QN
s % 20264E7 A 2ET (559K
% 20264F6 1 5T
B &K 2~8CCTHRfETHZE
EREAR - 247 H

b ML E M IL-23p19E / 7 O—FJLin{kSiHE

AEYHRER
BIZE
WHEERER

H AR 78 it o R A
873999

FLLJ4Y R TFiE100mg> >y
I~I/L\747®EZ'ngzoOmg~>u 2
FLLT1)? B TFE200mgrRy

Tremfya™ Subcutaneous Injection 100mg> ) > ¥ 200mg> Y 2 200mg<
oo Jty e e ) ! - JK R 5 | 23000AMX00446000 | 30700AMX00079000 | 30700AMX00080000
WEER — RASF QMY L) T 2 2 & W 78 B 4R 2018451 202545 202545
- 3. #E - MR
(RHRESEE) 5.1
1.1 ARG RREOBPES 0 BRABICHMHET N IS NS L NN AN
EBEMBHICH VT, FHCOVTOHRBABE (e oY RO ey Y | Re
HEISRBOEREIC A B - BRE S OEMDS & (1 R ¥ R %A ¥2.0mL
T, AFCE BABOFREH BRILE LES LK Lol B e s~
SNSMEOZIGEMAT S Lo FAMUBBED ) Gitts THLE L) | GRIZT-ALZ) | GBETAIB )
JEBASEBFRENSHY ., £LBEROREEELZSE 100me & 200me & 200me &
JEBECHEREAGLE COFEETS D, HT WA | L TOme, | R 58mg. L AT DY

AF EDREREMIIBAS H TR EVWDY, BEMEEDHKR
PHEIhTWD, BERMIIBICKILSE. KEPERE
TEIEBEHNTEVIEHED. FHOEHHERY

EREEBEEICTOHBEL. BEIPEBELLZLE
BULAELTHREFRIBTAZE, [2.1. 2.2, 8.1,

8.2, 8.5, 9.1.1, 9.1.2, 11.1.1, 15.1.338g]

1.2 EELR B

AR, HERVEESICLIEELBPEIBE

L-v XF I
0.6mg, L-B A
F ¥ VIRERIE K
fW1.5mg. K
1)V LR — 80
0.5mg

KHFNETF v 4 == ANLAY —IEMIL e TG S5,
3.2 HADHER

1.2mg. L-t 27 ¥ v iEmiE K
3. 0mg. KV VILN— k80
1.0mg

ENTVWBED, THLBEEIT K EBPEORE MeATATRET | PLATATET | FLATA TR
CEEL. FHRERICBROBBRRIBERY 5 b El0me ) 7+ | E20mg>) 7 | #200mg <

NEBEICIE, BEBICHLECERT L BEER - PEIR | M~ PR OB % i
BEBIE, [2.1, 8.1, 9.1.1, 11.1.188] pH  |5.4~6.1 5.3~6.3
(BEMZE. ZEMRMA. RENTE. ZRELRE) FEEITI | 491 CEFEEIRIICR 5 1)

1.3 ARIDREZFHIBT 2H1IC. KREEESUHREFEOL

L (EPRFER) OERZTHCHETS &, 4. FHEERIIZHR

(EHERTEE) ML« 7ETFEIOOMg> UL Y

1.4 AFIOEEEZBHBT 2R1IC. XEEEEZSOHRED OBREAETHREA T2 L TRER

EEOER % THCEET S &, SEMEE. EEHEH X, REMEE. ZBEMILERIE.
GEBM KRG %) B IR

ML LT 4 7RTFEI0OMg )Y

MU LT« 7ERTFE200mg> )2

ML LT 4 7R TiE200mg N>

1.6 AEIDEEZFEIRYT DR1IC. KREEE. XT7O/F OFFEEISEEDEBEUHKBEROEHREARUHIFE
R REFRAHFHEOFERZ+RICHET D&, [5.4 & (BIEAECHREARA TS LEEICRES)

ZHE] OhEEH,SEEDFEH 7 O—mDiEE (BRELE
THRAT2BIHZEICRS)

5. R IIHHRICEHET 2FE
(BEMER. TRUEMA. REMTZE. ZREHIRE)
5.1 UN DWW &7 58 EvcRe . 2Rk,
IRE Pz, SUIREE AL B IR B 13595 2 ko
ERRSE S OO &R (EWRHIZER) T
TORIREFE SN REPERIRD10%, EI2
YEN T
CHERTEO RS BIEHER UG Z S 5 8.
(EHEIRBEE)
5.2 HEEJED S HIEO IR -
H3anz k.
GEBHEXE )
5.3 BEOWRIZB VT, MLOFEWHEE (A7ulF, 7%
FA T V) FL BB RIEHREEITo T, ERICER
T BYIS DR IRRAER D SR B A4 5-3 5 2 Lo [1.52 1]

1.5 AXFDAEZRIBT %E1IC. AT70O4 FXI3eEHR
EEIEDOFERAE TAICEET S &, [6.388]
=2

2. B2 (ROBZEICIEIBELEWI L)
2.1 EEABRIGEDORE EREEALSRLBZNNDH

2 o

NRIEIAE " S B BB




(ra-%)

5.4 WEORBIZB VT, FEFEDE, oy (A7
O R, 7HEFFTY) ) BICLBEYRREEITo
Th, FEEISERT 25 2 %2 BRGERATE S 54123
5432k, [1.68H]

6. AERUCAE
(FEMEE. TEMEHX. REMEZE. ZEMIRE.
S IEIREAE)
WE. RAIIZ eV <7 (EETRERzR) LT 1
[100mg#x @, 48, LIESHEME TR TH54 5,
(EBEMXEX. 70—
EEL. AR TV GEEFEEZR) LT 1
[01400mg#x @l 481%. SHEBEIZKE TG T 5,
e 7= 7 EE GREEE T TE) o 5-616
BEEZE, S, 1\100mg % SHEMME TR M55 4. B,
BEORBEICE LT, 7R < 7HA o5 G128
HUBEIZ, 1HE200meZ 48R TR THG 520 T
&b

7. RERVAEICEET 2FE

(zhREE)

71 AF EMOEWEF, Y X AFF—¥ (JAK) FHEH
g2 74 >3 »1-1) Y (SIP) ZEEHEHA & Off
FIZOWTLEME R CERMEEELL T2V o THH
TMTHZ L,

(SRR, CREUREER. REETE. ZEEIIRE

7.2 RENIOHEHROSIE il HF 555G 5 164 DINIZE 5
oo 16ELINIZIHRB LGS N wEIR. AH 0
IR Ok 2 HEICHE T 5 2 Lo

(EHEIRAEE)

7.3 RHIOHEHRUSIE #F R G-FGA 524 DINIZE 5
oo 24BELIPIZRIH LS S N WIEIE. AH O
IR Ok Z HEICHE T D Lo

(BBMXBR. 70—

7.4 7V < 7R GREEREDUIE T ) O 5-Rb
2458 F TIBEISA WA, Mo GBEE~OYE:
REHEBTDHZ L,

8. EELEANIEE

(GheELLE)

8.1 RANIIEGD ) A7 K ST LS D L. 2D
ORKOFGICE L TiE, +o%BI82 7w, RYYE
DFSFERHHE|VEZ T 5 2 ko RYIE O BUE L IZFERDS
HH LN IIE, R IHYE IEK TS LD B
FEhRgET LI L, [1.1, 1.2, 2.1, 9.1.1, 11.1.1=R]

8.2 ARG\ » TEMICE T 5190 % M2 T Ol &R
XA IZINZ . A v 7 —7 =0 v-y HEERER 1LY X
Vo) v RIS IT V. EERICTMESE217H) 2 &
WZED ., RO EMERET D 2 8 T2, KA
B, XA oY) 2 M & m AT 7
CREMAEOSBI T IIEE L, R Ik (5
Y A, RERA. EEEE) 2B L A idERe
MBS 5 &) BEIIREST 5 2k, 2B,
AL DOIEBIE DR SN I OGEEBEL L.
AH G L anwZ ks [1.1, 2.2, 9.1.258]

8.3 AKIFEG-HL., £ 2 F LRI L 2 BYERBLO Y A
7 HEGETE W, £U 7 F VEMIIITbRVWI &,

8.4 fioo AWK S EE S 5561, BYYEOBEICD
WTHEORELZ T BET 2 &,

8.5 MEARZERIZ B\ CTRB K OB LR o B 5 o0 F8 3
DHRE EN TV 5D, KHE ORFEERIZAETIlE 2 WS,
EUEROSENIEE TSI L, (1.1, 15.1.35H]

* %8.6 HOMIEMTAZEOTHEEREELHLDOND Z LD
LT, EMICHEERE LT 2 L, BEORES
FaricEgEEd 5 2 b, [11.1.350]

(EEMXEBX. 70—-2R)

%8.7 AR DHCHK G\ H2oTEL UTOHICHET A &,
C RHN OGBS 72 o T, BEE_RICBWT, 43
R & B2 EROEHEOE B DL & THEGE2ITH) 2 &,
CHOKSOBEHIZOWTIZ, FORYME % HE |2 e
L. tToa#Ell#zEfmL-0b, AFFKGICL D
FERE & AL I DO W TEREDHR L, BEE SREE
IS TEALI L 2MF L LT, EMOSHIEED
b ETEMTH L,

- HOHSEA%G, EAYESEARFNC L 2RI SEbNL S
BB R H OG- O HEFEASRIEE 2 IR & 72 2 TTREVEDS B 5
BAICIE, EHICHCEG 2 ke, EOEHE T T
EEICEIE T L0 WY 2 @217 2k, [11. 28]
- HOHGEREET AAIE, HHEADNY BBV
DUV EFBMALAVE ) ICBREICEREZRL, %
LERBRIEINEICOWTIRE AR ST A 2 b,

9. FENEREEIHEEFICHETIEE

9.1 &HHE - BEEEDH 2 EE

9.1.1 BPFE (EELRBPELZRS) OBREIIBLED
FhhdBE
JEGED AL T B BEFNHDH H.[1.1.1.2.8.1.11.1. 1]

9.1.2 EROREEE2F T 2BENIBRBEIFEHNIESE

(1) WHOBAREZ AT 5 EE T, M2 E s E5
BENWDH A, [1.1, 8.25H]

(2) HWEOBMAREZ AT 586 TR b DY
HIE, BEOBREDSH HEMICHE T2 & T
OVTNHIDOBEIZIE, FHIE L CHfEE2HRE L
o bT AR EEGT LI L, [1.1, 8.28K]

- AR SR A CREHMERE R AR T A 2 E SN b e
HArETLEE

R OREE (Wi EEd) 26T 584

A vy =Tz -y R Y OV 7)) VR
LEOMEIZL Y, BRERIDER L SEb NS BE
CRERERE L ORIEEMEY AT L BE

9.5 1113
I SUIITIR L C W A e & A ethicid, (G EOFE
WHEASfEkEE LS LMW SN B IGEIZOAREKE T 52
Lo BRNEH =7 A FNVIZBOTIRRANORITIRE SN
TWBAE - JEIRFHE R BRSO S Tn v,

9.6 BIIF
EELLOBEHEER IR EOR SRS ZE L. Lo
WA x 2 a5 2 Lo AFO v M2BIF B3
HADOBITIEARYITH 5,

9.7 /B
INBE R E L7 IRIREERIE TR L T,

9.8 EisE
BIIEFEORWEH OFBICBE L., To42BlE217) 2
Lo —HRICAFBEREIMET LT\ 5,

*11. EMER
WOEWER DS 5 bIND I ENHLDT, BlEs 412
i, BEDED L NS 2 IEd 5 % &
PRE 247 2 &, [8.75H]

1.1 EXLEER

1.1 BEEGREAE BEARH)
A NVA, I, BRI L B EELRELELSD S b
LT END D, BEREIENIAE L2, K
JEDTHET A FCARAMEHRG LanwI &, [1.1, 1.2,
2.1, 8.1, 9.1.1=1]

11.1.2 EEBBUE (FHEAH)
TFH74TFy— (MEFHE. FERE.
ERBBIEDRD S5 bNE T ENDH 5L,

*%11.1.3 FAREEREE CHEAW)

H ORI RSO RREE?H 5 b b I L hd b,
(8.6 ]
1.2 ZOOEER

3%0LF e WA
et i OF ik R
i B, WA
- A
R R R B
s i
B A RN O Pa iR
A LR R S
% B % O | BB IS
B RATRRE
N UAT 3
Bk A FoEER,
T ER B




14. BHEDEE

14.1 EFIB/SHOEE

1411 BGANCHEE,LSI) B LERIELTBLLZE
NEFE L\,

14.2 EFIB/ESEHFOIE

14.2.1 FZREDMBUE AR 5000, B, 380k, RSN D 5 8007, IR
EEAIIZEF L v &,

14.2.2 ¥503. BB, EHOUTRBE A2 # R Lo [/—
T~ D R LESS 5 2 & idally 5 2 &

14.2.3 RFNIIEFEHOHEATH Y . FHEH L2V &,

15. ZOMDEE

15.1 BRERERICE D 158

15.1.1 JFE S %63 5085 12 B0 A EINES I E

RatER (CNTO1959PS03004) Tl A#H % %5 L 72180
B 1361 (7.2%) A352i8 % TI2H 7 v o7 < 7HRE
Ly, FoTlgl (1718061, 0.6%) 2 HhAbuE)sEE
5Nz MG REERE XE R AL R 2B
2 E 5 ARG R EtER (CNTO1959PS03005) TldAH)
PG L7221 P 7 RV 7~ THURBE L0 S
Ldrolz, Tz, EWIERERE IZB ) D ENE M
RatER (CNTO1959PPP3001) Tl A#H % %5 L 72156
BIrAB] (2.6%) HS52H F TIZHL 7 IV 7 ~ 7 HiEb 1k
Elrolze S OIEBNIHRIPURIZEED SN H o 72,
JRTERI 5 % A B RS 2B 2 iy R R Tl
1734617110441 (6.0%) DL 7V 7 ~ THAR L 220 |
ZOHTTE (7/173461, 0.4%) (2 HFIFUED O S 17z,
EEERERBE BT 5 ERIE S T b/ A R
(CNTO1959UC03001) TIx5236161%1 (11.7%) ASEEf#
MR BR O A4 F TICHLZ IV 7 < THIRR I & 7 5 72,
ZOHTLH (11/52361, 2.1%) (ZHFHEARD H sz,
R 5 B E 2 BT B E B IR A I A BB
(CNTO1959UC03004) TIX27961H124%1 (8.6%) H32438
FTIH Ty < THURE L o7z F 0T T3
(3727961, 1.1%) \ZHAIPUEDFRD BTz,
70— YIRICBI L EREIES T /KR
(CNTO1959CRD3001) T363461H3061 (4.7%) 754838
F TP < THARG & % 5 720 Z O HT20
(2/634%1, 0.3%) \ZHHFUEDFED Size 70— ViR
2B 5 EFRSEE S MATER (CNTO1959CRD3004) T
1327360241 (8.8%) 7348H F TIZHLZ kI o < T
KB & 7 o 720 ZOHT36I (3/27361, 1.1%) (Al
PUEDFED SN Tze 70— UIRICBIT 2 EPNES T AR
(CNTO1959CRD3003) Tix376IH 1% (2.7%) #5488 %
T TV 7 < THMRBEE 25720 S ORERNIZH
PUEIZFRD SN h o7z,

15.1.2 SR S eRE: L BER L 7235 & oR e )
OERIEIHEN. L TW v,

15.1.3 BB 2% L L2 EN B S HIILEERBR o &
B BAEGIL806] (I6LAE) 2B WT., EMWEEE
L R R A B <) O FEBIER1E.0.62/100 A 4E (1/18011)
Tholzo FRMIERBIEOKIIIED LN h o7z,
W R R R R e LR O48H F oA
FRAT O HEF (RFNFE G- B18136761. 1019 A4E) 128w
T, EWES GERGERBEZR) OB,
0.29/100 AN4E (3/136761) Td - 720 BFAIRITCTOEM:
fiss GEREGEREEEZKRO) ORBEIZ, — AT
TR ENDREBREFABETH o 72 HEELFEA 0,68
(95% fZHEIX [ : 0.14, 2.00) 1 FEE i o o F6H =%
13, 0.59/100 N4 (6/136761) TH - 720
EHEIEE R 2w R L L2 ENEERREOL2E E To
R (R EI B 5B 515761, 135 AAFE) 12 B\ T IR (FF
B Rz B e & R <) O F8BERIEL 0.74/100 N 4E (1/15761)
Tholz. EREIEREROEHIL., FoObNLD o7,
BB B E 2 G b L 22 E B3R R 45 T b/ I AH S BR
2BV B BB O44EB OER (FeVv sy < TR
TG AT B839661. 302.2N4) I2BWT, &
PERER: GER@EEREF <) OFBEHEIX, 0.33/100
NAE (1/39661) T o7z, FEBRMIERFEOIEHIL, 72
DN 7. WBEARGREEZ G Lz EEI
[ MAHRER D248 F TORR (7N 7~ TR THY:
FH BRI P5-5 327961, 128. 8 AAE) (2B W\ T, HpEE (Jk
Bl Rz RS 7 B <) OFEBIERIL, 0.8/100 N 4E (1/279%1)
THhotz, FREMIELBROFIIL., oSN Eh o7,

s u—iREatg s LB T/ AR 04808 ¥
TORER (7Y s~ 7HAGH78061. 669.8 A4F)
BV, B GEROELEREZ R ORBE
X, 0.15/100 N4E (1/78061) Td» - 720 FEEE L
OFEBIEIX. 0.15/100 N4 (1/780%1) THhH o7z, 7 1
— VR ER R E L7z EES I E S AR RER 0488 F TOHE
B (s~ TR TG HEE 560527451, 234.1
NE) 1I2BWC, EWES CGERGIEREREZ IR o
FHBIIHD SN o 770 IEEME R B O S BRIL,
0.43/100N4E (1/274B1) THotzo 70— TSR E
L7-EWNE AR BI 5488 F To#E (Vv
< TEHI G HB385) 1B\, EES EREME
KEFEEeD) IO LN Eho7, [1.1. 8.55H]

16. EHYEIHE

16.1 MFigE

16.1.1 BEE%KE
TR 35 % A5 5 HAR N R B E IARHI10%, 30, 100X13300mg™
AR TG Lz &, MG 7LV 7 < 78R 5494~6H %
RS MR 12 L, #916~18H O TR T L7, P

RS
o

(quy/8r)

0.1+

0 14 28 42 5B 70 8 98 112
858 (B)

30mg*

[—@— 10mg* 100mg —=

REERSEHT 5 ERAANEBEE A EEARTRELALLEX
OmFERT LIV 7 TREHE (FHE+SD. &FH4~56])

RPHERZSEFET 5 EAANZBERE AR ZHARTRELE
EEXDEYELINT X —4 (FHfE (SD))

300mg#|

i 10mg™ 30mg™ 100mg 300mg™
" (5%1) (581) (5%1) (561)
Crnas 0.46 1.52 6.14 15.08
(ug/mL) (0.19) (0.56) (2.29) (5.15)
o 4.02 5.93 6.02 6.03
<dm;> (2.97: (3.07; (3.88; (3.98 ;
v 13.99) 6.23) 13.88) 13.89)
AUC- 14.0 40.8 159.9 427.1
(ug - day/mL) (7.8)° (15.8) (65.2) (156.7)°
e 16.4 16.0 17.6 15.6
(day) (6.8)* (5.2) (3.1 (3.0)°
tmax © LA (PR
a: 3l
b : 4%l

PESIEE UL N3 AP N o ot N dua N
JEIZA 2 KGRI 1 100mg TdH % o

(BEMEE. EEUREE R, REMEZE. B E. EEIRAELE)

16.1.2 RiE#HE
JRERIR 5 & AT A HARNEEEEY . HARNREEZ R R ED
VR R AE B T OV H AR N BRI E Y 1 ARHI50mg™
100mg X 13200mg™ %0, 438 K 05 Z D 183 [ b © S AE R T#% 5 L
7oL EOMER b T 7IREIITROLEB) ThoTz,

HARAEZBREE X I ERIREEDRE CB (T 315528 OIME
FTRIVIITDNS 7RE (FHiE (SD))

RSB EAT 5 | BT L | g oo

R B | OO

e 50mg™ 100mg | 50mg* | 100mg* | 100mg | 200mg™
(6011) (6111) (1243) (6451) (4541) (44151)

i P REE | 0.60 1.13 0.53 0.79 1.08 2.76
[ug/ml] | 030 | ©7) | 020 | 062 | 0.74 | 1.9)

a: RAS0mg A0, 45 N2 0O BIIAMFE T KA T#H5 L. 2057 5100mg
% 83 S C S TS L7
SORAN O VR, SRR . MR SR E . LR
FELZXT T % AR & 1Z1H100mg TH % o

GEEBMXRER)

16.1.3 RiE#HRE
WIS S BFIEAR S & LT/ 7~ 7 i)
200mg# 0. 4K O8BICHIRNFL S L 7= 14, MEFs% G- & L TARA
100mg % 83 [ Fi X 13200mg % 4B [ [ C AR T 5- L7z L & D



ERIRFEIZ B 2P b9 7L, FREhl.4ug/mL
J 0.7 ug/mLTdH o720 9
EB RSB B ARG & L CARAI400mg &0, 4% O8I IZ 7
TG L7z & & PR MG 1328 .8 u g/mL & HfEE S
720 WRIRPI OV T % 5-12 X A5 th 0 & G gFERE (AUC)
IZFEETH - 720 ©

(7 a—-2¥%)

16.1.4 R1E#HRE
00— VIREBBIEARL L LTIy < 7 iR A
200mg %0, 4K OBIICEMRNIL G L7z th. MRS & LCTARA
100mg % 83H i b5 13 200mg % 4 B fa TR THES- L7z L &0
ERIRFEIZ B 2 PImiE D b5 7RI, FREnl.2ug/mL
K101 ug/mLTHo7zo 799
70— UIRREIEANL S & L CARFIA00mgx 0. 4% OSHEIZ T
B L7k &, PR EIME T IE$27 .7 u g/mL & HEE SNz,
IR R O R T #5102 & 238 A 5o gfEe (AUC) 3R
BETH-o 72, 0

16.2 TRIR
HHE LS. AFI100mg % HIE R TG L7z & X iy
INAFTNRAFEN T 11349%TH - 7217,

16.7 EWHEEER
SRR 35 % S AIMVE NGB E 2BV T, 3 5T L[CYP3A4
HE]. U7 7Y v [CYP2COMHE], + 275 —)v [CYP2C19
HE], X APV T 7y [CYP2D6RE] KUK 7 A >~

R EARF200mg™ Eln TG L B Lo R, 2

NOIEROEZ R ICH O PR EHIRED SNk otz 2

SORKI OB IR, R AT 25, IR R, TR AR IR
FENZ RS A AR = IX1F100mgTH 5 o

17. BRERRXAE

171 BHMEROLRELMICEY 555k

(BEMEE. TRUEEmX. RAEMEZE. ZREELRE)

17.1.1 EN-EE#EEHER [FEEKRSEET22EEE (2
MEEREEEET)]
TERIEA & BAED W EIR 5 2 A A EE (PASIY 2a7
D120 L IGA™ 2 3 7 H3L k. 2o RmE R IEABSAT @
10%LL ) 19261 % KR & L7275 & RM R it B e 5
L7z 77 R, KFIS0*XI1X100mgx 0% N, Z D48 K]
TR TG L 720 #5168 K U6208 % OPASIA 3 7 3" — A
T4 HT5%LLEL 90%EA L, 100%L3E L7z BFEOEE (LT,
FNENPASI 75, PASI 90. PASI 100), IGAA =27 [0]. [0X
31 2 E L2 BEo#EG (LUF, 212 NnIGA 0. IGA 0/1)
& TRITIRT . 16HHZOPASI 90K IGA 0/11F, AFFxGHTT
TR TR FIICA RIS E o 720 T72. CASPAR™
ZEED W CHEMEBI B 4 L B S L. ACRIBHERRAT™ A3 — 2
T4 ¥ 520%YEE L2 BFEOFE (BUF. ACR 20) &, 16
WHTT 7 2R E0% (0/1061) . 100mghE30.0% (3/1061) . 5238
% T100mght20.0% (2/1061) T -7z ?
1) Psoriasis Area and Severity Index
1:2) Investigator’ s Global Assessment
##:3) Body Surface Area
1:4) Classification criteria for Psoriatic Arthritis
1H5) KREN 7~ FHEEHERT D BETERO Rl
MORFN O TEVERZEE, BCREIERIE 2 IR VEECHE . SOMEVERLEAE . SEBEIRE

AE LIS 2 KRR 1E100mgTH % .

#516. 52BENDPASIRUIGA

Fr5 1685 50

A RN ARHFI100mg AF#100mg
6.3% 84.1% 90.5%

PAST 75 (4/6481) (53/6301) (57/63%1)
0% 69.8%" 77.8%

PASE90 (0/64%1) (44/6310) (49/6311)
0% 27.0% 47.6%

PASI 100 (0/6401) (17/63f51) (30/63f1)
7.8% 88.9%* 90.5%

1GA 071 (5/6481) (56/63051) (57/63f1)
1GA 0 0% 44 .4% 58.7%

(0/6411) (28/63f1) (37/63f1)

a1 p<0.001. %7 F KRB, Fisherd IEMERE

EIVERZEBUEE (100mgiz5-61) 13, 29.2% (26/8961) Tdh -7z,
FERBIERI . FEFHBALALIEA6 . 7% (661) & EAGE Y4B (4.5%)
ThH o7,
17.1.2 ENFEERER (REMEZEEERVEZBMIIRERE)

IR 1 iz e R 106 I DNz MEAL RO B LI 2 i G & L7239k
TR FEhi L 720 AFIS0mg™ &0 U4, Z D% BE TR T
5Ly 20 PLRE ISR RAS 45 &) 0E S 7236 12100mg~ D 1
WARUREE Lz, HG16EBICARAN & 2 EHDIZES) (CGIH A
a7 [1, 2333)) L7zB#o#EE (LU, 2305 &, Ek
FEBERRCETT 8% (T/901) . WZMEMERL R AEE90.9% (10/1141) <
B o7z FGE2:B DR E LRI VERC R 100% (8/861) | H2
WEVEALEZAE R #100% (10/1061) T o7z ¥

) Clinical Global Impression

MORFN O E VR, SVEBIEN g5, MDA TERCRE, SEREMEAL R R, SETIEIR

JERELZ S % AR RIX1A100mg Td % o

RIVERI S8 B 12, 9.5% (2/2161) Tdh o720 FRENEMIZ. A
WERGELB] (4.8%) TdH o720

17.1.3 BHA_EERLEEHR (FEEZEMEHXERE)

IEEN R B 25 % (CASPARICEE L. PSR G M OB Hi
JERE Y2 2 N3DLL EADCRURHE AFI2%0.3mg/dLEL F) 149
Blaxtg e L7z7 TR EE R 2 06 L 72 ARH
100mg# 0% U438, Z DO %8MBE TR TH5- L72e 52450
ACR 201%. AR#I100mgHEs8.0% (58/10061) TH VY. 7J LA H
18.4% (9/4981) &ML TEWEIEER Lz, ®
BIEFIZEEMERE 1Z, 10.9% (14/12961) Td -7z, EREIEHIX.
HiAiAOV <210 (0.8%) . EAGEG16] (0.8%) . FHILBI (0.8%)
Tho7,

(EFEIRAEE)

17.1.4 BN_EEHRIIEBRHR

R REE RS (PPPASIFVARI A a 78120 B, o TEE
JRJE EOIEIE - KB OPPPASIEEE 2 a2 7 H32LL 1) 15961 %
HRE L7 T R I S E G MG % £ L 72, 7T kR,
ARHFN1001F2200mg™ % 0f% 43, 7 D148 FE TRz T#%5- L 720
%516 OPPPASIGEI A a7 ONX— A5 4 ¥ b DZALE (L
T, PPPASIA 2 7%2b&E), PPPASIZA I 7HRN—=Z 51 2 b
50%LL Lk L 7z oE 4 (LU, PPPASI 50). PPSI™4&&!
AATDONR=ATA4 b0 bR (LUF, PPSIA a7 %1b&E)
TRIRT 160A%OPPPASIA a2 7 EEliIc B W T, AHIH%RS
HECTT 7L ARBEICI L CREMFENICAEZ 2 UGED RO b7z,
AFHI100mgh: TOPPPASI 501%. 163H#1257.4% (31/54%1). 52
H%1283.3% (45/5461) TH o720 ¥
1) Palmoplantar Pustulosis Area and Severity Index
7£2) Palmoplantar Pustulosis Severity Index
SRKN O TR, RIS, NI, SRR R . RN
FEV S B KR R 1F100me T 5 o

%5168 DPPPASIRUPPSI
7T ER A#100mg
(5301) (54%1)
PPPASI A 21 7 24L& = B o\a
PR (C)] 7.79 (10.596) 15.08 (11.252)
34.0% 57.4%
PPPASE 50 (18/53f1) (31/54%1)
PPSIZ =7 2Lk 2.0 (2.41) 3.9 (2.94)

[Pt (SD)]

a:p<0.001 (it 77+ A#. mixed-model for repeated measures)

BIVE R ZEHME (100mgde5-51) 1%, 7961512561 (31.6%) T - 720
FAREIWEI. ESHRAALREGH] (7.6%). FIEEEGAB] (5.1%) .
ARGERERG26] (2.5%) TH o7z,

GEBMXRER)

17.1.5 S I b/ DHHEFEREERRER (UCO30015K5%. #HEiFaiER)

HREEIED O FAET ORI I REE AR E L2/
7~ 7 HIE N A O SRR A G ER 2 S FAT L 72 B 59961 (H A
NB8B) ARG & Lz HEEMIERARR A K L 7, EAFRER
T8l 5 ARHN100mg % S FE TR T G-, 38 AL T 4%
25 ARFI200mg X1k 7T & R x4 TR 5 L 72 Modified
Mayo A 3 7 55~9TdH - 7256861 (HARAL26) [2BWT, &
FEEHTE H T & %4438 5 Oclinical remission™ 235 & L7k
BREOEAEIL. 7T REELS. 9% L. AHKI100mghE45.2%.
200mg#t50.0% TH > 720 0 1
1) Modified MayoA I 7 254~98Cdy ) . BRI 7 A 2 7 A58 L b
PONBEEHT R 7 2 a7 228 ETh b EE
2) HEERIEY 7 A 2 7 A0k, BB 7 A 3 7 A0, K OIS
TAITHOXNELT HHEREY 72T T HNR= AT A4 L EH S
LT inEis) WHEMEOIT R TIEFILATE0 & ik,

#5448 Dclinical remission

o b b= e 100m, 200m
B 7R SHMEIS | samE
Clinical remission 18.9% 45.2% 50.0%
rate (44:HIFF) (36/190%1) (85/18843) (95/1901)
e 2 _ 25.2% © 29.5% ©
(BRI H] » [16.4%, 33.9%] | [20.9%, 38.1%)

a t AERFEBR B 4G I O B PR 10 % I O ARBR C oS- 2 Rl F & L7z
Cochran-Mantel-Haenszeli:

b p<0.001. %77 wARHE, HERFGUER AR O BER 19 75 /% fr O A S ER T O
5% BT & L 7zCochran-Mantel-Haenszel 77 4 e tiiE. AH)
200mg 43R FE$ 53 CIm MRS HE A S 723 & ISR #100me 8 R
W5 G- BE DA FMGE & EMis 5 & & THLERMEEDHE SN,

AHI100mg 838 M FF5-FE ORIEH BB (X, 17.3% (3461/

19761) THho7zo ERBUWERIE. IFPERERA26 (1.0%). #

FHBALEUR26] (1.0%) Th o7z

AFH200mg 438 B FEHe5-TE O HIVEHSEBUHEE 13, 19.9% (84%1/

4220)) THo7zo EREIERIZ. HEFHEBARS166] (3.8%). &

TERSLOB (2.1%) . BEFSHEI (1.2%) . HifgEA)L <360 (0.7%) .

NIy AT =¥ L5260 (0.5%) . BIfRE2E] (0.5%) Td o7z,

17.1.6 FMEERHARERRHER (UCO300455%)

BEARIGE [6- AV 7 h 7))~ (6-MP). 7H T+ 70 » (AZA)
Xiza)FazxsFaA F] Xidadvanced therapy [TNF a fEHidE,
NFY X7 EETHELZ) . 9= FUIBAROJAKIHE
] TRIRAT S G EAMEAR B O EEE A © FAE O i B 5



MK 2 EE 41861 (HARNI2E]) ZxfR e L7z ZE MGk
ZFEM L 720 AHI400mgX1d 7T L AREZOK V4, SEIZKET (SC)
PG L7zo 128 LRI, 7T &R 2 4E I FE . AF1100mg 2 838 [
200mg % 48 [ BE TSCH# G- L 720 FEZRHMIIE H Td % 128K
clinical remission™ 235 & N7z #EE OB G, 7T £ ARSCHE
6.5%2xF L. A#1400mg SCH27.6%CTdh > 7z, 1010
D HHERE 7 A 27 2503031 BRI 7 A 37 50, K ONAREE
T AT HPOXNELT FHEREY 72T T HR= AT A LIS B
LW aWnie) WA OT L TIRIMEATRD S,

#%512;:B% Dclinical remission

e o= 4 as 400m,
%5 AR N 4@%[’%%5
Clinical remission rate 6.5% 27.6%
(125815) (9/139%1) (77/279%1)
TER 72 _ 21.1%"
[95% 5 HIX M) ° [14.5%, 27.6%]

a:N—RAF 4 VEEOADTARIGED A EK MMayoNHEEY 72 a7 [
FE(2) 3EE (3)] #EBIKT & L 7zMantel-Haenszel#: . UFSato
variance estimator!(Z & 1) &
b1 p<0.001. %77 LR, HEAREMES%, =2 T 1 YHEOADTAUG
BEOAEK MayoNBEET 7 A a7 [ (2) L3EE 3)] 28
B ¥ & | 7zMantel-Haenszel testif:
AF#400mg SC—100mg SC S FEHES-HED 248K F ToORIEH
FEBUERE X, 20.1% (2861/13961) Tdh o7z ERBIERI. 5
AL ROESH (3.6%) « BIEIRa3HI (2.2%)  Fm261 (1.4%) TdH - 72,
AHI400mg SC—200mg SC 4:H [HbEH G- 02488 £ COREIVEA
FEBUER X, 12.9% (18§1/14081) Tdh o720 EAEIEIZ. i
AL RORTH (5.0%) . BIEE26E (1.4%) Th-o72.
(ya—>9)
17.1.7 1/ MHERHFEERKZE (CRD3001)
(1) S MAEEEEFRE (GALAXI 2)
WEAFiEH [V FaAT8A4 FL 6-ALA 77~ (6-MP).
TWFF T (AZA) LiEA ML FH—1F (MTX)] ik
W] [TNF a f5Pr3E I~ ) A< 7 GEE TR Z) ]
THRAT 5 S ABEEAR RO RS S FEAEOTHBM 7 0 —
REES24B (HAANZSH) ™ AR e L7 T EE MBS
(treat-throughith#) %#Ejtil 720 77 KRBT, 77 K%Z0.
4, S EEE IV) L. 20k, 12805 7 J R % 48R
TR TS (SC) L7ze ARHIFETIZ, AHI200mga 0. 4, SBFIZHA
WEHE L. 2ok, 166820 5 ARHFI100me% 8HMFE. X120 5
AHI200mgx 4EBFECHR TG L7ce VATF X~V THETIE, ¥
AT ¥ A~ 76mg/kg#x 0|2 miEFHE L. ZO#%90mg % 8 M
TR F4%5- L 7z. Simple Endoscopic Score for Crohn' s Disease
(SES-CD) A2 7%l L (I Hkmps 4% A3 2 BE Tzl L)
T - 7250861 (HANAN2561) 12BWC, EEFHMEE (co-primary
endpoints) T& 5 D123 K 1 Dclinical response™ [z ON48J [ i
®clinical remission™ . @128} i Dclinical response™ K& °48
JEIE S Dendoscopic response™ 25RO SN EERE OEIE L. F
NENT 7 L REETIL.8%. 5.3%I28 L. A#|200mg IV—100mg
SC 8 MIBE 5-#T49.0%. 39.2%. 200mg IV—=200mg SC 414
P G-HETH54.8%. 38.4% ThH o7z T2y TATF X THET
X, FNZFN46.2%. 30.1%TH o720 917
1) SES-CDA I 7 24R 5 B ETRT IS A AN S 7z, SES-CDA I
TS (A PERIE %% A 5 B Clddkm) owBE Y &
#2) CDAIA I 7 HN—=A T4 »H 510084 » F LK FUECDAIA a7
150K

##3) CDAILA 2 7 15044
7£4) SES-CDA a7 X—=2AF A ¥ 550%LL 2% LIZSES-CD A 2 7 252
T
FEFMEER (co-primary endpoints)
200mg IV 200mg IV
PR —100mg SC —200mg SC
B3 b - AR

FEFEFHIE H O : clinical response rate (12:8K) J Uclinical remission rate
(483IKF)

o 11.8% 49.0% 54.8%
5 A
kil (9/7661) (70/14301) (80/146%1)
B 38.1% 42.8%

[95% X R ] * [27.3%. 48.9%] | [31.6%. 53.9%]

FEEEMIEH @ © clinical response rate (12:HE) J% (Fendoscopic response
rate (48:AFF)

. 5.3% 39.2% 38 4%
A Ay

il (4/7661) (56/143(31) (56/146(71)
HHE 33.7% 32.9%

[95% 5 X ] [24.1%, 43.2%] | [23.5%, 42.4%]

a:p<0.001, %77 wAREE, HEAKERMS%, <—AF 4 L EEOCDAIA 2
7 (300LAF. 300#), N—2F 1 YEDSES-CDA 7 (12LLF, 12#).
AW BAN & B CRIRA T 3 3UI BB e v (%4, FER%Y)
FTONR=AF A4 YO INF AT 0L FEHOA M EHIHT & L7
Mantel-Haenszel{#: 12 & 2 fEHEX B K O3E ) A 7 ZokE, BEIER
(EEFFMIEH O, @%200mg 1IV—200mg SC 438 M %5, 200mg
IV—100mg SC S [ @+ 5B ONATHEM) 12 X % 2 E M

A#1200mg TV—100mg SC 8B HEH 5B ORIEHFEBUHEL L

18.9% (28%1/148%1) TH -7z ERBIEHIZ. FF v AT I F

— ¥ LS4 (2.7%). BIEIE2H) (1.4%) THh o7z,

A#1200mg IV—200mg SC 4:H B 5-# O RIVEF SSBUHE (X,

30.4% (45%1/14861) TdH - 72 LR BIEFIX Z0ERGTH] (4.7%) |

FEHRALBUGSHE (3.4%) . BEEARBI (2.7%) . BAFERG3H (2.0%) .
N7 Y AT IF =LA (1.4%) THolze
(2) HMABEEEEHFEFER (GALAXI 3)
ARG [(avFaxsuf B, 6-AVH T b7 (6-MP).
THFA Ty (AZA) EA PR LFH—b (MTX)] 4
W] [TNF @ P IR ) Ax 7 TR 2)]
TRBEA T3 N HAEEAR B O P EEE 2 S EAEOHEIN 7 0 —
UHREES25H (HARN236) #Y %R e L ZEERILEGER
(treat-through#Er) #2972, 77 KBETIR, I X%
0. 4. SHEIZSEE (IV) L. 20k, 1282575 R%4H
TR TS (SC) L7zo AFIHETIX, AF200mg# 0, 4, 88
W HEEE L. 20Kk, 1635 5 AR HK|100mg % 8 M fE. SL1E12:8
B ARF200mg % 4 RE TR TS L7z 7 AT F XY THTIE,
Y AT ¥ X~ 76mg/kg# 012 FEHHE L. FO%I0mg% S H
[Tl THS L7 SES-CDA a7 2%l (RS2 G2 % A
T HERETIFAL L) TH 7251360 (HARAN236) 12BWT, £
FEEHIE H  (co-primary endpoints) T A DO12MEf 1 Dclinical
response™ [ U483 EE & Dclinical remission™ . @128 k10
clinical response™ & UM48# 1 i dDendoscopic response™ H3ERsH
ONTBERE OB EIL, TN ENT T L REETI2.5%. 5.6%%f
L. A#J200mg IV—100mg SC &M FE#H5-#T46.9%. 33.6%.
AHFI200mg IV—200mg SC 4:8 M FEH5-#CT48.0%. 36.0%TH
5720 T2, TATHRATTETIZ, TNENAT.3%. 25.0%TH
> f:o 9), 17)
1) SES-CDA 2 712 4R 2 @RI HECLET R IS HA AN S L7z, SES-CDA 2
T A6 (WL PERG 4% A3 % B ClEAkil) obagz &t
7E2) CDAIAZ 7HR—=AF 4 1 51008K 4 ~ b LB T XIZCDAIA 2 7
150 i
7£3) CDAIA 2 7 150K
##4) SES-CDA 27 HR—=AF A ¥ 7 550%L\ g3 LIZSES-CD A 2 7 752

LI
FEFM@ER (co-primary endpoints)
200mg IV 200mg IV
VAR —100mg SC —200mg SC

8 [ B - 48 I A5 5

FEFHIE HQO © clinical response rate (123iFK§) J Uclinical remission rate
(483 IKF)

N 12.5% 46.9% 48.0%
2na (9/72f1) (67/143f1) (72/150f1)
M - 34.2% 35.0%

[95% fZ MR R = [23.2%, 45.3%) | [23.5%, 46.5%]

FERHIEHE @ ¢
rate (48:ARF)

clinical response rate (12#E) J Uendoscopic response

. 5.6% 33.6% 36.0%
RUHE (4/7215)) (48/1431) (54/15011)
TR 27.9% 30.8%

[95%fEHHIX ] » [18.7%, 37.1%] | [21.3%. 40.3%]

a1 p<0.001, %77 LARRE, AHEAKENHE%, X—AF A LFEOCDAIR 2
7 (300LLF. 300#8), ~N—2ZF 4 YEEOSES-CDA T (12B0F. 12i).
AR BEAN & B ERCHRAT LRGN B (%4, )
RUOR=ZA54 vHOaVFarral FEROFEZGHIETE L7
Mantel-HaenszeliZ: 12 & 2 FHEX K O3L# ) A 7 ZokE. BEER 3
(EEFFMIEH O, @%200mg IV—200mg SC 4 5-#. 200mg
IV—100mg SC 838 EH G- HONETREAN) 12 & % 2Bk

AHF200mg IV—100mg SC 88 R+ 5-FE O RINEF FEHMHE 1L,

23.6% (3561/14861) TH -7z FREIWEAIZ. FESHEL G601

(4.1%) . ZGEBGA0] (2.7%). $FE3H (2.0%) TH-o7z,

ARHI200mg IV—200mg SC 43 [ %55 o> R AE I S BUBEE 1S

20.5% (3161/15161) TdH o720 ERBIWERIL. {EEERAL UGB

(3.3%) 5B (3.3%) b T AT I F—E LEH3BI(2.0%)

BAETIE3G] (2.0%). BEE3H (2.0%) TH o7z,

17.1.8 SN HEEHFIERKAE (CRD3004)

BB [aVvFaA7a4 F, 6-xX VA7 M7 v (6-MP),
THFFT) Y (AZA) iF A MLFF— 1 (MTX)] Xik
WA [TNF o B LI A~ 7 GEETHEEZ)]
THRIRAR T IS B BMER B O PESE D S BREOFHI 7 0 —
VIR 3ATE (HARAN6H]) ZxtRe L ZEERILERAEZE
FEHi L 720 AHI400mg. 7T REO, 4. SWIZE FHRG- L, #
Dthy 77 RE128 5 H4BMME,. 4#1100mg % 1638 7> & 83 [H]
FE. 200mg# 12:8 7% 5 4B g TR T 45 L7z BEFHIEE (co-
primary endpoints) T& %121 Es 25 Dclinical remission™, @
12:8 1 i dendoscopic  response’™ 23ER& 5 L7 ERE O EIA X,
FNENT T2 REET2].4%, 21.4%I2xF L. A#|400mg SCHET
56.1%. 41.3%TH o7z 719

1) CDALA 2 7 1504

##2) SES-CDA 7 HN—2AF 1 ¥ H 550%L -tie



1% 51288 Dclinical remission & Uendoscopic response

\ 77k \ 400mg SC
F A H O © clinical remission rate (12:8M)
[ 21.4% 56.1%
ENDS
. (25/117f31) (120/230f3)
TR - 34.9%
[95% 15X ] * [25.1%, 44.6%]
FZFFMIE H @ : endoscopic response rate (12:H1F)
\gp e ke 21.4% 41.3%
s
RIS (25/117#0) (95/2308)
BRI - 19.9%
[95% 15 X 1] * [10.2%, 29.6%]

a:p<0.001, AEKERHS%, N—AF 4 YEEOCDAIA T (300LLF,
300i8) . N—=2F A YHEDSES-CDA 27 (12LLF, 12i8) K U4
BHNC X BB CHRART 5 OEBEED 2 (344, FE%Y) 2™
[RF & L 7-Mantel-Haenszel{#: 12 & 2 E X K OV @) A 7 2 OME,
[ 5ENEF#: (Clinical remission rate. Endoscopic response rate®JIEC
FEA) 12 & 2L E

AF#400mg SC—100mg SC 8 M Fadk 5-HE 0 EIEH SE B E L

12.2% Q4B1/11561) Td > 720 F BRI, G SR

(3.5%) TH-o7z

A#)400mg SC—200mg SC 4 [H] bz 5-#E O RIVEFH S BB £,

26.1% (3061/11561) TH -7z, ERENWERIZ, BERE3F (2.6%).

SEEG2B (1.7%) . IFPEREGRA 28 (1.7%) . 3895260 (1.7%)

Thole

17.1.9 FMAEERERKHER (CRD3003)

WG [6- AV 7 27 ) » (6-MP). THF4+71) >~ (AZA)

igavFaAisFuAf N dEYSFEA [TNF o #EP3E0

NEY A7 T EEFHRIEZ)] CRIRAT 5 OB FEREoH

HED S EAEOIRENN 7 0 — VIR EEISH A MR & L IFER.

BB A FE0 L 720 AFK1200mg % 0. 4. SENZ AT EHE L. €0k,

1238725 200mg % 4 B R TR T %5 L 720 128K ridclinical

response™ J& UN483 M Dclinical remission™, @12:E: S D

clinical response™ J& (M483E I £ Mendoscopic response™ HYEH

OO NIWERE OB ENENTL 1% (27/3861) . 44.7% (17/38

) THotzo ¥

1) CDAIZR I 7R —=AF 4 H 5100814 » b LLEE T XIZCDAIA 27

1504
7£2) CDAIA 2 71504
1£3) SES-CDA I 7 HN—AF A ¥ 7 550%LA Let# LIZSES-CD A 2 7 %52
P
AFIFEORIEFFEBEE X, 13.2% (BB1/38B1) TH -7z,

18. EEhEEIE

18.1 fER#F
In vitro FEEIZBWT, A#ize b/ vy —ofF> (IL) -23
ERERT Hplor 7=y M, VAR ORI TREE LY
IL-12R f 12 OFIL-23R CHERE & 1L 5 IL-23% B Ak~ DIL-23
DGR HE L7127,

18.2 ZEIREA
KFNdin vitrosBRIZ B W T, IL-2312 & o Tl L &b +F 2
T 5 — S OOV S —THIEL 72 & O S 3H Y i o Ml AL P
U F AR ONZIL-17A . IL-17F 2 OFIL-220 45k % 3] L
72, 72, KEMRE T OIL-230 3 % AN T dH 2 58RI
LofEra ) YFey BT (CD64) 12#EA L. FERCEEE
ENBIL-23%F L L 727

19. B2 ICEET 2EMLFBIER
— MR L 7y~ 7 (RIGTHLRZ)
[Guselkumab (Genetical Recombination) ]

730 D HEE CozorHss0iN5740660S16
L& CroooH1s57N2670320S5
i 146,000
KOE e M Yy -0 F 23100 B E TR R v MGl

B/ 7U—FUWHETH DL, Fr A =—ANLAY —FikE
MM X D REE SN DUTHO T 3 7 BEIRIED S % 5 HEH
(p185) 2AROATED 7 3 7 FRFEIED S 7 HLEH (1 88)
IRTHEIR S NDHMES Vs Th 5,

20. BRV EDERE

20.1 L CIREL 2202 &

20.2 RENGESRAFT 2 MED B B 720 FHERTNIZIMED ST
ez L,

20.3 S LAV &,

21. ESBEMH
) A 2 S EIEE £ HEO B HYICERT S 2 b,
22. G

(FRLALATZ7 4 7ERTEI00mg> U D)
1.0mL [13) ]

(ML LT 4 7ETFE200mg>U>Y)
2.0mL [1¥) » Y]

(ML LT 1 7ETFE200mg~N>)
2.0mL [1}¥]

23. EEXH
1) #NER : CNTO1959PS01002:85k (20184E3H 23 H K& 2.
CTD2.7.6.4)
2) FEPIEE: 1 CNTO1959PS030043tEk (20184E3 H 23 H #KEE.
CTD2.7.6.7)
3) FLAERL : CNTO1959PS030055tk (20184E3 1 23 H A&k g2
CTD2.7.6.11)

4) #PIEE 1 CNTO1959PPP300154ER (20184E11H 21 H Ak #H)
5) *LA#AR : CNTO1959UCO3001 505k, SRt (2025483
H27HAGE. CTD2.7.6.6)
6) FEERL © BEEMISEM BT (2026422 H 19 H AKRE)
7) ¥R CNTO1959CRD30015%8%. GALAXI 1 (20254£6H
24 H 7GR
8) A%
24 H AGR)
9) #PIEE 1 CNTO1959CRD30015 k. GALAXI 3 (202546 1
24H HKGH)
10) FEPIER - BESENISEMBIREAAT (20254E6 H 24 H AG2)
11) #P%F : CNTO1959NAP100154E: (20184E3 H 23 H & E2.
CTD2.7.6.2)
12) #P%E : CNTO1959PS01003548: (20184E3 H 23 H K E2.
CTD2.7.6.14)
ARG R 1 CNTO1959PSA20015%5% (20184E3 H 23 H K E2.
CTD2.7.6.6)
FPIEER 1 CNTO1959UCO30015k5% (20254E3 H 27 H AR
CTD2.7.3.1)
TR - BRI RITE (2026452 H 19 H AKER)
FPIEE 1 CNTO1959UCO30045%8% (20264E2H 19 H 4 ER)
17) FEPIER  BRRAERIME (202546 H 24 H AGE)
18) *EAEEHL - CNTO1959CRD30045k5% (202546 H 24 H 7K 3R)
19) #:AEH - CNTO1959CRD30035kE% (20254E6 H 24 H 7K 3R)
20) #EPVEEL SRV =T D FIL-23NO8 A BRI (20184F
3J123H &%, CTD2.6.2.2)
21) #PEE - v FIL-230F 1% A L7227 2L 7 < 7O
T OBkfE (20184E3 23 H KGR, CTD2.6.2.2)
22) FPVER v N SIEMHEEK EOCD64IIRT A eV < T D
FEA R OTEMINEIC X 0 A & B IL-23 0 [a] I & o 2TAl
(20254E3 27 H #F2, CTD2.6.2.2)

24. XEFEKRERVBEVWEDESE
Yoy 77 —<HASH ATFAINA Y Tr A=V ar I —
T101-0065  HHLHTF- AL X VG i 3-5-2
7Y —=¥4Y)V 0120-183-275
https://www .janssenpro.jp

26. BUEHRTEEESE

26.1 BHEERSET (@A)
Yrbry 7y —<HAEH
T101-0065 S HUHRT-AUH X P4 H3-5-2

: CNTO1959CRD30015kEk. GALAXI 2 (2025461

13)
14)

15)
16)



