58D HALIZ AN, 2 DU Sh - BB R A EFERII R -T2,

BEDIEICE--BEER
BAHMITRBREOR G- P ILICE > T A EFLHILRIL, BKZ 320mg Q4W #¥ 1.1%
(4/349 fl) % ONPBO B 1.2% (1/86 f5l) TH -7z,

AR 2 AV BERL T IE BRI OB 5 T IR ICE > - A EH LR BT, BKZ 320mg
Q4W/Q4W F 0%, BKZ 320mg Q4W/Q8W #¥f 2.0% (2/100 1) & O BKZ 320mg Q4W/PBO
B 2.9% (3/105 #l) Toh o7z,

Escape ¢ 5-HARICIBBRIE DR G 1EICFE - 7= A EHES1E, BKZ 320mg Q4W/Q4W #f
D1 GFHERIBAE) DHTEH -7z,

REICES-HEER
L DOHEIT o7,

@ [ERLLFE S IFE PBO X HREER (PA0010 3RBR) (FMEATF—FG&ip) 10

T H N
FEHR IREVWERCRERIEI R 2 B T D BRE 2RI, EAXRA~T (BKZ) %
16 B[E TG LD F 2% PBO & LikT 5
HERT A v ZhagxILFE, “EEMR. WIEA{L. PBO XSS
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V. ‘aRICEAY 5HE

¥

RERTT 5

ARFERA~DSNNEAG &P S 7-H5RFE L. BKZ 320mg Q4W #. PBO

B, F2ET7 XU L~7 (ADA) BEIC3:2: 1 OFIG TERIESICEI Y i)

7=

R ITEUT I TULFOWT N 0& 55251 7=,

+ BKZ 160mg Q4W #¥f : 1AM %8 L ¢ BKZ 160mg % Q4W T &5
T5

- PBO #f : “EHEMRIEEWIMIC PBO %45 L, FEIKEESHBIFIC BKZ
160mg Q4W TR T#5-4 5%

« ADA B : {5 HIE 28 L T ADA40mg & Q2W T F#H* 5795

AARBRAE T #. WA &I S 7R 13 E R Ok (PA0012 )
BR) ~O&MNEF L L1z, PA0012 RERICSNT HHE L. ARBRoO%
B HRRA SKBE L ENE L 72 h o 72,

BRI

BRI 73 3 R

A7 Y—= 7 M : 14~35 B, 1REWIM 52 @8l (CEEHRKS5H
16 B, IR BRI 36 BH) . et BRHAIR | 15K
FaB 5 20 R IS LB B A kb & I

PSS

bDMARD (T & 2 IR ER D 22\ G PE T REE B EI A R

WesRE$

THEN R E B e B 852 il
HEAE 2 b B 5K

+ BKZ 160mg Q4W £¥f 431 {3

- PBO #f 281 #fil

+ ADA #f 140

B

1) 18 kLl LD B MK O i

2) WoEMEREEI S Oy FEELUE (CASPAR) (C 53 < iFEMME LM Bk D2
Wraf L, HmBafidn)s 3 BAfEiLL B OMEARBASE %) 3 BARILL EooF

3) bDMARD |Z & D{RERERD 72\ 3

B, KRB TIZAZ U —=1 7WZ hs-CRP L5 (hs-CRP 6mg/L VL I)

IE 1 H I EOBOS A # L L IXF O ST S D HRE & 2K

D A5%LL FRERTHZ L & LT,

FHIEEE | A

FEFMEA

+ Week16 ¢ ACR50 =

BIREHIEE -

« Week16 ® HAQ-DI D~_— 2 T A L nE DZEAL

+ Week 4 TN 16 @ PASIOO B [N— R T A KR EFE (BSA) 1T%f
T2 OIR A B DEIA DS 3%LL_E O RREE A9 5 R 03 %t 5]

+ Week 16 OffiZM 36 HEHFIAZ (SF-36) OHEHRIEY~ U —

(PCS) AT DR—RF A b DEA

+ Week 16 Oi/NEBIGEME (MDA) =Rk

+ Week 16 @ van der Heijde [ 1E# Y ¥ —7" 227 (vdHmTSS) DX— 2R
FTA NS DE (N—RZF A T hs-CRP EF- UL 1 # ALl Lo,
Bh, BFLLATZEDWE ST NEED 5D WERE N RR)
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V. aRICEAT 4HE

HH NE

+ Week 16 @ Leeds Enthesitis Index (LEI) (255 < AR DNEI L=
B OEIS (PA0010 BR M (O PA0011 RERDBFEEM TR—X F 1 1T
&R 2T HHEHE B x5)

+ Week 16 @ Leeds Dactylitis Index (LDI) (2563 < FRHER AN L 7= 9Bk
FOEE (PA0010 FABR K O PA0011 FBRO A EM TR—RA T 1 1ZHE
B-9% % A3 2 WEBRE D3RI 4R)

+ Week 16 @ vdHMTSS D_— 2 F A x5 DAL

+ Week 16 ™ ACR20 ch R

+ Week 16 ™ ACR70 iR

* Week 4 ZOV16IZIGA A7 280 (JHKR) L1 (REHK) . Hho—
AT A UG 2 B EUEE L HERE OFIE (R—R T A TR
BSA 73 3%LL EORLEEZ A L, IGA 227 78 2 LU EDOWBRE 73 452)

« Week 16 @D PtAAP D_— 2 5 A b DAL,

« Week 16 O 717 Z HFHERAFI R SE hakss (SPARCC) #EEUCIEDS < AfHHE
R DPVER LIRS OFIG (N—RA T A VI EBR R T D5
D%H5R)

+ Week 16 @ Psoriatic Arthritis Impact of Disease-12 (PsAID-12) #8227 @

R—=ZAF A NEDE

raestics FEARHMEEE -

TRBRIEIE GRICRBL LA EFRORBR

RBRBR BRI LT EE A EELORIR

BRI OF G IEICE o - E S

R FHRAT 7 1% FEFMIE B & O OBIREHIE B OMFHENT L, ZEEEZEB L, il

A EAKLE 0.05 T, BEMEFEZANTTZ 7 IV —U4 X0F 1 O

mEar bae— L7,

BKZ & PBO DHHIZRET 2T Ttz mifllA BE/KAE 0.05 THRE L7,

EERHMKEE -
FEEHMIA H 1L Week 16 O ACRS0 =R TH 0V, FEMENTII RS & %515
(I A estimand 2T L7, #4 estimand I3, ACR50 LERDN—RF
A VNG DRI E RO & 5 UGE R OCRINEE P IE R 720 2 & o
Gl Uiz, FATT 2 FHERBTD 5780 Week 16 DRHIT —
BT EREDTRTOT—FT ) VAR Z—L LT LT,
Z ORFEIEIE, TEK D non-responder imputation (NRI) 74 & Ll L T iz,
0P AT 4w 7 AEET L& VT Week 16 @ ACRS0 BLEEER~ DA
ERAFM LT, ZOEFVIZEEDR L LTHEE G-,
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V. ‘aRICEAY 5HE

HAH ¥
WERHARHT 7 15 HIREHIEH
(i) BIVGHIE H 13 RS 25 RUCHEGREHNTA#T L 72 (vdHmTSS (22T

Id RAS % %I fRAT) . BIREHRIEE 0 5 H _EE % (A K OHEES
ERP) X, FEHEMGEBOFEMTI CERL-ZOLFELES
estimand % 7z, FEFAGEE O FEMAT & [F T NRI {EE2 H WX
WT— & ORFFE R OFENTE T VDG S v, FETHE R b R R LTz,
PA0010 3ER K TN PAOOL1 BREEDOPFAT — & OfNTIX, TFT VOIEE R
& U CHIBR A HiEk K OREBR ID 2 Mt L7e, BIREHIEE B © 5 Hififids
B, 1B, HERHIE R MR — 2 5 A DB S A% EEDN R, ~N—
ATA VAR IR L LT BUiT (ANCOVA) 1IZHD ZfiffT L7z,
KT — & e OVEFRH IR LA KBPITIE 2T — X IZON T, v /b=
THEMHE T I (MCMC) 1I2H3< LEARAN MDD #EE2 AW TREX
B 7 RIT — & ZAlise Ut a2 KT — & & R alRE CHfise L
Tro HFAZR KRBT —Z I BEETH D PBO BEOT —Z ITHS Wz MI
EE AW THiTE LTz,

(H2hE)
<FEFHEHIEE >
Week16 ) ACR50 ZiE ==

Week16 @ ACRS50 33 1% BKZ 160mg Q4W A¥ 43.9% K% U PBO #f 10.0% CTH Y | #
HRER O ZEIHFH FHINCH B DKRIICER O H 572 TH Y | PBO FEIXT 25 BKZ

160mg Q4W BEDERNEDFE S B (p<0.001) . AFRER D T2 HAYITEERR S 7z, Week
16 ™ ACRS0 =%, BKZ 160mg Q4W #f & TN ADA BECRIFRE ThH 7=,

Week16 > ACRS50 B35 -RS (NRI)

PBO #f BKZ 160mg Q4W #f ADA B
N=281 N=431 N=140
ACRS0 B2 (%) 10.0 439 457
T L2 aER (%) ° 8.5 39.7 418
95%(5 8 X ] 5.7,12.5 33.9,45.9 33.1,50.9
PBO #EIZKI3 % 2 - 31.226 -
95%(5 FE X ] - 25.174,37.278 -
PBO BRIZKIT 5 A > Xt b - 7.082 -
95%(3 5 X ] - 4.583,10.943 -
piE - <0.001 -

a THH, N—RATA VEOFOLAOFE, RUOHIEZ TR L Licr VAT v 7 BURSHTIC L D SEER KD
95% 15 # X [ & Bt
b Ay R, 95%EFEXM. KW p A FERICE VAT ¢ v 7 BURSHTIC L 0 R

<BIREFEIEE >
Week16 @ HAQ-DI B UL SF-36 M PCS RA 7 DAR—R 54 UhbDEILE

Week 16 @ HAQ-DI D_X— 2 F A LD O OFH)EIL, PBO #£-0.0880, BKZ
160mg Q4W ££—0.2567 TdH - 7= (p<0.001),
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Week 16 @ SF-36 @ PCS A 27 DR—A T A )5 OEEINONEIfEIL, PBO #f 2.326
&l LT BKZ 160mg Q4W #f 6219 TR E <, BEREMOZEITHEF ZNICA &
(p<0.001) M OERKRINIZEFRDOH H7E 2 AL M) Thol,

Week 16 ® HAQ-DI }2 T} SF-36 @D PCS A 27 MDX—A T A b DEE{L-RS (Reference-Based MI)

PBO ## BKZ 160mg Q4W H¥
N=281 N=431

Week 16 D HAQ-DI D_— X 5 A L b DAL,

EE (FEHERAE) —0.0880 (0.0273) -0.2567 (0.0208)

R (B IME, RKAE) 0 (—1.625, 1.625) —0.1310 (-2.125, 1.063)

S R REEERRE) @ —0.068 (0.030) —0.255 (0.026)

PBO RHIZKI4 5 7% - —0.187
95%(E#H X [ - [-0.249, —0.125]
pfE - <0.001

Week 16 @ SF-36 O PCS A7 D_— AT A )b DAL

E (FEHERAE) 2.326 (0.478) 6.219 (0.402)

R (B IME, RKE) 2.012 (-20.70, 28.46) 5.257 (—23.63, 31.88)

S CREREEERRE) @ 1.946 (0.531) 6.282 (0.464)

PBO REIZKI4 5 7% - 4.337
95%(E 1 X [H — 3.229, 5.444
pfE <0.001

a G, X—A T A VIFOF OO ADFHE, ROHUIEZ ER & L, N—R T A VRO % L& & L7 ANCOVA
[T

Week16 0 vdHMTSS DR—RX S5 4 Vb DEILE

RAS @9 HR—ZF A T hs-CRP EH- XL 1 # Tl EOBOH A, EHLLIITZED
7 H3ERD B D R E D Fr % 56521 Week 16 @ vdHMTSS D_R— R T A L5 DI
{bZ 3l L7z, Week 16 ¢ vdHmMTSS D_—Z F A x5 DZEALOFEH)EIL, PBO

(0.36) TEALNFED HITZDITxE L, BKZ 160mg Q4W Ff (0.04) Tidf/MRETH Y |
B R O EITHFEICA R (p=0.001) Th-otz,

RAS O EWER# %5651 Week 16 D vdHmMTSS D_— 2 T A L )vb DZEAL &3 L
72o Week 16 @ vdHmMTSS DX— 2 T A L )5 DAL O EE)EIL, PBO Bf 0.32 THEAL
RO HIT= DTk L, BKZ 160mg Q4W # (0.04) Tidf/NMETH Y . HHHM O
IIHERCAE (p=0.001) Tdh o7z, 2D &b BKZ #5102 K 5 B S Ok
PIHIAR Sz,
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V. ‘aRICEAY 5HE

Week 16 O vdHmMTSS D~_X— 2 5 A B DZE{E-RS (Reference-Based MI)

PBO #¥

BKZ 160mg Q4W ¥

Week 16 @ vdHmMTSS D_—2 7 A v DZE L (hs-CRP EFH XX 1 # Ll EOBUS A, £ L <
13 ORI B D WERE D Bt 5)

N 227 361
EHME (FEHERRE) 0.36 (0.10) 0.04 (0.05)
P (B IME, RKE) 0 (—4.5, 10.0) 0 (-5.5,4.0)
S REREEERRE) @ 0.344 (0.121) 0.017 (0.112)
PBO BHIZKIT % 78 - -0.327
95%(5 5 X ] - —0.524,-0.130
p fE - 0.001
Week 16 O vdHmMTSS D_X—Z 5 A SO (R#ERE)
N 269 420
EHME (BEHERRE) 0.32 (0.09) 0.04 (0.04)
R (B IME, RKE) 0 (—4.5, 10.0) 0 (-5.5,4.0)
e/ R ERAE) @ 0.312 (0.082) 0.031 (0.070)
PBO BHIZKIT % 7& - -0.281
95%(5 5 X ] - -0.452,-0.111
p fE - 0.001

a B BRE, X—A T A VIEOFOLAOFE, KOMIEZEK & L, X—2 T 4 VREOEZ 28R L LZ ANCOVA
W& R

Week16 @) PASIO0 /R
AHFER) R MDA FERE

N2 T A NTIHZE BSA B 3%LL EORSEE AT D HERE D I A KB Week 16 D
PASIOO % =R & 7 L 72, Week 16 @ PASIOO %313, PBO Af 2.9% & Hils L C BKZ
160mg Q4W # 61.3% T < . HEHEM DO ZITHEFRNCH B ORI ERDOH D
72T & -7z (p<0.001) , Week 16 O MDA 3313, PBO B 13.2% & tbi L T BKZ 160mg

(R=R A4 VIZTREBSA D WL LDEEEH T HHBRED

Q4W BE45.0% T < . B HREM O Z=ITHEHFIIIC

577 (p<0.001),

Week 16 @ PASIOO0 K3 K TN MDA #%2-RS (NRI)

BOBRICERODHLHETH

—

PBO #%

| BKZ 160mg Q4W #¥ |

ADA B

Week 16 @ PASIO0 FERRTR (“N— R T A THRZE BSA 13 3% EDOFLRE % A 3 D985 O B3t 5)

N 140 217 68
PASI90 R (%) 2.9 61.3 412
TR U TR (%) @ 2.2 58.7 36.5
95%f5 1 X [H 0.8, 6.0 48.7,67.9 24.7,50.3
PBO BEIZ K4 534 - 56.453 -
95% (5 FE X [t - 48.588, 64.317 -
PBO BEIZXI9 54w XL b - 63.039 -
95% (5 8 X [t - 22.211,178.918 -
p fiE - <0.001 -
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Week 16 O MDA R
N 281 431 140
MDA K, n (%) 13.2 45.0 45.0
R L T AR (%) @ 12.3 433 432
95% (5 8 X ] 8.7,17.1 374,494 345,523
PBO BEIZ K4 53 - 31.013 -
95% (5 FE X ] - 24.502,37.524 -
PBO BEIZ*f9 54w XL b - 5.447 -
95% (5 FE X [t - 3.668, 8.088 -
p fE - <0.001 -
a WHBE, N—AT A VEOBOSADOEE, FUHBEZEKE Lo AT 4 v 7 BURSHTIC X 0 ERR L)
95% {5 #H X[ % L HH

b Ay X, 9S%EIKE, KU p zFEIC e 22T ¢ v 7 R & 0 B

Week16 O LEI ICE D (FEEBRMHEK LI-HEBREOBIE (N—X 54 VIZHEELE
BT 2BBREOHARNR) BU Week 16 M LDI IZHE D FERE X AHE LEHEREDES
(R=RFA VIR ERA T 2BBREDOAAR)

PA0010 5k K O PA0O11 SRER D OF A TX—R T A NI ERREG T D H95RE
DI Z BRI Week 16 OfF 5 TR 25 LW OFIA 271 L 7=, Week 16 (2fF
R DTEIE LT8R E OEIE 13, PBO #f 34.9% & Lk L C BKZ 160mg Q4W £f 49.8%
Tar < B GEEE O BT FCA B DERNICER O H 575 TH > 72 (p=0.008),
PA0010 FRER DM TN— 2 T A NNfIEHRZ AT 2 HIRE DI % R I Week
16 DS BRI LT gBrRE OBIG 2 7Hl U 72/ . PA0010 35k K& UF PA0011 R
DPFGEDOFRE R & FER OB AR Hiviz,

PA0010 35 K O PA0011 FBR D OFGE TR— 2 T A UNHRMR 2/ T 5 R E O
Fr % KB Week 16 DFRBER D3THK L 7o OFIG 2 3HM L 72, Week 16 IZFRHES
DIVER LT OFIA 1, PBO BES51.1% &t LT BKZ 160mg Q4W £ 75.6) T
<. BHHEMOETMEHFICE BN DBIKMICERO®H 5272 TH o7z (p=0.002),
PA0010 7R D ML TN— 2 T A NHRBER 2 AT DB D 7 % KFBIT Week 16
DFFHEA 3 H I U 7= 9B OBIE 2 34 L 78555, PA0010 3R M O PA0011 3BR D
BRI OFER & RO 23D LTz,
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Week 16 O LEI (23D < A ERR DN H K L 7= o El5-RS  (NRI)

| PBO £f | BKZ 160mg Q4W B | ADA BE
PA0010/PA0011 FABRGFA T — ¥
N 249 -
ERE (%) 34.9 49.8 -
R L T AR (%) @ 30.0 45.0 -
95% {5 FE X ] 21.6,40.0 37.9,52.2 -
PBO BEIZKI T2 7 - 14.944 -
95% (5 FE X [t - 4.038,25.851 -
PBO BEIZXf9 54w XL b - 1.904 -
95% (5 8 X [t - 1.180, 3.074 -
p i - 0.008 -
PA0010 FRER BT — &
N 70 143 36
FEE (%) 414 50.3 50.0
AR L T R (%) 34.5 419 42.4
95%(5 5 X ] 23.5,47.5 32.3,52.1 26.3,60.3
PBO #EIZKI3 % 2 - 7.365 -
95%(5 5 X ] - -6.525,21.254 -
PBO BRIZKIT DA Xt b - 1.367 -
95%(5 5 X ] - 0.756,2.472 -
pfE - 0.301 -

a BHRE, X=X T A VIRROFUHAOHFE, KOHIRZ BN E Licr P27 1 v 7 BRSO & 0 #ElE LT

95%5 HE X M A& B HY

b Ay R, 95%EFEXKM. K p A FERICE VAT ¢ v 7 BURSHTIC L 0 R

Week 16 @ LDI (235 < FREER 3T LU 729858 O EI5-RS  (NRI)

| PBO £f | BKZ 160mg Q4W B | ADA BE
PA0010/PA0011 FABRGFA T — ¥
N 47 90 -
FERE (%) 51.1 75.6 -
R L T AR (%) @ 415 71.0 -
95% (5 FE X ] 26.5, 58.4 59.0, 80.6 -
PBO BEIZ K4 534 - 24.406 -
95% (5 FE X ] - 11.683,47.129 -
PBO BEIZXf9 54w XL b - 3.437 -
95% (5 8 X [t - 1.559, 7.574 -
p fiE - 0.002 -
PA0010 FRER BT — &
N 33 56 11
FENE (%) 54.5 78.6 81.8
T L 72 (%) @ 56.8 83.5 80.0
95%15 fH X [H] 33.1,77.8 64.1,93.5 41.3,95.8
PBO #EIZKI3 % 2 - 26.690 -
95%(5 5 X ] - 7.539, 45.841 -
PBO BRIZKIT 5 A4 Xt b - 3.849 -
95%(5 5 X ] - 1.382, 10.725 -
p fE - 0.010 -

a BHRE, X=X T A VIROFUHAOFE, KOMIRZ BN E Licr P27 1 v 7 BRSO & 0 #ElE LT

95%5 HE X M & T HY

b Ay R, 95%EFEXKM. K p A FERICE VAT ¢ v 7 BURSHTIC L 0 R
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<ZDthDFMEE >

Week16 ¢ ACR20 R U} ACR70 2z 3 K& Uf Week52 D ACR20. ACR 50, ACR 70 BiEZE
Week 16 D ACR20 K U" ACR70 31 PBO #f & bt L C BKZ 160mg Q4W F T
B0 OBRNICEROD 54 TH T,

<\ BGHERI O ZTHEHFERIIC

Week16 @ ACR20 } T8 ACR70 ti#2-RS (NRI)

PBO #% BKZ 160mg Q4W #f ADA Rt
N=281 N=431 N=140
ACR20 B2 (%) 23.8 62.2 68.6
T L2 aER (%) ° 20.0 57.2 64.1
95%15 FE X [H] 15.3,25.6 51.2,63.1 549,724
PBO BEIZ K4 534 - 37.226 -
95%15 FE X [H] - 30.490, 43.963 -
PBO BEIC kI3 24 X - 5.351 -
95%(5 HE X [H] - 3.813,7.510 -
p fi - <0.001 -
ACR70 tf#EE (%) 43 24.4 27.9
AL 7o daER (%) @ 4.0 23.3 26.6
95%15 fH X [H] 22,72 18.5,28.9 19.3,35.5
PBO #EIZKI3 % 2 - 19.258 -
95%(5 FE X ] - 14.053, 24.462 -
PBO BEITKkI3 2 A4 v Kb - 7.240 -
95%(E 5 X 1] - 3.898, 13.448 -
p fiE - <0.001 -

a BHRE, X=X T A VIROFUHAOFE, KOMIRZ BN E Licr P27 1 v 7 BRSO & 0 GeER LT

95% {5 #H X[ % L HH

b Ay R, 95%EFEXM. KW p A FRRIC e VAT ¢ v 7 BURSHTIC L 0 R

BKZ160mg Q4W #£D ACR20, ACRS50 }2 T* ACR70 S 3#:1% Week 52 F CTHICHE

F T ENHERF ST,

Week52 @ ACR20, ACR50, ACR70 i3

ACRS50? 54.5(235/431)
ACR20* 71.2 (307/431)
ACR70? 39.2 (169/431)

a Non-Responder Imputation % Fi\ T IfE % fifi 58

Week52 @ vdHMTSS DR—X S A4 oML DELE

RAS @ 9 HR—RF A 2 hs-CRP EH-XiE 1 AL EOBORSL A, HLLLIEZZED
W7D BN AWRE DI A xtR L LT-FED Week 52 @ vdHmMTSS D_X—Z 5 A
B DOV EIL 0.10 TH -7,
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Week 52 @ vdHmMTSS D_— X T A > b DZEAY,

n? 361

NR—2F (b 14.36+1.68
52 SEEE P 14.47+1.70
52 WEHCEBIT D ELE® 0.10+0.08

a A7V ==V ZIFICFRORO X Mg 2 H 5 0RE
b ZEAAIEIC &Y KM A5

(22 4tE)

BRELEHESHY LHEIN-FEER

C“HEREGHFICEO DN IRERIE L Bl S Lol ST A FFER OB
PBO A (12.5%. 35 f5) & kb#k L C BKZ 160mg Q4W £f (23.4%, 101 f5) TEh-oTz,
ADA BEDFHIZRIL 24.3% (34 f) ThHoTz, “EHERESHIMICED LR L
B H 0 LW SNTZAEEFELD O L, &b I< Aot PT X, EXGEREY: [BKZ
160mg Q4W #¥ 9 f5il (2.1%). PBO #¥ 7 5] (2.5%) KU~ ADA #£ 0 ffil, LA FEIE] T
D RN TEIEEEZ (961 (2.1%). 46 (1.4%) KO4 6] 2.9%)] ROARED > 2%
iE [8 61 (1.9%). 0%, 0%I] ThoT,

EHFEICRD SN BRI L B G ) LW Sh oA EFRORBIFEIL, 2 BKZ
160mg Q4W #¥ 30.2% (212 f5) K T* ADA #F 37.9% (53 i) TH o7, EHHIZRD &
MICTERIE L BEH V LW ST A EFLDO 9B, 2 BKZ 160mg Q4W #ETH S &
{HLI PT IZAED P &%E (27 ], 3.8%) THV ., WWT EXGERKS (19 6,
2.7%) KOBIAEAZR (18 7], 2.6%) T -7z,

EELGHEEER
CHEMRBEGHHOEE LA EFROBBRIFL . BKZ 160mg Q4W HE (1.6%., 7
B) KO PBO BE (1.1%., 3 ) CTRIFEECTH 72, ADA FETIL 1.4% 2 ) THo
7z, MEEEHIFICHIE L7z 100 NMFEH 70 O EE A FFGBIRIL, BKZ 160mg Q4W
ﬁiﬂmmkﬁ'%OﬁSMMMAE&UADAﬁ4MMMA$T%OKOgi &
HEHFICRO N HERAEFERD O S 2 FILL RIZEEO bz PT 1372 <,
hgﬁ%%%&%L@L\%%i@@T\ﬁ%¢iu£%@#oko%%%&%
@&%%éﬂti%@ﬁ%%&ﬁBmuamgywﬁ®2m«m%)_Mb%ﬂti%
PIVERFBEE L OWZE (% 1 ) ], W bEIRIZEIE Th o 7223, MR EF I
B blicE -7z,

MO BEERAFFLORBRIIMK . 42 BKZ 160mg Q4W #f 6.1% (43 ffil) KW}
ADA #f 6.4% (9 f5l) Toh o7z, BEEMIM CTHIE L 100 NMEHTZD OFREERAHEFSE
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BT, 4 BKZ 160mg Q4W £E 7.82/100 A=K TN ADA Bf 7.09/100 NETH -7,
SRR O N -EERAEFERFRLO S L, 22 BKZ 160mg Q4W TR b L< A b
7 PT IR L EME), MEAE & OVETEBIENE (45 261, 0.3%) Tholo, THHDERE
BRAEEEROIZL AL, BRI L ER L, BRIEEE T, MBRPIEICE SR o
Too FZEAEDEERAEELZIT | flOHOWET, HEINTAEFROFEBEICM
MIERRO bV o Tz,

BEDIEICES-HEER
“HEREG ORI LICE S - AEFROBBIRILK < | BKZ 160mg Q4W Ff
(1.9%, 8 f3) & T*PBO # (1.1%. 3 i) TRIFEE ThH 7=, ADA FTIL2.1% (3 #i)
Thote, WTHORGEETH 2 HILL EIZFRD bz PT 1387,
BRI E 7= FEF RO 9B, BKZ 160mg Q4W FETIRERIK L B D v & il
SNTAFFRIIABENIBEGVMR., HEA, EYMHEITEE, Akl o X EROF 5
PRE T o7, BKZ 160mg Q4W FETRD LN BRF LICR ST AEFRDIZ &
A EDERIFIERIE TH -7, BKZ 160mg Q4W £ED 1 4178 Hy ‘s Law DFENE (ALP 23
FEVEREPH _FRRIE O 2 5406 T ALT XUE AST ASIEYERIPH ERRMED 3 521 B2k e Y
Ve HEERIDH EIRME D 2 5L 1) 12R%Y Lk z ik L7,
EHIMORER P ILICE > 7oA EFRORIRITE . 4 BKZ 160mg Q4W # 3.1%
(22 f5) KON ADA BE5.7% (8 #) Th o7z, 2 FILLEICFED HiLiz PT Id, ez
KT b e—MREER (W h 4 BKZ 160mg Q4W B, 261 (0.3%)] Tho7z, 1F
EANEDORBFILICE S T-HEFGIT 1 flOALORE T, ®E SN T-AEFROFESE
WAREFRD Hivie o7z,

REICE->-HEEZR

SRR B E I PBO/BKZ 160mg Q4W FED 1 5 (0.4%) (ZAELE WA S 47,
MR E L 2O ARANBETHY  FETICESTmHEFERGRLE LTS 7 HKT X
DAMEMEY 3 > 7 DRBL LT, AREGIIIRERIE & B L &l S 7z,

G EELLFESIFE PBO XTHEEER (PA0011 3B (UNEANT—ZEte) U

T H N
FEHR IREWERCRERAEI R 2 B T D BRE 2RI, EAXRA~T (BKZ) %
16 B[E TG LD F 2% PBO & LikT 5
Gl e SMBIER, “HEER, F{EA{L, PBO KK
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¥

RERTT 5

AR~ DS @ & HI S -8R 1L, BKZ 320mg Q4W ¥ 3%
PBO #£1Z 2 : 1 OFIEG CTHIESIZHIV T, AT LB G LT,

R ITEUT I > TUTFOWT N o&k 55251 7=,

+ BKZ 160mg Q4W ## : BKZ 160mg % Q4W TR T 54 %

*PBO % : PBO % Q4W TR F59 5

1

AR T, kG &CHIT S TR 1XIEE MmOk RER (PA0012 3R
BR) ~oO&n%E R & Lz, PA00I2 BRERICSINT AHE5RE 1L, ARBROZ
MBI B X IR LA o T,

Bl

e R BRIIR 37 B R
A7 Y—= 7 : 14~35 B, 1R : 16 @R, ZaMtEuii
AR - TRBR IR S 20 R I 2 2B A kBt % 2kt

ISES

1~2 #|0 TNF o FLEHZ TR TR0 7 iG B IR st B A 4
BE

e $

TEENME LRI B 400 1
HEIE AL

+ BKZ 160mg Q4W #£ 267 f4il

+ PBO #¥ 133

B

1) 18 kLl LD B K O i

2) WLREMERIHEI A DAY MEFEUE (CASPAR) 123 < iG B REMEME BT & D2
Wrz A L, ERBEEED 3 BIELLE R ONEIRB & 3 MU Lo

3) HEEMEREEJE UTELREDO WP T T D 1~2 D TNF o [HESK A
RAWTZIBBECRIRAR T4y OKRART 3 » AU LBEEIT > 2% 0%)
BERERA5) IARMETH -2

FHIEEE | A

FERHEER -
+ Week16 ¢ ACR50 =
BIUGHIE R -
« Week16 ® HAQ-DI D~_— 2 T A L nE DZEAL
+ Week 4 TN 16 @ PASIOO B [N— R T A KR EFE (BSA) 12%f
T2 R OIR A RS DEIA DS 3%LL_E O RLREE A9 5 R 23 %t 5]
+ Week 16 OffiZM 36 HEHFIAZ (SF-36) OHEIRIEY~ U —
(PCS) A AT DN—RF A L nbDEEA
+ Week 16 Oip/NEBIGEME (MDA) =k
+ Week 16 ™ ACR20 th R
+ Week 16 ™ ACR70 th R
- Week 4 Je OV 16 IZERTNZ & 2R IGA) 2 =730 (JHEK) XX
1 (ZIFWHER), »ORX—R T A D 2 BFELL FdcE L= oEl&
(R—R T A NTHZ BSA 3 3%LL EORHEZH L, IGA A7 232 LA
OB DI E)
« Week 16 D PtAAP D_X— 2 5 A D DAL,
+ Week 16 @ Psoriatic Arthritis Impact of Disease-12 (PsAID-12) #8227 @
NR—=R T A 2N DL

R
g
=3

FARFHMEEE -

CTRBRIEE S RICRBL LA EERORIR
R BRI LT EE A EERORIR
RO H ICE o A ERS
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V. aRICEAT 4HE

HAH

¥

WERHARHT 7 15

FEFMIE B O OBIREHIE B OMFHENT L, ZEEEZEB L, il

A EAKAE 0.05 T, BEEFEEZHANCTZ 7 IV —U4 XO% 1 @

M|AEbar ha—L LT,

BKZ & PBO DHEIZEET 2T Tz, mifllA E/KAE 0.05 THRE L7,

TERHMEEE -
FEEHMIA H 1L Week 16 O ACRS0 =R TH VY, FEMENTII RS & %515
\CHEA estimand 2T L7, #4 estimand I3, ACR50 LERDN—RF
A 0B DEFIRIINCER D & 2808 K R HNEE R L3720 2 & Of A4
Gl Uiz, FATT 2 FHERBTD 5780 Week 16 DRFIT —
FOHBERBEOTNTOTF—H1L ) v VAR Z—& LTHisE LT,
Z OfSEIEIE, #EK D non-responder imputation (NRI) # & JEEL L CTuhz,
0P AT 4w 7 ARET L& VT Week 16 O ACR50 tEER~DIEE
R ETME LT, ZOFEFTMUTEEDNE L L CORIREE DT,

B E
BIIVREFATE H1X RS ZxtRICEdT L=, BIRFFEIEE © 5 b LK
(BEEKOHEES) 12, FEFHMEEE O EEMN T CERL7=D LR UHE
4 estimand % AV 2, FEFHGEB O FEMAT & [F U NRI {EZ2 H W
KIPNT — B D58 K OFEATE T DR ET Shu, BTSSR RREIR L
7o BIWRFHBEEE © 5 bk 22403, FHllZ & L 72 hypothetical
estimand % F O CREG L 72,

(A 2ht)

<EEFHEER >

Week16 @ ACR50 2k ==

Week16 @ ACRS50 d#5:(% BKZ 160mg Q4W #¥ 43.4% K% T8 PBO B 6.8% CH Y, &
HRER O ZEIHFH FHINCH B DERBICER O H 572 TH Y | PBO #EIXT 25 BKZ
160mg Q4W REDEEMENFRD H v (p<0.001) . AFRRER O T H HITER Iz,

Week16 > ACRS50 B3E%-RS (NRI)

PBO BKZ 160mg Q4W #¥
N=133 N=267
ACRS0 B2 (%) 6.8 43 .4
T Lo MeERE (%) @ 43 33.3
95%(5 8 X ] 2.0,8.9 24.8,43.1
PBO BEIZXI 9% 7 - 29.028
95%(5 8 X ] - 21.874,36.183
PBO BEIZXI9 54w XL b - 11.139
95% (5 FE X [t - 5.402, 22.969
p i - <0.001

a B GEE, JATT 2P TNF RO, ROMURZ R E L D27 ¢ v 7 BIRSHTIC K0 BB LT 95%(5 1

P fi 2

b Ay X, S%EIKE, KU p xR e 22T ¢ v 7 R & 0 B
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<BIREFEIEE >
Week16 @ HAQ-DI B UL SF-36 M PCS RA 7 DAR—R 54 UhbDEILE
Week 16 @ HAQ-DI D_—RZ T A )b O O EIL, PBO #-0.0701, BKZ
160mg Q4W ££—0.3751 TH - 7= (p<0.001),
Week 16 0 SF-36 O PCS A 7 DX—A T A LG OO, PBO Bf 1.413
&l LT BKZ 160mg Q4W #f 7.258 TR E <, BEREM O ZITHE FZICA &
(p<0.001) M OERKRMICERODH L2 QKA MNE) Thol,

Week 16 ® HAQ-DI }2 T} SF-36 @ PCS A 27 MDX—A T A b DIE{L—RS (Reference-Based MI)

PBO ## BKZ 160mg Q4W H¥
N=133 N=267
Week 16 D HAQ-DI D_— X 5 A L b DAL,
E (FEHERAE) -0.0701 (0.0432) -0.3751 (0.0286)
PR IME, RKE) 0 (—1.520, 1.525) —0.2521 (—2.250, 0.750)
TN DR REEERRE) @ 0.017 (0.050) —0.310 (0.038)
PBO RHIZKI4 5 7% - -0.326
95%(5 5 X ] - —0.420, —0.233
pfE - <0.001
Week 16 ® SF-36 O PCS A7 D_— AT A )b DAL
FEIE (BEAERRZE) 1.413 (0.714) 7.258 (0.531)
R IME, RKE) 1.226 (-25.53, 33.43) 6.830 (—13.13, 36.15)
TN DR REEERRE) @ 0.134 (0.876) 6.171 (0.675)
PBO REIZKI4 5 7% - 6.037
95%(E 1 X M - 4.386, 7.688
pfE - <0.001

a BEEIE. JATT HH0 INF A0, RO EZER L L, N—2 T 1 UROELIEREE L7z ANCOVA (2K
D R

Week16 0 PASI90 ZERE (R—R 54 VIZHRZE BSA N LU LD EEET HBEBED
AHFER) KB MDA FERE

N2 T A NTIRZE BSA B 3%LL EORSEE A3 D HERE D I A KB Week 16 D
PASIOO %2R & 7 L 72, Week 16 @ PASIOO %313, PBO Af 6.8% & Hils L C BKZ
160mg Q4W #f 68.8% T < . #HHER O ZEITHEI FHIICH BN OEKMICEROH 5
2= Th-o7 (p<0.001),

Week 16 & MDA = #1%. PBO Bf 6.0% & Lbifs LT BKZ 160mg Q4W £ 44.2% TH
< BHEROZIIHEFHEICH B SHIKRNICEZOH 52 Th o7 (p<0.001),
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Week 16 @ PASIOO0 K= K& TN MDA #%2-RS (NRI)

| PBO it | BKZ 160mg Q4W A¥
Week 16 @ PASIO0 EERRZE (N—R T A VITHHZE BSA 23 3%LL EOREE 3 2 RE O 4515
N 88 176
PASI90 R (%) 6.8 68.8
R L T AR (%) @ 53 62.9
95% {5 FE X ] 2.1,12.8 49.5,74.6
PBO BEIZ K4 53 - 57.596
95% (5 FE X [t - 47.567, 67.626
PBO BEIZXf9 54w XL b - 30.237
95% (5 8 X [t - 12.365, 73.940
p i - <0.001
Week 16 O MDA FERE
N 133 267
MDA ZEKZ, n (%) 6.0 44.2
AR L T R (%) 4.6 38.8
95%(5 5 X ] 2.1,9.7 29.6, 48.8
PBO #EIZKI3 % 2 - 34.172
95%(5 5 X ] - 26.129,42.214
PBO BRIZKIT DA Xt b - 13.089
95%(5 5 X ] - 6.119,27.999
p fE - <0.001
a e GRE, AT THPLINF AIOMH, ROHBEZERE Lica P AT 4 v 7 FIRSHTIC L0 AR L O 95%(F 17
X [ % B H

b Ay R, 95%EFEXM. KW p A FERICE VAT ¢ v 7 BIRSHTIC L 0 R

(2 4hE)
BRELHESHY LHFESN-FEER

AR CRD LI IRRE L B b 0 L SN A EFROREBRIT, PBO

(3.0%. 4 1) & iz L T BKZ 160mg Q4W £t (13.1%. 35 fl) TEh-o7m,

AR TRD ONIIEBRIE L BE L D LB SNT-AFFELROI L, &b I AL
NPT IXARED X FETH U | FEBLIEIT PBO B (0%) & ik L T BKZ 160mg Q4W
B (22%., 6 6) THEEMIZED -T2,

EELGHEER

KRR TR DN H B A FHFR ORI RITEMAEITIL . BKZ 160mg Q4W F
TORRBD LIz, BB THIE L7 100 NMEHTZ Y OEE LA EFSREBRIT
fmzwmyywﬁimmmAET%otomgum@Quwﬁwsﬁ(m%):5#
DOHEELRAEFRR (BAZE, JUEIR. ik, BEHRE R ORHEERE, & 1 4F) 2
RO BT, 2 BILL EIZRO b N BERAFFRRII R ol WTNOERERERAEHSR
L HIRERSE & B U &I Sy, R IR ST EE Th o 72,

BERILICE-HEER
KB Tl BKZ 160mg Q4W #ED 2 6] (0.7%) 12 2 tEDikBRP I E » - A EHS
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V. ‘aRICEAY 5HE

(DR OARES P HIE, & 1) DBRBO LN, WITNORES S EERE L%
FET, BIFIIMEE Ch o=, AL U UAIEITIRBRIEKE EEESH Y . ONRITTERREE &
BEEE R L &l S -,

REICES-HEER
AR TITFH T DOHE L o7,

® EELLFESIIFE PBO X HREER (AS0010 35R) (UMEATF—ZGie) 1B

HAH

NE

FEAR

X BB 2 72 S 2R B ARSI HERI S 2% & 9 DB & x4
2, EAXX~T (BKZ) ZETHE LI-ROFZMEE PBO & g9 5

BT A

ZhtiadtF, —EEMR, EEXL, PBO AR

RERTT 5

ﬂxaﬁ%ﬁmm’%ﬂmii@%&¥lJL:ﬁéht%}§Z%ﬁ%ﬂi BKZ 320mg Q4W #3013

PBO #£IZ 1 : 1 OFIEG THIESIZHIV T, AT LB G LT,

BRI B qzéofkf/\ﬁ;ﬁf'ﬁ WU T OWFNN0BEE 2513 72,

+ BKZ 160mg Q4W #f : 1AM %18 L ¢ BKZ 160mg % Q4W T &5
ERS)

+ PBO Bf : “EHEBRYIMIC PBO 25 L, MEFFIWIRIIC BKZ 160mg Q4W
TR T&EET S

AFRERD Week 52 25T L. BERIUIBREIK DB G2 T 1k L7270 - k8
F1x. BKZ & W35k 538 (AS0014 3ABR) ~D& g L
L7,

Bl

R UBRIIE 73 )

A7 Y —=2 7 14~35 B, JEHRHIR - 52 WA (CEERESH
i 16 R, MeReHIf 36 W) . ZatEBRFRARIN - RBREREKE S 20
% IR MBSk 2 Eh (AS0014 FRBRIZSNN L 72 WA O
)

KES

X BRIEUE AN 7o & TR B M A HE B A

A K

k% k%

B
X MREAE R T S 72 O IR TR P F HERR A6 FB
HEIE AL
+ BKZ 160mg Q4W #£ 128 il

« PBO #f 126 f51]

254 31

Ep UL e

1) X $REMEE R SO RN CRIE L7 IR By AR HE R S R &
%# (0~10 ™ NRS T BASDAI A= 7 78 4 LU b, M 2oFKHER A 27 M
4 LL LoD ASAS S ML MEICRE YT 5 #)

2) A7 V== 703 » AU LD MIENE R A AT 0%

3) IEEYMEIREIME A HERI i % D IR DS 45 AT Th O F

4) ASAS/Outcome Measures in Rheumatology Clinical Trials (OMERACT) &
TR T DAGBIEI R R A 7 Y — = Z WD MRI CTROBN S, X
IXCRP EAMRRBDOEND T EMnD, BERICRIEZF T 2 Ll s
RE

5) X#HENE (GET= = —3 — 7 JEHE) 1SS T 2GR R A eV
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HH

AT F

Gl

2

PE

FERMEEE

- Week16 O ASAS40 ciE#

BIREIAME A -

- JESFHIEIR T (INF) o PREIKIC K 2 16580 2 W 128 1T 5
Week 16 @ ASAS40 i3t

+ Week 16 @ BASDAI A 27 DR—RA T A )b OELE

- Week 16 7 ASAS20 ci 4

+ Week 16 @ Assessment of SpondyloArthritis International Society partial
remission (ASAS-PR) JEKZE

* Week 16 @ Ankylosing Spondylitis Disease Activity Score major improvement

(ASDAS-MI) ERH

- Week 16 1 ASASS5/6 R

* Week 16 @ BASFI A 17 D_—RA T A L inh DE{LE

* Week 16 O NRS (ZHAD S HEDFHEIEA 2T DR—=A T A b DK
b

+ Week 16 @ Ankylosing Spondylitis Quality of Life (ASQoL) A =7 dD~X—
AT A inh OB E

- Week 16 Ofiii 571 36 T H EHEHAZE (SF-36) OHRRIMIE Y~V —=
a7 (PCS) OR—RATA b DL

+ Week 16 @ Bath Ankylosing Spondylitis Metrology Index (BASMI) Rz =7
DR—AT A Vb OEAE

s N2 T A N EFEEREH T DHEE 2T D Week 16 O Maastricht
Ankylosing Spondylitis Enthesitis Index (MASES) D X—ZZ A )b D
P (s

N R T A NN E R E AT D PIRAEZIB D Week 16 IZAF A AR
I L7 oF G (MASES (255 & 3FAf)

R

g

TR HlEA -

c TRBER GRICRBL L A EFROREBR

c TRBREER SR IR BL L - HE R A ERRORBE
AR OE E I E S T EER
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V. ‘aRICEAY 5HE

HAH ¥
WERHARHT 7 15 TR B K O 2RI REARIE B OREHRITIZ, ZEEZEZE L, mfl

BKHE 0.05 T, BEEEFEEZHNTTZ 7 IV —UA XDF 1 MOEAR

Zayhka—)L L,

FEFHEA -
FEHFEMTE B 1% RS X GUIAIT L7Z, MRICRP 17 =2 U — K O ©
PR U7 . BKZ OIRIESNR 2 MET Lz,
K fiE % non-responder imputation (NRI) L CHliZE L7z, HHIFG (Week
16 LV aioAE bRV RE L) DBEOT—4% ) VL AR X —
LLTHIE L, ZOMORANEIZONTS /) v L AR F—E LTHi
5e L7,

BIVREHME A
BIREFAIE H 1 RS & 58I fRbT L7,
FRCRLHEOZRWIRY | AR OMEHTIZIE NRI &4 IV B2 5o
FRMTIZ 1T reference-based 22 EHC A (MI) 5% FV 72, Reference-based MI
TiE, FRIESR (Week 16 & 0 RTOHH &2 b2 Wb F k) o2l
B ORRT — X F3FOEEHEH L KAESUITRERO H 2 #i5rE
DT —ZIZONTIX, PBO FEOHEE T — & i b FH1% T 5547 % HE
E L, FHTUSM» /LN DEEOMEE V- MLET L CHISEL
72
MASES DX—2 7 A )b D2 iiE ML CTHiSE L7z, 34 [Week
16 LVaioFEFES GECE2ET) IR L2 EEH1E]
PBDT =213 v VAR F—L LTHE L, EOMmoXHIEEZ MI
ETIVTHIFE LT,

CH2IE)
<EEFHEEE>
Week16 0> ASASA0 B &

Week 16 O ASAS40 #5313, PBO #f 21.4% & iz L T BKZ 160mg Q4W F¥ 47.7%
TEL . SRS B OBERINCE RO B HENRD L (p<0.001),

Week16 0 ASAS40 i3 -RS (NRI)

PBO #f BKZ 160mg Q4W H¥
N=126 N=128
ASAS40 EE (%) 21.4 477
AL TodaER (%) @ 20.4 47.4
95%(5 FE X ] 13.5,29.7 37.3,57.7
PBO BRIZKIT 5 A > Xt b - 3.51
95%(5 5 X ] - 2.00, 6.16
p fiE - <0.001

a #5HE, MRICRP 7 2V —, ROMUKZER & Li-a P AT ¢ v 7 BRSSPI X 0 eER LD 95%(F XM
o
b Ay R, 95%EFEXM. KW p A FERIC R VAT ¢ v 7 BURSHTIC L 0 R
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<BIREFEIEE >
Week16 @ BASDAI X237, BASFI 237, NRS [ZE D<K HREDEHHEA 7. ASQoL X
a7, RUSF-36 D PCS DR—R 54 UhbDELLE

Week 16 D BASDAI A 217 DR—Z T A L7 b DD O/ 3L, PBO B
—1.55 L b LT BKZ 160mg Q4W #£-3.07 TR &<, MaFMICHERENRD LR
7= (p<0.001), Week 16 @ BASFI 2 37 DR_X—Z T A LB DD Dfse/ s T Sl
%, PBO #£-0.91 & LL# L T BKZ 160mg Q4W #£-2.39 TR &< | M FHMICHE /22
NRD BT (p<0.001), Week 16 O NRS (ZHS < HMDFEHEF A 27 D_R— R F A
VD O O/ N g AL, PBO #E-1.71 & bl LT BKZ 160mg Q4W F-3.51
TREL, HHFEMCHEZRZDRD Bz (p<0.001), Week 16 @ ASQoL A =217 ™
N—=2 T A B DWW D/ " FEEEIT, PBO #$-2.30 & Hfg LT BKZ 160mg
Q4W Ff—4.94 TR =L, MEMPIICHERZENRD bivle (p<0.001), Week 16 @ SF-
36 O PCS D= T A )b OO E/N_FeV-EfEIL, PBO B 536 &g L T
BKZ 160mg Q4W #£ 9.32 TR & | MEMFRICHERZENZE D bivlz (p<0.001),

v

Week 16 ® BASDAI 2 =17, BASFI A =17, NRS (23 < R OFHIE A 27, ASQoL A =17,

KON SF-36 D PCS D_X—Z T A )36 DZE(E-RS (Reference-Based MI)

PBO ## BKZ 160mg Q4W H¥
N=126 N=128
Week 16 O BASDAI A2 27 D_X—R 5 A L7155 DEAL
SRE (B E) —1.51 (0.18) -3.08 (0.20)
PR IME, KR —1.17 (-6.5,3.6) —-2.91(-8.1, 3.0)
TN RSB EE R E) @ -1.55(0.22) -3.07 (0.21)
PBO REIZKI4 5 7% - -1.51
95%(5 5 X ] - —2.04,-0.98
pfE - <0.001
Week 16 O BASFI 2 a7 D_R—RZ 5 A b DAL
SERE (B E) -0.98 (0.18) -2.53(0.21)
PR IME, KR —0.67 (—7.4,3.0) —2.46 (—8.5,4.6)
TN RSB EE YRR E) @ -0.91 (0.22) —-2.39(0.21)
PBO RHIZKI4 5 7% - -1.48
95%(E 1 X [H - -1.99, -0.97
pfE - <0.001
Week 16 ® NRS IZHEDS RHOFEHIEA T OX—R T4 b OEL
EE (FEHERAE) -1.7(0.2) -3.6 (0.3)
Pl OeIME, KR -1.0 (-8, 4) -3.6 (-10, 5)
TN RSB EE R E) @ —1.71 (0.27) -3.51 (0.25)
PBO REIZKI4 5 7% - -1.80
95%(E 1 X [H - -2.42,-1.18
pfE - <0.001
Week 16 D ASQoL A 7 D_— R T A L )b DAL
EE (FEHERAE) 2.5 (0.4) -5.2(0.4)
Pl OevIME, KR -2.0 (18, 6) 4.7 (-17,5)
I/ N R E (R R E) @ —2.30 (0.43) —4.94 (0.42)
PBO REIZKI4 5 7% - -2.63
95%(E 1 X [H - -3.66,—-1.61
p fE - <0.001
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AEICEEY 5IEH

Week 16 @D SF-36 @ PCS D~_— 25 A b D24l

PME (FRTERSE)
e R/ ME, RAfE)

5.489 (0.692)
3.804 (-9.87, 33.81)

—9.513 (0.742)
—8.270 (=6.40, 39.45)

/N R E (R YRR E) @ 5.36 (0.79) 9.32 (0.76)

PBO BEIZ K4 534 - 3.96
95%f5 8 X ] - 2.08,5.83
p & <0.001

a # 58, MRI/CRP 77 = U — KROME A B & L,

NR—R T VEOEA LR L L7z ANCOVA IZ X0 B

Week16 D ASAS20 EZ. ASAS-PR ZFER(E., ASDAS-MI :ZRLE, ASASH/6 ZFERLE

Week 16 @D ASAS20 313, PBO #f 38.1% & ik L C BKZ 160mg Q4W #F 68.8%
T < | FRHFRICA B2 ZEZ0GR0 BTz (p<0.001), Week 16 D ASAS-PR R IT,
PBO #f 7.1% & bl L T BKZ 160mg Q4W #f 25.8% T < . MelFHINCH B2 EZDRD
5 A7z (p<0.001) , Week 16 D ASDAS-MI Z5% 13, PBO #f 7.1% & thiz L T BKZ 160mg
Q4W Bf 27.3% T < KA FHICAH B2 22088 b7z (p<0.001) , Week 16 D ASAS5/6
EERERIZ, PBO BE 20.6% & Hifis L C BKZ 160mg Q4W £f 45.3% T < . #at#AcA

BRZENRD bz (p<0.001),

Week 16 D ASAS20 thER, ASAS-PR EEZ, ASDAS-MI #% 2. ASAS5/6 E=—RS (NRI)

PBO #f BKZ 160mg Q4W H¥
N=126 N=128
Week 16 D ASAS20 thER
ASAS20 HER (%) 37.8 69.2
AR L 7ot R (%) 37.8 69.2
95%(5 5 X ] 28.4,48.3 59.3,77.6
PBO BRIZKIT 5 A4 > Xt b - 3.69
95%(5 5 X ] - 2.17,6.26
p fE - <0.0001
Week 16 ™ ASAS-PR LR
ASAS-PR EFHE (%) 7.1 25.8
R L T AR (%) @ 7.5 26.9
95%(5 5 X ] 3.8,14.5 18.7,37.1
PBO BEIZXf9 54w XL b - 4.52
95% (5 8 X [t - 2.06,9.93
p f& - <0.001
Week 16 D ASDAS-MI AL R
ASDAS-MI ERE (%) 7.1 27.3
R L T AR (%) @ 5.7 24.6
95%(5 8 X ] 2.6,11.9 16.0, 36.0
PBO BRIZKIT 5 A4 Xt b - 5.43
95% (5 8 X [t - 2.41,12.23
p fiE - <0.001
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Week 16 D ASAS5/6 LR
ASASS/6 FEEEE (%) 20.6 453
R L T AR (%) @ 20.8 46.5
95%(5 8 X ] 13.8,30.2 36.4,56.9
PBO BEIZHI9 54w XLk b - 3.31
95% (5 8 X [t - 1.87,5.84
p fE - <0.001
a 58, MRIUCRP 7 2V —, MUOMIKZERNE Liza P RT 4 v 7 BRSO & 0 iR FERER K T 95%
B M 2 5

b Ay X, S%EIKE, KU p zFRIC e 22T ¢ v 7 R & 0 B

<ZDHOFFHHEER >
Week52 0 ASAS20 K UF ASAS40 gt =
BKZ160mg Q4W AED ASAS20 K TN ASAS40 L3R 1T Week 52 £ CTHRICUEE 721

WENHERF S LT,
Week 52 @ ASAS20 }2 TN ASAS40 3R
ASAS20? 73.4(94/128)
ASAS403 60.9(78/128)

a Non-Responder Imputation % FHVN"C K I 4 fifi 5

(Z24hE)
BRELEHESHY LHEIN-FEER

T HERYIB ORI L BEE S D LW SN oA EERORBIEIT PBO B (14.3%,
18 ) & ki L C BKZ 160mg Q4W #f (25.0%., 32 f) TE-7z, —HERWIKO
IRBRIE L B V) LI SN EFRL TR S L < A BT SOC IE NEYYER LUV
AEHUE | CTh D FEBLEIL PBO B (8.7%. 11 i) & bk L C BKZ 160mg Q4W #% (14.1%.
18 f5l) THEid -7z, BKZ 160mg Q4W BETHc S L < SO T-IRBRIE L B H 0 & kT
SN PTIEL. AWED P FIE (3.1%., 441) THY . WWCTEMFHBAZR K O GBI G

(WFHL b 2.3%, 3#) Th-olz, PBO BETIEBIK L B b 1 & i S 7z PT D%
BRI, WINLh 2% K Th o7z,

SHMICRD ONTIRBRIE L BEH Y L HW S NG EFLORERIL, 4 BKZ
160mg Q4W #£ 31.9% (224 f3]) Th o7, EHIRHIIRO LT IRRIE L BEH V &
Wran/-AEEFRDH> L, 4 BKZ 160mg Q4W BTl K< AN PT (X QED
UHRE (29 ], 4.1%) TH D | WO TEIFFAZR (22 1], 3.1%) KO ERGERYG: (21 4,
3.0%) Th oz,

EEGHEEER
THERMBOBEELGEFLORRERILR -2, EELAEFSIT BKZ 160mg
Q4W BETITRRD LT, PBO BED 1 (0.8%) \ZEERIE A 2SR bz, AFROE
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V. ‘aRICEAY 5HE

JEEEIIEETH Y, IR BER L LS, BBRPILICES o 7o, d8RIE
EETH-T,

MO BEE L2 EEZORIIEIL33% 86 LK o7-, MR 2 BILL E#
HENTZ PTHIOEERAEERER I o7, ABERLOHEO BETE (%114 %
frE . WIThoOEEZRAGEES Y Week 24 TRIHSEET — 4% B v A 7 RERORIF I
B Chotz, WMEOAEITA, FIEkOERMEEEEOEELIIRETHY, Z0D
MOBEELAEFRZOBEEIIPEE CTH -T2, RBRFILICE>HERAEFRIT
2o T,

BERIFIZE>-HEER

CHEERMBEORERP LICE S - AEFROBBIEIL, BKZ 160mg Q4W i (1.6%,
2 %) K OYPBO B (4.0%, 56) CTHIIEN-72, “HERMIMIZ BKZ 160mg Q4W #f
TROONTRBRF ILICE - FEHER (PT) TR EZNRHMERT (9o & B
L2V ROVFEMED 0 (%5 161, 08%) Thoiz, —HERMIMIZ PBO B TR
SN P IICE > T2 A EHESL (PT) 115 E 9 R K OKSHHEZFHMIET (95
B L2y (% 26, 1.6%) W ONCIEEMEREZE (161, 0.8%) TH-o7-,
Z2HIMOREBR P ILICE > T2 A EFERORIRIL 2.0% S H#1) &7z, HBH L
IZEST-AEFEFER (PT) FNEERAEL, 77 MBS, OFED O FE, BET
FIRHI R E (DO EBE L) KOEEMED N Th o7 (K 1#1, 04%), — &
BRI & OV IR RS AR E 2R 3N B 23 J8 B L 7 s 12, W b IBBR FE A
HEDREZIEVRRIED R G 2 F1k LT,

REICES-HEER
AR TITFH T DOHE Lo T,

@ EEHLFE S IFE PBO X HREER (AS0011 #ER) (IEANTFT—Z &te)

HAH ¥
FEAR IEEIWEREMETHER 2 A 2HRE 2RI, EAFX~T (BKZ) %
BTG LI DA 1% PBO & bl %
REBRT YA St dtF, —EEMR, EEXL, PBO AR
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V. aRICEAT 4HE

HH

=

¥

RERTT 5

AR~ DS @ & HI S -8R 1L, BKZ 320mg Q4W ¥ 3%

PBO BEIZ 2 : 1| OFIG CTEREAIZHI VT, LTOLBYEE L,

BB LB T ISR > CHEAHBICLL TOWTNr 0552511 -,

+ BKZ 160mg Q4W #¥f : 1AM %3 L ¢ BKZ 160mg % Q4W T &5
T5

- PBO #f : “EHEBRIMIC PBO 25 L, MEFFHIMIC BKZ 160mg Q4W
TR T&EET S

AR D Week 52 252 T L. iBRTITIEBRIR OB 5% H 1k UZg ) - 7o 45k
#F1X. BKZ & W35k 538k (AS0014 3ABR) ~DO& & L
L7,

Bl

e RERIIR 73 B R

A7 Y —=v 7 2~5 . TR 52 @ (CEEMREME 168
M. HEFFHAR 36 M) . REMEBHGRAMN  IABRERR&ES 20 HM%
W2V BHEA R 2 i (AS0014 FERICESIN L 722 W HEERE D &)

KES

TEEMERE M HER B

A K

TEEMESRIE T HESR BE 332 4
HEIE LB

+ BKZ 160mg Q4W £¥f 221 {3

- PBO Ff 111 f

Ep UL e

1) 18 &l L B K O

2) HRFHLICHE S X BATRORE, 3 » A LLEORER O K OFIE
RN 45 RS OWE =2 — I — 7 FLUE (1984) 12XV, IREMEEHE
REeATDLEEHSNT-E

3) FEENOEEOIEEMMEREEEHEREZETHE (R—2A T4 D
BASDAI 227, K OHEHERR DIEIZ T 5 BASDAI O 2 @ 0~10
O NRS 23, Wb 4 L)
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V. ‘aRICEAY 5HE

HH

AT F

Gl

7,

S

FEFHmEA -

* Week16 O ASAS40 ti#EH

RIUGHEE A -

- FEFFEESEIN T (TNF) o RERIC X 2 BB 22 W BRE IC BT 5
Week 16 © ASAS40 S

- Week 16 O ASAS20 St

* Week 16 @ BASDAI 2 27 DR_R—2F A L inh OEALE

+ Week 16 @ Assessment of SpondyloArthritis International Society partial
remission (ASAS-PR) EjkE

+ Week 16 @ Ankylosing Spondylitis Disease Activity Score major improvement

(ASDAS-MI) EpHE

- Week 16 O ASAS5/6 ERLH

* Week 16 @ BASFI 2 27 D_—2 5 A b OE{LE

* Week 16 O NRS (ZHAD KR DFHEIEA 2T DR—=A T A b DK
b=

+ Week 16 @ Ankylosing Spondylitis Quality of Life (ASQoL) A =7 dD~—
ATA D DOELE

- Week 16 Ofifi 5 36 T H R A ZE (SF-36) OF REIAIE~ U — =
a7 (PCS) DN—ATA b DELE

- Week 16 @ Bath Ankylosing Spondylitis Metrology Index (BASMI) Rz =7
DR—=RF A b OB

c NR=R T A NMTEHREHT T HHRF I T D Week 16 @ Maastricht
Ankylosing Spondylitis Enthesitis Index (MASES) D X—ZXZ A 6D
b

N R T A NNEIR AT D HIRE I D Week 16 (AT ERR A
THE L7 OFlE (MASES (285 & Fiff)

R

g

TR HlEA -

c TRBER GRICRBL L A EFROREBR

c TRBREER SR IR BL L - HE R A ERRORBE
AR OE E I E S T EER
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V. aRICEAT 4HE

HH aLs
HEEHARAT 7 15 LR F R O AR B H ORI, 2 EMEAE S5 L, m

BKHE 0.05 T, BEEEFEEZHNTTZ 7 IV —UA XDF 1 MOEAR

Zayhka—)L L,

FEFHEA -
FEHFEMTE B 1% RS X GUIAIT L7Z, MRICRP 17 =2 U — K O ©
PR U7 . BKZ OIRIESNR 2 MET Lz,
K fiE % non-responder imputation (NRI) L CHliZE L7z, HHIFG (Week
16 LV aioAE bRV RE L) DBEOT—4% ) VL AR X —
LLTHIE L, ZOMORANEIZONTS /) v L AR F—E LTHi
5e L7,

BIVREHME A
BIREFAIE H 1 RS & 58I fRbT L7,
FRCRLHEOZRWIRY | AR OMEHTIZIE NRI &4 IV B2 5o
FRMTIZ 1T reference-based 22 EHC A (MI) 5% FV 72, Reference-based MI
TiE, FRIESR (Week 16 & 0 RTOHH &2 b2 Wb F k) o2l
B ORRT — X F3FOEEHEH L KAESUITRERO H 2 #i5rE
DT —ZIZOWTIX, PBO BEOHEE OF — & b F1 T oA & He
E L, FHRTUSMA» /LN DEEOMEE V- ML ET L CHISEL
72
MASES DX —2 7 A )b D2 b iIE ML CTHiSE L7z, 54 [Week
16 LVHiOFEFER GECE2ET) IR L2 EEH1E]
DBDT =413 v VAR Z—L LTHiZE L, OO XKHEIEZ MI
ETVCHTE LT,

CH2IE)
<EEFHEEE>
Week16 0> ASASA0 B &

Week 16 O ASAS40 e 1%, PBO #f 22.5% & iz L T BKZ 160mg Q4W #f 44.8%
Tl FEHEMIICHEENSBEMICERDOH 2 EZ1RBO 5 (p<0.001),

Week16 0 ASAS40 i3 -RS (NRI)

PBO #f BKZ 160mg Q4W H¥
N=111 N=221
ASAS40 tEE (%) 22.5 44.8
AL TodaER (%) @ 19.8 41.5
95%(5 FE X ] 12.9,29.2 33.3,50.3
PBO BRIZKIT 5 A > Xt b - 2.88
95%(5 5 X ] - 1.71,4.87
p il - <0.001
a #5HE, MRICRP 77 2 —, RUOMUKZER & Li-a P AT ¢ v 7 BRI X 0 eER LD 95%(Z X M

%
b Ay R, 95%EFEXM. KW p A FERIC R VAT ¢ v 7 BURSHTIC L 0 R
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V. ‘aRICEAY 5HE

<BIREFEIEE >
Week16 @ BASDAI X237, BASFI a7, NRS [ZE D<K HEDEHEA 7. ASQoL X
a7, RUSF-36 D PCS DR—R 54 UhbDELLE

Week 16 O BASDAI A 217 DR—Z T A L7 b DD O/ 3L, PBO B
—-1.70 & b LT BKZ 160mg Q4W #$-2.74 TR &<, M FMICHERENRD LR
7= (p<0.001), Week 16 @ BASFI 2 7 D_—Z 5 A LB DD Dfse/ s T Sl
%, PBO #£-0.95 & Lti# L T BKZ 160mg Q4W #£—2.00 TR & <, M F#MICH B2
DR BT (p<0.001), Week 16 O NRS (ZHS S EMDFHEF A 27 D_R— 2 F A
VD O O/ N R AL, PBO BE-1.71 & i LT BKZ 160mg Q4W Ff-3.51
TREL, HHFEMICHEZRZDPBO iz (p<0.001), Week 16 @ ASQoL A =17 ™
N—=2 T A B DD O/ ZFFEEIL, PBO #$-2.30 & g LT BKZ 160mg
Q4W Bf4.94 TRE L, FEMPHICHERZNRD btz (p<0.001), Week 16 @ SF-
36 O PCS D= T A b OO TN _FV-EfEIL, PBO B 536 Lk L T
BKZ 160mg Q4W #£ 9.32 TR &< | MEMFRICHERZENZE D bivlz (p<0.001),

v

Week 16 ® BASDAI 2 =17, BASFI A =17, NRS (23 < R OFHIE A 27, ASQoL A =17,

KON SF-36 D PCS D_X—Z T A )36 DZE(E-RS (Reference-Based MI)

PBO ## BKZ 160mg Q4W H¥
N=111 N=221

Week 16 O BASDAI A2 27 D_X—R 5 A L7155 DEAL
FEIE (FEAERR ) —1.89 (0.18) —2.90 (0.14)
PR IME, KR -1.90 (—8.4,2.5) -2.91(-9.1,2.7)
TN RSB EE R E) @ —1.70 (0.21) —2.74 (0.17)
PBO REIZKI4 5 7% - -1.04

95%(5 5 X ] - —1.48,-0.59

p fE - <0.001
Week 16 O BASFI 2 a7 D_R—RZ 5 A b DAL
SERE (B E) -1.09 (0.16) -2.53(0.21)
PR IME, KR —-0.99 (-5.5,2.8) —2.46 (—8.5, 4.6)
TN RSB EE YRR E) @ -0.91 (0.22) —-2.39 (0.21)
PBO RHIZKI4 5 7% - -1.48

95%(E 1 X [H - -1.99, -0.97

p fE - <0.001
Week 16 ® NRS IZHEDS RHOFEHIEA T OX—R T4 b OEL
FEIE (FEAERR ) -1.7(0.2) -3.6(0.3)
Pl OeIME, KR -1.0 (-8, 4) -3.6 (-10, 5)
TN RSB EE R E) @ —1.71 (0.27) -3.51 (0.25)
PBO REIZKI4 5 7% - -1.80

95%(E 1 X [H - -2.42,-1.18

p fE - <0.001
Week 16 D ASQoL A 7 D_— R T A L )b DAL
FEIE (BEAERRZE) -2.5(0.4) -5.2(0.4)
Pl OevIME, KR -2.0 (18, 6) 4.7 (-17,5)
I/ R EE (R R E) @ —2.30 (0.43) —4.94 (0.42)
PBO REIZKI4 5 7% - -2.63

95%(E 1 X [H - -3.66,—-1.61

p fE - <0.001
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V. aRICEAT 4HE

Week 16 @D SF-36 @ PCS D~_— 25 A b D24l

FEIE (FETERASS)
e R/ ME, RAfE)

5.489 (0.692)
3.804 (-9.87, 33.81)

—9.513 (0.742)
—8.270 (=6.40, 39.45)

/N R E (R YRR E) @ 5.36 (0.79) 9.32 (0.76)
PBO BEIZXI 9% 7 - 3.96

95%f5 8 X ] - 2.08,5.83
p i <0.001

a 58, MRI/CRP 77 23U — RUOMEZFKE L, X—RAT A VHEEOfEE AR L L7- ANCOVA IZ XV HH

Week16 0 ASASA0 thER (TNF o FAEEIZ &K BABRBRBEN R VHEREICHIT5)

TNF o BREFHEIZ K DIBFARERAN 720 W E 12351 5 Week 16 0 ASAS40 SR 1%,
PBO #f 23.4% & L L T BKZ 160mg Q4W £ 45.7% T < . S FHIICH B R =N
Do (p<0.001),

Week 16 D ASAS40 &3 (TNF o PHEIKIZ KL D I5ERERD 72 WERE 12610 5)

PBO #f BKZ 160mg Q4W H¥
N=94 N=184
ASAS40 tLFER (%) 23.4 457
AR L 7ot R (%) 222 44.4
95%(5 5 X ] 14.8,31.9 36.8,52.3
PBO BRIZKIT DA > Xt b - 2.80
95%(5 5 X ] - 1.59,4.93
pfE - <0.001
a 58, MRICRP 77 2V —, RUOHIEAZERE Liea V2T 4 v 7 BRSO & 0 SR % O 95% (5 HE X

R
b Ay R, 95%EFEXM. KW p A FRRICE VAT ¢ v 7 [BURSHTIC L 0 R

Week16 @D ASAS20 BzZE R, ASAS-PRZERLE. ASDAS-MI :EmZE, ASASSH/6 ERLZE

Week 16 O ASAS20 =%, PBO #f 43.2% & b#k L T BKZ 160mg Q4W #¥ 66.1%
T < MEHFANCAH B2 ZED RO HiL7e (p<0.001), Week 16 @ ASAS-PR =R 1T
PBO % 7.2% & L L C BKZ 160mg Q4W B¥ 24.0% T < . #at2mc foe%ému
57z (p<0.001) , Week 16 > ASDAS-MI Z5R 13, PBO B 5.4% & tbiz L T BKZ 160mg
Q4W Ff 25.8% T < \HEEHFINCAH E 2 203588 B L7z (p<0.001) , Week 16 D ASAS5/6
ERRERIL, PBO ¥ 18.9% & kit L T BKZ 160mg Q4W Bf 49.3% T < . et H

BN bz (p<0.001),
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Week 16 D ASAS20 =, ASAS-PR k=, ASDAS-MI EK ., ASAS5/6 #KZE-RS (NRI)

PBO % BKZ 160mg Q4W #
N=111 N=221
Week 16 D ASAS20 &R
ASAS20 B (%) 432 66.1
FHEE L T UGEER (%) 38.6 62.6
95% {5 FE X ] 28.7,49.5 54.1,70.3
PBO BEIZ*f9 54w XL b - 2.66
95% (5 FE X [t - 1.65,4.28
p fE - <0.001
Week 16 ® ASAS-PR JERR
ASAS-PR R (%) 7.2 24.0
AR L T R (%) 5.7 20.4
95% (5 FE X [t 2.6,11.9 13.9,28.9
PBO BRIZKIT DA > Xt b - 426
95%(5 5 X ] - 1.93,9.39
p i - <0.001
Week 16 ™ ASDAS-MI EERER
ASDAS-MI ERE (%) 5.4 25.8
AR L T R (%) 4.4 23.0
95%15 fH X 4] 1.9,10.1 16.2,31.5
PBO BEIZXf9 54w XL b - 6.47
95%(5 5 X ] - 2.67,15.65
p - <0.001
Week 16 D ASAS5/6 =R
ASASS/6 FEELEE (%) 18.9 493
R L T AR (%) @ 15.9 45.1
95% (5 FE X ] 9.8,24.5 36.6,53.9
PBO BEIZHI9 54w XLk b - 436
95% (5 8 X [t - 2.51,7.57
p fE - <0.001

a W5HE, MRICRP A7 I —, RUOMURZERK &L Lizu P RT v 7 [BRSHTIC & 0 @GR ERCR KO 95%

B & B

b Ay X, S%EIKE, KU p zFEKIC e 22T ¢ v 7 [Rs s & 0 B

<ZDHDFHEBIEE >
Week52 D ASAS20 B Tf ASAS40 e &=

BKZ160mg Q4W AED ASAS20 K& TN ASAS40 3R 1T Week 52 £ CTHICWEE -1

WENHERF S LT,
Week 52 D ASAS20. ASAS40 R
ASAS20? 58.4 (129/221)
ASAS40? 71.5 (158/221)

a Non-Responder Imputation % FHVN"C K I 4 fifi 5
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V. aRICEAT 4HE

(2 4hE)
BRELHESHY LHESN-FEER

“HEERUMOIRRE L BEESH U L SN AEREROBBLFEIT PBO #(17.1%.
19 #) & Heif L C BKZ 160mg Q4W ¥ (29.4%. 65 ) TrEr-7z, —EHEMRBKO
1RBRIEL B H V) LRI SN A EFER TR D L < A BT SOC IE NEYYER L OV
AMJE] THY ., BKZ 160mg Q4W FED 31 5] (14.0%). PBO BED 10 1 (9.0%) 127
W Bz, BKZ 160mg Q4W FE Tl b X< AL IRBRIE S B d 0 & fIlr S/ PT
EARED O FTERCER TH Y . WTiLh 8 (3.6%) IZiD Hitiz, PBO HE T
H I ALNTIRPIEEEES Y LTSz PT (X ERGERRYETH Y, 5 61 (4.5%)
WZRRO b,

ISR DN IRRE L B H 0 Ll S 7oA EFFII4 BKZ 160mg Q4W H
T 129 6 (39.1%) IZFE 8 BTz, TREREE & BEH V LW S 7oA HEFL TR £ <
F 572 SOC 1E NEYYER L OFARIE] THY ., 7841 (23.6%) (@O LN, 1A
B E B D ) L SN TAFFRR TR LA PT IR, ARED P FJE (17
Bil, 52%) THY ., KO TERIFSARK LN FRGEKY: (% 10 i, 3.0%) Thotz,

EEGHEESER

“HERIBOEESAEEFSORBRILE L, BKZ 160mg Q4W FED 4 451 (1.8%)
S OVPBO BED 1511 (0.9%) IZ7E 8 B v, —HEMRBIM O EE 2 G EFH5 T BKZ 160mg
Q4W HET 2 BILL By S a7z PT RO BEE R AFFLRIIR D> 7=, PBO FETIX, 2 f
L s Sz SOC KON PT B EERAFEFZIT R o1,

S OEER2AEFRORIEITL 6.1% (20 ) Ko7z, MM OEERAE
HLETRLELLS AONEPTIIAMTHY ., 341 (0.9%) ([ZRHD B, 3 Bilo KA
DT HIEERIE L B2 L (20O & BESH ) LSz, oMz, 2 41
UL EgE Sz PT BIOEE 2 HEFGIL e o Tz,

BEQIEICES-HEER

“EHERMBORERT ILICE > - AEEFROBIEIIIL L . BKZ 160mg Q4W FED 6
Bl (2.7%) 123D B AL, PBO BETITGRO bz o7-, —HERMIMICHRERT LIcE
STAERZEPRO LNWERE D S B, 1# (0.5%) (SRR IRICE > - BERAE
FHLEL LT ue—RBdobiviz, £72, 241 (0.9%) ICIHFEELFEFRLLE LTH
PHE LRI SRR (92 EBIE L72VY) 23D AL, Wi bIBBRFE R E O
EITHEWRBRIE D G- 2 1k L=,

M OB P IR ICE > 72 A EFZOREBRITX < . 42 BKZ 160mg Q4W FED 15 il

(4.5%) (2D BT, EHBORBR P ILICE > AEHEL TR L AL PT I
FEAHE PR E (5 O EBE L7evy) B 09%) THY ., KNTYZ rm—1F
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V. ‘aRICEAY 5HE

261, 0.6%) Th 7o, FPEZFHGIE T 2RI L7 3 Flix, Wi binBrEm T
B EHDOBEIEWIREREE OFe G2 ik LTz, oMz, 2 fILLE#HE Sz PT RO
BRPIEIZE S TEHERERIT o7,

REICES-HEER
AR TITFH T DOHE L o7,

2) REMRER
O WEFME T AR 5588 (PS0011 #%BR) (UNEAT—Z & &Te) 3
HH W
B AR~ EEOR TR E H T 2BRE 2RI AF XA~ 7 (BKZ) D
EMR GBI 2 ReME R OEFMEZ M T 2
BT A Lhisk kR, THER. PBO XM, WATEERM. Mkpiks
AR 7k AFERIT, PS0010 BBRA 52T L7 A B~ E B O | i MR & 9 D R
Faxtg L Lok 5B Ch > 7=,
TBBRIRIT QAW TR T#H 5 L=,
« BKZ 64mg #f : ~— 2 T A > ~Weekd4 |Z BKZ 64mg % Q4W TH 5
* BKZ 160mg B : ~X—A T A ' ~Weekd4 |Z BKZ 160mg % Q4W T N5
* BKZ 320mg Bt : _X—R T A1 » ~Weekd4 |2 BKZ 320mg % Q4W T &5
« PBO Bf : N— R T A L ~Weekdd |Z/EBREIKE QAW TH TG

PS0010 #&ro> PBO #£, BKZ 64mg #£, 160mg ., Xi% 320mg+160mg #¥
(PS0010 FBRDN— 2 T A 12 BKZ 320mg & A ik 5%, BKZ 160mg %
Beh.) T PS0010 7Bk Week12 |Z PASIO0 L AR & —Id, ARREBRIZBITL T
PS0010 55 & [F UYL - HEORG 2k L7z, PS0010 58k PBO #£X
¥ BKZ 64mg #E T Week12 12 PASI90 FE L AR & —iF, AR TIX BKZ
160mg Q4W %% 5- I iz,
PS0010 B> BKZ 160mg ¥ X% 320mg+160mg #£ T Week12 12 PASIOO Jf
L AR H =L, ARBRCIX BKZ 320mg Q4W &5 &7z, PS0010 Bk
T BKZ 320mg £ 31X 480mg HE D HERE 15, Week12 D PASI90 L AR & —
SIVAR =I5, AR TIE BKZ 320mg Q4W & 5. Iz,

A3 ERIOIEEMM 258 T L7otiira 1, ARBROIRRIE (BKZ XX PBO)
DA 544 20 W22 M B HRH A SR TAl 2 52 V) 7,

BRI It 64 HfH

TRIEHIR © I 48 M. ZaM-ERHAIIR | TRBREREEES. 20 BRI E
MBSk & S

POp PP S S ~ B O = MR

AR OAGEES NI ER O EIE, TV, 8RS 2HA 3. ELAOHE oESR
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V. aRICEAT 4HE

RS PS0010 78R4 58 7 L7#BE 217 61 (HAN 11 )
B

* BKZ 64mg F¥ 15 {5l

* BKZ 160mg #f: 111 {3

« BKZ 320mg #¥ 91 44l

7R ERIEYE
PRoh AL vE 1) 1BBRFEMF EE R OKRFEA TV 2 — VAT 5 LN TE D LR
FEPERTAS I L7

2) PS0010 B CTHUE N IBBREEK 52T X TR T L, Wihod k%
Wb %S9 PS0010 R A 52 T L=

3) YR ATRE 7 A PERRBRE B OMEAR ATRE 72 /X — R =23\ B BYERERE T,
PS0011 FRBR DIGERIRF &A% 5-1% 20 £ TOR., AEhMEOE\ O REE L%
i Hiflkfe 9~ 5%

[

D) LENCARBICSIN L2 LR HDHE

2) ARRBRA~DOHGEHIS IR EEIZ 72 5 W REMED B D K 5 727 IREE X

TG HNIREBIZ 0 D L TRBR T T E A 23 Il L 73
3) PS0010 iXERD Week8 IZHIE LizA v ¥ —7 = o y iFHERER Tlatk:L
SOfERTH T

4) PS0010 FHER TV FEHEICE Y L E

FHMLEE | et | FEFHMEEA

- HEHES

HahtE | BIKEEEIEE -

« PASIO0 AL DORRIFIHER

c ERTIC X B 2MREHE IGA) 0/1 R OREFHER [5 R A > b A r—

VT, IGA AT RR—=AT A b 2 Bl EdE L, 0 (GH%K) T 1
(IFIFTWR) &R g DEIE]

RN 5 1k I FAS % 55T L=,

(Z24tE)
BRELEHESHY LHEIN-FEER

42 BKZ BET 27.2% (59217 ) (IR L B 0 &Il SV Ie A EFRB I L
7oo 4 BKZ BETHBIER 5%, ETH 72 IBBRIE L BIEH © &Il S 4v7z PT 1A K
VIURTETH Y . FBLFITA BKZ B 11.5% (25217 f#]) . BKZ 160mg #f 9.0% (10/111
%) e OVBKZ 320mg £f 15.4% (14/91 f5l) TdH -7z,

EEGEETER

REHMICEE2AESS GEC2ET) T2 BKZEET 156 (6.9%) 12 23 {4785
Hiv, HEERAEFESRELIEIT BKZ 160mg £ 7 1 (6.3%) 10 14: & BKZ 320mg #f 7 41
(7.7%) 12 £ TdH -7, BKZ160mg FED 1 1] (0.9%) 2B LI-EERAEEFR (IF

AR OAGB S NI EROHER, TV, IWRICET2HE 3. ELROHE) oESR
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V. ‘aRICEAY 5HE

% EH) 1A, IBBRE(TEANC L D IRERE L BE H » &Yl S iviz, 2 BBl Bl
BLIEERAESRS (PT) Tenrolz,

BERILICE-AEER

2 BKZ#ET 6.5% (14 #) NABFFEZIZLVIRREORGLZHIE L, AHEFELRIC
X VIR E 2 H 1k U 7o R OFIA 1L, BKZ 160mg B 6.3% (7 i) . BKZ 320mg
B 7.7% (1#]) Th-ol,

REICEST-BEER
BKZ 320mg D 2 BI3FE T L7223, TRBREAEERNIC & 0 inBoiE & B2 U &l S
niz,

(HZhE)
PASI90 ZFERLFEDRERFHIHETS

B GREDWIRE DD 12N T2 | B RN B 23T 2 &K G-RER O 7= DR
WIFEEDBLETH D,

PS0010 &k Week12 ¢ PASI90 FE L AR > & —"TlX, PASIOO0 FEFR N HEC N DOFF
feIC - L. PS0011 5Bk Weekl2 (21T & A K OF 58F T PASIO0 BN ER STz

(#PH : 62.5%~100%), PASIOO A% =R1E PS0011 7Bk Week48 F THERF S 7= (HpH -
50.0%~91.9%) ,

PS0010 &5k Week12 @ PASIO0 L AR 2 —Clid, PS0011 55k Week48 & C PASI90
FERCERDMERF ST (FEPH : 80.0%~100%) . FERIED 255 & UIe RIANEOHi T4
1TH7RNT —# (00) |2 X 2 fi#HT TIE PS0011 785k Week48 (29T D 5-HE T PASI
BCBEA R S 472,

1GAO/1 ZERLEE D FZHFHIHERS

PASI90 LR & [RIFRIZ . PS0010 7Bk Week12 ¢ PASIOO0 FE L AR > ¥ —Tix, PS0011
B Week12 & TIZ IGA0/1 FEALER A 5 L, PS0011 705k Week48 & CTHERF SN 7= (8
: 62.5%~89.2%).,

PS0010 &5k Week12 @ PASIO0 L AR Z—"Tlid, PS0011 iR Week48 & T IGA0/1
BERCEEHERF S 7 (BPH : 78.2%~100%), PASIO0 BERKEE & [FIERIZ, OC fifhT CliL,
PS0011 7R Week48 D IGA0/1 ZELRNEHK G T 9% ETH o7z,

AR OAGB S NI EROHER, TV, IWRICET2HE 3. ELROHE) oESR
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aEICET HIER

© EELFEFFEIEE Rtk 5Bk, BARAN=aFR— K (PS0014 KB, =4 — K B) 8

HH

P

HE

FOMDER (HARDHR) :

« ak— kB O BHARAERE 2RI BKZ OEFEGICB T 2 R2en R
(O S 2 )

o PRI R M ONEREMERL R & 3 5 B AR AWEBICE 2 %1512 BKZ OF
Zhitk % P %

o JRE I R N OV MR R 2 5 3 5 B AR AREBR S % %1522 BKZ @ PK
T

BT A

ZhiaxILE, IEER

RERTT 5

AT, 3 SOFEMAHLITEER (PS0008 35k, PS0009 55k & Y PS0013 5

B) 05b, W | RBRESE T Lo EE~EEOS[ WL HT5

WeBRHE 2 XTRIZ, BKZ OEMEEICRIT 2 Ret, BEMKROH MM Z R

i+ 5, ke oL haRILE, FERRRTH L, AlBriTars—h A &
aR— KB ®D2ODaR— SRR ST,

adR— kB, PEE~EEOSEIETRE, IR R & ORI SR
wE Lo ST DR 2 T DR E (B % 2 A OF T DB

BERH A BFIICBERTE D LIICRE SN AR OIEHR 2 F—
FCHHo T,

RERE A Week16 £ T BKZ 320mg % Q4W T F#% 5.,
%ﬁﬁ%ﬁ%ﬁféwﬁ%ﬂwwmu%mmgﬂmgww%&5Lm
IKZQMg%W&ﬁTmeM’m&%&%%ﬁmbﬁwot
BKZ 320mg Q4W % 512 0)#k 2 . PASIOO0 ek % ik L 7245 im&ﬂ%g
Q8W 5% Weekl44 £ TRl 5 2 & & LTz,

- MRS PR RZHE M ORI ERLEOE 2 3 D R © Week16 I IGA0/1 &%
ER Lo 2 BA1E BKZ 320mg QAW #5-% Week144 F Tkt L
IGA0/1 BB A E#ERL L7123 iwwwoifma3mmﬂxw&5%x
72. BKZ 320mg Q8W #5-C Week48 (2 IGA0/1 k% B L7 » 7255
A 13 BKZ 320mg Q4W #5128 2 | IGA0/1 ki % ik L7356 13 BKZ
320mg Q8W % 5% Weekl144 £ Tkl 92 Z & & LT,

Bl

e BRI 144 B R
27V —=27HM (2F—FBDOAH) : 2~ ﬁ TRIEWIR 144 B,
ZEAENE BRI IR  TEBREE AR G 20 E[E eV B kb A FE

Xt 5

BRI GRS N B~ T O3 W MR R | R 8 | ot
FLEERAE (EANDR)

A K

a%k— b B

FpS E ~ T O S MRS IRE MR R K OV AL R E RS (A AR A
DFH) 66 1l

oA oIIE

(WP~ FE O 5 MR 45 B, ISEMETRERE 10 B, R
ROIE B 11 1)
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V. ‘aRICEAY 5HE

THH N
F 7R IN AL 18 LA _E D B M OV
SRR
1) A7V —=V 7l a e 2 s Thb 6 » AU ERE LT»
REA

2) PASI 2= 78 12 LL b, RKERE (BSA) 133 2 Wit DR A& At D E
& (BLF. JHZ BSA) 23 10%LA L, IGA 237 H 5 BefiEh 3 L B

3) HHEICXTT D RHRIER O ITARIEOXMN R L e V1558

B VR R

1) A7 U —=V 7R CEMETRE S S b

2) BRI OIS H AR ERNF2 (JDA) OB WML 7- L, JDA &
JEENFHA AT OBFHAIT R 14 K CThHE

HEREVERL R E R

1) A7V —= 0 J TR E & 2 S Qb8

2) SHEMREOPEREE A L, N— AT A D% BSA 78 80%LL L3

PRI | el

FERHIEA

- BREEIIH CHIIE L 72 IR 5 IR B L e A EER
RIREHBIEE

- BREREWIHE CHE L BEEREESER

- BREE I CHIIE L2 iaBR o B IkIcE - e A EHS

Ak

ZDOMOFHHIER -

* PASI90 } X PASI100 LR

< IGA0/1 ZER R (B MR E AT DHERE) ( IGA Aa T NRR—RF 1 v
N5 2 BRELL EkE L, 0 (BB I 1 (FFHEK) Lo ilmao
HG

- IGAO/1 Rk (BB MR L OB ERLROE 2 3 2 88)  IGA 2=
TR0 (HR) E 1 (FFHER) ERoEBREORESG %

WERHARAT 715

BRMETMEE (X, FHCREORWIRY | 3k — § B KOOI GER
(CB-FAS) . M2 A3 5 45%E (CBPSO) -FAS. IREM:REEZ A3

5 #5E (CBGPP) -FAS K ONZREVEALEIE 2479 5 #%& (CBEP) -FAS %

KEGATRRMT LT,

TR 9 D R SR O A K IME O Al 521 non-responder imputation
(NRD) % Mo, B MR & OSREREMERL BOE 478 9 5 B £ 2 B

LCiE, B RBAEORME 2 Th T —4& (0C) 123 TR ZEH

Wz,
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AEICEEY 5IEH

< = P R >

(HZHE)
PASI90 5 il %

S MERRE 2 A 3 DR O PASIO0 %3 1T, BKZ 320mg % Bt 5% Week 412 51.1%,
Week16 12 91.1%IZ L2571, Weekd48 (75.6%) * TR L7-,

V2 A 5 R E O FAmE 8 D PASIO0 SR (CBPSO-FAS. NRI ¥ UX CB-FAS. OC)

PSO #BRE

N=45

Week4 n (%) (NRI) 23 (51.1)
n/Nsub (%) (OC) 23/45 (51.1)

Week8  n (%) (NRI) 36 (80.0)
n/Nsub (%) (OC) 36/45 (80.0)

Week12 n (%) (NRI) 40 (88.9)
n/Nsub (%) (OC) 40/44 (90.9)

Weekl6 n (%) (NRI) 41 (91.1)
n/Nsub (%) (OC) 41/44 (93.2)

Week24 n (%) (NRI) 39 (86.7)
n/Nsub (%) (OC) 39/43 (90.7)

Week32 n (%) (NRI) 39 (86.7)
n/Nsub (%) (OC) 39/42 (92.9)

Week40 n (%) (NRI) 39 (86.7)
n/Nsub (%) (OC) 39/42 (92.9)

Week48 n (%) (NRI) 34 (75.6)
n/Nsub (%) (OC) 34/41 (82.9)

Nsub : FFAMRE S TR O 72\ W BRERF S

PASI100 :ZEmk &
T PERCRE A A T D HBRAE D PASIN00 ERCEIL, BKZ 320mg & #5-1% Weekd 1T

13.3%& 720 . Weekl6 (42.2%) (23T T EH L. Week48 (44.4%) F CTHifi L7-,
MR A A T A kR O B SR D PASIT00 3ERE = (CBPSO-FAS. NRI X U} CB-FAS. OC)

PSO B

N=45

Week4  n (%) (NRI) 6 (13.3)
n/Nsub (%) (OC) 6/45 (13.3)

Week8 n (%) (NRI) 12 (26.7)
n/Nsub (%) (OC) 12/45 (26.7)

Weekl12 n (%) (NRI) 17 (37.8)
n/Nsub (%) (OC) 17/44 (38.6)

Weekl6 n (%) (NRI) 19 (42.2)
n/Nsub (%) (OC) 19/44 (43.2)

Week24 n (%) (NRI) 16 (35.6)
n/Nsub (%) (OC) 16/43 (37.2)

Week32 n (%) (NRI) 21 (46.7)
n/Nsub (%) (OC) 21/42 (50.0)

Week48 n (%) (NRI) 20 (44.4)
n/Nsub (%) (OC) 20/41 (48.8)

Nsub : FFARE S TR O 72\ W BRERF S
2 1% BKZ 320mgQ8W ¢ 5-BH AR 3Bk % 1k
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V. ‘aRICEAY 5HE

1GAO/1 sZ R

VR 2 AT DR D IGA0/1 ZRCHE I BKZ 320mg % $5¢ 5-1% Week4 12 37.8%.

Week16 (82.2%) & F&H-L. Weekd48 (71.1%) F THifi L7-,

PR 2 A D R O A B D IGA0/1 EER%ZE (CBPSO-FAS. NRI & 1XOC)

PSO #EpE

N=45

Weekd  n (%) (NRI) 17 (37.8)
n/Nsub (%) (0OC) 17/45 (37.8)

Week8  n (%) (NRI) 30 (66.7)
n/Nsub (%) (0OC) 30/45 (66.7)

Week12 n (%) (NRI) 34 (75.6)
n/Nsub (%) (0OC) 34/44 (77.3)

Week16 n (%) (NRI) 37 (82.2)
n/Nsub (%) (0OC) 37/44 (84.1)

Week24 n (%) (NRI) 35 (77.8)
n/Nsub (%) (0OC) 35/43 (81.4)

Week32 n (%) (NRI) 34 (75.6)
n/Nsub (%) (OC) 34/42 (81.0)

Week40 n (%) (NRI) 34 (75.6)
n/Nsub (%) (OC) 34/42 (81.0)

Week48 n (%) (NRI) 32 (71.1)
n/Nsub (%) (OC) 32/41 (78.0)

Nsub : FFAMRE S TR O 72\ W BEERF S
2 1% BKZ 320mgQ8W ¢ 5-BH AR 3Bk % 1k

(£ 4xk)
BRELEHESHY LB IN-FEER

SRR A AT AR T, IR L BE D 0 L SN oA EERN 55.6%

(25/45 f5) \ZFE® HAv, FIT SOC NEEYYER L OV AHE] (17 #il, 37.8%) OFH
FRThHoTo, b I AONTIRBRIKL BV LSz PT MIAEFZILH
et oD 0E (8, 17.8%) TH V., WNTIIE (541, 11.1%) K OEIHEIEZ (4 4,
8.9%) TH o7z,

EELGEESER

SR AT HH5E . EERAESES GEMIEE) 11 6] 22%)
FEL LT, KERLOEELIITEE T, IBRELEELH Y Sl s, BREORE
HriklcE -7,
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AEICEEY 5IEH

BEhIFCE->E-FEER
SEMEREE AT H2HBRE Tk, IRBREOR G ILICE T AERES L LT IRIR
O PERTRREENS 1] (2.2%) (RO LT,

REIZE--FEEZR
WL E ST AEFRITED N o Tz,

<MRRATEHCAE, RO ST >

(F2ht)
PASI90 :ZRi

MRIEVERLIRE 2 A3 3 2 B D PASIO0 EEALH X, BKZ 320mg % % 5-1% Weekd (T 44.4%

(4/9 1) . Week16 1Z 77.8% (7/9 fi) & E5H- L7z, #5850 PASIO0 ZAH L, Week16
|Z BKZ 320mg Q4W/Q8W #¥ 80.0% (4/5 f5]) % T* BKZ 320mg Q4W/Q4W Ff 75.0% (3/4
B) . Weekd8 [ZZNZE1L 60.0% (3/5 %) KTr75.0% (3/4 1) TR L7z, Zed. 14
MR—=ZF A NZPASI AT R0 TH Y, YgBrE 2O TIX, X=X T 1 VLR
D PASI ZHRCEO R X TE RN o7,

W REVERT FZE 24 9 D 9B O PASIO0 EAEIL, BKZ 320mg % 5% Weekd |
27.3% (3/11 Bil) . Week16 (2 72.7% (8/11 fi) IZ L5 L7z, D%, Weekd8 I 100%
(10/10 f51) & 720 . BKZ 320mg Q4W/Q8W At TN BKZ 320mg Q4W/Q4W FEILIT,

PASI90 ZERL=RIFHHE L7,

IS R B0 N DN MEAL REE 2 A 5 Wk D 2T R AU 51 > PASI90 5% (CB-FAS. OC)

GPP #5rE EP #BaE
N=10 N=11

Week4  n/Nsub (%) (OC) 4/9 (44.4) 3/11 (27.3)
Week8  n/Nsub (%) (OC) 6/9 (66.7) 5/11 (45.5)
Week12 n/Nsub (%) (OC) 5/9 (55.6) 7/11 (63.6)
Weekl6 n/Nsub (%) (OC) 7/9 (71.8) 8/11 (72.7)
Week24 n/Nsub (%) (OC) 7/9 (71.8) 9/10 (90.0)
Week32 n/Nsub (%) (OC) 8/9 (88.9) 9/10 (90.0)
Week40 n/Nsub (%) (OC) 8/9 (88.9) 10/10 (100)
Week48  n/Nsub (%) (OC) 6/9 (66.7) 10/10 (100)

Nsub : FEARE TR O 7P E S
MR 2 A DHERE 1 BlIT-_—Z T A D PASI A7 0 DIZHFFM 54t
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V. ‘aRICEAY 5HE

PASI100 MR

TR M R A A3 D kR D PASII00 BERHEIT, Week4 1 11.1% (1/9 i) T, Week16

(44.4%., 4/9 BI) (27T T EH Lz, 580D PASII00 ZhKHEIL, BKZ 320mg
Q4W/Q8W HETlL Week16 (80.0%. 4/5 f4il) 725 Weekd8 (60.0%. 3/5 f5l) % THife L.
BKZ 320mg Q4W/Q4W #£Tld Week16 1N 48 (2 0% (0/4 i) TH -7,

HEEMEAL R E 2 3 2 #1503 O PASI100 ZEAHE I, Weekd J TN 16 12 0% (0/11 1)
ThoTz, HEHERD PASIN00 ZERKHEIL, BKZ 320mg Q4W/Q8W A Tlk Week16 & (¥
48 12 0% (0/1 #) T, BKZ 320mg Q4W/Q4W FETIE Weekl6 (0%, 0/10 ) 75
Week48 (33.3%. 3/9 f5) &3 T EF Lz,

WL e 00 R ONREREMERL RO A A 9 2 Bl oD BAT B9 5051 o> PASTI100 3Rk 2 (CB-FAS. OC)

GPP B EP #BaE
N=10 N=11
Week4  n/Nsub (%) (OC) 1/9 (11.1) 0/11
Week8  n/Nsub (%) (OC) 4/9 (44.4) 0/11
Week12 n/Nsub (%) (OC) 3/9 (33.3) 0/11
Week16 n/Nsub (%) (OC) 4/9 (44.4) 0/11
Week24 n/Nsub (%) (OC) 4/9 (44.4) 1/10 (10.0)
Week32 n/Nsub (%) (OC) 3/9 (33.3) 1/10 (10.0)
Week48  n/Nsub (%) (OC) 3/9 (33.3) 3/10 (30.0)

Nsub : AR R TR B 72\ et i
MEFEVERERE 2 A9 DR 1 BTN —A T A D PASI A7 0 D= FHHE SR
1GAO/1 R E
NRFEMERLE 2 A 3 2 B8R D IGA0/1 EZERLERIE, Week4 (Z 60.0% (6/10 1) T, Week16
(60.0%. 6/10 f5l) L CRETH 7=, EHEHID IGA0/1 FEK L, BKZ 320mg
Q4W/Q8W HETlid Week16 (100%. 6/6 f5i) 7> Weekd8 (60.0%. 3/5 i) (Zi3F TIKF
L. BKZ 320mg Q4W/Q4W HETlX Weekl16 (2 0% (0/4 ) . Week48 |2 25.0% (1/4 1)
Th-oT-,
HEREPYERLBOE 2 9~ D R O 1IGA0/1 ERCEIL, Weekd KN 16 IZWT LD 9.1%
(111 1) T o 7z, B 5HER D IGA0/1 ZRLFH I BKZ 320mg Q4W/Q8W Hf Tl Week16
12 100% (1/1 f5]) T, Week48 (100%., 1/1 f5]) F THifi L. BKZ320mg Q4W/Q4W Ff
TIX Week16 12 0% (0/10 5l) T, Week48 IZ 66.7% (6/9 i) (2 EH L7z,
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V. aRICEAT 4HE

JRIEE A R S OV R E 2 8 5 D # B O RRMRE B 0 1IGA0/1 k=R
(CBGPP-FAS }. (¥ CBEP-FAS, OC)

GPP WiBaH EP #iBaE
N=10 N=11

Week4  n/Nsub (%) (OC) 6/10 (60.0) /11 (9.1)
Week8  n/Nsub (%) (OC) 6/10 (60.0) 3/11 (27.3)
Weekl2 n/Nsub (%) (OC) 6/10 (60.0) 4/11 (36.4)
Weekl6 n/Nsub (%) (OC) 6/10 (60.0) /11 (9.1)
Week24 n/Nsub (%) (OC) 7/9 (71.8) 4/10 (40.0)
Week32 n/Nsub (%) (OC) 7/9 (77.8) 6/10 (60.0)
Week40 n/Nsub (%) (OC) 7/9 (77.8) 8/10 (80.0)
Week48  n/Nsub (%) (OC) 4/9 (44.4) 7/10 (70.0)

Nsub : FFAMRE S TR O 72\ W BRERF S

(Z4tE)
BRELEESHY LHHESNE-FEER

NS MERE 2 A3 28R Cld. 10 Bl 3 BIICTRBRIE L BIEH 0 &Il S o A5
FRPIEEL LTz, 2 BILL RIS DT IRBREE L B H ) &l S 7z PT Bl o f FH
LI o,

HEMEMERL BORE 22 9 2 8058 Tl 11 Bl 6 BlCIRBRIE L B 0 L SN FF
FHREPHEBL LT b K< AN IRERIE L BEid ) &l S N7z PTHI DA FFLRIL,
AfEh 5 GFI) THY., ZOMIZ2 FILLEIZRD b -FEgT o1,

EEGHEER

NI VERC A 2 A9 D HURE T 10 B 1 B 2 fF CERMPERTIRS & OV A C e T
R) IR L BEDH D LW SN HERAEFRNREH L,

REREPERLBIE 29 2 HBRE T3 11 lrh 3 BN 5 4 (s PR, RIS, A
RN KT R OWIlRESR) OEELRAFFRNFEER L, LEESRZER 4
TOHERZPRBHE EFEH Y Ll s hiz,

BERILICES-BEER

Week48 £ TITIRBRIE D 5-HH ILICE o 7o G EF LD 2 Bl E S 4. BRIEVE i 4
B 208 K ORCREMEALBE 2 A 295RE 045 1 Il GEMMHERTIES . MK T)
Th-oT,
RCIZEST-BEER

PRI RNt 2 A D ORI O BE 2 3§ D R & © 12, Weekd8 £ TIC
FETITRO b ol
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V. ‘aRICEAY 5HE

@ s T ARRE

Be 53R (PA0009 #kBR) (AMEANT —%) 32

HH N

HEY RS A 2 BT OB E AR RICE AF X~T (BKZ) OEHEEIC
B2 ZEMER OBREEZ LT 2

BT A1 ZlugxILFE, FEEMHR, xS

BTk AFRERIL PA000S SRER A 52 T Lo T x4 & L, RRBRICBAT T 57~
T OWEHEHEERE 1. PA000S 35 D Week 48 (2. PA0008 Bk D Fe #& 214 & 13
BNZAGER DA &2 1 7o, FEER T TARRER O BKZ YRI5 %
ZiF7=,
AFER Tl PA0008 7R O HVE - HEIZB 59, BKZ 160mg % 4 H#H[HkE
(Q4W) TR TF#E Uiz, TRIEIZHTT B RUGH TR LV WHBRE 1L, 1Rk
B EERT OH I CIEHR M O BR &2 Ik I fE & LT,
PBRSE T SUXRHAF IR U728, Wi IR R IR 5. 20 Bk o2 athiB
N R e =y R Rl D fal

IR ] R 120 @[
TRIEHIR - R 100 [, ZMEBHRRA IR | TRBREREER G- 20 %L
BRI Sk & S

R HrEE B F A R

BRI HL PA000S FBRZ 58 T L7= 4 184 {3

BN BRIRLYE

ol L ie 1) ARBA~OBNMC L DIEREASR T 4 v bR T D LGB EEEMN

MW L7

2) WO IEEEREIC § 3% 591 PA000S RBR A58 T LT=H

3) MR O%E . PR XUIK A ALE & 520 T 5, TR AT
FEZR AT, IR D BEI S 20 W% £ THRIMED &\ OBEEIE & F 1
FTHEENH Y . PA0008 FER D AP OIL IR A CRatETh 55

4) BHWERE OBE | BRI ORI 20 B £ T, TR ATRE e otk S —
=& OMERERHC 2 R 22T 2EEN D 5H

FROM LT

1) BB A U < BB & 514 20 MUANIC $HRAZFTE L TV 5
IMEBR A TS — b — DR A 3l LT B B

2) EFHNCEERIEEIMEEGE (&E LS Mg 2 s L < eIk
DO HNDH, ITARRBEA~OFMAFUAT 2 B LINICHAEME o2
B G RN EIEE ICRB L2 (YT 2561, ARRBREAATIC
AF 4 INE=H— L WHER)

3) PA0008 FER TV I I D IR FEHEIZ %Y L7=38 . XUT PA000S #ERDN 5
Wit 2 EERAEFL LA T2 A L <1 PA0008 iRBRC AL A &
EEMEEZ BB L-E 4T 285681, RRBEANRNCAT 1«
HIVE = — L)
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V. aRICEAT 4HE

FHETEE | ettt | REEHMmIEA

- BEFEL

A | BIGEHmIEE -

- Week 48 ™ ACR20, ACR50 F U} ACR70 s

» Week 48 D Maastricht Ankylosing Spondylitis Enthesitis Index (MASES) @
PA0008 FRERDN—2 T A L 2vbHDZEL (PA0008 FRERDN—R T A (T
MASES>0 O#EERFE D7)

* Week 48 @ Leeds Dactylitis Index (LDI) ¢ PA0008 B DX— R F A >
5 D25 (PA0008 FRER DN — 2 T A L7 LDI>0 DOHERE 0O F)

- Week 48 ™ PASI75 J UY PASIO0 i3 [PA0008 FERD~N—R T A IR
KififE (BSA) KT DHMOFREHBEOEIS (LI, JHZ BSA) 23 3%
L O #EERE D 2]

e & M 7 15 A NEIE FAS 2 RSN L 7=,

(£ 4xk)

BRELEHESHY LHEIN-FEER

AR CIXIRBREE L BEH 0 Ll S - A EEGL 61 61 (33.3%) IZ58H bl
b L ADNTIEBRIKE L B » Ll SN A EERIL. Ol > P HRER 8 4
(4.4%) THY | WNTHPEEERYE 76 (3.8%) ., 5GERYE K O R ERIVME 2
%50 (2.7%) . FESLRA L GOBEIRYR, RUE SR, AR J OVFI S Ze 5 23 4 4 45
(22%) ThoTz, EOMITHIEZL 2%EOIRERIK L B & VD LB Sh -G EFRIT
otz

TRREE L B S ) Sl SN - HERAEEELN | R b, REGITIE MR
Bk Th Y | IR PR TR BN WHIE - -, AESOERIZEE T
ol

EELGEETER

AR CIXEERAFERN 14 61 (7.7%) 12 18 B0 b, 2 FILLEIZEE® 5
NEEERAERFGIL, HBAERKOEER (%26 1.1%) OXTH-oTz,

1 BNZERD T BMERIRIER 2R E | T X TOEERAEERIIEHRIE & B2
L&l Sz, 1 FNCERBRTIEICE - - HE R A EHFER GEET OIR) 235580 b
oo REGOWRIFIIAHTH ST,

BERILICEAEER

KRR CTIERBR P ILICE ST AEFSEN 9 6 (4.9%) ISR BT, HFEE Y
QB 11%) ZhrE, 2 FILL RIZERO G2 BRP IRIC B s e A FFHERIT R Do T2,
RERTILICE o= HERAERR TP OMIR) 23 1 FICRD bilz, KREGIT
ZAVEBBR AR REL L, IRBRIE L B e L &Il S iz, AEL ORI AR
THoTl,
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V. ‘aRICEAY 5HE

REICE--AEEZ
AREERCII T OWE X727,

(A1)
Week 48 0 ACR20 ZxE =, ACRS0 hEHR, KU ACRT0 RER

Week 48 M ACR20 #3(X 79.0%, ACRS0 i 64.6%, &N ACR70 chERIL
47.5%Cd >7- (FAS-NRI),

Week 48 @ PASI75 ZERLER K Uf PASI90 ZE AR R
PA0008 RBRDX— 2T A NZIRZE BSA 75 3%LL FOWEBRE 23T D Week 48 D

PASI75 BERRIL 5.0% (6 f51]) . PASIOO %R (IX 4.2% (5#]) ToH-o7- (FAS-NRI),

@ [EERIFES MRk G-k, A AN (PA0012 #lER) (Hkiset) 12

THH N
B EREEBEI A 2 G T AWBRT 2RI A X X~ (BKZ) OEMEHIZH
F DM BB E T 5
HRERT A v Ll dEFE., FEER. ks
BT IE AFABRIL PA0010 7B 13 PA0011 SBR &2 52 T L7-BRE 2 xtd & L, AR

BRIZRATT 2T X C ORI 1L, PA0010 3RERD Week 52 XiE PA0O11
HRERD Week 16 12T D I &SRB IR FEAT S OV GRER O FHL A AU B
Pl Z 5 721% . FEEMR T CTARERO BKZ #lElf 542517 7=,

AR ClL BKZ 160mg % 4 IR (Q4W) TETIHRE L7, Q4W o h
ff@IZ 21 HEA LR35 HEATF & Uiz, &A1 12 B, TRBRITMmEZRHER o
EFRIEEH T L 0 IBBRER (160mg RO KL TS 1 A) L5 SNz, 155R
BAEEM CUIRBEAN) ICE 0 iED b b L —=0 7 2Z T - (X
WEEYIZRMREEAN) X, BETOBRBRREOECERZTE L,

REBRE T USRI IR U=tk WEBRE (TR I 5 20 iB R S 2 a8
R K BE 2 K95 2 & & Liz,

BRI & 160 1
IR - IR 140 W, ZaMEBYRRAIIN « TRBRERE R 5 20 AE I
BRI Sk % S
PO Hr e B 2 B
e W 28 il
TR BRI ALY
[ 1) KRBRA~OBNCEDERAR T 4 v bW TE 5 LGB EFERN
M L=
2) WP o b EEVEIC § 3% 2 37T PA0010 30BR 1T PA0011 3BRA 52T L
=&

3) ARERBROBINIERE 7 L, BRAMEHEIZEY L
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V. aRICEAT 4HE

FHMLEE | et | FEIHMEEA

- HERS

HahtE | BIKEEEIEE -

* Week 24 @ ACR20, ACR50 KTt ACR70 th#%

- Week 24 @ PASI75, PASI90 /&% X PASI100 AL R

« Week 24 |Z[EARIC & 5 2A95EM IGA) 2= 70 (ML) XiT1 (2F
W), OTATHEBR DO R—RA T A D 2 BEPELL Bk L= 9BE o E
AN
=

s T RTOE ACR 27 arR—>x b [JEEESR, JEREH. HAQ-
DI, PtAAP, [ERIZ & 2 it B EI 2% O M r0REN (PhGA-PsA) . BEIZ
& B EEEE BET 2 D RREFIEEN (PGA-PsA) . hs-CRP] DFefTitBRD~—
ATA U E DAL

WRFHEAT 715 BENMEIL FAS % 6t BUCHRNT LTz (REEAT CIX A AR AR E DA E /G L L,

BKZ O H CESIC & DM R OEIME~D LT L 7)),

(L2 axt)
BRELEESHY LM IN-BEER

H O GHRICIRBEE Bl S Ll SN FEFRITRD N2 o7, FER
G HIETIX 6 B (21.4%) 1T 8 fFDIRBRIE L B dh ) Ll s AEFSR (F
W FEEN, ESTEMLREE (2 R IRRRANERGY. RER. AT EREOE D K OSRIEENIREA
FEMRB) PO LT, WTILOAEELRD 1 HlOALDRETH T,

EELGHEEER
HOEGHMICESRAEFREIRD N o7, FFRCEGHMTIX 3 4
(10.7%) (2 6 O EERAERES (1 FUIEMEREAK, 1 BNTHKEH I O ARG,

1 BN RIS EIIRPAZENER B O 2 R0 FENEE) 23388 B LTz, MREEHIM] CHiiE L 72 100

NEHT Y OEERAFFRREIRIL, B CHEGHIM T 26.40/100 NMFETH Y | 2K

BR#C 16.01/100 AT H - 72,

BEDIEICE-E-BEEER

B ORGSR LIS E > T A EFRITRBO o7, A CEEHIMT
X261 (7.1%) (&3 HORBRPILICE 72 AEES (1 FUIAMH M & O AIKRL. 1
BNZEMEREK) RO BT, ZNDDOAFEFZIINTNOEE TCEREOAFFRT
ool IBBEHIFCHIIE L7 100 NMFEH T2 0 OB ILIZE > -G EFROBIBIRIL,
FEH CEEHIFT 17.27/100 NMFETH YD . 2K T 10.47/100 AMFETH T2,

RTICES-HEEZR
RBERTII T OHREIT R o T,
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V. ‘aRICEAY 5HE

(A 2h1E)

Week 24 @ ACR20. ACR50. UK ACR70 giEE

ACR20,/ACRS50,/ACR70 chE#1%, B OIS L7ogBiE C© Week 12 (B CLiESBA4A
A 12 72.7%,72.7%,54.5%. Week 24 (B CIESBHLATE) 12 70.0%,750.0%,750.0%.
H O Lo 7B T, Week 12 (2 63.6%,54.5%,27.3%, Week 24 |2 71.4%,
71.4%,14.3%, SHERE TlE Week 12 12 68.2%,763.6%,740.9%, Week 24 |2 70.6%,”
58.8%,735.3% CoH - 7= (FAS-OC),

Week 24 @ PASIT75 ZE L K UF PASI90 :ZERk &

TATRERDR—R T A ITIRE BSA 13 3%LL LD %A L QW BRE Iz BT 5
PASI75,/90 EEACEIL, B CHES L7o#BRE T Week 12 (B CEHBRLART) 12 100%,
80.0%. Week 24 (H CIESIBALETE) (12 100%,7100%, H CiES Lighso I-4BrE T,
Week 12 12 100%,100%, Week 24 |2 100%,733.3%, HER# Tl Week 12 1 100%,”
90.9%. Week 24 1Z 100%,71.4% T - 7= (FAS-OC).,

® ¥EHE W ARkGERE 53R (AS0009 3BR) (UMEAT —4) (ki) 20

HH

WA

HE

TEMTHER 2T O2HRE 2RI A X~ T (BKZ) ORMIE SR
(BRAN S YN RONSY 3 i o T A

AT A

St ILE, FEEMR, ki 5

RERTT 5

AFERIT AS0008 FER 2 5E T Lok E 2kt & L, ARBRIIBATT 59
T OBASHERE 1L, AS0008 FRER D i A&FEAM & 1T AN ATER DRI AFLKDE
R 252 72 %, FEEM T CARER D BKZ WIEE 5% 51T 7=,
ABRTIE, AS0008 3B ik - ARICEID 59, BKZ160mg % 4 R
(Q4W) TR &G Uiz, I1BHICKT 5 SRR DI W 1T, 1RER
BEAEE R O CIRE TR 2 P I RE L LT,
PREBRTE T LT R IE Uintk, BB IR IC 5 20 B I 2 2B
R S e =y T A AN O Y

BRI

e 224 R
TR : 204 R, Z2RMEBHRIAIAIN « TEBEREE S 20 IBRIRIC e
BRI & Ik

Xt 5

SRIE LR HESR B

e R

W 256 5
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V. aRICEAT 4HE

THH N
EAt /N JRIILVE
FRoh L 1) WP oo IEEEREIC B %S AS0008 SRR & 52 T Liz#
2) KRBRA~DBIMNZ L DERERRT ¢ v FBWRFTE 5 LIEBREEEMA
M L=

3) MEBRE DA . BRI XIFKFE AR IALE & 520 T 58, IR ]
BEZR AT, IR D ke 5. 20 4% F THRIMED &V BEE 1 2 16
THEEDRH Y . AS0008 FER D ke KBERF O ITRIG & CRIECTH 2 FH

4) BHERE OEE . IRBRIEO RS G 20 1% £ T, IR ATRE e ot S —
b= OMERBEHC o R 22T EEN” DD H

BRoN L YE

1) BB R U < T BBRSER AR 514 20 IBLANIC, STIRZFHE LT\ 5

MR TS — N — MR A FE LT D B R

A R TR EMERYME (B LISL) D g s L < IXAER

DEROHNDHE, UIARBR~DFAIVET 2 BRI HUEWE O£ 5

B G- B SR RE IR LT

AS0008 FRER TV ik FEYEICE%Y L=, YT AS0008 FERDN B

Wt T 2 EERAEEREHE T HE A LI AS0008 -k T ARiZ & ie

B YE B R L2

SHMEEE | ettt | FTEFHMLEA

- HERES

HiE | BIRGHGEE -

- Week 48 O ASAS40 } (X ASAS20 &R

+ Week 48 @ BASDAI A =17 D AS0008 FRERDRX—Z T A )b D E

R FHRAT 7 1% AFRER O P RN T B 2 TR AIL S LT RE 7Y Week 108 SKBi & 58 T
(KRB CORBRIROERETE 2 4E[]) BICELZ, T—F Py A7 BT,
BT AT DT RERE 7Y Week 108 KBt 58 T# 0 2020 4£ 8 H 25 H
i O

HIIMEIZ FAS % RESAITHENT LTz,

~

N
~

W
~—

(£ 4xk)
BRELHELHY LHMEIN-BEEER

T2y NAT7 HETICIRBIE EBEH VLRI S oA E S48 90 41 (35.3%)
WD DT, b L ADNTIRRIE LB E S U E S ic A EFRITARES
CHIE (11 ], 43%) THH, RNTT 7=07T ) N T A7 27 —EHN (9 6,
3.5%) . SMHIER (7 B, 2.7%) . WHSAZK K ORISR (% 6 B, 2.4%) . HIPEE R Y,
BHEHMEERYE, TANRNTX VBT I ) F T A7 =7 —P 8N, iFEE L5 (% 5 6,
2.0%) Tholz, TOMIZHBZ 2%, EOIRFRILBESH V LMW Sh - AEHERIT
otz

2 BNCIRBRIE L Bl H v Ll S EHE A EHER FEEROWR (% 1 1))
BRD BT, WP BEEEIIFESEE CTh oo, MRITIRBRIED — e 72 &5 ik
WCEY | BBIHIEETH-o-, EELFEEEZRE L 1 AIX, REO IG5
O¥GEHIE LT,
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V. ‘aRICEAY 5HE

EEGEEER

T2 Hy NATZ7HETIZ 3B (122%) ICEERAEFRENRD bz, Bk
KGR L O D3 2 1 (0.8%) IZFBH LAVED, EOMIZ 2 FILL EIZREL L - EEE
REERGUI ST,

BERIICE-AEER

BREOBR G HIEICE T2 AFFRIL 144 (5.5%) ITRH LI, 2055 7HIHA
BREE DV S SN AFFRICIVIRREoREAFIE LT, TI7=0T 3
J NT AT =T —BHIIND 2 FUIRD BT, ZOMIC 2 FILL EIZHEEL L 72155k
HWOBHH LB > FERERIT LMo T2,

REICEL-BAEER

T—HHy NAT7HETIZ L FIOFRTBHE Sz, Yk 25 o A A B
THY . AS0008 FERKE TIFIZ BKZ 320mg FETHh o7, ARBROIBBRIERI B 555

633 HZRIZHCICE T AEFG L L TRBHENEZHEL Lo, RERITIRHRE L B

7L EHIT ST,

(B%h)
Week 48 M ASAS40 B Uf ASAS20 th =R
Week 48 D ASAS40 tEEHRT 65.7%. ASAS20 tiEH|L 78.3% Cd > 7~ (FAS-NRI),

- Week 48 @ BASDAI X a7 ®d AS0008 HEERDAR—X S 4 ohbDE1E

AS0008 FAERDN— AT A > D BASDAI A =27 O-¥IHEIL 6.38 T -7-, Week 48
@ BASDAL A A TIZIFN—A T A U b OBERBUD MBSO Hiv, EHE e (B
W72 13-3.79 (0.13) ToH-7 (FAS-MI),

® [ERRICEZ MARM R G-k, B AR NERAET (AS0014 3U5R)  (fkke) 2!

HHH ¥
H ) EAF X~7 (BKZ) ORI GIZIT %2eM M OBEME %237 M %
RERT VA EZ SN ENIE ST N e
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V. aRICEAT 4HE

HH WA

BRI IE AFRERIL AS0010 FRERIE AS0011 FRERA 52T LB E A xfge L L, AR
BT 2T X T OB 13, JeAT35R WeekS52 IZHefk R BEREREAM K
OARRBR ORI ATV 2 52 1) 7215, FEEM T CARBR D BKZ #llE]
#H 25T,

AR ClL BKZ 160mg % 4 H[EE (Q4W) TETHRE L7, QAW o5
ff@IZ 21 HEAE35 HEATF & Uiz, &A1 12 B, TRBRITMmEZRHER o
EFRIEEHIT L 0 IBBER (160mg RO TS 1 A) L5 SN, 1558
BAEEM CUIRBEAN) ICE 0 iED BT b L —=0 7 2Z T - (X
WEYZ2RBEN) X, BETORBREO A CEREZ W & Lz,

FRBRSE TOUT R IR Lot #EBRE 1 TIR BRI 5 20 IB R I 28
BRRE ke 2 Ehid 5 2 & & LT,

IR ] R 180 @[
TR« R 112 38, TRFEHEGEII] © 52 WM (Week160 (2 BKZ fic#éi%
5. ZEVEBURIAIRN TR EAR 5 20 I AV B A kb & %

it
PO IS AREIPERHERIEI A GREMEBHER RO X BRILYER 72 S Aa IR
FHEBEI2%)
R R 21
EAt /N JRIILVE
[EP 8 1) KRBRA~OBIC L DERAR T 4 v bW TE 5 LGB EFERN
M L=
2) WO IR HEZ 348 IT AS0010 BRI AS0011 B A 52T
Liz#

3) ARMBROBHPIEAEA 72 L, BRI LRWE

FHlEE | Rert | BEERHEEA
- HEES

FE | BIREHMEEE -
« Week 28 @ ASAS40 } (Y ASAS20 &R
« Week 28 @D BASDAI 2 27 D_— R T A LG DL &

RN T Ik FMEI FAS ZRPBUTHENT L7z (RFEAT Tl H RABBRE O xtge & L
72
(2 4k)

BRELEESHY LM IN-HEEER

TR L B 0 Ll S AEFERIT 441 (19.0%) 25RO LR, &b &
< BB SOC % rﬁi‘zﬁhrﬁizﬁiﬁimﬂ (3, 143%) THYH ., PTHITY A /LA
PEIGE . RS, INRANRG M O AR (% 1 1) o bni, KV o 1 4o
%%ﬁk%ﬁ%@kﬂﬁémtﬁ$$ﬁ®sm:iF%m\¢ﬂﬁiomﬁé%ﬁj
(PT : HESHIfE D BUS) Tholz,

BEELEEER
EELAEFELIT G (4.8%) 1211, RERNBED BN,
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V. ‘aRICEAY 5HE

BEhItCE->-HEER
F—B Ty N TEE T, BREBPILICE > AEELORE TR o1,

RTICE-T-AEEZ
ARERER TIIF T OHEIL R o T,

REFEHNDHEZZRENHROME

AHEFR, HELATFESR, MBELBEEL Y LY Sh A ERRLTREOH
FRROFHERIZ, HOEHEZ LIgEBRE L B CERZ LR 14 o TR
D& HDIETFRD BRI T2,

(5 2hE)
Week 28 d ASAS40 tiZEHR K 1 ASAS20 thE R
Week 28 ™ ASAS40 tL R 1L 61.1% )% N ASAS20 ti 213 77.8% T - 7= (FAS-0C) ,

Week 28 @ BASDAl RaA7DR—X 54 UL DEILE
BASDAI A7 O_X—AT A b O EOSEEIL, ARG A BRI
—4.10 TH V. Week28 (—4.07) F THiFFX 7= (FAS-OC),

() BAE - WEAHER
LR L

(6) ARAIER
1) ERARERE (—RERAMKRE BECERAMERE ERARBELERE,
BERFTERT —FA—AWE, RERTRERABRONST

2) AREHLELTERFEONBXIIREL-HE - HBROME
ek L

(7) £k
1) PS0014 BRERDHYTRXEZ T4 (DV0006 RE) * MEAT—2ED)
S~ EL B D S PRI A T D R & kT 4T  BKZ 320mg A B RS A A4
EHERERTT U U ImL (SS-1mL) XiiA— bAoA > P =7 #Z—ImL (Al-lmL)] ZHW
T, HEEHFED hL—=27 8 #thk (Week8) (TN OEMICH AEHTHZ &
DA[BET o D E il L= £ s 3R, FEEMm. BIEALThH -7,
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V. aRICEAT 4HE

NR—RF A KO Week8 12, #1011 Btz B A3 A (BKZ-SS-1mL X BKZ-
Al-ImL) % iV T BKZ320mg (160mg & T2 A) Z2gBaE | oy Lz, £ o
DT _XTOEREFRFZIE, L7 40 Fv Y Y (BKZ-TN) % T BKZ320mg (160mg
MET2A) 2 ERIEEE DTS L7 (PS0014 588k & FEEOH G- 715 (5. lERMRE (4
REERIRRER  2) ZAatB QOEFRILFEF MFRIE S mikic ik 5B, AARA=HR— K

(PS0014 &R, =2A—F B)J},
BKZ @ B CLES 1 30 43, Mgk N CHEBRE O R EFGRBLABIE LT,

TE) EHf) LBAILBERERT (Bl LIREG 2B IEd 2720 AT - BRI ORI EbhLTnD) L7 41

NI

(B S OREH)
FEFHEIERER

FAS-s (BKZ-SS-1mL) & UFFAS-a (BKZ-AI-ImL) @ 9 %, Week8 (2 1 ARLLEH S
U= B & SR IE B OFFMx 5 & L=, BKZ-SS-1mL TiE, FHlixfRo 43 3~
T (100%) 73, Week8 & BKZ-SS-1mL % AW CL &N EA 7 H CiER N AETH -
72 BKZ320mg Q4W HED 2 5l (W37 b AMEAMERE) 25, Week8 K V) AN AGER 2
L7,

BKZ-Al-1lmL TiX, Hlixf4o 43 134T (100%) 2%, Week8 (Z BKZ-Al-lmL % H
WTEEDNORN 72 B CHERDBATRE Th o7,

Bl R 1E B

FAS-s DEWERE (45 ) 23, X—RA T A 12 BKZ-SS-1mL % AV TZ 20030 )
7B CERBARETH o T2,

FAS-a O2WERE (43 ) 28, ~N—R T A 2 BKZ-Al-ImL % H\ TR D01
7B CERBARETH o T2,

(Zaxth)

BKZ-SS-1mL X3 BKZ-AI-1mL % AV /= B CER O Z &M K OBFEITRF TH -7,
ARERC, el KA EERIERE SR o T2,
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VI. 2

1.

2

a

KBEZHICEEHSLEMRITILEDH

L

<BE>

b Mifie M IL-17A €/ 7 a—F AGUERRA - £ 7 ¥ X~7 (B H#Z)

b MbEbie N IL-17A €/ 7 B —F AHURRA] . 4 X X~v7 (BB TR Z)

b MUPLE N IL-17 ZBEKA T/ 7 a—FAGuRiA 7 a <7 GEisH#z)
T O H 26O IINRE L, BHOBRNLELZSZRT L2 L,

XEEHA
) {EFRERGL - 1ERBF

EAF XTI, B FHEED IL-17A OV IL-17F (25 D) OiIRICHE S L T2 OIEH
ZHhfit 5t MEigGl £/ 7 a—F bk TH 5 15 16,

EA X X< T1E, IL-17A, IL-17F KOV IL-17A/F ~7T a X A4 ~—OEfZ 75 Z L
L0 B ORIESOE I OB RSIZBE LTV 5 IL-17 Z /K (R) ARC HAKRE L
TV T I NREERET D, EAXFA T IERIEEY A NI A VRO A v Ol %
PLET D,

FSF/HALD —
RAER I & BRIETE =N

DD i-17a/A
o T NRPIV
9 e :

e i
TNFa / By 4 QP L17FF ' \ Y
e A ~\k ﬂ(\*{)(’ (

4 ) & 4

Q
MATEE IC3  roTmm inkTmm EY/ELYIR
BAREAR IL-17RA IL-17RC

¥IL-17EPDE U ERREEZEELLTRUTVEY

BE  RRUFATr AL LYY — KETH ERSR RESE £4&

2) IL-17A & IL-17F @ HFnfER
Th17 #fLOREE BI5 & A % 2X— b L7z NIH-3T3 #RAEF#n Tld, EXAF <713
SIEVES A DA L DFEE IL-6 ONWELE Uiz, [ABEORIETA ¥ a_— |k L1z
b PRERMEEFMIAK O FRET T T A MZBN T, EAF A= T3 O RIE
BESHEES T & & o 30 D FH % ] L 7= 16 35,
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ENEEICET HEE

2) RIERIEDIEFLIER

E AR X 7L, AFPER R OBERD JIEEMLA~DWEEZ B < 2 &\ b b B EHHME M K
Ot hRET TF A MIBOWTHRIEICEG T 2B F 3B 2 i L TRIEMEY A b
A ROTEIA DWW ERET L Z LI X0 MO RIERUS 2 IEHAL L7z 353,

() ExEN T S5EBRBHE
1) In vitro RERETTIVIZE T B REEBEFRBREOMHICOEAS IL-17A

2)

BUIL-17F MEFOEE

EA X XTI XKD IL-17A OV IL-17F Ot OHFfER % | IL-17A XX IL-17F %3
RENZHFFIT D HURONGE & ik LT,

b R MR (PBMC) 7> 6 F% L 7ziEM (L Th17 Milab kO 1§ (IL-17A
KOVIL-17F Z&te) ©, IER b FEJERMESFMIL (NHDF) KONER b MRET T F 7
# A4 b (NHEK) ZHMREEEE L7z,

TEMEAL Th17 Ml O8R5 B & oA v 2 _X— L7z R — (n=3) H3k® NHEK &
M RF— (n=2) HI2kD NHDF I3E L-~ULd CXCL1 2t LT, Z ORI e A % X~
TN X 0 IRIEZREICHE S 228, IL-17A OFMPLE TiX CXCL1 OFeREm s 1340
ST H Tz, PLIL-1TF FURKR T A Y 2 A 72y ko — LRI ENGRD b
A REW

NHEK K O NHDF % Th17 fifahsa Big & #RIc A % 2 X— b2 L RIEHBRE O
FEBLZTHE 72 2358 0 D, REMRBE T OFBLK 5~2200 fFI28M LT, 2 f
OMIFEF TR — NI R 208, EAXF AT (3T R TOBIBTRIEZR 1/110~1/4 |2
il L7z,

E MEEIZE TS IL-17A RV IL-17F ORBF O RERBCPREIC & 51
(in vitro)

1E A N ONREREAR T D IL-17A KOV IL-17F OAFAEZ 73 2 7= I g Rk b7
Yuth 2 Ehfi Uiz, SRR RT 7 0 EM Lz e MY > 7 VEED 4um
DEIOYIFTEM LTz, A M IA VIFFRA2 TR 7 a—F A bikad T
MLz, TEV U -EF TV R —ATT 4 v aAF X —BICL e4F 1k
ENTe A POV X G RN n® sy 33-UT I )RV - T Tk Nalf
b % AT, e kK FAFE T CYtaz Elin L7z, BRI~~~ FF U o Tkt
%S5 L7,

TEEER A DIEH 72 B2 & T REFR AL O R L TET Tl <. BN O RIEH
WTH IL-17A KOV IL-17F OFEBLEAHEIN L 7=,
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VI. EEHEICEAY HIEHE

3) BlAcore ZRLV=E F IL-17A, IL-17F RO IL-17A/F IZXT B EA X X< T
DBEMNMEEE (in vitro)

IL-17A XV IL-17F OREHX A v —ITkT 5 B A F X~ 7 OFFMEIEL, BlAcore & H»
T-RIE T T AT BRI X Y | EEL L7725 higG skl fe 7 7 7 A v b (Fe) KR
FPRIZE D BEA X X< T 2t L, £ O LT hIL-17A FEX A ~—K O hIL-17F
REAA~—ZTELTEM LI, EAF A< T D IL-17A/F ~T 0 ¥ A = —|Z6T Dk
AEIFPEIL, PLhIgG Fe R AHUARD Fab’ ), 77 7 A v hE W TRl L7z, BEAFX
~ 70 hIL-17F [5x4 2 BAPEIE hIL-17A @ 1/8 TéH V. IL-17A/F ~F 1 & A = —|Z%f
T LAY LT,

t FAHRD IL-17A, IL-17F KL OVNIL-17A/F (26032 B A £ X< 7 OB (CEXHE)

YA NhAY Kp (pmol/L) @
hIL-17A 3.5
hIL-17F 28
hIL-17A/F 26

a:n=4~7

4) Invitro IR PIFEE

NIH-3T3 ~ 7 A B VE A SR & B S A % IS SEIR - (TNF) a & 4512 hIL-17A X
IF hIL-17F THPL L, IL-6 OIEBEEZAET 5 2 LI LD B X% X~ 7 OIEMEZ 7N L 7=,
B A X X~ 7 O F OIS AP 2RI 5 3 FEEOBRE DA A AR,
HO IR AA D CRMIi L 7=, Bl O AW FHIRG A 3559 5 DI IL-17F (X IL-17A @
FBEOERLETHY , ZOFRMFFTEAF A TZIXIL-17F LV b IL-17A 1Z%F L CiE
PERE -T2, o, BEAF A< 7 IE hIL-17A L O hIL-17F {2 X 5 NIH-3T3 fifa/5 O IL-
6 WeAfE A PR L, ¥ Ko fEiX, 4241 8pmol/L 2 O 310pmol/L Th -7,

IL-17A, IL-17F OV IL-17A/F ENERUTKT D B A F X~ 7 OJEMEIRE %2 . NHDF %
MW=/ v A ZTEHME L2, EAF AL ING 3 T4 Y 74— LT XTOH
P2 X % NHDF 225 O 1L-6 R 2 522 BAE L, & OISR X IL-17A>IL-17A/F>IL-
17F DIETH -7,

EinfH#Z v b (th) IL-17A K OF thIL-17F OAEWiEME T Thl7 #ilE g IL-17A
K OVIL-17F Z&ie) @ IL-6 WEBEEMEIZ AT 5 B A % X~ 7 OREEHIZ-OV T NIH-3T3
A2 FWTe AL FT B AT L7z, EAF XA~ 70 IL-6 IEREREEH 2 5k
497 (UCB IZBW TSI L 72 hIL-17A Fp8AE 7 7 o —Fuhifl) AR o 74 5t
hIL-17F 7R U 7 a0 —JF )UHifR & el L7z, higGl & B A % A~ 7 R OHUA 497 DT A Y #
A THRBELTHERAL, 79X (b) IgG IEHT hIL-17F FUADX R & LTHEA L7,

IL-17A OV IL-17F &[RRI, Th17 O EiEIE NIH-3T3 ffas & 1L-6 il 2 5h < 358
L., ZOFERHIE A ¥ XA~ 72 X iR BE SN 7o, IL-17A KOV IL-17F £ E U Fr R
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VI.

ENEEICET HEE

M 72 FTR ClE TL-6 D WEEfE & SR LBLE Lo 72,

FHEx OPRFED IL-17A K OV IL-17F % 7= NIH-3T3 fifl 7 » 2 A 128105
EAXF AT D ICsol CEYIE)

YA M A PRE (ng/mL) B A ¥ X< 7 1Cso (ng/mL)

hIL-17A

2.20 4.15
1.10 1.21
0.55 0.50
hIL-17F

29.0 96.5
14.5 44.2
7.25 6.2
hIL-17A+hIL-17F

2.20+29.0 90.97
1.10+14.5 40.91
0.55+7.25 18.14

ICso=fc KENR D 50% % [HE 25 Al

5) Invitro |IZ$H 1T % FFHER U BEIROBEEIZXT HEFEMA

6)

EAF AT KO, IL-17A OV IL-17F TSR R 7 PUARDY, Thl7 MlfaksE -
5 CHili% L 72 NHDF |2 L B8 PR O HEROWFEZPLE TS Z LN TE 2027l L7=,
PUIL-17A HFURIT B b aF R ER & OV ER D ME 8 TEME 2 BHEE (S9N L 7228 . $t IL-17F HUiRix
OPDREBE LIRS 2o T2, — 5, IL-17A KOV IL-17F Ol 5 2 R4 2% B A % X~
7T, BUIL-17A HUASUIHT IL-17F HURHEIN L0 & 4F FER L ONBEER OB ETE MR L
THR ) 7 TR ME RO BTz,

A=V AHFILIL-17TA RUIL-17F ISR T HEA X XTI TOHEBRMER UE
58 %E (in vitro)

=2 A4P/IL-17TA KOV IL-17F IZ% T 5 B A F X~ 7 OfEGBFEX BlAcore %
WE R 7T AT IIBIEIZ L0 Ml L7z, EE(L L72FT higG Fe FrERHtiRIC L v v
AXAw T EIR LT RICH =7 A PV ROE R E LCe MHEED IL-17A KON IL-
17F ZHWTHE LTz, =7 A PVHEEKD IL-17A KN IL-17F IZxF 5 B A+ X~
DOFEEHFME [KpE (=4~7) 1ZZFNLH 12pmol/L KT 345pmol/L] 1&. %5+ 5t b
HOROY A S A & H_T, ZRENK 135 KDV 1/12 Th oz,

[FER DR SAFIZ BN T, B A F X~ 7 1338k L7 i & 0O S0nmol/L & T~ 7 A4
A FHA KT DREG TR BRI o T,

T =7 A YIVIL-17TA LV IL-17F & B A % X~ 7 L ORZZERGIZ- OV T NIH-3T3 #ilji
7y BAITBWTHEHE L7z, NIH-3T3 fifaz =2 A FrtA A (BAAER)
HHWIE FHESROY A A (bhi ) T hTNFa & 3RIZHI L . S5 IL-6
EER LT, W=7 A VIVHEED IL-17TA LV IL-17F IZ%F7 5 B A % X~ 7 OV Kp 8
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VI. EEHEICEAY HIEHE

(n=10) X, =1 Z4L Spmol/L & T} 640pmol/L T& - 7=,

3) ERSETBEM - B
LR L
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VI. EYREICEEI HIEE

1. mAREOHT
) AELEMNGLARE
MR L

) BRERTHREIA-OPRE
1) HEMEEE5 (UP0042 GAER) ¢
A AR A AE] 80mg P, 160mg ™ & 8 320mg % Hila|fZ2 T %5 L 7= Ko M fE
B A X X TR EREHER K OB RE N T A —# 2} R ORIZTRT, MR E A XX
~ TR GBI LTI L W OBEREIZBW T 4~6 H Chem i
FEIZBIZE LT=t4, 20~22 H O CIKF L7=,

(ug/mL)

50
— SOmgf;“' (5151)
- A-- lﬁomg;;e (Gﬁﬂ}
—m— 320mg (661)

B

EN AN A % R

o=
TE

P

e SOF :,:,_j, e

0 14 28 42 5 70 84 9B
Be G-t HE
HA AR A B AR TR GO M4EH v 4 5 X~ 7R EHB
(B - AE£95%(5 #E X [#])

T T T
112 126  140(H)

A A A BERER N LRI T G-RE O Mg H & A % X< 7 DIEYBRE T A —F

b " Crnax tmax AUCo- AUC0-0 tin
%k
(mg) (ug/mL) (H) (ug + H/mL) (ng + H/mL) (H)
. 9.294 4.021 327.9 3423 22.17
80mg ™ 5
(17.6) (4.02-6.05) (27.4) (29.6) (20.3)
160me 6 19.80 6.038 667.9 679.4 22.13
m
& (8.9) (4.03-6.20) (18.8) (19.0) (8.4)
320 . 4133 6.035 1257 1278 19.94
m,
€ (16.0) (4.01-6.04) (16.8) (17.8) (24.8)

Coaxs AUCotn AUCocoy i SATPIIME (ZBFREL [%] )\ e 0 PRAE OR/ME-IRE)

) KRS 1 AR 320mg TH D,
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VI.L EVEREICET HIER

2) RERE
O T TEHE, B M & OREREEALRZE  (PS0009 3R ©, PS0014 35 *)
A AR NS e BT . MR MR AR S OV R AL RE FR A IS ASA 320mg % 4 015
W TG LeRe OV 16 B H £ C 4 843, CALLIE 8 BEICi G Lok e 2 %
A 7TRED N T 7HEIZRDO LBV ThoTz,

AAS A5 PR . IR ML RS e O E AL HRE FRE (AR A %
SAER TG Lo miEh e A3 X~ 78E N7 7E

| PR | M A A | O
AFH 320mg D 4 WL TG
16 3 20.016 (63.8) 15.983 (53.2) 13.617 (52.5)

™ [59] ® [4] v [9] V)

. . 17.223 (86.6) 18.896 (48.0) 16.783 (49.9)
48 L LIT52 [52] ® [4] ® [6] »
AF320mg D 16 WWH £ T4 RmE TR, 16 B 8 BER RS
16 3 19.536 (52.4) 17.640 (53.4) 18.800 (-)

™ [44] ¥ [6] V) [1] v

. 4.673 (83.8) 6.734 (87.5) 3.080 (-)
48]@ [39] b) [5] b) [1] b)

BT - pg/mL, STEEE (BRI 5]
a) PS0009 ik (HAANZAR—F) O 16 #HELU52 #EOT —4
b) PS0014 Bk (HAAN=HR— k) @ 16 #H K48 HIFDO T —F

@ HrEEMEEAREIZE (PA0010 34ER 100 PA0O11 48R 1)
H AN REAENE B S 2 BB (S AHA 160mg & 4 W TG L2 s e 2 & X<
TRED T 7EIIEDO LB THoTz,

A AN RCEE BRI AR 2 R TR G LEROMET A X X< 7RE | F 7|

bDMARD DJREED 720>
% | \“\0) /‘ J M%
EREMERE % TNF o PR RIS O Bz et B Hi 2%
. 9.020 (50.9) 8.223 (62.8)
16 [13]9 5
. 9.146 (55.9)
52 8 1319

AL - pg/mL, TP (EERE%) (B
a)PA0010 R (AAA=HR—b) O 16 MR 52 WKOT —4
b) PA0011 B (HAAN=A—R) O 16 BEOF—#

@ BREMERIEIR KON X MR A7 S 20 WOIREME AR I AR HERI i ¢ (AS0010 3R 13,
AS0011 55k 14)
A AR NBREMEFHER B ROV X BREEHE AT 7o S 720 B AR (RS HERT i 26 -3 1
AHKI160mg % 4 BEIZEZ TG LZROMPEFREA XX~ 7RED N7 7EIZE O L
B ThH-oT,
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VI. EYREICEEI HIEE

A AR NGREEFHER B ROV X SRR 2T 72 S 70\ B AR IRl HERI B ¢ JB B (AR & SR R T 8 -
LcROMIE N A% X~ TR T 7 &

. X MREHEA - S 20
[EK %
BENTER PRl AR HE B 2
. 11.131 (36.1) 14.764 (20.0)
168 [8]9 (61"
527 10.768 (58.4) 17.668 (20.4)
6] [6]"

BN : pg/mL, SEOTME (ZIRE%) [
a)AS0011 AR (AARA=HR—b) O 16 WRUS2 HWKOT —X
b) AS0010 #BR (AARA=ZA—1) @16 BROS2 BREOT —4

3) FIHHEEHRERER (UP033 EER) ¥ (JEAN)
HME AEERERR A Z BKZ 320mg % 22 2F%RERF > U > 2™ ImL (SS-1mL) (63 ), A —
F Y= Z—1ImL (Al-lmL) (63 f), 7L 7 4L R U ¥ (TN) (RHRZE, 63 f1)
Z W TCHLE R TG L7k PK % ik L7z, BKZ-SS-1mL #f & O BKZ-AI-1mL #£D
BKZ-TN #EZ %32 WP RS R R STz,
) SR LB SRR (BHR LIRS 2B 19 5700, BEART - B OB TN D) FL7 1L

Foyry
A1) B0 [R) Z6 0 O AT —PK-PPS
BRERIR S HRZE WEBRIE vs of RREE
BKZ-TN # (n=63)

NTGA—H - E 2 N i/ T di/ N _
o AT R AR R i P
(Hfr) NS OEN S fiE SEHED . (%)

BKZ-SS-1mL # (n=63) @

AUC (0 (H + pg/mL) 1055 1080 97.70 87.7, 108.9

AUC (H - pg/mL) 1083 1107 97.82 87.7, 109.1

Cmax (ug/mL) 30.10 31.18 96.53 87.3, 106.8

BKZ-AI-ImL # (n=63)

AUC (-9 (H * pug/mL) 1098 1080 101.7 91.6, 113.0

AUC (H * ug/mL) 1129 1107 102.0 91.6, 113.5

Cmax (ug/mL) 30.63 31.18 98.25 89.5, 107.9

Al: A — b A ¥ =7 % — BKZ: EAFA=7 PK-PPS : JRBRSEME #H B 5O A U 7= S B REAR AT T G581 SS
TREMHEMN V) VY IN: LT 4V Ry vy
a:28 ALUMEDT — X KIBOTZOARE 1 FlOFT —4 % AUC, AUCqy. tin DFLHH SRS

) PEHE
DR L
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VI.L EVEREICET HIER

4 BE - ftAEOEE
1) BEOXE

REER e L

2) GtRAEOEE

SE B Ot RE s N (28 1)) 12 BKZ 320mg Z Hilalf F&H5% A 7o
PO 7 F AR LT,

MR E A & X~ 7B MR IL, B0 PK 707 7 A Anb PRl SRR L
—H L7z, AUC O TEIMEIL 1200 H « pg/mL, Crax DT FHMEIT 33.44ng/mL,  tiax
OFRAEE 7 B (P - 2~14 H) KOt OFHE BEERE) 132296 H (5.092 H)
ThHol,

2. EYREMRE/NSA—F
(1) FBHAE

2

(&)

(AARN KL OBMEN)

PR E 2t g & U7 Bh L5 ILARERREER  (PS0010 35k 2, PS0011 7k 3 O
PS0016 7% 22) . 2 MAHERARER (PS0008 7R 5 K& O PS0009 #klk ¢ OF — & & v, —Ik
WIGEEZ AT D -2 3=k A hET LY | RHEEMERY B e BR AT 2 9206 L 7=,

WEPE R R B R & LT3R (PA0008 3BR 17, PA0010 5B 10, PA0011 5Bk 1,
PA0012 35k 12) | (REIPEFHERIEI R B 2 605 & L7-3BR (AS0008 7k 19, AS0013 7k,
AS0010 7Bk 13, AS0011 7Bk 4) J OB PERzfEZ x5 & L7-3BR (PS0010 78Rk 2, PS0011
B 3, PS0016 3B 22, PS0008 75k 5. PS0009 7Bk ¢, PS0013 3Bk 7. PS0015 #ER 23) &
T4 & HWREF R EERB R 2 E i L7, T — X &y MaE, HEE~EE O
HMERIRE A A T DB 1809 1], HEEMERIEIK 2 A T D HBRE 1274 B J OG5 HERS
Hidk 2 H 9 H0RE 927 Bl 45 7=, BKZ 16~480mg O i E#iPH TG TH 5 L7z
D PK JHIENE 33996 1E3E 7=,

IR 052 BEE TE 3
SRS (BARANKLOSMEN)
ka=0.882/H

HEEEER
TR L
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EVBIREICRET HIEE

@

(©))

()

DIUFTSVR
SRR (HARANKUSEAN)
CL/F=0.337 (32.7%) L/H [(Hyefi (ZEes) ]

POBE
SRR (HARANKUSNEAN)
V/L=11.2 (30.5%) L (F9fE (EEnfei))

Dt
LR L

3. BfHE (REaL—aY) @

5.

0y

2

fRIN A&
2. FWRERRI T A =5 (1) BT 5iE] OHESR
NSA—SEBHER

PR RERE (A ARAKROSEAN)

H S~ L DS i VERCRE RS 2 PR & LT RHEM PR B E T /L D /R8T A — X (X CL/F
23 0.337L/H, V/F 3 11.2L EHEE S, tpld 23 H Th o7z, KHE 87kg DMBIF 22 B3 &
bl U T IARE 120kg O TIRERA MAE FPR EE A3 KD 30%1K < (A 200kg D HEFH TIE 40%
173> 7237,

PsA. axSpA K U= VERLHE A AT D 95rE O T — & (23S < fEM PK f#hi 7> 5, BKZ
D PK AT KIET NERMZER O BB 2 il d. RIRRIC S| E 0T — 2 12HE5<
PK ET RN & —8 T 5 Z LR anTz, £/, A M ML X — FOFHBEGICL > T
B ZAT R EHEE ST,

31}
fEEER A (UP0031 35k . UP0042 3Bk & O RA0124 3RER) & Ok i Mz (UP0008 #X5R)

OH-EREERIfT 7 — 2 (AARANKRTSHEN)

RESE M ENREARNT & 0 RERR IS I 1T DA A AT A T 8 U T 1 OFEE 70.1%

EHEE ST,

vk

Oy

1 7% -Aod BS P 5 38 1
LR L
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VI.L EVEREICET HIER

(2) Ifnik-fA88ESPY & @ 1
MU ERR L
<BE>
H=7 AP zBNT, HAEROMEE T A F X~ 7 REITREY & RRE T, BEzE
BT 5 2 L AR ST,

(3) AHA~OBT
LR L

@) BER~NOBTHE
LR L

5) TODOIEB~DBIT
AR L

(6) MPELOFHEEE
LR L

6. X
(1) REELLR UK ERERE
MR L
<BE>
ICHS6 (R1) IZfEWVE A F X~ 7 ORI ER L7270 o72, EXAF AT DX 704
ROFAGIZ, — AT HIRROIERE R 72 B AT U Y Y — B X DR E I LT D
EEBEZ LD 2, LR o T, BIC K DFEAMITITERIEN 2N B2 HND,

Q) REICEAET SER (CYPE) OHFEFSE
LR L

Q) VEEBHROFRRVEZDOEE
LR L

@) KEMOFEORMEVESL FELE
LB L
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VI. EYREICEEI HIEE

7. HEith
AZUEER R L
<BE>
B A X X7 OPIERBR T FEN L 72 -T2, EAXF AT DX S 7/ 7 a—F Aguko gl
T, AN SRR A~ D IERFEL A SO TRERHKATENE DI AT THE S U YV Y — D5 fR % T 5 & B %
HAL, FHBSUTBIRIC L DR E A X~ T OPRITIZ E A ER N LB B 4 2 8]

8. FSIVAR—E—ICETLHER
LR L

9. BNFICKDRER
LR L

10. BEDERERTHBE
LR L

11. = Dfth
MR L
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VI. Z21 (ERLOIEESF) ICEI SEEB

1.

EENBLTDOER

1. B
L1 RHFRERFOREFEZSCRERITTRICHIETESERBRICE LT, KFIIZD

1.2 EETRRE

1.3 RENDBRERFIRY DRI, ESERBDOBFLROERZ+2ITHIET S & [6.1-5.4

R
==

WTO+57 G & BERRBOBRICTDEME - BEREIL OEMDL & T, FH
L HBREDEBERMNERMEZ LR S EHI SN HEFDAHIERT L &,
AENEREED) R ZBRESEHEEENHY . F-HEZOREEEZETHEET
FHEREFHILS L DRRENH D, T, FEEOBEEEEFALHATEGZLD, &
MEZORBFENRESN TN D, BERMAKICEILL., AFNERRFETASEHEHT
BN EHLED, FEOEMMERVEKREZEEICTIHRAL. BENERLLZL
ZHEREL-LTRRERIBT A&, [2.2, 81,82, 8.4, 9.1.1, 9.1.2, 11.1.1
15.1.2 28]

VANLAR, MERVERFICLDPEEGREEIRESNATND O, +RLGHBEE
TOBERPEDRIEITERE L. FHRERICBREOMIERITERLAH o =5HE
S, BELICHEYEICERT L OIEEZHREIT S L, [21, 8.1, 9.1.1, 11.1.1
SR

S|

<R >
1.1 ARH & SERBIZOWT O+ ik « R EZHTHEMOL & THEHATOILERH D

&, ROKFNIRER 2 G TRGMED ) 27 RS EL RN H Y | £ O%E 121
JEIYE~ DY R IFEZH C O MNENH DT, AR OFME « FERIEIZOWTEEN
BUE L7 Z L 2 L7 ECIRRE BT D LENH D 2 Lins B TORRERR 2
BEIIRE LT, £o, AANTET 2 EMEEG ORBURBLUZ B 5 1§ AR UL
a2 5720, FETORERILE S B ITRE LT,

(N2, oA L ZOMH], 15 HEQEAKET L ZOMB], T6. FFEDHEREZH
TLEFICETOEE (1) &0HE - BEESF0H 588, 18 BIEA (1) ERA
RIER & WIHESR . T12. ZOfolE] OEEB)

1.2 BRARRERIZ IV T, BEBEE RN OO EEREGUEDORENRNH VD | Z DOGE I

SE~OBE U 2B 25 U5 MENH D70, I TORMIRN 2B EITRIE LT,
(2. ZpWELcofH ), 6. FEOHREATLRECHETER (1) GOHE -
EEEOH 28], 18 BWEM (1) EXRAANWEM & AIHEER] OHEEM)

1.3 AHITOWBRBAIRIZIL D BMERROBEH 2B E T & THDH 2 &2 b, FHETOTLH

W ZBBITRE LT,
(TV. {BFRICET2HA 2. 2T RICEE T 2R ] OHEBH)
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VI. ££% (FRALOZEESF) ICAJI SEE

2. BERRNBLETNDEH

2. B (ROBEIZEIBELLEWNI )

2.1 EEREYYEDORSE UERFZELSELIBELAH S, ] [1.2, 8.1, 9.1.1, 11.1.1 ]

2.2 IEEMEREOBRE DEREZELLSE2BEARH S, ] [1.1, 8.2, 9.1.2 ]

2.3 ARANIOE ST UisBUE OB D & 2 B

< fiffin >

2.1 EERBYUEDBH T, ARG L0V EEDEREZBELIE BTN HH 2 &
D, B TOTERNESBIRE Lz,
(M. BENELZORM), 15, BHELEANEE L Z0MHM], T6. FFEDHRETA
TEHLEECETIEE (1) A0HE - MAERESob 88, 18 BIEA (1) EXRA
RIVER & WIHER ) DIES )

2.2 THEMPERERZ O BE Tl AR GIC RV IEREZBILIE 28NN H L 2 b, FHIKT
DFHECRIM A S EB IR E LTz,
(M. BENEL 2B, 15, BELEANEE L Z0ME], T6. FFEDOHRETA
TLEFICETLEE (1) AHE - BRSO 588 OEEBR)

2.3 ARSI VIRBUEOBE 2/ T 5BETIX, 774 7F 0 —KIED L 5 e EER
RSO Y A7 BEEESID Z &0 h, FIETORHIRNAESEITHE LT,

3. FNEEXRIIHRICEHET HFE & TDER
(V. 2. ZhREEZh T BT 2] 23 RT 52 L,

4. AERUVHAERICEET 5L TDER
(V. 4. AEROHBICEET 2EE] 22BT 52 L,
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I. 2% (FRALOIESF) ICHAJTHEEB

5. EEGERMIE L ETDER

8.1

8.2

8.3

8.4

8.5

8.6

8. EELEARIE

AENT, DY A7 BRI EDAREMERH D, TOZOAFIOFEEIZE L T,
Ty R B ATV, JERYE ORIECHIEEICIEE 35 Z &, GO BESUIIER S B
DIEHEITIE, NS EICEE T 2 L) BE 28T 2L, [1.1, 1.2, 2.1,
9.1.1, 11.1.1 BHE]

RENEE G SN > TRERZICEIT 2 03 72 R OV X SRAEIs iz A v 4 —7 = n
>y WEEERRBR S Y L 7 U RO 2 ATV JE B CT A5 2175 Z & 1IT kY,
MO EZMEET 2 2 &, o, ARG, I X SRAS 0@ 22 R 4
EWIMINCAT 5 722 EREEORBUIT IR L, M A8 D B (Feged 2%, IRER
Do FEEE) I LTINS BT D L o BE AR 2 L,
7B, FEREOTEBPEN R SN2 BT DIBR A L. ARE2HRE L2 &,
(1.1, 22, 9.1.2 Z/]

KA RNE, AV 7 F oI LD RGERBLO Y 27 B EETE W=D, £U 7
F BRI TRV &,

B PR AR 3\ VTR K& OV DA O SRR O S B ST b, AHIE DR
RBIRITHfE T2V, BEEEORBUNTIEET S 2 L. [1.1, 15.1.2 B3]
D AL TIFN D> 5 2T DA 1R YIE DB DWW TRE ORIEE + 73 I BIET 5
zk,

BOBSE 4 BRI 1 BERGEOSHEORETH L, REIOESIGICH > T,
EFMR BT, LTEMICE D0, ERMOBE#OBEEDO S &L TREEZITH 2 &,
ARG OMMAIC W TIE, ERINZORYSHAEEICRF L, HoRB3E Iz 5
fi L7e Db AHIE G L2 fEpRiE & fPUEIZ OV CTEREDNEE L, BEH bEFEIC
BETELZ MR LI LT, EMOEREED S L CET L2 &, o, HEH
%, BYYESEARFNC X 2EIERAR DN 5608 O 5 OfkE 03 R EE 7RI & 722 5
AREMEN H 2L AT, EBICHCHRG 2RI, EMOFHE T CEEICBETS
IR CHOIREEFT O 2, AR AOENE (ERE AR 2EEH LN E D
ICEEICHER AR L, BERBEEFNECETL2HEE21TH Z &,

< iR >

8.1, 8.2 % I AH R OV MIAHEG R BRI Ty S A EFGIEBURIL* . W QN AH| D FK B %
IR 2 Z 8 U, JRYYE, fEEEGC B L CITme 2 ) 2 7 & RN L 2 2 | (B
TERE LT,

(1.

BERNALETORME), 2. BRERNALEZOMBH], T6. FEOEREAT DHEEITH

TouE () A0HE - BEEEFOH 585, 18, BIEM (1) HEXZREIWEM & 91
FEIR ] DIEZMR)

*%

T MERORE, HOREEALBOE K OMRIEMERZREC IV T, e & S SN iR 5%
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VI. ££% (FRALOZEESF) ICAJI SEE

FHLLT-HEER (TEAE) 13, SOC NEYUER L O%ARIE] Thd TEAE GEI %
AR ESIRBRF A C 63.2%) Th D | ORI DIEFETE (97.8%) B~ L (97.9%)
T, BEHFILICE SR o7z (98.4%), fed L <A S/ TEAE (PT) (X, SMHTHRK,
MR P B RER O E RGBT > 1o, IHEMEREEE OB B2 0> 12,

8.3 RIEALZEEIMEA > 7NV U 7 F 4R 2 BBRTCAA] 320mg % Hila#% 5 L /- fdHedl
Bl & BRI AR & e 5 U b o To R & Lhle U 72 B BRI O HUR SIS 2338 6
S5HTVWS (UP0034 7Bk 19)),

L ARG PICAEY 7 F o LT — 2 350N TR LT, MYERBO Y Z
I HEBETERNZ D, FETORLERNZSZITHRE LT,

8.4 ARANZIIT 5 EBHIER OFBURDBUCE T~ 5 HEH 2 R LIEBEREZ 3T 5720, HIETo
FLHCRI A BB ICRRE LT,

(M. BEAREZOHEGB ], 112. ZOMOEE] OHSHR)

8.5 ARIOIHLRFrEZBE L., FHE TCORLBRNEZSEITHRE LT,

8.6 AFNIHAX 1 (& H LA Ldpeip 2=, BENFLE L ECHAEBE AT 2%, &
REICLDHET, HDEOEMEL - L, BEHONEH TE D EROEHAICIT4
A 1 BEERGOHGOHE G (BCEN) 722 8RR TH D,

6. BRENEREZFTHBEICAHATHIE
(1) BHHE - REEFOHLHBE
9.1 AHHE - BERZOHHESE
9.1.1 BREE (FELREEZRC) OBEEXEREEITONLESE
BYYEDNEL T D20 H 5, [1.1, 1.2, 2.1, 8.1, 11.1.1 ZH]
9.1.2 HEEOBERZAT H2BEXIIHBZBEENRONDIESE
[1.1, 2.2, 82&H]
(1) EOBRIREE A3 5 BETI \Fﬁ%%@méﬁéﬁ%ﬂﬁ%é
(2) FEROBEEREZ AT 286 K OB SO 25 A121%, OB R
BRAN 0 D ERICAHRR T2 2 &, umeﬁmﬂ®%%_i\ﬁ@ka%ﬁ
52 S SR Oy el QNI N 1| Fo S A RS R
- BEEG R A TR IS G BT 20 E SN2 2 AT 5 8%
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ARHRIE 1 (0.2
BEHLEZXDRS 1 (0.2
A KR bR 1 (0.1)
MR B 1 (0.2)
B LUREES
PR IR 1 (£0.1) 2 (0.2) 5 (0.9
BEHER 1 (£0.1)
SRS 1 (0.1)
JiINZ 0.1) 2 (0.3)
Ji5E Jp B i = 1 (£0.1)
R Y R 2% 1 (0.1)
EXARME 1 (0.1)
BHIR 1 (0.2)
EBERBLUVIAERE
S FERE E O FEAE 1 (0.2
BIAEL A% 2 (0.3)
L5 1 (£0.1)
T R R R 1 (0.1)
RS, MERE & UHERES
1 e SR 8 (0.5) 10 (0.8) 9 (1.6)
nZ Ik 6 (0.4) 6 (0.5) 2 (0.3)
B 3 (0.5)
T UL — RS 1 (£0.1) 2 (0.3)
P K] 1 (<0.1)
£ 5 1 (<0.1) 1 (Ko.1)
BLDRIE 1 (K0.1) 2 (0.3)
B & 5 o i 2 (0.1) 1 (<0.1)
A e Rz 1 (<0.1) 1 (0.2
S H i 1 (0.1) 1 (0.1)
NHEETE 1 (0.1) 1 (£0.1)
T ik 1 (0.1) 1 (0.2
PSR 1 (0.2
MREEE 1 (0.2
i3l 1 (K0.1)
BTSSR 1 (0.2)
BRI ONS A 1 (£0.1)
[=Ricyl 1 (<0.1)
N SEALBE 1 (0.2
M fEEe 1 (<0.1)
KOE DRIE 1 (<0.1)
bk 1 (0.2
JRBRAE K 1 (0.2
& JEDRIE 1 (K0.1)
EEHLUVETHEBES
Mo 15 (1) 4 (0.3) 10 (1.7
% 9 FEIE 6 (0.4) 8 (0.7) 9 (1.6)
7 13 (0.9) 3 (0.2) 5  (0.9)
EiE2323 4 (0.3) 4 (0.7)
TR 2 (0.1)
7 JEE i A 4 (0.3) 8 (0.7) 3 (0.5)
REIRHE B2 JE 2% 1 (0.1) 2 (0.2 1 (0.2
SIE 5 (0.3) 1 (<0.1) 6 (1.0)
F2 JE % 4 (0.3) 4 (0.3) 4 (0.7
2EME D FEAE 9 (0.6) 1 (K0.1) 1 (0.2
55 6 (0.5) 8 (1.4)
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I. 2% (FRALOIESF) ICHAJTHEEB

B VER O fiE FELFIEL CGEBLEY)
PsO PsA axSpA
(N=1495) (N=1209) (N=574)
7 hE—PER SR 2 (0.1) 3 (0.2) 2 (0.3)
E 7537 2 (0.1) 3 (0.2) 1 (0.2
W AE 4 (0.3) 6 (0.5)
HERERR LR 2% 1 (0.1) 1 (0.2)
L SRRl 4 (0.3) 2 (0.2
HLBF 1 (0.1) 2 (0.2) 3 (0.5)
Pl 57 e ¢ 1 (0.1) 1 (0.2
JIE R I 2 (0.1) 2 (0.2) 1 (0.2
Fe s 4 (0.3) 2 (0.3)
T U —ER S 4 (0.3) 2 (0.3)
ZITHE 2 (0.1 2 (0.2 1 (0.2
SIERERL R 2% 3 (0.2) 2 (0.2) 1 (0.2)
%9 FEME R E 3 (0.2)
M EAE 1 (£0.1)
yi[0) 1 (K0.1) 1 (0.2)
B 5 3 (0.2) 1 (0.2
BT 2 (0.3)
JTCH BEPR JE 2 (0.1
2 &R 1 (0.1)
ISR NGRS N & 3 (0.2
S 1 (K0.1) 1 (0.2
2 & 3 i 1 (0.1) 2 (0.3)
JNZE, 1 (0.1)
JTVRE R 1 (£0.1)
S BOE 1 (<0.1)
IR 1 (K0.1)
Hbs 1 (£0.1)
R 5 1 (0.2
F S 2 (0.2)
F2 S A 1 (<0.1) 1 (0.2
VA= aR e eSS 1 (<0.1)
= 1 (£0.1)
SHERHLRE 1 (0.2)
S B 2% 1 (0.1)
B3 1 (£0.1)
g R Z VR 5 1 (0.2
I PR ER M I B 1 (<0.1)
HIFATER 5 1 (0.2
RN B 1 (0.2
i i 1 (0.2
Tz 1 (£0.1)
JTUHZ I 1 (£0.1)
HeR R RE 2% 1 (0.2
TE - BIERIRMT AR EIE R 1 (0.1)
FES 1 (0.2
AYERL 7 4 U UhE 1 (K0.1)
BRI NE R E 1 (£0.1)
BLR 25 1 (£0.1)
INKIENE R 5 1 (0.2
2 Ji 1 AR 1 (0.2)
RS A 1 (0.1)
2 & SR 1 (0.2
a teaii 1 (0.1)
F i = 1 (K0.1)
TR E 1 (0.1)
PR ERR 1 (0.1)
e B 1 (£0.1)
B EEES 1 (0.1)
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VI. ££% (FRALOZEESF) ICAJI SEE

EIVER o P GEHEY)
PsO PsA axSpA
(N=1495) (N=1209) (N=574)
mEEE
=R iNES 3 (0.2) 8 (0.7 1 (0.2)
E QU] 1 (0.1) 1 (<0.1) 1 (0.2
ERIEURETE e 1 (0.1)
i I JE 3 (0.2) 8 (0.7 1 (0.2)

PsO : S PERCME, R ROHE M OMCREMEAT JIE . PsA @ WOREMERSER A . axSpA @ x FRILYEA TN /- & AV VRl
HER R OUREMETHESS . BITER4 1. MedDRA/J V19.0 DEE RIS HE, HEAGEA {1

9. BRERERRICRIZIEE
BE ST e

10. BERS
REIN TN

142



I. 2% (FRALOIESF) ICHAJTHEEB

11. HRALDOZEE

14, BREDEE

14.1 EFIZRE5RIDEE

14. 1.1 AFIFEGANCARRED DB L, B0 F F 30 L EES AmICE S, SRR LT
BLIERLE LY, 2OMmOBE BT L ORBAS) TARIZRD RN L,

14.1.2 KR ER OV &

14.1.3 BHANCNAEDE BRIC K VIERT 2 2 &, 7eds. WEDTIZH B 0372kl
MDRDLNDEAITIIHEH L2 &,

14.1. 4 KR ZRETLHFENTELETHy v TE2HA4SRNT L,

1

14.2 EHREROIE

14.2.1 BBEBALIE, HEED, RBRASUT BREEAAE E Ly,

14.2.2 PIREABURIRERAL, & & FEAR. WA, RRIR. BUREHRERD & DEL, HLEOHFBALIC
TEFH LN Ly

14.2.3 &S Sem LINIZ AR %G LW 2 &,
14.2. 4 [Rl—f&HFT~D 2 ROFEFITRES . BHGBITEFERTNEEZD Z L,

14.2.5 AFNL, 1 EFEHOBAITCHY , FEH LN &,
<figgn >

AFN AT DB 0O EME & L C. ARAID CCDS 125X, FHETOTHEIRN S ED
) ZRRE LTz,
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VI. ££% (FRALOZEESF) ICAJI SEE

12. ZOHDIE
1) BBERERICED CHR

15.1 BREREAICE D C 1ER
15.1.1 RERM
(SEMEE. BEMEE. EEELRE)
(1) A S ONEBE L [FIRRER 12 3\ T i MRz AR L2 AR 320mg % 16 % £ Tl 4
HFRE, TO®%IX MR TRE L Z A, K45% (116/257 f) O BEHEITH
EAF X2 THUEREO HAL, £ D 95 B 34% (40/116 fil, AFl a5 L7428
FH DK 16% [40/257 1) (ZHRIFUADFERD BT,
& ztz)\%%%r@i% IR P R S X R ML B E AR IS AR 320mg % 16 T4 &
WG, 0% 8 ARG CRL™ Lk 2 A, £146% (30/66 f5]) DE
% #t A X A= THERDBRD B, TD 5 B 53% (16/30 B, AFl%# &5 L
7o BB DK 24% [16/66 111]) IZHFHFURDTRD bivTz,
PLE A X X~ THUADER® DI B Tl ASRO M 57 i B 1K 3 D 28
D BTN, FLE A F X~ THRFETUZ K DERIRN R B~ DR BT &

MTIER,
) IRE MR SO RO AL SO B T 16 THIRFIZ IGA0/1 KR OLEIE 16 HWERE S 4 5
W% 5 % kot
(BZRFMEBEEN 2¢)

(2) [EFRIL[RIFRER 2 3\ T HOEME BRI 28 B IS AH] 160mg & 4 BHHIFE T, 16 W %
THEELIZEZA, $31% (218/698 f5i]) DBEFIZHIE A F X~ THURDFED
M. ZD D HKI33% (72/218 Hil, AHNZ G L2 2EH D 10% [72/698 ﬁJ])
HRIHUR GRS Bz, KAl 160mg % 4 BRI T, 52 HFE CREL-AH
(PA0010 FRERIZSINL72E) TiE. K47% (201/431 f) THEAF A~
FURDRD B, D 9 B 38% (77201 fil, AHKlaE L2 2BE DK 18%
[77/431 B1]) (ZHRFUADGRD BTz, HLE A F X~ 7 HAFEBUC K DERIRZ)
RROL M DT S )Tl
(CGRE T2
(3) EFRILFFRER 2 I\ THRIELPEFFHEZ B ITAH] 160mg 4 4 JAEIFE T, 52 W
FCERELIZEZA, K 44% (86/194 i) DEHIZHIE A F X~ THURDIE O
L, £D D B 44% (38/86 5], AAlZ b L7 2 DK 20% [38/194 i)
(HRIHUADERD BT, FLE A F X~ THURFEHIZ L D RS B0 2~
NI D TR,
X REEZ R ST UMAEIE S HEEETZ)
(4) EFRLRIFBRIC IV T X B AR A 05 72 & 7 WO ARl I 5 HE BE 1 2% R L A
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I. 2% (FRALOIESF) ICHAJTHEEB

2

160mg # 4 HMFET, 52 HEETHERELILEZA, K 57% (68/119 f) DIE
FHIZHE A X A~ THENRO B, D) HFI44% (30/68 B, AHIZHE L
TR DK 25% [30/119 1) (CHFIFUADGRD HivTz, PLE A F X~ 7 Hiik
FEEUC X DR R BME~DREITIA S TR0,

15.1.2 BHEERRRE

(SEMEE. BEMEE. EEEOERE)

(1) HCfFBE 2t & U 7z M R SRR B ONEI B S [RIGRER CARAI N e - S T R
1,789 Bl >\ T, FEMERES GERAMER 2R <) ORBUHEEIL 0.4/100 AF
(71,789 f5l) ToH Y | HEEEE THE S 2 EMEEOEE (0.5~2.9/100 A
) LRBRETHoTZ, [1.1. 84 B

(ErRETERaET )

(2) WEMEBIEI R R A xR L LT s ONEBE L R CABI N & b S - B
1,413 Bl T, MRS ORBUEE I 0.6/100 AE (17/1,413 ) THY |
RIREVEBI R R FBE CHEE SN A BMEIESE O BE (0.6/100 AF) & [FRETH
o7z, [1.1, 84 &[]

(REME#HR. X BEELFH I LV EREEEHBEE )

(3) FREVEFHES . X MRILHEZ T 7= S AW MKRHRME I HEBS B R B &b 4 & L - st
J OVE RS I RIBREBR CAKIN B G- S 7o B3 928 BT DWW T, BEEEER DR BIAH
FE13 0.3/100 A (6/928 f5) Th iz, 72, —OFHERIHIREE TGS
AVTWDHEBIERIT, 1.05/100 AMETH 24, [1.1, 8.4 ]

15.1. 3 RERERRF 12350 T S MifilA SO TR L & OFH L7356 O &M OV 2h
IIHESE LT uy,

<R >

15.1.1 ERRBRICIB W TR Z 5 L2 OFLE A F X~ THUR K OV O HFRIHUA DR B
Wi, WNTHLE A F X~ T HURREIC X 5 o R OV B~ D 82 > )T
L7,

15.1.2 AFNZ BT 2 BMENEZ OFRBBRE IR 2 F R iR LIEBEWELZ T 5720, Ja%
TORHERNZBEIZHE LT,
(M. BENELZOMM], 15, BEREAREE L ZOHE] OHESH)

15.1.3 S dmibil A SRS & OFH LTc & oz etk - GONEICET 27— 213560
TWRWZ &b, BEECORERNA S ZICRE L,

JEERERERER IE D < 1/#R

RE SHL TR0
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VI. ££% (FRALOZEESF) ICAJI SEE

ZDfth
<B%E . RERMOFE>
1. [ERLFEFEIEESHAER [PS0014 B, =R —FB (AARADR)] 8
AR G- E 7z 66 B (S5 PERZEE 45 B, BRIEMERZEE 10 4], S2EEMERLEE 11 61) o
2B, N=RAT A D Weekd8 £ TIT 30 il (45.5%) THL BKZ HUiRG D ML S 4L, 30
BD 55 16 4] (53.3%) BHFGUAEMETH -7,
L BKZ HUARBE K O Uik 0 8835 T, i BKZ BN Db IEn - 72,
L BKZ FURBIERE O 5 B PRI RE T, HRPTREYERE & el L i
BKZ MK T2,

2. WRAMEEIAR B E MRS (PS0008 7ik) °

AFNIB G S - =5 PERRE RS 319 5] (320mg Q4W AE 158 5], 320mg Q4W/QS8W #f
161 f5l) @55, HBAMMIZH BKZ FrRBESHERR S L7 B I, 320mg Q4W #E 37 #

(23.4%) 0% 320mg Q4W/Q8W #¥ 36 ] (22.4%) TV . BAWIM+HERWIR Cixen <
60 51 (38.0%) KON63 B (39.1%) Th-oiz,

YL BKZ HUARBERE ClE, BuiiRErEBE & e Ui BKZ BE N D3 IE -
72, 320mg Q4W #E & OF 320mg Q4W/Q8W HE Tl A ZhHEFEE H CTd % PASI90 K U PASI100
EERCHR, IGA0/1 FZERLERITHT LT, HL BKZ HFURGEIC K D8 6 03 P B3G8 O e o T2,

3. [EFRLFEF A —HE R (PS0009 #lEk) ©
AFNIDEE G S - =5 PERHE R 321 6] (320mg Q4W) @ 9 5| E A IZHL BKZ ik
Btk 23 fesd S AL BB IL 64 Bl (19.9%) TH Y | HABIMHHERFIRH Tl 108 #1 (33.6%)
ThoT-,
L BKZ HUiRBEIEBRE Tk, SURENERSE & el L T s BKZ J2E72Y Week16 LI
DENMED > T2, Weekl6, Week52 T, ARMWERAREH T % PASIO0 K& U PASI100
R, IGAO/1 FERCRICKE L CL fL BKZ HUARIGTEIC X 5B 6 072 IR b hr o T,

4. VEAEILAE B MRS (PS0013 #A8R) 7

ARG v, BAMIM R OELE A CBERUI R 2 52 T L 7o s 5 PR 8 (320mg
Q4W/Q4W B 94 i, 320mg Q4W/Q8W £ 93 fiil) @ H & AR+ HE(E A LB R 1o bt
BKZ HUARBPE DS HERR S 7= BB 1, 320mg Q4W/Q4W £ 49 5] (52.1%) K U8 320mg Q4W/Q8W
BE 46 5 (49.5%) L RIFEECTH -T2,

PT BKZ HUARGMEBE Tk, PURBEMERESE & el L TS BKZ 272 Week16~56 (2
DT MUK > T2, Weekl6 D 320mg Q4W HE, Week56 @ 320mg Q4W/Q4W Ff K F BKZ
320mg Q4W/Q8W HETIX, AZMWERHMETEH Td 5 PASI0 & U PASII00 %=, IGA0/1 2=
FERIZHT L C, HT BKZ HUREEIEIC K BB 5 0 B 3380 S e o 1z,

BBz OWTIE TV, BRICET2HA 5. RN OESH
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X. JERGEREABRICRE I HIEE

1. ZEEHER
(1) ZEZhRIEBAER
[VI. SEZhSKBZEE9 2 E ] OIESH

Q) ReFEBEAER
{851 D 22 A SREREBR 13 30 L T U 7Zeuy,
T, AR R, MR SRR, LI R

B =7 A P ot g Gz B v
(Z AT Rl LT,

MACK R T T T B
AR | D=7 A | TR | BIRA - 0, | TR SRICKT T AERZ2FBE L0 2 L AVRIE X
P KO |20, 200mg/kg | 7172,
PRI N N e e
DR 200mg/kg | ] B ORI DB 5% . DO BRIZIU0 T
GHLED | LM RD T A— 5[@9@@%F(ﬂﬁ%
BB | yragiyl, ROSEHMmME) o] oz
oihvd, LEX (ECG) LeadH/\°*7><~57 (PR, RR\
QT. QTc MIkEM& Y QRS #E) Zxf L CTHERERIX
ROLNRNoT2, ECGEFTFRET, BEAFX
~ T OREGENEBEES L EZ LN BREITRD
SR o T,
PR | = A | T 0, 50, 200 |HHEAHRERICKIT HIEHZFHEE L2 EVRIB S
% mg/kg ni,
PP BLED e Bl A s Lisl - L i S e
= 26 WS R DA HLARY N To
TGS 12 [ TN 26 Bl 542, W OFEREIZBW T,
DIAERONRT A—& [HPEEARE (HE, kR
W R OSERIME) SO a%] OEENIRD HivT .,
ECGLeadll /X7 A —% (PR, RR. QT. QTc [ElE&L )
QRS 1) 12 L CHERERIIEO binotz,
ECG WIEXIIFRE T, B A X XA~ 7 DG B
HL7tEZEZONARFITRD LN T,

3) T DHhDEEFER
1) FeIT7x932—HEE (B5FH)

E'A X X TITFRIIRAEE I ER I T S e,

B A ¥ X~ TIIEMER - TH D IL-17A OV IL-17F (Z#E4& LT, IL-17RA/IL-17RC &
OMEAERZRET D720, (EAMFIC Fe =7 =7 2 —HRIZBES L TR,

ADCC |%. NHDF % hIL-17A % hIL-17F THEANIHIEL L721%12. A % X< T(EE
TTNK 7 =7 Z—HifaL oA v F2— 3 L 4 FR# O NHDF OEFREC
LV L=, © A% X~ 712 NHDF OAETFREICK L TR E2 MIE S o T,

CDC (%, hIL-17A 3% hIL-17F THANIHE L 7= PBMC % & g (A=A BED
VAL LTC) fFAEFTEFH L, PBMC OEGFREICLVIMELZ, I V{7 rEY T A
BtERR OFEIG DMENZ B REND L DIT, BEAXAF A~ 7L PBMC (2% % Ml g
PGP Z PR LR Do T,
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X. JERGEREABRICREI SIEE

2.

SR
(1) EEE5EEHER
T O S
B | s | (S BOUR | SRS
(mg/kg)
=4 RN | 0. 1. 10, 200 200 N/A | 10mg/kg O 5 I TH 5% 26 HE~42 HH
B BT 0. 10, 200 DORNTIARAT L O AR TR LT,
{EREE C Balantidium coli D3HERR I 11L7-,
1 plcefikEE L 2RO,
N/A=FY7 L
Q) REHRSHHERER
B | g | g | R ks
(mg/kg)
=74 BIRN 8 I 0,20, 200 | FHIRPNSUZR THR 5 CTORRMIL, £ 5B TREFT
I (A 1 [=1) HoT,
(P 531 S AR T BRI 7R < L B0 — i
12 ) KRB, (FE, BARRETEIRELOMEA L 7=/
A TIBII A SN T,
200mg/kg % FFRNAE G L7 1 BT, Hf&d% 5459
(RS 0.50.200 1 % H CTHERENRO bk,
YU EE | RIFR & LT Staphylococcus aureus DMER ST, B
BaPHET 52 ST L 0 EHE L2, BelZiRlT 5
WIXHUEEIRERLETH - 72,
=7 A EIRN 8 A 0, 2, 20 | EARX=THHAERE LS Tix, Bo7hiEE
Wz (TXV GA 1 =) 2, 20 Yrgiik (ADA) OREEIFHRLNT, BEAXFA<T Dl
LT L (RZEWIM | (T XV | GIUERRE SRR, ZORKOIEEE TTHEI
OHER) 12 ) NS4 NIENE LNz, EAF AT ORGEEIIREGE S
2mg/kg & | WM L7z, 7H U A~ THEFHEGHOBM TIL,
DOHEA) A X X~ RN ADA DEEAINTHER, B AF
R~ 7 OUEFERITHAR S L hEETH - 7=,
THEY LT OFRE SO S B 20mg/kg/E i 5HEC
BT IgG EEDIK T2 Hivle,
HA, 72 ) A~T7 A ER~DT, SR L OMEH &
FEOEY & ik L CTE R O T2 5o F R
(Balantidium coli) NI T-,
H=rA4 KT 26 [ 0, 50,200 | #f L CEEMEIXEF TH o728, S0mg/kg/IH % 58T
Hov G 1 [=]) TR 22 A A GE LR R T~ B B B A H T2,
(IRIEIAH 11E B BREDRKRATR & U TR UKL S
21 5#[#) K, RO EHWELEZHEEMEAN (FIC
Staphylococcus aureus %0 7" 7 LGPEERE) OB 7
LTz, ZIHOFREE, F5E L LICRBEE LD
EEEAHINU. (50mg/keg/ %5 L=8#0 2/3,
KON 200mg/kg/i % 5. L 7B OV 2 2] TRZE %
W), EAX X< T BMERNNDIER LGSR, FERT
RLOEHEMEED3FRD BTz,

2) W (BEER)
B =2 A Pk IO TR CIEBR L T O AF Bk L~ IR Do T

a: FFICRE#E O WA

PGB O T A i L G R Emt e R 7,
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X. JERGEREABRICRE I HIEE

(&)

(C))

(©))

)

BiEEEER

ICHS6 (R1) HA K74 - T, EAF A~ T OBnigMEa LM B2 & L
7oo EAFRATIIHUATHL Z &0, MEAICAD Z EIFE X ONT, JLENT 4 F
U R DY IRy & ERAER T2 Z S PRI N WD D, EREN L E G
B E AW TIEABEEMET 2 Z S I#EY TlERnw e B2 b,

A REFER

TEAE 72 8 AUJEVERRBR 1T, — RIS AT 7 7 n U — G HEE SIS IT@ o iRy, b
=7 A Yo 8 M KO 26 # MK E# G FHHERBRORE R T, 28 AJFE 2 R 3R B
TR FRIZARITERD B 7e o7,

T OEBND E A X A~ T IIMERO N AFHERBRIZEY Tldn e E2x 605,

1) 1gGl DALFREE HIRITRPA Y A7 ZR-T O TIERW, 2) B=7 A4 P THARME
R A LT D Z LT TERY, 3) EAXFA~ 7T - E CERIEEHZ RS20, 4)
IL-17F 1 X > TR b &R UBREZ RS 220, KOYS) I - A O$T IL-17A/IL-17F € /
7 v —F VHURITFRI A C & e nEE,

INETIHGEONIBRET VAT H O T ADOEBEICESE | IL-17A
OHFFNINEGFEBLY 27 O REZRET HHDOTIERNWEZZ HD,

SREREBEHER
ZHRREICRE I HEER
ZREREIZ OV TIE, ICHS6(RI)H A KT A AZhE~ T, MRS L7902 v iz 26 1
I3 G HERBRICB W TZBEET Y FR AV M 2Rl Lz, EXAF X~ T 05
L0 ECHREMOETIA ST, HECIBREE IR FOMEICHEN L, &
FEARE OB IR AE T H 2 BITRO biien o7,
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X. JERGEREABRICREI SIEE

2) IE-BRIREEICEETHHER [39]
WD =2 A Y% T E L7 ePPND iRBRDO 8 & LTI « JRIEFATRIEZ T L 7=,

B | B | s (ﬁifa S

H=r4 KT |20 B | 0, 20, 50 |[2E1% 7 BT, B A XA~ 7 OMiEREEITRE & HE

¥ i T CIRITREEC > U SEHRI 00 B 570 7 AR %08
GH 1 1) TN FEBYY RO A > LS T S . B

BEERAY I LT,

I\ C RS & BB 2 FTREME O 5 D MHE— D
AL LT, B oZE @ K O iR/ i ik oo je gk | i
P~ CTHETIHRWVEEOE(LN 2L O 2 7255L
THIE SN, 5S0mg/kg Z %5 L8 ThT M EBEE T
HoT.

HAWROAEFR, lEROIREREMN, —HoREgE, 4%
g REZAHIE, MRATEN ISR 2 — 3 OBk, B
FRER, ERREE., MIRFENRE., RERERE. BKAL
FRIRA . MG R OMERA 5 7= ) XA BT NT
PURIZ KT D 0B NN ERN A LNIRN T ETREN
5 &9, 6 7 AMOBERYIMICENT, EXAFX<TIZ
L HAEROREIIAEREBEEZ T o7,

HAE 2 0 P IR YRR S M OV BEFRLAR AU A CHY BRI &
BEE I 2 AT IR SN T I ~D E A F X~ T DO
X THAEROHREERIIFEELZ T o7z,

ePPND R = §EFe M H AR A K ONH AR 1R D FEAE T B9 2 3R

a: FFICREE O WA

(6) BFrRIIERER
B =7 AP 8 KO 26 HEKE KRG #ERBRO e LT, EAFA~T
ZEIRAI ST TG LTt O SR PR 2 50l L7, BGIRIRE TS, TESEMZ CTH

IRFZEALITFRD B LR o 7z,

FAEH GBI T e i LG R Em e R,

(7)) TOhOFHEMY

1) X ERIGESER
ERRUD=OAHFIBRBIZCEITEEAXXT ITOMEBRERSEDRERBLFOR
&t (in vitro)
BEEERCA 3 Bl O =7 A B 3 Bl BRI L 72 37 Mk OHFED &2 v, 7 v A4 L
tA A TFATT R— b (FITC) HE#EAXF A~ T %2 MHL T (FITC-E A X A<
PUAREE=1.5: 1), IREE 0.1~5pg/mL TR A= 2 920 L7z, IL-17A KUY IL-
17F Z#EH Lok 7 7 B — A B — X2 HlARRICER DA AU TE IR 2 Bt xR iR & L7z,
TNT IV EREGE LIEET 77— 0 — X% fliARR I 6D IA A TER R % il B (4 &
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EAX X7 (BETHBZ) 12, SHEMEREA IS & LT 2021 4 8 HIZHE, MRy
A (EU) KOWRMEEF L (EEA) MNEAE, 2022 422 A4 202243 AA—A FZ U
T 20224F 7 AV U7 I BT T, 2023 45 10 AKETARE S 72, 2023 £ 6 AIZ EU K&
O EEA N ENC THEMEMEBI I 2% K OV PE R HERI S 28 (X MR BLYE 210 72 & 72 VWM AT M e HE
B ORELMEHESR) DBEISHKR STz,
Q) SHEICHITS THREXTIHE] RU TRERUVAR]
AFRCIT DRRE T2 E, FHIEROHEIIUTO LB THY | SMETOAGIRI L
TR D, ENOEKRBNEOHF TAMZEHNT5 2 &,

PIEERESIES
BFARTHRT TS LG TRAER
OFEMeE. REMEE. STBMEIIRE

O#zE g %
OMBHIMEK, X MM E it X7 AR R HBIET %
PV R O B

(T MERRE, BIEMERCRE, SRR RAE)

WBE, RACIZE AR AT B z) & LT, 1B 320mg Z#EIND 16 HET
(3 4 TR TR TES L. BAREIE 8 M MFR TR TS 5,

k. BEOWRBIIS CT 16 LS 4 MER TR FERTE 2.

(Hz e B 28)

WHE, A EAXF X~ (Eia#iz) L LT, 1 ([ 160mg % 4 BFE TR TE
95,

(FRIEEFHESR . X MR AETE A 7 S 2 W R F HE B & %)

W, A EAXF X~ (Eia#iz) L LT, 1 [ 160mg % 4 BFEE TR FE
95,

KRENZEIT DREXITAR, HEROYHE (2023 £F 10 H HifE)

W5e4s Bimzelx 160 mg solution for injection in pre-filled syringe
¥ Bimzelx 160 mg solution for injection in pre-filled pen
BIMZELX is a humanized interleukin-17A and F antagonist indicated for the treatment of
IR A ESTIES moderate to severe plaque psoriasis in adults who are candidates for systemic therapy or
phototherapy.

The recommended dosage of BIMZELX is 320 mg (given as 2 subcutaneous injections
AR OHE of 160 mg each) at Weeks 0, 4, 8, 12, and 16, then every 8 weeks thereafter. For patients
weighing > 120 kg, consider a dosage of 320 mg every 4 weeks after Week 16.
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If a dose is missed, administer the dose as soon as possible. Thereafter, resume dosing at
the regular scheduled time.

EU (2B 2RREXIIZN R, LM OYHE (2023 £ 9 HHifE)

W4
Al P

Bimzelx 160 mg solution for injection in pre-filled syringe
Bimzelx 160 mg solution for injection in pre-filled pen

BHRE X132 R

Plaque psoriasis
Bimzelx is indicated for the treatment of moderate to severe plaque psoriasis in adults who

are candidates for systemic therapy.

Psoriatic arthritis

Bimzelx, alone or in combination with methotrexate, is indicated for the treatment of
active psoriatic arthritis in adults who have had an inadequate response or who have been
intolerant to one or more disease-modifying antirheumatic drugs (DMARDs).

Axial spondyloarthritis

Non-radiographic axial spondyloarthritis (nr-axSpA)

Bimzelx is indicated for the treatment of adults with active non-radiographic axial
spondyloarthritis with objective signs of inflammation as indicated by elevated C-reactive
protein (CRP) and/or magnetic resonance imaging (MRI) who have responded
inadequately or are intolerant to nonsteroidal anti-inflammatory drugs (NSAIDs).
Ankylosing spondpylitis (AS, radiographic axial spondyloarthritis)

Bimzelx is indicated for the treatment of adults with active ankylosing spondylitis who
have responded inadequately or are intolerant to conventional therapy.

MIER O &

Bimzelx is intended for use under the guidance and supervision of a physician experienced
in the diagnosis and treatment of conditions for which Bimzelx is indicated.

Posology

Plaque psoriasis

The recommended dose for adult patients with plaque psoriasis is 320 mg (given as 2
subcutaneous injections of 160 mg each) at week 0, 4, 8, 12, 16 and every 8 weeks
thereafter.

Psoriatic arthritis

The recommended dose for adult patients with active psoriatic arthritis is 160 mg (given
as 1 subcutaneous injection of 160 mg) every 4 weeks. For psoriatic arthritis patients
with coexistent moderate to severe plaque psoriasis, the recommended dose is the same as
for plaque psoriasis [320 mg (given as 2 subcutaneous injections of 160 mg each) at Week
0,4, 8,12, 16 and every 8 weeks thereafter]. After 16 weeks, regular assessment of efficacy
is recommended and if a sufficient clinical response in joints cannot be maintained, a
switch to 160 mg every 4 weeks can be considered.

Axial spondyloarthritis (nr-axSpA and AS)

The recommended dose for adult patients with axial spondyloarthritis is 160 mg (given as

1 subcutaneous injection) every 4 weeks.

For above indications, consideration should be given to discontinuing treatment in patients
who have shown no improvement by 16 weeks of treatment.

Special populations

Overweight patients with plaque psoriasis

For some patients with plaque psoriasis (including psoriatic arthritis with coexistent
moderate to severe psoriasis) and a body weight > 120 kg who did not achieve complete
skin clearance at week 16, 320 mg every 4 weeks after week 16 may further improve
treatment response (see section 5.1).

Elderly (>65 years)
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No dose adjustment is required (see section 5.2).

Renal or hepatic impairment

Bimekizumab has not been studied in these patient populations. Dose adjustments are not
considered necessary based on pharmacokinetics (see section 5.2).

Paediatric population

The safety and efficacy of bimekizumab in children and adolescents below the age of 18
years have not been established. No data are available.

Method of administration

This medicinal product is administered by subcutaneous injection.

Suitable areas for injection include thigh, abdomen and upper arm. Injection sites should
be rotated and injections should not be given into psoriasis plaques or areas where the skin
is tender, bruised, erythematous, or indurated.

The pre-filled syringe or pre-filled pen must not be shaken. After proper training in
subcutaneous injection technique, patients may self-inject Bimzelx with the pre-filled
syringe or pre-filled pen if their physician determines that it is appropriate and with
medical follow-up as necessary. Patients should be instructed to inject the full amount of

Bimzelx according to the instructions for use provided in the package leaflet.

2. BT E T HERRIBER

(1) MEIRICEI SimsiEs
AN T D 195 Mm) KO 19.6 =Fbw) OHIFLUTOLED THY, KEKD EU
DOEWMLEWRNCA—A N T U T L TR D,

AINCH T DA LR

9.5 It
T SUTIEIR LT D ATREME D B 5 PRSI, 1R E OB RMENERRIEZ EE 5 &by
ENDHACDORTEET D Ly KNI =7 A FZBWTIRRA~OBITRHE S
Tn5,

9.6 HLbm
1GHR EOREER ORI RBOREMEEZZE L, RILOMG TP LA REd 2 2 &,
AHIDOE NI ~OBATHEICOWTIIAATH 208, — izt b 1gG TR ~BITT
HTENHBILTWD,

WEbm ~ D512 B9 D g g
H gt AL A
8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy

Pregnancy Exposure Registry

There is a pregnancy exposure registry that monitors pregnancy outcomes in women

KEOYAT SCE
(2023 £ 10 H)

exposed to BIMZELX during pregnancy. For more information, healthcare providers
or patients can contact the Organization of Teratology Information Specialists (OTIS)
AutoImmune Diseases Study at 1-877-311-8972 or visit
http://mothertobaby.org/pregnancy-studies/.

Risk Summary
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Available data from case reports on BIMZELX use in pregnant women are insufficient
to evaluate for a drug associated risk of major birth defects, miscarriage, or other
adverse maternal or fetal outcomes. Transport of human IgG antibody across the
placenta increases as pregnancy progresses and peaks during the third trimester;
therefore, BIMZELX may be transmitted from the mother to the developing fetus (see
Clinical Considerations). In an enhanced pre- and postnatal development study, no
adverse developmental effects were observed in infants born to pregnant monkeys after
subcutaneous administration of bimekizumab-bkzx during the period of organogenesis
through parturition at doses up to 38 times the maximum recommended human dose
(MRHD) (see Data).

All pregnancies have a background risk of birth defect, loss, or other adverse
outcomes. The background risk of major birth defects and miscarriage for the indicated
population is unknown. In the U.S. general population, the estimated background risk
of major birth defects and miscarriage in clinically recognized pregnancies is 2% to
4% and 15% to 20%, respectively.

Clinical Considerations

Fetal/Neonatal Adverse Reactions: Because bimekizumab-bkzx may interfere with
immune response to infections, risks and benefits should be considered prior to
administering live vaccines to infants exposed to BIMZELX in utero. There are no data
regarding infant serum levels of bimekizumab-bkzx at birth and the duration of
persistence of bimekizumab-bkzx in infant serum after birth. Although a specific
timeframe to delay live virus immunizations in infants exposed in utero is unknown, a
minimum of 4 months after birth may be considered because of the half-life of the
product.

Data

Animal Data: An enhanced pre- and postnatal developmental toxicity study was
conducted in cynomolgus monkeys. Pregnant cynomolgus monkeys were administered
subcutaneous doses of bimekizumab-bkzx of 20 or 50 mg/kg/week from gestation day
20 to parturition and the cynomolgus monkeys (mother and infants) were monitored
for 6 months after delivery. No maternal toxicity was noted in this study. There were
no treatment-related effects on growth and development, malformations,
developmental immunotoxicology or neurobehavioral development. The no observed
adverse effect level (NOAEL) for both maternal and developmental toxicity was
identified as 50 mg/kg/week (38 times the MRHD, based on mg/kg comparison of 1.33
mg/kg/week administered as a 320 mg dose to a 60 kg individual once every 4 weeks).
8.2 Lactation

Risk Summary

There are no data on the presence of bimekizumab-bkzx in human or animal milk, the
effects on the breastfed infant, or the effects on milk production. Endogenous IgG and
monoclonal antibodies are transferred in human milk. The effects of local
gastrointestinal exposure and limited systemic exposure in the breastfed infant to
bimekizumab-bkzx are unknown. The developmental and health benefits of
breastfeeding should be considered along with the mother's clinical need for
BIMZELX and any potential adverse effects on the breastfed infant from BIMZELX or
from the underlying maternal condition.

EU O3
(2023 46 A)

4.6 Fertility, pregnancy and lactation

Women of childbearing potential

Women of childbearing potential should use an effective method of contraception
during treatment and for at least 17 weeks after treatment.
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Pregnancy
There is a limited amount of data on the use of bimekizumab in pregnant women.

Animal studies do not indicate direct or indirect harmful effects with respect to
pregnancy, embryonic/foetal development, parturition or postnatal development. As a
precautionary measure, it is preferable to avoid the use of Bimzelx during pregnancy.
Breast-feeding

It is unknown whether bimekizumab is excreted in human milk. A risk to the
newborn/infant cannot be excluded. A decision must be made whether to discontinue
breast-feeding or to discontinue/abstain from Bimzelx therapy taking into account the
benefit of breast-feeding for the child and the benefit of therapy for the woman.
Fertility

The effect of bimekizumab on human fertility has not been evaluated. Animal studies
do not indicate direct or indirect harmful effects with respect to fertility.

F—=ANZ VT D
S3HA

An Australian
categorisation of risk
of drug wuse in
pregnancy

C(2021 -3 H)

Fertility

The effect of bimekizumab on human fertility has not been evaluated. In animal
studies, bimekizumab did not indicate harmful effects with respect to fertility as
assessed by a lack of effects on reproductive organs, menstrual cycles or sperm in
sexually mature cynomolgus monkeys that received bimekizumab for 26 weeks at a
weekly SC dose of 200 mg/kg (dose resulting in 109 times the human exposure at 320
mg every 4 weeks based on AUC). The monkeys were not mated to evaluate functional
fertility.

Pregnancy (Category C)

There are no adequate and well controlled studies in pregnant women to establish the
safety of Bimzelx during pregnancy. Based on the mechanism of action of
bimekizumab, the theoretical risk that use during pregnancy may affect neonatal
immunity cannot be excluded. In an enhanced pre/postnatal development study in the
cynomolgus monkey, bimekizumab showed no effects on gestation, parturition, infant
survival, fetal or postnatal development when administered throughout organogenesis
until parturition at a maternal dose of 50 mg/kg SC weekly resulting in 27 times the
human exposure at 320 mg every 4 weeks based on AUC. At birth, serum
bimekizumab concentrations in infant monkeys were comparable to those of mothers
indicating placental transfer of bimekizumab. Bimzelx should be used in pregnancy
only if the benefits clearly outweigh the potential risks.

Lactation

It is not known whether bimekizumab is excreted in human milk or absorbed
systemically after ingestion. As immunoglobulins can be excreted in human milk,
caution should be exercised when Bimzelx is administered to a woman who is breast-

feeding and a decision on whether to discontinue breast-feeding during treatment

should be made.

% 1 O

A —A 7 U T D53 (An Australian categorisation of risk of drug use in pregnancy)

C : Drugs which, owing to their pharmacological effects, have caused or may be suspected of

causing, harmful effects on the human fetus or neonate without causing malformations. These

effects may be reversible. Accompanying texts should be consulted for further details.
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gt e
KE DTS CH The safety and effectiveness of BIMZELX in pediatric patients have not been
(2023 410 H) established.
EU O CE Paediatric population
The safety and efficacy of bimekizumab in children and adolescents below the age of 18
(2023 46 J1) years have not been established. No data are available.
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