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Bp H I 2~8CTHfFT AL H A HE 5 o A T
HEAR : 247 H 873999
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ggm*% GeNTTT (RIEFARL) WA

T MLLDAP KN E100mg YUY

Tremfya™ Subcutaneous Injection

ARG | 23000AMX00446000
SRR - BRSO £ ) TS 2 & R
— AR B OB O SRR (EMBA R O T
i FRBRMEDES LT, BB EEIRDO10% 112
(GHRESE) s
11 ARG EREOBIESL S CRABICHHHET I "
% BEMMRICHV T, FAIONTOHH BHHE i RIS AT A R
BREBOARICHA EAE - BRE S OEEDG & e i I
T. AHIC £ B3 ABOE RS SRS LES & B2 T D IAEORE  MOBRRE AT A R
ShBBEOACHEAT S L, RARBREDY 2 :
DERMASUBTRMS S, & REHOEREEH 6. AERUAR
TBRECHMEEEILS ¢ 3TRMS 55, E1. . AE TR GEETARL) &L, 1
K8 & OB IS A TRV Y, BRIEEORE 100mg# $0, 436, LARSHINE TR TR 55 5.

FERESh TS, ARMIICHET S, AASRRE e 7 s
BHE ¢ FRMTENC E6RD, AROFMERY | | T AERUARICRET SRR

- - ; - (hEeE)
el E BEICTAHAL., BEIPEBELALILE , T L s e 2 ST,
DL CARABIAT A &, [2.1. 2.2. 8.1, 7.1 RH &AM EYRF ORI O TR AR ORI

YA W\ TH i &,
1.2.% é;@; }:E 1. 9.1.20 11.1.1, 15.1.3558] ;_%%%U%Z g%f%g%i %ﬂﬁ%%%’;iﬁﬁﬁﬁg
CEBL . KRS RBROBBRER Y S5 D i ERRIEEET A S 2
LR e RS TR 7.3 RRIOBHIEIL, HHRT WD 5208 N1 &
(BRI SEEEGL. WA, SRR Noo 2GALNICERIUSAE S NG VEER, FHO
1.3 FADEIEE BT B, HETEE ACHFOS ARGTNORRE PRI ET 2 = 2o

BEE (EMRFER OEREHHMHET B L, 8. EELEAMEE
(EHEIRTEE) 8.1 AHNIEGD ) A7 MRS LWHEMED H Do T D
1.4 AHOBEEEET S50, KEEEEQCHEED FOKRAOEGIE L TIE, FHRBER TV, RYE
FEEOBERAE+HCHETE L, DFIERBIE I BT 5 2 & o BE O B UL RER A
B HbII AT, ER M E T 5 LD R
2. B2 (ADEBEICEBELEVCE) FERBET L L, (1.1, 1.2, 2.1, 9.1.1, 11.1.1ZH]
2.1 BEEARIEOBRY Rk B2 BENSDH 8.2 HAFG\Z I o TRAZICH T 2 14 %= M35 I O
%,] [1.1, 1.2, 8.1, 11.1.1%/1] XBBEIMA, A ¥ & —7 20 -y EEERERSUT Y X
2.2 B OEYE DEREBLLSE2BZM0H Vo) s OB E AT EERECTRASF 2179 = &
2.1 [1.1. 8 0208 XD, EREREOFEEERT L L, $, KA
2.3 KHI OB BB OBEED & 5 B G d o Mo XA 0@ ) 2 A 2w AT %
LRI OB IS L. D R
3. #HR - M W A, REEA . BEL) 75‘%%‘}/% L 72358 12 1R
3.1 48 PCAE LB T 2 KO BMEICIRET A2 . BB,
e — — R DOEB T S N4 LR O E R % B L
1754 ML AT AT FEIOmgY ) Y ARG Lanwa b, [1.1, 2.2, 9.1.28H]
FEpsy | (1) 21 0mlr) o 8.3 AFILG L, £ 7 F VMR X B BYEERBIO ) A
7ens <7 GRIETHRR) 100mgid ERBRTEROD, BT 7 F Y EBITh RV b,
! MREBT9mg, L-L 27220 6mg. L-t 8.4 M EMEH 2 O EH S 2 41T, BYEOBEIC D
N AL Smee A e WCHEORAER T4 ST 5 o b,
T - 8.5 WaERELERIC 35\ T RE il e ONRZ 8 DAYk o BB 5 o> 5 31
39 O TR RS A DS 21TV B AH & O F R BARADTRE T 2 V7
: EVEGORBIIIEET A2 . (1.1, 15.1.38H]
o PR | B~ OB il L
NER P -7 e - . = iE S =
BAEIEIE | #9] (EREERICKT 2 L) 9.1.1 B (EEABPELERS) OBREIBRED
e (4 BEbhaEE
R it R AIALS 5 5240 2 (11,128 1111 15H)
il mpbind (1) BROBAELHT 2 BETIE, S IEHLSE2
BEWdH b, [1.1. 8.25H]

* 5. FPRER (R ICEAET BEE (2) HEHEDBEAEIE & ¥ 2B & L RAL BN b L 2
(BEMEE. SENERY. BRENEE. SENIRE) BT, EHOBRRBRY D L EMICHSKT 2L, T
5.1 LT OWFID %7 & i e e, R % DOVTNAOBREICIE, FHE L CHERER S L

N olin 7 NAECT (iR 0 d S A A S Ao 7 ET, AH RS2 e, (1.1, 8.28)]
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AU F =T xn y-y EEERERR Y OV 2 ) VSR
LEOMEIZLY), BEEGASR S b B
CAERRE L OWREEAEE S 5 RE

9.5 1143

FEIT SRR L T A AT REE D & B VR IE, ik Eof
WA fER % RS & HB SN A GEA ORG-S S
Lo KFNTH =7 A FNVIZBOTIERANOBITLHE S
TWBAE - BRIBHEE R D TEEIEREO ST v,

9.6 ®BILIF

HEBEEOFEZMER CHILREOFFEEZEE L., 2ilo
HEHEE P2 AT 5 2 & AFIO MBI LT
HFADOBITIEARHETH 5,

9.7 INR%
RS R G L L 7B ERERIE TN E L T\ e,
9.8 ShE

BAFEFORIER ORI E L, T2l 217) 2
o —RIZEBERSERT LT b,

1. EMER
ROBWERDRD b D I ENHDLDT, BEEs 4512
TV, BEIROONLGEIIEHKG 2 hIb4 2 7% &
YR LEE4T7H 2 &

1.1 EXAEMER

1.1.1 EELBREE (HERH)

A NVA, I BRI L B EELRIKGIEDSDH S b
LIEDD D, BEERBAENIEAE L2, K
JENRHET A5 F CARAEZHG LanwI &, [1.1, 1.2,
2.1, 8.1, 9.1.1=H]

1.1.2 EERBHEE (EEARH)

TFT7 4%y — (MERE. SHE. 5% SoE
WBBUED H S bbb Z LD b,
1.2 ZOMOEIER

5%D) I 5%k A
*| JEGYE O AEEKY. BB B K. B
0 QU Jig R e AR A
AR R EEE]
B kL T
W ERR R ESEEEn]
A AR
| B EEE K O | FEFHTAL RS
e - R ik
TF R ERE R |
*|  FEERARAT NT VAT 3
F—+¥ L5

14. BHEDZEE

14.1 EHIB/ESHOEE

1411 BEGANCHEE,LSOI) B LERIELTBLZE
NEFE L\,

14.2 EHIREEOXER

14.2.1 FZREAMHUE AR 8000, B, S0k, RS D 5 H07. IR
TG L v &,

14.2.2 ¥503, BB, EEHSUTKRBER A # R Lo [/—
T~ D R LESS 5 2 L idally 5 2 &

14.2.3 RFNIIEFEHOHEATH Y . FHEH L2V &,

15. ZDMDEE
15.1 BRERERICE D 158
15.1.1 BEB % % 6§ 585 2B A EINES I E
RatER (CNTO1959PS03004) Tl A#H % %5 1L 72180
BIF1360 (7.2%) H%52:8 F TI2HL 7 v v 7 ~ 7 HidkEE 1
Ll Foh Tl (1718061, 0.6%) (ZHAPLEATFE
O HNTo BIE VLN EE B S IR R R LB
2 E 5 ARG R EtER (CNTO1959PS03005) TldAH)
PG L7221 P 7 RV 7~ THURBE L B
Ldrolz, Tz, EWEIERERE IZB D ENE T
RatER (CNTO1959PPP3001) Tl A#H % %5 L 7:156
BIrRAB] (2.6%) H352H8 F TIZHLZ © v 7 ~ THU KR 1%
Elrotze S OIEFNIHIPURIZEED SN H o 72
TR 5 % A BB E 2B By R R Tl
1734611104451 (6.0%) A7 v 7 <~ THURRGIE E 72 1) |
ZOHTTE (7/173461, 0.4%) (2D O S 17z,

15.1.2 SR imilHE] O EHRE & B L 72 & o R et
OB RIVEERE LTz,

15.1.3 WA E Z R L L2EN - EERLEREBEOR
By ARFNPLGHELR06 (161 A4E) 128\, EWEE (JE
e I Rz R % B <) OFEEIERIZL0.62/100 A 4E (1/180%1)
Thol. FBEMEREFOREBIIHEO SN o7,
HREE T RS E LW ER R SRR 0488 F T oA
FEAT DA H (AFN 56180136761, 1019 A4E) 12B W\
T, B GEREERERE R oERT,
0.29/100 N4 (3/136781) T > 72 HFEHHT TOEM
JE% CGERGEREEL R oFBRL, —KAOT
FHMSINLHEBELFEMTH - 72 EHE[LISALL 0 0.68
(5% EHHIXE - 0.14, 2.00)]. IR GIEREREOIIHE
X, 0.59/100 N4 (6/136761) T -7z
EHREEERE AR E L ENERABOS2E E TO
Fob B CRFIHE 561805751, 135 NAE) 12 B\ C L B
B R R % B <) O FEBIER1E.0.74/100 A 4E (1/15741)
THhHolzo FBEMEREROTHIL, FROLNLh o7,
[1.1. 8.5%H4]

16. EYFHE

16.1 MR

16.1.1 BEZSE
R 3% 2 459 A HAR NG L 241107, 307, 1003X13300mg™
R THRG L2 &, M7 v s < 7RI 5-#)4~6H £
RS MG TR E L, 916~ 18H O PR T L7z ¥

B
o

it

QUUEDN:T:]

0.14

0 14 28 42 5 70 84 98 112
58 (B)

30mg*

[—@—10me* 300mg*|

PEEES ETIARALBERE LA 2 BAKRTRELEE
OIERT €IV 7 v TREHYE (FHE+SD. &#4~56)

REEESEET 5 AR AZBEEEICAR ZEARE TR L
EEDEYEE/INT A —4 (FifE (SD))

100mg —H

B 10mg™ 30mg™ 100mg 300mg™
- (561) (541) (5%1) (501)
Coax 0.46 1.52 6.14 15.08
(1 g/mL) (0.19) (0.56) (2.29) (5.15)
o 4.02 5.93 6.02 6.03
(d’:“"> (2.97; (3.07 5 (3.88 (3.98 ;
ay 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)°
tma © HHULAE (REPH)
a3l
b @ 440

SKAF O AR RIE1A100mgTH % o
16.1.2 RE#HS
JRTETIR 5 & AT A HARNGEEESEY . HARNRBEEZ R EY
VX HEREERL R AE B T OV H AR N EBEIRIEE Y 1 ARHI50mg™
100mg X 1£200mg™ % 0. 42 K ONZ D #4838 I B C SR B T 5- L
oL EZoMmET N7 7REIITROLEB) TH o7,
BARAEZEEE X I ZMEIRAEERE ICH T 2155280 ME
hIENITTOMS7RE (FHfE (SD))

ISEES & AT 5 | IS UL | o,
ey Iy | R
e 50mg™ 100mg | 50mg*® | 100mg* | 100mg | 200mg™
B oo | e1en) | QzBh) | 6B | Gs@l) | (448
JIIIRGE R 35S 0.60 1.13 0.53 0.79 1.08 2.76
(ug/ml] | 030 | 0.7) | 0200 | 062 | ©.74) | (1.9)

a: AAIS0mgE 0, 438 K 082 O 183 M T RARRE T Ly 2008722 5 100mg
% QMG C ARRE TS L7z
MAHI ORI #IX1E100mg TdH % o



16.2 RIR
AVE RS, ARFI100mg % LA 45 L 72 & & offiktiy
INAFTNAFEY) T 41349% TH - 729,

16.7 EHEEIER
AR 5 % AT AIMVE NGB B W T, I 5V T A[CYP3A4
HHE], o7 7 v [CYP2COMHE], + 275V —)v [CYP2C19
HHE], FFAPOAMVT 7 [CYP2D6EE] KO T4
[CYPIA23E]) % AHI200mg™ Bl Jz THe G- L PEH L 728 . 2
NORPIROBETZER IS R EENIRD SNk horz, ©
X AH O AR R IZ1F100mg T .

17. ERERRLIE

* %171 FHHRCRSMEICET 558

(BEMZE. EMEHR. REMTZE. EMLRE)

17.1.1 EN-EE%EEHER [FEEKRScET22EEE (2
HEMREEEET)]
FRERIEAD O BAED R ER 5 2 A A EE (PASI™ 2a7
1200 IGA™ 2 a7 A8 k. 2o R EZZEHABSAT @
10%2LE) 19261 % xR & L7z 77 AR I il & 92
fiL7z0 77 AR AKHIS0*X1X100mg % 0 VM43, & D 14835 [H]
WECTR TG L7zo 551638 1% ) UB2H DPASIA I 7 A3 — X
FA P BTE% L 0% 100%E# L 7z BH0EE (LT,
ZNZENPASI 75, PASI 90. PASI 100). IGAZA =27 [0]. [0X
31 ZER L2 EHo#EEG (LUF, 22 NIGA 0. IGA 0/1)
2 TERITRT, 168 OPASI 90X IGA 0/11&, AH#G-H#TT
T R AR THEMEICE B o 720 F72. CASPAR®Y
(ZHD N THEEE BB % & I S L, ACRIGHERFAI ™ AT — 2
74 ¥ 520%UEE L2 BFOFE (BUF. ACR 20) &, 16
WHTT 72 REE0% (0/1061). 100mgiE30.0% (3/10%1) . 5218
#%C100mght20.0% (2/1061) THo7z. 2
1) Psoriasis Area and Severity Index
1#2) Investigator s Global Assessment
#3) Body Surface Area
1#4) Classification criteria for Psoriatic Arthritis
1E5) KREN) v v FESAEFET B BIEHER ORI
MAH O AKGE X 1E100mg TH 5 o

#516. 52B%NDPASIRUIGA

P16 P52

7T LR AF#1100mg AHI100mg
6.3% 84.1% 90.5%

PASE7S (4/64%1) (53/6301) (57/6301)
0% 69.8%" 77.8%

PASL90 (0/6451) (44/63051) (49/63f)
0% 27.0% 47 6%

PASL 100 (0/64%1) (17/6381) (30/634)
7.8% 88.9%* 90.5%

1GA 071 (5/64%1) (56/63%1) (57/631)
e 0% 44.4% 58.7%

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

a:p<0.001. x} 77 KR#E, FisherDIEHHE

BIVEMSSEBUE (100met%5-61) 1. 29.2% (26/8961) T -7z,
T BEIENE TESHEZALBEA6 . 7% (661) & 1 4E &G4 (4.5%)
THo7,

17.1.2 EINFFERER (RANZERERVCEZEHIEERE)
Ttk SR 1O M ORERE VA R RE R B LB 2 5h S & L 729k
MakBa % 92hE L 720 AFI50me* 0% M4, D% HEME TR T
PG L. 2008 DL R BA 43 & HIE S 24 12100me N O 1
EERREE Lo BT 16HMBICAHFNC & 2 EHIZES (CCTY 2
a7 [1. 2333)) L7zBEosEse (DU, Z230%) &, ek
WEEERETT 8% (7/961) . SLEEVERL R AERE90.9% (10/1161) T
B o720 P 552080% DL IIREERZHEEE100% (8/861) . #2
EEVEALEZAE R 100% (10/1061) TdH o720 ¥

%) Clinical Global Impression

KARH O EIZ1FII00mg TH 5.
BIVE N SSBUBZ 1, 9.5% (2/2161) TdHo7z. EREINEMIZ. A
WERGLELB] (4.8%) TdH o720

17.1.3 B —EEHREERBR CEBMZBEUEEARE)
WAL T S0 (CASPARICES L B % OFRA &1
JEREASE L EN3D L A DCRUBE72 AFA30.3mg/dLEL 1) 149
Bl e L7279 Rt iR - mEHRILBEER 2 20 L 720 AR
100mgx 0K 04l Z DO %8MHE TR TG L7z %524l %0
ACR 201%. A#HI100mg#ES8.0% (58/10061) TH Y. 7J Ak
18.4% (9/49%1) L CHWEGER L, 7
BIERZEEBUERE X, 10.9% (14/12961) Td o720 EREBIEHIZ,
HAEA LR 16 (0.8%) « FAGEREGE15 (0.8%) . FHi161 (0.8%)
THo7,

(EFEIRAAE)

17.1.4 BN_E SR HER
PR B E (PPPASI®VARI A a7 A7 120k, 2o P
JEIE EORIE - NKIEOPPPASIESEE A a2 7 H32Lk 1) 15961 %
MEE L7 T R R EE RIS £ L 720 7T B R,
AFN100X13200mg™ = 0 Ol & D148 M g TR F 85 L 72,
%5163 OPPPASIARI A I 7T ONR— AT 4 ¥ 6 D2 LR (L

T, PPPASIA 2 7%4t&), PPPASIZA I 7HN—Z 54 b
50% L ks Lz g odl4 (LUF. PPPASI 50). PPSIF? 45T
AT DNR=AFA b oZ s (DU, PPSIA 2 72 1{b=)
T RIRT 16385 OPPPASIA 2 7 &FHiIZ B\ T AHIH G-
BETT T BRI L CREHAMICE B R U ED D Sz,
ARHI100megHE THOPPPASI 50i%. 16#81%1257.4% (31/54%1), 52
H121283.3% (45/5461) THh o720 ¥

7£1) Palmoplantar Pustulosis Area and Severity Index

##2) Palmoplantar Pustulosis Severity Index

S ARH O AR X 1EL00mg TH % o

#5168 DPPPASI R UPPSI
TTEeR
(531)

AH#1100mg
(5411)

PPPASIA 2 7 24L&

[F3f (SD)] =779 (10.5%6)

-15.08 (11.252)*

34.0% 57.4%
PPPASI 50 (18/53%1) (31/54%)
PRAp B
PPSI% =1 7 2Lt 2.0 (2.41) -3.9 (2.94)

[*Ffi (SD)]
a:p<0.001 (&f 77t AH#, mixed-model for repeated measures)

BRI SEBUEEE (100mgte5-91) 1&. 79812561 (31.6%) Td - 720
FARRIEIE, TEGRRALALIE6 B (7.6%) . FIERE S4B (5.1%).
FRGERGH] (2.5%) Tho.

18. ERhIEE

18.1 {EAHF
In vitro BERIZBWT, AHllZe by —a (% (IL) -23
ERER T AploY 7= v M, EWERRME R OHAETREE LY
IL-12R 1% OFIL-23R CHERG S N B IL-23% 2R A A~ DIL-23
OREE R AE L2,

18.2 ZEIB(EA
In vitro BRERIZHB VT, IL-2312 & o THHMALEN D FF 25V
X T — M K O OL X —THINE 7 & O 560 LM o P > &7
FOVAEENG ONIZIL-17A IL-17F & OSIL-2200 73 h % 301 L 729

19. B2 ICEAT 3 EEZAE
— M RFR e 7 < T GEIE TR Z)
[Guselkumab (Genetical Recombination) ]
C o HEH  CoaorHs304Ns740669S16
L#d  CioooH1557N2670320S5

-1 f9146,000

B b vy —0A %2315 plifs AL 2 v MGl
B/ U= F W TH D, Fr A =—ANARY -
MBS & D A SN Z44TIE O 7 3 ) BRIES S S 70 5 HEH
(y180) 2ARU2THD 7 3/ BRFEFA S 7% HLEE (181
QR CHEL S NDHEY VX7 ETh D,

20. MV EDEE

201 BL KRB L 22 &

20.2 AFNGENIRAFS 2 LED D 5 72, FEHERIZIMED SHLD
hzk,

20.3 LT &,

21, AFDEMH
BESE ) A 2 BRI & HEE O b, WIS ERT S &
22, G
1.0mL [139 ¥ ]
23. EEXH
1) #PIEE 1 CNTO1959PS0100258Ek (20184E3 H 23 H 7K.,
CTD2.7.6.4)
2) FA%E © CNTO1959PS030045t5, (201843 A 23 H A ER.
CTD2.7.6.7)
3) #A%E © CNTO1959PS030055t % (201843 A 23 H A& E2.
CTD2.7.6.11)

4) FEPIEEL 1 CNTO1959PPP3001 548k (20184E11 H 21 H #K3H)

5) #NEE 1 CNTO1959NAP10015ER (20184E3 H 23 H &2,

CTD2.7.6.2)

FPIEER 1 CNTO1959PS010035t8k (20184E3 H 23 H #KEE.

CTD2.7.6.14)

FLPIEEER © CNTO1959PSA2001 5485 (20184E3 23 H K G2,

CTD2.7.6.6)

HAER D e s v T O FIL-23NO%E A BN (20184F

3723H K38, CTD2.6.2.2)

9) HPVEE: v FIL-230HHlE A L7 7 RV 7 < 7T ORIRT
T UBkfE (20184E3 23 H KGR, CTD2.6.2.2)

24, XHFEKERUVEWVEDESE
Yoy 77 —<BASH ATAINA Y Tr A—Tarkr s —
T101-0065  HLUHRT-ACH X Pa i H3-5-2
7Y —=%4Y)V 0120-183-275
WWW .janssenpro.jp
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7 ) =54 ¥ 0120-20-4527

26. BUEIRTTEES
26.1 BLEERSETT
Yoty 77 —<HE&u
T101-0065 HEART-X HH X P54 [13-5-2
26.2 BR5EIT
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