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FRNCLDEZBERNDRBEFEDTEIFPETEHIE AN FFIFIL-23ZEETHIENS,
FRIRELERSEZER I BIL- 1727 FIVRBICR EZRF I TN ZSECETEEA.

Phase 3F&ERICHFT 2T SRR/ (12:B/E) ZRAW e RE M ERITDBRKY . IF PIREUR 2
(FAEIT00mgk 58 (0/6164l) . FSEMEE(0/3104) WTNICEVLWTHROSNFBATUI,
T BE1 2BEICEFRFPREDN—R 514 U DSDZE(LIF, VT NORSEHICEV THERRNIC
BEERDHDHEVIFRHSNEEATUIC, Tz, Phase 2bKUPhase 3D N—RGHERHEAR (5288
N (6 2:BME) DL MHEGEM COFEIRENGF. AF]100mgRSECH N T0.3%(3/1,08381) TUT,

@ B#/BETAICKET SER

® RIFMFRN ORISR

KENCKDHZBRNDRIERFEDFEFPEERTIHIFEAN . ZEEEFER/BEBITRICEE
IRDEZROURITNBVNCEDHEINTWVET,

Phase 3&ERICHI(F DS M IREAR (1 28R) ZRWV e R HERITOERLY . BR/BEBITAIC
BT 2BROFIRIG. A& 100mgik 586 16EHIICHVTRHOOSNFE A TUI. BB, Phase 2b
K UPhase 3HBEDL LU HGENT (HFERSHZS D) T AFERSIN1,9948I055 . BFRELX
(3%1) . BR%:=2E GH) RUBHZRER 2F)) i'HRESNELED, WITNHEFIEDRRBRERIFEESNTL
x99,




6.1 IL=7 R MEDEIHEA

EFRHEE S MABERREER (PO 1055%)

hEENOCEEDOBHENZZHE I 2 MEE77261(BAAN158F1Z0) (BEEKLEDKREN
FRERE (BSA) D10%LL EPASIZTO7H 2L E W DPGAN L E) ZX R E U6 4 BEHE
RE TSN ERI T RF R LR EER (PO 105 8R) Z5=ELE LTz,
AHEN0OMgIRSHCH N TR S64BEE TIC, BITERIE15.9% (38361006 161) [CRRDS N, F1&
BIfFRIF EXERRE1.6% (3836I0h641) . EIREER1.3% (3834I5h541) TUT,

B EMBERARER (PO115ER) /B84 T —%

PEENSEFEDREHENEZE T RMEE 10906 (BEHEKLEZEDKRENBSADT0%LL L.
PASIZO7Z 120 £ DPGAR BN b) ZRREUVCE 2BEEMEREL TS ERROIIXRILE
ThNRTEERU TR EILERGEER (P01 158R) ZEELE LI,
AE100mMgRSHICHEVNTIRSE52BFE CTIC. BIFEAIFX24.0% (4874150 11741)) [ICER&H SN,
FREIERF EIREER6.8% (487 FIh3341) TUT,

o ERHFSEMBERARER (PO105158) ;B S IEERARZER (PO1158R) -
TSR (128[) [CH1F ZEERA—&

POT0ER POT15HER ]
~ (n=616)
(n=309) (n=307)

1 CORIERNRIRUICAERAIES 27(8.7) 55(17.9) 82(13.3)
IDEEE 0(0.0) 2(0.7) 2(0.3)
S NEE AR 0(0.0) 1(0.3) 1(0.2)
SEAR 0(0.0) 1(0.3) 1(0.2)
IRFEE 0(0.0) 2(0.7) 2(0.3)
IR BBAEAR 0(0.0) 1(0.3) 1(0.2)
ARIKEZ IR AE 0(0.0) 1(0.3) 1(0.2)
BEEE 2(0.6) 7(2.3) 9(1.5)
FREERR 0(0.0) 1(0.3) 1(0.2)
(EZ 1(0.3) 0(0.0) 1(0.2)
T 0(0.0) 3(1.0) 3(0.5)
PE 1(0.3) 0(0.0) 1(0.2)
(W==a 0(0.0) 1(0.3) 1(0.2)
B 0(0.0) 2(0.7) 2(0.3)
B3] 0(0.0) 1(0.3) 1(0.2)
—i% - EFEES LCIRSEHIDIRE 8(2.6) 20(6.5) 28(4.5)
i) 4(1.3) 3(1.0) 7(1.1)
BEAR 0(0.0) 1(0.3) 1(0.2)

n(%)
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6. 1IL=7 R NEDEIEA

PO10:5% PO1155&

AH
(n=309) (n=307)

SESTERAIPIHI 0(0.0) 2(0.7) 2(0.3)
SESTERATATHE 1(0.3) 2(0.7) 3(0.5)

SESTER I IMAE 0(0.0) 2(0.7) 2(0.3)
SEGTERAIHM 0(0.0) 1(0.3) 1(0.2)

SESTER AT 1(0.3) 9(2.9) 10(1.6)
SESTERAIF SRR 0(0.0) 1(0.3) 1(0.2)
SESTEBAIR I 1(0.3) 1(0.3) 2(0.3)

TR ATREAR 0(0.0) 1(0.3) 1(0.2)

VL NEEIVE S e 0(0.0) 1(0.3) 1(0.2)

B 1(0.3) 0(0.0) 1(0.2)

FH 0(0.0) 1(0.3) 1(0.2)

S KU B RAE 9(2.9) 23(7.5) 32(5.2)

[EZR 1(0.3) 0(0.0) 1(0.2)

HRE 0(0.0) 1(0.3) 1(0.2)

HERER 0(0.0) 1(0.3) 1(0.2)

FIR 1(0.3) 0(0.0) 1(0.2)

BEX 1(0.3) 0(0.0) 1(0.2)

HEPINE S 1(0.3) 0(0.0) 1(0.2)

B BEPIN 0(0.0) 1(0.3) 1(0.2)
AVIWIVY 1(0.3) 0(0.0) 1(0.2)

Ve SIRFER 3(1.0) 17(5.5) 20(3.2)
CIREAILRZ 0(0.0) 1(0.3) 1(0.2)

L EERE A LR 1(0.3) 0(0.0) 1(0.2)

IREER 0(0.0) 1(0.3) 1(0.2)

IR 0(0.0) 1(0.3) 1(0.2)
KBNS 0(0.0) 1(0.3) 1(0.2)

R 0(0.0) 1(0.3) 1(0.2)
R 1(0.3) 0(0.0) 1(0.2)

FRESRA 0(0.0) 1(0.3) 1(0.2)

BRFRIRE 5(1.6) 3(1.0) 8(1.3)

i FPSZUTPZ/NSYR TSN 2(0.6) 0(0.0) 2(0.3)
2 PRISSEVETZ /NS ATTS— P 1(0.3) 1(0.3) 2(0.3)
£ mehhUZU U RIEN 1(0.3) 0(0.0) 1(0.2)
B meomm 1003) 0(0.0) 1002
i C- RSB 000.0) 1(0.3) 1(0.2)

n(%)



PO10:5& PO1155%

A
(n=309) (n=307)
7= ISR TS —EEA 2(0.6) 0(0.0) 2(0.3)
R LR 0(0.0) 1(0.3) 1(0.2)
HBERRSLURESHEEES 2(0.6) 3(1.0) 5(0.8)
RIEnR 0(0.0) 2(0.7) 2(0.3)
RIERERR 0(0.0) 1(0.3) 1(0.2)
Ui fa 1(0.3) 0(0.0) 1(0.2)
F2 M BIEAE 1(0.3) 0(0.0) 1(0.2)
HHERIEE 3(1.0) 6(2.0) 9(1.5)
FEIEDHH L 1(0.3) 0(0.0) 1(0.2)
REER 0(0.0) 1(0.3) 1(0.2)
BB 2(0.6) 5(1.6) 7(1.1)
BB LURBES 2(0.6) 0(0.0) 2(0.3)
B8R 2(0.6) 0(0.0) 2(0.3)
EERBJUAEES 0(0.0) 1(0.3) 1(0.2)
FhiCiE 0(0.0) 1(0.3) 1(0.2)
IFORES, 2RSS K UMfithRrEE 0(0.0) 4(1.3) 4(0.6)
A 0(0.0) 1(0.3) 1(0.2)
HERES 0(0.0) 1(0.3) 1(0.2)
CIREIREETRS 0(0.0) 2(0.7) 2(0.3)
RES S UK MHEEES 3(1.0) 7(2.3) 10(1.6)
RrEAE 0(0.0) 1(0.3) 1(0.2)
PR 0(0.0) 1(0.3) 1(0.2)
iy 1(0.3) 1(0.3) 2(0.3)
ZHE 1(0.3) 1(0.3) 2(0.3)
BT 1(0.3) 0(0.0) 1(0.2)
TOFAE 0(0.0) 1(0.3) 1(0.2)
=BT OFEE 0(0.0) 1(0.3) 1(0.2)
L 0(0.0) 1(0.3) 1(0.2)
22 0(0.0) 2(0.7) 2(0.3)
5 iR 0(0.0) 1(0.3) 1(0.2)
IS=ES 0(0.0) 2(0.7) 2(0.3)
ARRL 0(0.0) 1(0.3) 1(0.2)
[MAE 0(0.0) 1(0.3) 1(0.2)

n(%)
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EMEFTE ML 23p19=E/7E|—7')L?E1$§§|J

EMEFENE
qrj", :;,m%
100mg>u>y

ILUMYA®  FILRSFIAY I (ECTFHEIRR)EHE
EYBERRNE RE LHFZEZERR *EE - EMSONSECLIERTITE

[ExEEER>EES [ 873999 ]

A ®B # S| 30200AMX00498000
A R & A 2020568
E 2020%F8A
] 2020598
K1 2~8CTRF
B © 3F

1. 85

1.1 A SHEREFDRIMEL ETCRIFIC TR TEDERERICH W
T FHNSOVWT O+ R EB SR B DRRICT DL - E5RE
HDOEMDHET AR BREOF R EDEREZ LRSS
BREDAMERT BDIE, RRNLRBIUED) AV EERS LB TREMED
DY FIHERDOBREEEZR T HEBE TIHHEREEFH LI LB ARERED
HB. T AR EOREEIFASH TIIBROD BEEEORBEHIRE
ENTWD, BEFRICTILS. KHDRBRZSTASEREFTENZE
HEOH. FHOEEROEREEBEICTIHRAL. BEDEREL/Z
CEERLIE ETREZRIRTHIE. [2.1.22.8.1.82.85.9.1.1,
9.1.2.11.1.1.15.1.388&]

1.2 ERLRBIE
VAN AR OMEFICEDERRBEENSRESN TV DD, +7%
BR2TOREBPEOREISERL. KFHRSRICERIEDHIEXIL
ERDPHEONIEEICIE EPPICHEEISERT L OBEERE
TBHIE, [21.8.1.9.1.1.11.1.1B8]

1.3 KA DR EZFIBT DRI, KiRREEETRFO2HFE(EHEF
Zk<) DBEAZTAHERT B,

2. ZR(ROBEICIIHFELRNIE)

2.1 ERLRIEDBE EREBNLIERETNIHB.]1[1.1.1.2.8.1,
11.1.1588]

22 FHUREKOBEERERSERBENDHB.1[1.1.8.28R]

2.3 FEI DAV BBUEDBREED 55 HE

3. #RX - MR
3.1 #H5K
iR % 4 AINIF7ETFE100mg S>>
BRI FIRSF AT T GBIz FHEIEA) 100mg
L-EXF2>:0.495mg
& L-ERAFIAGERIGKANY) - 1.42mg

ARIVILR—=K80: 0.5mg
e EAKE: 70.0mg

KEIDBIED THDFINSF AT GEEFHIEZ) [dF 1=

—ANLAE—RRHMAEE A TEESN S,

3.2 BHI DR
[ AIVIFRTE100mg >>
RS RO~MEEBTER~ABNEETIR
pH 57~63
RB[EL #91 (EERIBRICH T 5L
4. PR EHR
BFaf CHRT T2 BIE LR

5. $hRER IS RICEET ER
DFoWThhzisd sEtsRaaIcRsd2Is.
ISR FEECIFOLIFOE (EMEFER) THABHRDIR
(CRAREE.

RO BEET HEE.

6. RiERVUAE

BERANCEFINTF AT CBEFHEEZ) EL T 1E100mezgEl. 4384, L1 28MB TR T

#5795,

7. BERUBEICEEYT SR

71 KEADEHEF OB RIS DN TREMEROEMHITHEZIL TOBRVO THAZBTHI L.

7.2 ARNCEDAERISE. BEIRSFADIS1GEMURICESND. 16 ALRNICEERRISHESNRN
HBEE AFORRAEOBGZIEBICHEET DI,

8. EELEARIE

8.1 AAE ERDURIEHEASEBREMN BB, Z D78 AHI DI EITERL Tl +HREERELT
W BREORFECPHERBICER T2, BEEDOHEXITERDHOODNIZIHEIIE BPDICHE
él’ituéﬁﬁk%ck?%%&?sgﬁégt [1.1.12.21.91.1.11.188]

8.2 AHHRSIHA > TIEXICEIT B+ 722 R OMEBXARIEEICMA A > 2—7 TO >y iR B X
FY NG RISIREEAT O BERSCTIRES 1T O EICE AR OB LR T 5T
Eo Fo  AEHREFE . ERXIRRE S OB YRR E AT NI ORERBIREORRIIE+HITE
BUEREROER (T 2. =R ]S PRIRLUIZHEIITRCHICIHEEICER TS
SOBBEIEE T DL, BB EROFH D HERINHETREROBREBEL . AHEREL
BNZE, [1.1.22.9.1.285]

8.3 ARG HIT. VI F UERBICLDEIERIRD AV ERE TERWN=D ETIF U #BISITh
BNz &,

8.4 thDAEMEFIHOEE T BIHAIE BAEOHBEC DOV TEEDREETHITERT HIE,

8.5 BRAREBRICE W THH RO BN OBMEEEORKBESRESN TS, AFIEORERBRITHRE
TIFRWD BEEEORRICTIER T 2L, [1.1.15.1.388]

O. HEDNEREZEIHREICHTHIR

9.1 AHHE - BEREEDHDEE

FONT | BHHERERD10% £

9.1.1 BEE (ERLRPELR DBEIBIELSRDONHEE

BIEDNBAT DHETNDHD. [1.1.1.2.81.11.1.188]
9.1.2 DB EEEF T 2REBXIIEREREDIRDONDEE
RERIEOFKBRICTANTARTHIE,

(DIEZOBREEEE T 2RE TR BREFDSEIBTND DD, [1.1.828K]

Q) #ERDBEEEE T HHEROBUBEDPEONDIHAICIL. FRDBFRAEERD HBEMICIED
TBIE LTFOVTIDDBEICE. RRIEL THREBEER S L LT ARZRE TR,
[1.1.828%]

PR ERIRE CIRIRMEREIC AR T 2D ESN DT EE T 2EE

HEROBRESNERE S0 2B I 28E

AV E=T IO Y BEHRBPY NI )Y RISRESOREICKY) | B REEONHEE

EREECORERMEAE T 2RE

9.5 4w

P XSSEYRL CL\BRIBEM DB 2D R HICIE AR EOB MBI EE LRSI SN DB AIC

DHEZEETBHE RANSHZIAPINCBVTREADBITHRESNTVSD, IE - RIESHER

DESEIERDON TR,

9.6 9l
AR EOBERMER OBILRBEORHUEEZ R IO SR IEEIRET T HE RFOEMIHF
BITHRANDBITIITETHBH . BMRER (h=0 A PIL) TLARITHITI BIEDPRESN TS,
9.7 NEF
NEFEHREUIERARABRISEIEL TLVRL,
11. BIfER
ROBHEBD HEONBEDHBD T HEE DTV REDBOOSNIAFEICIIREEHRIET 7R
EENBUBEEATIE
11.1 EXREIEA
1111 ERLBRE(0.2%)

TANAROMEFICEDEERRIENHOSONDED DD, EELRERIENREL/IFAICIE

BEEDBETDETAR RS LAV E, [1.1.1.2.2.1.8.1.9.1.18]
11.1.2 ERLBEHIE GRETH)
T 74SF—FDEFBBBIED HODNBIED DB,
11.2 ZOHOEIER
1~6%Kif 1%k
REIE R OB ERIE EREREY [EZREDHK ORNINAEEH DS
K- RE - e~ Z DR
i ALTIEIN ASTigI. y-GTPiE/N
REROK TH#MES - BIZ
HERRRUEARRES - L2 kdeslzupng
BRURBREE - FER. Repf5iE
SHEERVRERERE - B, FH

) _FIRBER  EEEEAE AT
14. BAEDZEE
141 ZHREHOIE
14.1.1 5309 FIIAREDSEYE L. BRICRL THLZE,
14.2 ZHIBRERFOIE
14.2.1 2 5EBALIE ABRED. BEER U LB A E DRFERDOE B TEFLP T VBRI EBIRT B2 L,
14.2.2 REHBUBLERALC G FTR BEFED HBEBL. FeREBALICITEF L RN &
14.2.3 E—ERNE)RLEF T B EIFRHT B E,
14.2.4 AFF1ERBORATHY  BEALENIE,
15. ZOMDEE
151 BRERFEAICE D15
15.1.1 AH| DOERRFHBRICE OV TE2B X 64 BRFETAHI100mezik 5 Lz i EE (40061 D55
6.5% (26BN AR T DIEDIEE SNz, COMFERREBEZREDPESHHREEEITRES
N7z, RRTARR M EA /= 8E132.5% (104) ThY). BHEF LB L THRIEFIOMmAZEY)
BREHECMERERUIZD FIBD D RAIARKR DB NEICRIETHEISASH TR,
15.1.2 SiHEI ISR EEHBLIIBEDRLMEROBNMEIFHILL TUOERL,
15.1.3 AFIDOERRABRICH UV TE2B X IF64BRFETIC1 B EAF100mehH G Sh e maE
(1,083 ICHITHBMES. IERCERFRENORBER FREORERR CREL/ZI00AEDL
72 DFBERE. ZNEN1.70. 1. 10K 00.20 CTh o7z, £z, 7S AREF(E88F)ICHITHEER
D100 ANFEHDFEEFIFENZEN0.91.0.91 RV0.00TH 7.
15.1.4 AH|DIRRHER (MBI SHEE0) ICEWTARIDER S SN /21,9946 D55 BAEBLE34). B
BEEIBIROBEZER2FDHESNLD. WTHERFIEORRBRITEESNZ.
19. BT BRI R
—REIBT . FILRTF AT (EEFHEERL)
Tildrakizumab (Genetical Recombination)
AE FINTFZAI TG BETHREZEMEE/ OO0 IUAETHY X TAEN > 2—0O1F>
-23a(P1D Y T IV MAUEROBEFMREL. AL — LT —JE R OENgG1 DEEE D SR
%o FIRTFAT T F A Z—ANLAZ—NEMIAUCKVEEEND, FILRZTFIATTE
44D T I BFRED DR BHIE (v 18 2AR U2V MAD T I/ BZRED S HLEH (k#8) ZK’G
BRENDHEE NV E(HF8 1 #9147,000) Th 2.
20. BIRL EDEE
20.1 S FERIEZIGEXL TRFIT 2L,
20.2 VU PEBLIRES LBV L,
20.3 FfELBRWZ L,
21. ARt
EFEMIAVBEEZRED L BYICERET DI,
22. A%
1R
24, XEFERERVEVEDER
Y27 T UM 2—
SAFRERE | OBF ~1 7RF309 (. B, B, FOMEH OHRERZRS)
TEL:0120-22-6880 K—A~X—https.//jp.sunpharma.com/

@ ZTDMDFFHMDEEL T FANBEIBRELZN, T RIXEOHETIC+ R T3ERLSIZE,

BEIRTTT [XEER ]

U7V EH

1-7-6

RRBBERXZNE

20206 A1k (5 1)

BELEDEE
<ghEHLEVI—
TEL:0120-22-6880

ILM082PV09
2020F9RAMFRK



