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A 5 F=em ‘ 16m2§§4w ‘ 160r2§g§é4w ‘ Zgﬁéé?ﬁg@ﬁf\?ﬁ 320r2§g§(uQ4W

128 7.1(3/42) 26.8(11/41) 41.5(17/41) 46.3(19/41) 24.4(10/41)

488 : 53.7(22/41) 51.2(21/41) 63.4(26/41)
EE % (n/N)

ACR:IRKEUDNYFZER FAS:BRADOETNRENS LD:&fRS5 Q4W:4BRERERS

MR BRI RIEIR RE 2064

Bk [CEEREE(0-128)14#16mg Q4WEE. A&I160mg QA4WEE. A&I320mg Q4WEE AFI160mg Q4W/ARAE(LD)E#. S ERECT 111 10EET
BIERICEIVATT . AFIN6Mg QAWEFHIAF16megZE4BRERE TIRSL. AKI160mg QAWEEEA160mgZ4BRER CTRSL. ARI320mg Q4WEFAHKI320mg%=
4LBERTESUL.AHF160mg Q4W/LDEEAEIZ20megZramRS5%. 4BIFC160mgR 5 7BL. ZDORABEB TR S L. S RBE SR E24BERTHRS
(07
[FAEE%HN(12-488) 11 28O _E5RABO%R. EELHEERABICBITUL. 1 28R IC. _S5RHBIC TS EREXEFR16mg QA4WETH o
BEF AF160mg QAWIRSHNEAF320mg QAWKRSHICT 1 10 ETHREERILINIc, _EERIPRBICAR160mg QAWEXEEAI160mg Q4W/LDE
THOEBEEF FEI160mg QAWERSZE#MET Uz, _EERIBICAFZ320mgB QAW T H oI BEF . AHI320mg Q4WERSZi#FUIC.

R2 EBERENBEEZNRE UVCERHRESIERER (PA00105HER) CHIFIREDEERF OBMIEMR
(BSAN'3%IA EDEEZMRE LI, NRI) 12

hEE~EEe
FERR | am 160mg | ADA 40mg | L 22 EN | x#l 160mg | ADA 40mg | 22 B/
A&l 160mg QAW Q2W A&l 160mg
QAW Q4w
- 45.9 40.0 12.0 48.3 56.9 5.2
ACRS (17/37) (4/10) (3/25) (87/180) (33/58) (6/115)
wEX . 67.6 40.0 72.0 59.4 62.1 60.0
(25/37) (4/10) (18/25) | (107/180) | (36/58) (69/115)
. 64.9 20.0 47.3 36.5 2.9
o 1638 (24/37) | 1oy | 802 967 | (952 | (3/104)
EpE - 64.9 50.0 64.0 53.3 51.9 51.0
(24/37) (5/10) (16/25) (89/167) (27/52) (51/104)
. 89.2 60.0 75.0 67.2 14.8
RIS 1638 33/37) | (6100 | 400725 1 (135/180) | (39/58) | (17/115)
wER o 89.2 60.0 26.0 80.0 67.2 82.6
(33/37) (6/10) (24/25) | (144/180) | (39/58) (95/115)
) 73.0 40.0 58.9 41.4 3.5
PASI90 168 (27/37) @10) | 023 | (106/180) | (24/58) | /115
wER o 81.1 50.0 92.0 69.4 62.1 72.2
(30/37) (5/10) (23/25) | (125/180) | (36/58) (83/115)
. 37.8 49.4 24.1 2.6
BASIT00 168 (1as37) | 007100 | 0(0/23) 1 (g9/780) | (14/58) | (3/115)
WEE - 59.5 20.0 60.0 61.1 53.4 66.1
= (22/37) (2/10) (15/25) | (110/180) | (31/58) (76/115)

WEERUERE %(n/N)

ACR:KEUDYFF£ PASI: 2 ERE - BEEEIE ADA:7SFULYT BSA:AXRER IGA:EMICKZ2MBNGHE Q4W: 4BRERIRS

a N=251VDBSAN10%LLEIGAD 3L EMDPASIZIZ O 2 bZiEc o B

b N—=251 VDBSAN 3% ENMD.BSAT0%FKE. IGANIFKEBNIFPASIZROFZ A1 2K BOVIT NN EE T EE

CN=RSAYDIGARITZ W 2KimDEE =R

WR  EYZWEBEHENRU DT FE (DDMARD) (LK DEERBDRVEE) 4 BRI BN RE8524]

s L AEI60mg QAWE S EREE P ULTTA40mME Q2WEICT3 1 2 TDOEIGTRIERICEWMIF AKI160mg QAWE TIFEFHIRZEL TAH160mgZ 48— R
TRE. IO ERBETR-EERRSBBIC I I ERERSL. RERSERMBICAA160mg 4BEBR MRS(CHENIIL. PIULTT40mg Q2WE TIFBEIA™
ZBUCTPIULRYT40mgZ 2B8/-R TR MRS U.
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1

T3 ERMURAMRBEENREVCERARSFEIBEEER (PA00T1H5R) ICSIFIREDEEERDIZS168
RO BEMMERME (BSAN 3% EDBEEZHMRE LIEFIR.NRI) >

hEE~FE
A&l 160mg Q4W A&l 160mg Q4W
ACR50tq&E=R 36.4 (16/44) 0 (0/12) 50.8 (67/132) 6.6 (5/76)
IGA(O,1)=ERg e 65.9 (29/44) 0 (0/12) 58.8 (70/119) 4.3 (3/70)
PASI75t4&5R 81.8 (36/44) 0 (0/12) 82.6 (109/132) 11.8 (9/76)
PASI9OE R 65.9 (29/44) 0 (0/12) 69.7 (92/132) 7.9 (6/76)
PASIT100c8E R 54.5 (24/44) 0 (0/12) 59.8 (79/132) 5.3 (4/76)

WEERUERE %(N/N)

ACR:KEUDYFZ= PASI: 2 EM - BEEER BSAMKRERE IGAEMICLDEMNFHE

a N=254VDBSAN 0% EIGAD 3L EMDPASIZI7Z A 2L LZiEIc o BE
b R=X 54 VDBSAN 3% END.BSAT0%K . IGAD 3FKBEXEPASIZRIZ A1 2KBOV T NHZEEIC T BE

CRN=RSAYDIGARITZ W 2KimDEE =R

MR 1~ 2B DTNFafEEREZ BV ISER THRA T2 SN E DS B M E R REE R ERE 4008
FiE L ARI60mg QAWE. SO EMRBC2  10BIETRIERICEVMITU. EAI160mg QAWECIFAAI160mgz4BRIBCHRS. S ERECIE ISR Z4BBRETRS

Ulze

QAW 4 BERERS




z Bimzelx

(bimekizumab)

BE5X5Ja—-b

SHUERE. REteR. EREIRE

ean [ _wiusEm
TRELLS & @2&

*i4s@i45@i4;@

@) (@) (s8) (28 (168)

IID IID (a08)
KIS SIBMIB 1) 51 SIS
BEDREICFLTE

© BEORMITELT
168 EH4ERRTRS T 2158
R

48 ' 4B ' 48 ' 48 ! 48 ! 48 !

%&Q: 160mg #—hA VI 105 —RF160mg YUV IX2

. B5mm
NN

48 | 48 | 48 [ 48 | 48 | 4B | 48 | 48 | 48 | 48 |

% 1160mg #—hA I TI9—X(F160mg UV

IHIEMEHER . XRBEZ /IS VA S HRER

. B5mm
NN

48 ¢ 4B ! 4B ! 48 ! 4B ! 48 ! 48 ! 48 ! 48 ! 48 !

x 1160mg A —hA I TI9—X(F160mg UV
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W5 DHIIS

| #EBCEHICHEHTDER

8. ERLE NI (— 8 R#)

8.6 BCiRSFABERIRSDHEEDHET DL ARDRSFHBICHIOTIF EEBRICBNT. 2T EED
([CXBN ERIDBEEDEBEDHETHRSZITICLE BERFDERICOVTIF BN ZDZL M ZESE
[CHREI L. T BB BEINEZRELICDE  AFIRSCRDERIEEHIVEIC DOV TEENERL. BEES
ERICRS CTERLZRBUIC LT EFDEEEEDHETREIT DT . Fle BRR. BRPEFFE
([CKRDENERDEONDGZEPECRSDMENRERINRLBBTREEN HIHEICF. BESICEESERS
ZRIESE EMOEE N CIEECHEITDREBYRLEZITOI L. RAFEH DI g CTHE —FE)
ZEBRFERAUBVLIICEEICIRZRLU. RE2RRERTTAICE T 218852175 .
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z Bimzelx-

(bimekizumab)

I ]:25 BU a)ﬁEnlu\;IE

AF D/ SCEUCABERBRIFIVIVARZSZ(CLENS. BEEOREBZEIBL TSI L,
Tl AFDERSRICEXRDOIEBICOVWTHERELTL TV
B2 B . G HES (BB F Ty IUAN)
YOHESERNERU TV BEF REUBEEEDITEMHDRBICHS T ENEICHEKLTIZE
RE:
- fEZARE (P10 EMZHNRFSER OB TRXR)
-BEUFFRARE (P11 REilfl « (ER2BEEICKVRET ZBRFRMRAIRS 1Y)
EEMHICH AEBCIRCTMABER ZDHORREEICHAITIREZERL TSIV,

\\

BEEBIFIYIURE

O3 #7EEE
CBEAMREIEER)
MK/ RIEE
OwBC ( /ul ) LJKL-6 ( u/mL )
[mIZA%: ( /uL ) (72757 N ( )
CCRP ( mg/dL ) CIR—#% ( )
OmsB-DFILAY ( pg/mL )
RAFEIRE
OHBsHIR ( r=H - BE ) OHCVHTA ( r=H - BE )
CIHBsHI& ( = - BE ) COHIVHTE (= - BE )
CIHBc#ifk ( rE - BE ) OHTLV-I#1E ( B - BE )
[JHBV-DNAZE=Z (20IU/mLK# - 201U/mLEL E)

(HBsZF = [FHBCH AR EDIBE)
fEiRE
OYRILIU Y R G*2 OHZEC BE - BE - =EB%E )

SESTERAL ( ) FIm( X mm)

EETE ( / ) HIEB( / ) EE( ' - 7 ) XKE( E - F )

“ERA(E - &) (& - B )

042747 zOVRE/T-SPOTHEE*2( )
ERIRE

[ B BB X R 3 ( BERL - EEHY ) LR BRCT*> ( BERL - EEHY )
GEZEIEY
D%gﬂ}zﬁlg)‘;&ﬂg(XiU“S"//\"Qﬁ%ﬁU)%(:S(\j?% .7 | ZOHMOEREES ( ) lm .5
O7UIbF—F( ) ||\ | OBRR ®-F5
LIEEn 4™ # -5 | LINEERREER( ) | |®|-#"
(S EBE (Rik - Wii5) S OEME !\ - 87| [5minFfe ®-85
(5% R ®-F5| IBEES( ) | ®’-#F
OB EE # - 8| DRBERERDBE (RIKE) ®-58
OhYISRE(OFHYIIES) &\ -8 | DR/ ®-F
[RREAE ( ) |E-B | UDIFUERE( ) | ®|-#F
(] RS B 1A it ¢ ®\ .8 | D258 EE ®-F5

#1 FRARE R TNFIESEERBICTS. B RED  BEARE. 132:2271-2296,20220 BB SA LVKE

*2 EBEON—AHZENBEETDIN IF VT4 TIOVRE/T-SPOTREZELT .
*3 EE5N—HZEMHAET B
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W5 DHIIS

AENF BREEOERZBIESEDBZNP  BREDURIZIBREIEZUEMEN H 2D B EICRUTIE. %
REDHEZEIBLTIIEE L,

EMFHRASEE OB PR

TR BB XIRRE 2 M CTARE 2. I 4 VT« JTOVIRE/T-SPOTRE*. YNILIU Y KK *3

{

IFORES/ MSHREPIE (C K D ERFHE SR INARE FHE

v ¥

FHLL BULIE A ST RE

!

IF IR 2 FFIE D2 R &5

v v

RRFER
y ! ¥
EEN RS FERELRR 22 0) ERDBEEREIF
t ‘ FHB5NIRL
mEN SIS IERED
PO ) FRIBERE

EMFNRA SRS

*1(FRIEE

*2EE5N—HEMAETD

#3EBESN—HENAET BN ITF VT4 ITTOVRE/T-SPOTREZEBET D

* ALY EFIBRIEIC ST D3BE. IS ZE (INHZE) ORNRZITL. IR BEH6~9nABMITL Tk

INH: 1V Z7IR

D & U TFEL 37:1356-364, 2007 KU —BRE
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XBimzel

(bimekizumab)

RENS BRREDFERZBIEEEIHBETNP BREDURITZIBRESE2UREMENH DD REICKELTIF. BE
H%:W'j/r}IJZ/Q\%@E/H\%EEDIL\L}?<7—“_\-

SEH - (LR BEICKURET ZBRFRMRAARS 1Y

2ou—=v7 @) |’
HBs#1R
| |
| | ; | |
[ HBsmmR(+) | [ HBsmR(-) |
v
| HBCcHU. HBsHUfs |
| | . 1 .
HB e, HBes k. [ HBchith (+) F7cl3HBsHt (+) | | HBcHifk (-) poHBsHts (-) | *
HBV DNAEE ¥
[ HBVDNAEE |** [ azmoxs |
| |
| | |
201U/mL 201U/mL
(1.3LoglU/mL) U E (1.3Loglu/mL) K%
\ 4
£6) &5)a.b.c.
EZIUVT
HBV DNAEE 1@/1~3hH8
AST/ALT 1E/1~30A
CEENBTZZELUCHRE - HRZIRET D) |[dom
| |
R | |
#2).8).9).10 201U/mL 201U/mL
. 4 ) (1.3Loglu/mL) U £ (1.3LoglU/mL) ki
: . _

[ wmrroors |e

R IR B S 2 IR A AR R B B 3 T R HBSHUR B P & 2 W IS HBsHUR IR 0 — 2 3 W CHBVERG LI & O BRUFF S D3 FEAE L
ZOHITIZBNE T ZIEBI A H 0 EB DB TH b, T /o MREER B 72 ZERE N T 288 LA BEEB LN e FHEE - BEFLEOAD
GBI 2 S MR IC B W CHHBVE G AL D Y A 7 2B M U THIE T 26 5H 5 %o W% O HEE B X O RENHIEE ICB Y TIX HBVE
TG IF R D FRE  BEL DBEIE RIS TR HTAFIAVICHT A IEF Y AR HoTldk W k72 7 Fu 7 #51c & 2 BIREL P B s % 584
WCBREET 2HDTIEAR W,

1) HEEIE - ALSEEEERTIC HBV ¥ v U 7 B L ORI E £ 22 Y — =2 ' § 2 HBsHiE . HBcHifF 8 & (HBsHI A% MSE L HBSHEAB D * + ) 7
% HBs#iE 23kt CHBsHL . HBCHi A D W, & 2 W kT 230 o0 WA G 22 % HI Wi 3 2  HBsHi R - HBCHifh 3 & ONHBSHL A D HISE (3. i
DOHEEZEHCTRET 2 2 EPEE LV % 7 HBsHi A B (HBsHi R Bt 2 DHB i iF ) flic s wTH HBVIEE LIl s h T, 72
FUBEBBENHONTHIHEEZREAA NI VIS TNEDREEL 0,

#2) HBsHUFREBBEIIAFIEMIEICa YL b T2 28 £ TRTOEHFICB W TR T 31 7 O 5574k o NI T ICdh - > TFIREMEIca v L+ §
ZONEEL,

H3) WL L B AR I I HB ot . HBsHLf R M E O PG 38 & VBRI S ML A BRI S h T w0 281 T A AE T LTW 2854 45% b .HBV
DNAZERMELREICIZHAENEE LV,

H4) BEEERAZEOHEIE YT ALPCREICLVHBY DNAZAZY —= 2T 3,

H5) a. UYFYeT - AEXY T T (FRTUAR) 7Y T E YR BLEEEB X OSSR © A RRE D o OHBVEIEHLOE YR 2 TH b,
HERESBETH 2. ARPB L OBBRT %P 2L H122HOM.HBV DNA%2 A1HE =4 Y > 7' ¥ 2, G B el B g EHoe=45Y
VIBRETH B,

b.EE DILEFEB L OGRS 2E T 20 FREREL0UH T 284  HERD R0 AD S HBVEEHILDOY 22535 2, HBV DNAROE=45Y
YR I~3DATERBRE L GARNEZERL TR S X O 2R T 2. MEEEEBICB L TREELRNEAEE L,

CEIEREAT R A PEE, R IR, e ® 2 I BB 2 E T 50 FENIGEEEIC X 2 UZ MKlEE - HBVEEHEILO VR 2235 5,
S INHIFEE L AR ER B L BRI EOEE S (k2 &) 272 L b6 AMIZ H1EOHBV DNARDE=4 Y Y I BEE L. 28,67 H
PR32 HZ & ODHBV DNARMIE % #5232 A3 G RN ICIE U CREE IS G AT RE 725 S HBsHURMIE (EE£0.0051U/mL) & % W & i
HB 2 7 B HiFE M E (2.1 log U/mL) CRAT 2 ZLIEWEETH %,

1E6) SN - LA FREEBIG T AR, TE LG RIICKB T F R /RS E2FIRT . 2 LIS TANVARD S WHBSHUR BERIIC B W T BT T r 7 P
BEHRTHoTHRYERRIC K ZIECHIHME SN TE Y oM - LEREEBIRT 2RICTV AN AREE TS ETBLIENEE L,

HE7) I - AL R S B W IR T IS HBV DNA®23201U/mL(1.3LoglU/mL) Bl kic 75 7 s CE B ICKEE 7 1 7' 5% a3 5 (201U/
mLAREGEDBE X AMDORA Y P COFMEAZHERT 2), /o HBEHBsHFE=4Y v ZIcB W TIU/mLAE M (RMEB5M) & 2 v IdEEEHB
27 BEHUR B 0 B4 13  HBV DNAZSEMMGE L CT201U/mLEL L TH 2 2 & 2R L7 L ORI T 0 7% 5% BIIR T % . Sl - (g@ikh ol
B SIS B MHIEH O b 2 HEERIEE S (B 52 P IET 20T VB EIFIMEME LMK T 5,

H8) M7 n S EAM DD 7% WETV. TDF. TAFO i 2 #3852,

19) TROO»QDEMZET T HEICIMMT Fr 7% 50K T HWRETH 25, ZDRE IOV TULFIREME LML 2 T 5,

DA ZY —= v B ICHBsHUR Bt 72 o 722l ©ld BRUBHIF R IcB U 2B 7 Fu 7/ B 5& T EEARH L TWE L, QA2 — =V K ICHBCHI
[0k % 72 (G HBsHUAR R 72 o 7B Tl (1) eI - (LEREETH. DR E 12 HMIZ RS 2k T2 2 L, (2) 2ok FICALT (GPT) 2°
EHLLTWSZE (7272 UHBVIIAHCALTEH O E A H 2 55 & 135k <) . (3) DMKt IcHBV DNADFfEfEtEL L Tw 3 2 &, (4) HBsHE B &
U'HB 2 7 B Hi R b fef et 32 & EE L L,

H10) 7 Fr B 54&THD < EH 120 A HBV DNAE =2V Vv /%2 &S TR B ICRGEBEIER T 5. B8R RSB T o 7 O EoERIicHE
S fEmEIZdICHBY DNARA201U/mL (1.3LoglU/mL) M kic 7 - - S CE b Ic B 52 T 5,

e}

BARFEER FXREEANSA VMEREER RIBREFXREEA MRS (8B45R)1202246H.P98-100
https://www.jsh.or.jp/medical/guidelines/jsh_guidlines/hepatitis_b.ntml(2023F585H)
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’BE5ICH>T

17

IBRE5ICHT=DT

JU N V4 =

54 DEREIE
AEIDESHICIEF THBRBEZHFCKD BREENRODNDER (BB X R BK BB L2TFH) HERHoNn
BBGE AEDRSZIERLTIZS L,
BEDICRIEE. BEENRPEZDLRMEERICERELCVZEEF. DR SESZ TREI<IET W,

| B5B0EERSEIE

EAMARZESELCIEEV FRMRZBT CLDHEIFERLBNTIZE L,

BEAICSEENSHUEL BOFRFI0ODULFSBHEICES, BRICRLTHMSERSULTLEEVL. BFLY
IPRKZEAUVTERZRDIGTNTLIES W,

REZIRSIEWVWTLZE W,

ARBNEBLTCVSHERERULBVNTEEVN CEFRIFAR BB ER WV BEBEZ2UICERX(EH T
MTHIDH DR NWBEETT),

BSAICABTYZERICIVERLUTLIETV.. ABYPICIHSH BRI FPREN RO ONDBECEEALR
Wne<rEEh,

BEOWETAITEEVCHZE R T /NA X (EHER) [COUVIEEN HOSNZHERERALBVTIEE N,
AENZH/RS T DEMN TETRFTFrY TEHNATBVTIIZEW,

I FEDEBTITOTLLET N,

(F—bA2I1T79—-DFE)

1. FHEMZE7ILI—)UIg THEBULETD,

2. AFEAU DR EZEL DORH  EREREDNRADLIICTNARZEIFXT,

3. REBICHUTCEBICTNA RZH T 20BDERENBDECTLONMIBULMIFTOEHULET .

(YUY IDIZFE)

1. FHEUZE7 IV I—)Uis CHEEBLET,

2. ARBMUDOREZEDEH EFFULE T (T TV Iv—AYRERBRFTLONUIBLAATIEEW),

ERBEHFDOTINA ZAFF vy TZRTICES T ISEYICEELTIZE L,
AENF N OEAORATT . BERAULBEVWTLEE W,

B
HESE S B IE 5 ERAL13. BEES. KBREB S 3 ERRER T T,
* KNSR T 358
18RS TR OBBICE. 1 ABE2ABDEHER B EBIMBLTRT L,
BIBEIFESEFICEHL TSV,
SIS T BB T DEYSCm MRS TR,
RBO RS, 55 Bk, S R, S IREN B BEL. EBOBLICHIH LB TS L,



,2‘ Bimzelx

(bimekizumab)

EEET MR Y]

EVELyI ROFaERE®. EMICKBERANZILHMENIEBEC OV TES ESHNTETI,
BSEHOBERICOVNTIE. ZDOZEMZEE(CHRETIU U TORIAEICEREL TS,

BCEHF 4BERRSDEGDHET D,

BCIHICETITRRBHBIIRZRET Do

AR EICLDBRECTWECOVTEENEREL, BEESHR(ICRS TEHLZMHRIT 5,
EEDOBEEEDHETERT D,

Flo BR®R. BPEFAHCLZBEERNBRONDHE L. BCEHOMRI R ERNRERDTREMN G D5
BILE . BSICEBCINZRILESE EHOEE TN CEEICHRT DBREBURLEZTO>TIIEE L,
ERE IS e CEF it — 3R ZBEAUBVKRIICRBIOEIRZRL. REBRETAICEH I 21EEZ{ToTL
1ZE0,

|  oeasmwzcozryy |

B A OREBIF RDATY FITH>TITVE T,

BRCTOEVELYIRDIRS

OERNLZELTVBD T L ZHRBLE T,

FiBEICLZBEDEHRICOVNTOERA

FiokE (BEMN T FEAE) DIEEDH L
AT RZRE

O TP OMBESBCLOTRBUET,
® COMIF ERLBHNS EBE. BEEN, Id R
—RICEY LY 2 EBTEHLET,

B EHFEZERS

O ECEHDMIBZ TBENHIMLE T,

FEEDHIEICKBSEFFEE

8. EELBEXNIER (FR#)

8.6 BERSIFABBRBIREDHEGDHET DL AR DRSFHIBICHIEOTIF EEMERICENT I EEICKDN . EAD
DEEDEBDHETERSZITIZE. BeREOEAICDOVTIE. BN E DS M ZIEE IR L. TO BB EINFEE
ELIcDE AFRSICRDBRECTHDACOVTESHERL, REESHRICRS TEHEZRIBLIC LT E
EIDERIEEDHETRMIT D&, Ko BRR. BREFLREICLZBERN NN DB G PECR S DM N RS
KREBDTREMN DD BEICE. BEICBSRSZHIESE EMOSE T CEEICRET 2REBYBNEZITST
Eo EREHDFGE (FRE—HFE) ZBEAULBVKDICEEBICFREZIRL. T2 REE T AICRT 51587175 &,
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’BE5ICH>T

| 185 0EREIE
BEAOLEBIE

AARESPEBRBICUTORISEIFEITDLD. CHEZHRNILET,

R BH<TzD  BENS IV P FEEVETV RRAIEULWVWAEFE DA T T T,
FHERESITDESICIE. BRICNT TAEAEICTHEKLLIES L,
HIRUTWBTEN DD SIEESICTE. TICEFBEICTHRS I,

F AR ZRSDPICIRDLSVERPNSODNICBEICIE. ADZEZHZRFC T ICES ICRITEICERL . BREE
PEBEONDEE(CTIF MBSO TR R UM DEIELZREL T DL IICTIHEEZHSMNOLET,

OD0FDREH EDEH KEEENH D,

FHEA L BK DOEDREHS BE. BEE AADOISBERI <,
KRBICSETEIFEDIFRE (EMZE) . hDHH T,

BELEN BB,

YA ED . BIENT B,

HBDIEDEZRLSD,

B, DAL EICH R PIAELS,

HENR ST BARDTR L,

AIPIDEM R PR S BRDE S,
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z Bimzelx

(bimekizumab)

BERICITSRE

AHORSPEHE - BRE - RR- DAV AREICTDERL AZ(CGUTEYBRERVOCUNEZREL T
STV HEEA X FRR#E(BELE)EDOERDFAN G DHEC(F ME MK - &% —2—FEYXF AfIR
(PCP) wEENMEMKREZIRE L UN RETT . EMRNRA JAKFEERERSDPICH 1 B FEH. K. [FIREH
EMIFBTIO—Fr—bMTRHOTEZILTIZE W,

FARSEROBBHEREICIE ABERABEFIVIVARZISRIZT W,

EMZHRAL JAKESERSPICS TS HHA. . FREHCHITZITO-Fvr—b

FEE %, [FIREZE (PaO,, SpODIET)

|

K ERXHR, CT. BAPN R RARIRE
EYZENRA JAKESEE—BEdiE

j/'@wﬁwwzm%ﬁgﬁgwﬁ%'\\

SR e
BRISE. MRISE IR ,| MPE-DIILN (B-DG) METHE
FRERE - 1558 RS EFERE N LBALT
NP PneumocystisE & - PCR
Eb\bg%%§§g§§ AVIIWIVH XA TFSXV,
- - ISZI7 . UIZARSDERE
WFNH T

B-DG, PCRB KLU tD

g%gﬁ? B EA T N TR B-DGEr=lx | B-DG, PCREBIRM
cl3 5t PCRES tORERRE B

Z1—EVAF MR
(PCP)
SEA| MR
. e
VO TR PCPLIS DIETERY K

—RUA@EABRUDIYFZER AAIRSAVEER RABREAIRSAVINEEBR EER N2
[BIEIUD Y F (RA) ICX T B TNFRESRERDF51E (2023F3822845HR) 12023438, P11
https://www.ryumachi-jp.com/pdf/guideline_tnf_230323.pdf(2023&788R)

KEBCBIFDEYZNWRBIDERA I VR (2022F ) (CT [HE- B BELSBEDERDHFANGDHEICE. ZODEFRBRLECEHEMMAZREN, JO—F v—
EEUDYF (RA)ICH I BTNFIESZEEADF5IE(2020F 28 1HMETR) KWU5IAIICHRE S TRH - BRZRET D, |LELEHINTN D,
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’BE5ICH>T

BEEEEFIYIVAS

CJwBC

[JCRP

Ome$p-DI LAY

CIRgERX R

LIRS ERCT (A 22 0)
BEREB®R1AR LIFFteEtRE

Ut DM - FR—AARE

(HBs& fz[FHBCHARZ 4 DIHE)
CIHBsH A ( )
[JHBV-DNAZEE (- 20IU/mLKiE - 201U/ mLAE )

Ohy I dBRE(ORAY I IE) & (& - &)

JwWBC

[ICRP

Omgg-DFIVAY

Ol ERX#R

CIEERCT (AERF)
BERBE31A CIFf#ERE

Ofh DM - R—ARIGE
(HBsEfzIFHBCIA I E DIHE)
CIHBs# A ( )
[JHBV-DNAE=Z ( 20IU/mLE® - 201U/ mLLE )

ORI IR (OFEAY IS E)F (& - )

/uL
mg/dL
pg/mL

~ e~~~ o~~~

/uL
mg/dL
pg/mL

~ e~~~ o~~~

JWBC

[ICRP
CmesB-DF LAY
72707 N,

( /L
(
(
(
CIRaER X% (
(
(
(
(

mg/dL
pg/mL

DK ERCT (N EH)

BEBIIRE61R (074 YF 47OV E/T-SPOTHRE
CIFfiaeReE

Ciftt DR - FR—ARIRE

(HBsZ Iz IFHBCI AR HEDIBE)
CIHBsHUA( ( )
[JHBV-DNAE= (- 20IU/mLEKE- 201U/ mLILE )

OAVY IR (ORAYIIE)E (& - )

[JwBC

[ICRP

OmsB-DFIVHhY

EY =2 N

Ol ERX#R

I ERCT (A ERF)

BEMIBE12108 (94747 TOVRE/T-SPOTHRE
CIFF i RetR e

OlfthD IR - FR—AZIRE
(HBsEFzlFHBCHIA BB DIHS)
CIHBsHUA ( )
[JHBV-DNAEE ( 20IU/mLEKE - 20U/ mLAE )

ORI IR (OFRNY IS ) F (& - H)

/uL
mg/dL
pg/mL

~ N N N N N~~~

D3¢ FB2ZERICERE (HBs/HBCIABMEDBEFLUEDICITSTENLEELL) .
*RMERE B TNFESEERRICT 5. T IRAGE N IBE DB E ICEAdsDNATEDREBIREI T 2.
BB BELSRBEDFERDFAN HDHBEICE ZODEFRBRLECEEMMAZER N, JO—Fv—H (P15 EMRHRRERDICH T 2 FREH. B FREHCHT
370—Fv—B) [T TRMT - BRZERIET Do
FEEFAED : HERFE. 132:2271-2296,202208FK @RZEARKINE
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X Bimzelx-

(bimekizumab)

WS SEIEREXR

| ERRRLE

EVELYIRRFIL-17ARTIL-17FICH U TEIRNICESUTHEET 2. 1gG1 Y T IS5 ADEGFHEIRAEL
fERERNL-17A/IL-17FE/ 70— F LT . EPZHRAFICL D RERBRF . RREDBENVRTEE
EULTVETIL-17ARUIL-17F 3 RLBIRIRIFIC L DHRRE RE I T BRA1HICBESULTE Y. IL-17DkE
ECIVEBEHEPORPE. FICHYIIEICHTIRZHZIENS BT RN HIE T 1419,
EREERHICHIIZ2EERRREDRIREIZ908/100,000 A FLEDHRENHIET 0,

BRAREHER [C S [ BRI

PEE~EEDSEMEREEZNRELV

SEMBERREBREAMEICHS T 3R EHSETIHRER (Pool S1)

EYEUYI AR ETHRRUICEERREEDHESERF2/6704(0.3%) RESN. T TODA )V AER
RURX S161C &wIFOE LI,

PEE~EEDSEHEZREEZWNREL

FEMERUEMBERHERICH T IR EHSHFHTIRER (Pool S2) *2

EYVELYI RS TRRUVCERERRPEDESERIE25/1,789%1(1.4%) MESI . 2HILL EICRSE S
NEBEERBRREAEDEESERIEERRIF REXROTRURE MRS S246IC . GIFEOETLIZ, 256
7Bl GERECEED ) R NE U,

BEBAYVIIE BN URIPIRE 16026 E8REDKRSZPIELEU,

BEASH

PEE~EEDEEMRZREEZXNRELL

EME_SE5RERARICSIFBIEERAY TTIL— T+

EYVELY IR S TRIEVCEERREEDHSERIF1/7761(1.3%) [CBBAY I IENRSSNH U

BARADHEE~EEDOESEULZRERE. REULZREE. R REREZNRELUE
FMBRAM IR SR R— B

EYELUYI AR ESTREVCERRRPEDESERIGLBIEAILIERETI/1161(9.1%) [CHEEMAMX
NRESNFUCABROEEEFSEORELEED ) CHMS N HABRPLIEICEFEIFTBATUI,
SEMEREENORBHEZBEE CEIRSINTLEEA.

RREREERBEERREL

SIMBEERFEREANMBICH I 3RS EHEEREE (Pool SP1) *5
EYVELUYIRESTHRUCEERREEDEEERIF3/69841(0.4%) MSE SN, Flisk261(0.3%) XU
[EZK1AI(0.1%) MRESNFIUIc. MRDERIFVITNHOETH Y [EIRKDERIFBIRTUR,
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X (3F) FEREDOKRSZPILL. BIREEE L. JO0F DA )L AREE (561) iR R U EXUE R
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XFBEZ B/ IBVWAHEEHEMRBENUEEETENBEERNREL
SIBERARABREAEICS 3R HEBAERE (Pool SA1) *7

EYELYIRE S THRUICEERRREDETEERIF1/34961(0.3%) MESNABRFRTHTUI,
XRBEZBIBVFHEEHEENBERVUBENEERBEENREL
FMERUEMBERERHRERICH T DR HHSHEFITSEE (Pool SA2) *8
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REXNVEREEEBFEEENSETH. 14 @EERX) HERELAES) CHHENILZ. LIN
DERDBEIFIFIOE LI,
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SENCIRNTOBEICIVBRSND L2 UHSBITHREM. PSO014:HBRIR—FBOBAAN DS B BEE . RALLBEREN B REREDT 9230,
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XA FRICBRSNHAADDEZE~BEDNSEULBREES RAELERE  ORHIREREZIRIC.EVEVYIRDZ 2, AR ERUAENEZTE I 2B MERSE
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%5 SBIHEEHRER (PA00T 0 ER. PAO0T 15ER) DEAMR (B E5IEN516BEFT) ICEY ELYI R E4BEBYE SR ZRSSNIERETHRR NI RLUHOR
LiESE S Sbil

%6 S REER (PAO008HER. PAO009HER) K U ABER AR ER (PAOO 1 05LER. PAOO T 15LER. PAOO1 28ER) TE Y BL I RER ST NIE I R TDBREICKIBRMIN
2REUHEETHRED
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Ig : immunoglobulin (2R 0O71J>)
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(bimekizumab)
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1. BREDBEIBRBRRAEN DN S EE (RR)
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PREIGE A2 BB L EES T2y e — L TEZRBICR>THLLEEZFBTRETH %,
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D TNFIHERZMEH T8I EDDITEBBIBHETH S,
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FIAMEA Y D FREZ G U D E LG - MR E 72 3 BB R EDOHERICHERT 2 REED VIO FIETH DI LN
ENA CHRESNTO I BANCL>TIHBKEEDIRENTWSIEL, IL-17AB X CIL-17F2HE S 2 E X
FR2 7T TRIL-17AER 2 ¥ 2T L0 OEH v DS EDOFHERRRE W I EAEHEREBEOREShTn
B IL-17 3 AN CHEEHEICEE LA A2 TH O IL-179° % OZHFEOEE T B 218 M B R A
VIOSTEDRRERVBGEIEDBRENTVEIL-17HEREZFEHL W2 EE22E T 2B, BB
12 JE B D i A 0 AR B 22 21T 5 2 &L B B L O DI (B ) KL SHEE R 72 £ o fE R I3 TR
LBBISCERBEZEMT 2, £/ IL-17HEEZHEHL T 28RS ICIE. OED Y Y SREOFKEOT]
HBMEZIEZ2EHIC. BEEEDOMENZHFR IR EZEREZC. OMREE2E DT RV E o L EE AT 4
WHH 5 ERICE > TEORES B BERERH E LB NEL AR R ELEEET 2 LB EE L v A v V8 ERGE
DI BN B 02 B ST BEVE 13D TR W EEZEZ SN A AV DS RENBIET B AITIZA2Y — =V O M0
ZEIEHE 2> T BT B-DIVH »HIEZ EINCHET L B RE=S ) 72T ZEDPEEL W,

(RZRICH 1T 2EMZNRBIDERA (T VR (20225FR) | LUK
BEERANRELPTVEENDERFRESLURERRY -7

o AT FYREBBPESIL-17HBIC I >TECRTVENEH D12 TH 0, LML R Z b & UTHEA D 5 4E
CIEEETIHREN D 2 EBRFHEIFAEINTORVDDODB L WD T FYIRE LIRS0 A, K IZRE
HOMER DR T THVERZROBED S VWO THERPLETD 5,

o EMEBIFNC L 2 IBBICB VT BT 2T OBERBICER T 2 BG4 FH L 72 & OME 1370008 RYLEF B
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EBFRIED  BEREE. 132:2271-2296,20220BAK ERZER
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IL-171F UV INERDBERUEEDARBICKELEHASULTVNE T RIEIFPIRMDFEE. IL-1T7ADESICED
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BRAREHER [C & [T B RTINS

PEE~EEDSEMEREEZNRELVE

SRR REABBICH T 3R HHSETNRER (Pool S1)

EYELYI RS THRIRUICPTR TOFPREBEADDESERIE3/67061(0.4%) RESINE LI,
PEE~EROEREMEZRBEERNREL

SNV SMBRARTRICS T 2R EHSHETIRER (Pool 52)

EYVELYIREB S THRBUPTHI COHFPIRBUED DBEEE5(39/1,78941(0.5%) MEENF LI,

BEAKH

PEE~EEDEEMLZREEZNRELUE
EME_S5RERARICBIFTBIEERAY T T IL— TR

EYVELUYI ABEICLDPTRHI COHFPIREBD DBEEBRIEMSINTLEE A,

BRADTEE~EEDSENLZFERE. REUELZERE . REIIREREZNREU
SMBRAMEIRSEERIR—NB

EYELyI RS THRRBULPTH COFPRBAIDEEEREEB UL RIS RBELLERERULRE
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R ERIEIR BE ENREUC

SEMBERREHBREABEICHS T 3R HHEHEAER (Pool SP1)

EYBLyI RS THRIREUICPTRITOF PERAMEDBE B R (FIFPIRFAMES /69841 (1.1%) . 4 tPIRE AN
1/698%11(0.1%) iMEREINE LI,

RREREERBEERREL

FEMERUEMBRERHERICS T IR EHSHFFITEE (Pool SP2)

EYVEUYI ARG THRIBUICHFDPHORAMNEDEEBRIF36/1.41361(2.5%) ESN. FEAED —BMET
SERREEICEETZEDEHIETBATUR,
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SRR BREABBICH T 3R HHEEAEE (Pool SA1)
EYVELYIRKRETRIEUCFPERMEDBEEXR FIFPIRFAME2/349%1 (0.6%)  5F IR AN 1/3496)
(0.3%) MRESNFLIc. EERUBEDIFPIHMEICEZE T 2EEBREBABRPLECEIZBRIE
HIFEBATUR,

PT: preferred term (BE4z8)
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(bimekizumab)

XRBEZB/IBVWAHEEHEMRBENRUEEETERNBEERNREU
SIERUFIBEKRRERICH T 3 REMHSHENER (Pool SA2)

EYVELYI AR S TRIRUFPIRHMEDBEERIFFPIRFAMET10/928%1 (1.1%)  FPIRE43/9284]
(0.3%) MBRESNKUTc. EERFPIHMEF R ELEBEENBEXCEPEETHY) JERELREE
SHYEHII SN EIFILOE T U, BRI LEICE S feiF IR AMEF S E B A TUTE,

R
AEDBRSICELTIE FPREHA D BEDNDTENBIET DT, +HRERNLETT,

BRZT DTV BRENRDONBEICEFRSZPIET2HEBYBUEZT > TS L,
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TRTDE/7O0—FIREICEVNWT. 7FI4SFIV—RUET7FIT45FV—FBREZESHCBBERIHED
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BRAREHER [C & [T B RTINS

PEE~EEDSEMEREEZNRELVE

SRR REABBICH T 3R HHSETNRER (Pool S1)
EYELYIRBRESICLZPBERBEERDBDESERIFRESNTVEE A
PEE~EROEREMEZRBEERNREL

FEMERUEMBRERHERICS T IR EHSHFHFITIRER (Pool S2)

EYELYI AR ETHRBRUCEERBEERINDOBESERIF3/1,.78981(0.2%) WESN. 7 F T4 5+ —
Yavd PhE—EREX. BRER S16TUi.

PFI45FY—YavIROT7 IR ERIFEBRELEERLEHMENE U,
BIRERSBRELRET DBBAERDTIEFBRNEZISNK U KB DREIZESNS3HBRICITIRE
ROFRAEDNRIELTVDIRR THRIBELE U,

BAXALH

PEE~EEDEBEMZRREZNREUL
EME_S5RERARICSIFTZEERANY TTIL— T

EYVELyI AR ETHRRBUCEERBRERDODESTERFRESNTLEE A,

HBRADDEE~EEDSE UL ESE. BELLEEE  ZEEIRESEENREUR
FMERAMGERSHERIR—NB

EYVELUvI RS CHRBEUCEEGBBHERIGDODESER GISELHZERE. BELEESSNO ML
REBEEDOVWITNICABVTHHRESNTLEE Ao

RN EBEEENRELU

FEMERARAREAHBICH T 2R M HEERER (Pool SP1)

EYV LY IARES(ICRDEERBBERISDODEEBRECE 7T I4oFV—FREINTLFH A,
EZEMAEmMABEENREL

FMHEMUEMBEERIAERICH T 2R HERFTER (Pool SP2)

BV PUYIRAEEICRDBERBRERICDBEEZRFICE 7T T oFV—FREINTLFE Ao
XREEEFEIGVLFHMEEHAMABEN U EESBENBEEWRELE
SEMERRAREAMBICH T 2R HHEEITER (Pool SA1)

BBV I A ESICRDEBERBHERINDBEEREICIE 7T T4 oFV—FRESNTUVFE Ao
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X Bimzelx:

(bimekizumab)

XRBEZB/IBVWAHEEHEMRBENRUEEETERNBEERNREU
SIERUFIBEKRRERICH T 3 REMHSHENER (Pool SA2)
EYVELYI AR ETRIBUCEBEBRBRAERNECET7 T I SFY—RBMESNTLEE A,

xR
AEIDBSICELTE. ERBBRERGIBSONBTENBIFT DT, +HBERIDETT,

PFI45F I —FDEERTUILF—RLDHSONIBEICR RARBUBNHNETITDT. WM TEDKR
SICEMZELTHNTLIEE L,
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RIS R R
70— VRRUBBEXBERZSORESBRBLERICE. HEDEGRBRURERBIBESLTNETO,
RIEMBEBEEZZEDOREMERICE VT, IL-17AKRUIL-17FOURKEEEN THES NE F—INRENTNE I,
ERRERETDICAATNTHES T URITZ+HICFHHET 1D ICERADHBRNVETHZHDD.IL-17
FERDOKRSZZIICRET . REMBREOHFREN FIBEBENMRESNTNI T2 REMBKRBDRKIEIC
BVTIL- 17V ST 3 TREMDH B ICERBZERTZE. EVEVYIRAESCIVRERBEREDUZIH
REDUEERBIETETCET A,
HREBEERICHIFIZ 70— VRODFEIREE0.03/100 AF. EBEXBROFEIREL0.01/100 AFLDFHREN
HIET2,

BRAREHERICH [T B RITINR

PEE~EEDSEMEREEZNRELV

SEIMBERREBREANMMEICH T 3R EHSETIRER (Pool S1)
EYVCLYIREESTHRRUERERBRBEOBESERET1/670%1(0.1%) (CEBERBXNBREINEL
[ ABREIER . EEEEFPFE CBRELEES D CHI SN REFOERIIROECLUZ. KABRICKY
BREDRSZPIELRU,

PEE~EEDSEMEREEZNRELV

SMERUEMBRFRTRRICS T DR HSHITHRER (Pool 52)

Pool S1D _EEIEAIMUN CRIEMBRBOESTERIIBMS SN TVEEA(1/1,78941. 0.1%Ki®) .

BARAEH

PEE~EEDBEMEEREZNRELUL
FME_EERERARICHSIFZ2ERAY T T IV —T8ENA

EYELYI AR ETHRRUCKIERBERRODEEERIFRESNTVEE A,

HREAOGEE~EEDOSEHLEEE. RANLERE  SEEIREREZENREL

SN REA IR SHBR IR—B

EYEUYIRB S TRBEUCREUEBREEDESEREISEULZHIRE . RANZBREEN O BMEILRE
BEOVTNCBVTERSINTLEE A,

RN BEEWREL

FSIEERKRAREABEICS T2 RZEMHSHENEE (Pool SP1)

EYEUYI AR EICLDREMEBEEDEEEREHFEINTLEFE A,

RN BEENREL

FIANUEMEERHERICH T D REMHEEERER (Pool SP2)

B> P LwvI &5 Tldefinite IBD]. F/zl&[probable IBD|EHESNEEEERIF7/1,41361(0.5%)
HESNF UL, 7HIFEICEYE, 7)LD—)LIBEV/ELA. BEE. RO HAEOFER (NSAID.MTX. 2B FEE)
SR BINEUBEEDIAIRFEELTVELUR,



z Bimzelx-

(bimekizumab)

XIRBEZBIBEVMFH S EHREEREER VU EEEEHERBEENREL
FMERKRAREABEICS T3 REMHSHERSEE (Pool SA1)

EYPLwvI Rk 5 Tldefinite IBDI&F & [probable IBDIEHESNIEBEBRIF2/34361(0.6%) FHis
INFELE.ZDSB14)ICF[definite IBDIEHIESN2O—RNAFEREL. 161(CF [probable IBDJ&
HESNIOESMRBERDIRIELE U,
XIRBEZEBIBEVFHEEHBEEREER VU EEEEHERBEENREL
FIEARUEMBEERERICH T 2 REMHEEETEE (Pool SA2)

Bl wo 25 Tldefinite IBD]&EzlE[probable IBDJEHESNIEESZSERIE17/9286(1.8%)
SFEINFLI,

[definite IBD]&zld[probable IBD]JEHIESNICBEESRNROSNICT17HIDS B . 7HIICEER KA 4
BREBICZEITIAEEBR. AVICHBRPLIEICESERIEEERERICZEITIAZTER. SHITERELHESDY
EHBSNIEREUIBRBICZEITIESTER. IVICEEDKRELBERICKEITIAEEER. ABXNY
THRI(E 1) HERHSN. LI NHprobable IBD- 70—K| SHIE SN BB REX (14F) h'ER
5N, [definite IBD- BBMRER] EHESNI1HINEROONF Ul RIEUBERICZETDEEERDEL
DERfFFOELHREINET LI,

R
AE DS (CHRUTIE MERBRENG5DNDTENBUET DT, +HBREIBRNUETT,

BEZTDCTVEREDRDSNBEICFREZTILETEFBURUBZTO>TIEE L,

Q\\ (SR IC 3513 3 EMBNREDERA AT R (2022FKR) | &k
N | BEANRELPTVEBEADIESESLURSHEY =27

6. RIAEEEREB DTN H 3 FE (ki)

OIL-17MHERTIE. INETTOEYANMANIL Bz M LT RERBERICHT2EELH T ON 5, HIME
RBRICB W T 27X X2 7T TR T 72 RBEICHAR, 70 — VDR LISEIEIICH 2 56 13 EREL T 2
HRBASNTEY L rF X7 BIR TS TlEr7a —UiEE2 NS E L-BRRBEZToT0 585,
FERDEAL L 2 BEPRE SN TV B, 727 L EEK TOEFTIRIL-17HERME B L RO LA
EHEORKEICENLEVEVIREDDHD . FE-TEIN 2T EXAFA2 T TR 7 F X2 A FeF AT L
5=y bR DD RIEMEBERORIEFHE D B2 EMENDH 0, 7 0 I~ 7 T O 5 M5 B A
B3 2F DOIL-17HERE LB L TEWEDEMDLREIN TV L. L EXF A2 T 1Z. vV ACBWTIL-17F
RS2 A8 S8R ME IR BB I AR B IC B S ME SN TV B T LA SIL-17AEER L IF LI BRE B A~DHBEN
B ZAREMEA D B0, £ MCB I BRI R DI DR E 0 EXF X~ 7 DI KHAERIZE W TIZ6704H 14
(0.1%) ICEBEMERBREBPHE SN TV S GEIEFHSA ),

o M E AR ICRIEMEIGR B A DOV A BE O E WS EROH . IL-17HERE KR ST OEREZ ICBWT. 2
0 — R PEB IR R %2 & O 7 RAEVE R B OB FIES . ENN TO BB oHE SN T 270, Hl&
SERICER LR OMMAT 2 2 EDHEIN T 2 8/, TR, Tillk EDBESERPRIALEEEIND
DAREMED RBICB S HALBRARIEIC IV I TEIENEE L,

FEEFRED  BERFE. 132:2271-2296,202208BFKERFRKIIE
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EERBEHICSBLVTHESNZEHESORIRRIZ.5~29/1,000 AFEDRENHVE T2,

BRPREHER [C & [T BRI
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Z1fITLlz,
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BARADOPEE~EEDOSENLZREE. RRMLREE . RN REREZRNRELUE
FIBRAM R SHERIR—NB
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EYELVYIRESTHREUVCEMESDDEETERF1/69841(0.1%) HMESN. EVELYIZX160mg
QAWE DI BIICER U EEHMENIAVREEREESERCTH LN  EEENBE TEREDRSHPIEICE
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RREREERBEERREL
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REREER. BIXIRD AU ERABEREE. FRRILBEN U BD A FED A F1HIETUI.



X Bimzelx:

(bimekizumab)

XIRBEZ R/ TRV AR SHEEA BEN VU EEYEERBEERREL
FMEERKRHREABEICS T3 REMHSHEREE (Pool SA1)
EYEUYIREBSICLDBUHEBODESEREIHREINTLEEA.

XIRBEZEFB IRV FHESHERABRENVEENBEREBEEWREL
FIEARUEMBRERRERICH T RSN HEEETEE (Pool SA2)

BBy AR S TRBUCEUHEBEDEEERF6/92861(0.6%) RESN.ABMUABDEMHNEY. A
A BBEMRN A REREY . RELABZERE X7—J1. EEMREE. EAC27E2/—<7 14|
TUTJz,

xR
AEEDEBERESNTRBIE AN BREBBOREIBESINTNET,

BRZTDITV. RENRDONCBEICEFRSZPIET2HFBYBUEZT>TIIEE L,
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Bl VI I REDBEEERIIPREHY I IEIHITLUR,

PEE~EROEREMEZRBEERNREL
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EYEULY IR S TRBUCHAY VI EREDEEERIF304/1.789%1(17.0%) MESN. OFHY I IE
2716 PIRGEA > VS RE2 1B NBRBREN Y VSR 26 REHY I IAET 16 BB LY I IESH. s
IIE3GI BB AV I TERODYIIREE E20| HhY I IHEABRXKIFICUI. OFHY I IR B
BAVITEIFIDOEEEFESELHESNE U BEERBAVIIRROEESEREBEN Y IIEH RS
FCESAV I IREDBEESRIGOMAY VI3 RBHY I IRE2H. RIREH Y IV IRE1HIT U,
PEE~EEOSEMEZRRE. FEGEZRERENURRAMIREREZNREVEBRHABRICSTS
BEAKH

PEE~EEDEBEMERREZNRELUEL

EME_S5RERARICSIFTZEERANY TTIL— T
EYVEUYIRBSTREUVCAYIITREDEESRIE16/7761(20.8%) |MESN. OBFEAY I I AET 341,
BEHYIIRE3H PREHY I I 16 TUR,.

BARADODEE~EEDRENLZREE. RRELHREE . R REREZRNRELUE
FIBRAM R SHERIR—NB
EYEUYIRKBETRIBEUCHY VI REDEEEREBEMTMEEZ T10/4541(22. 2%)%&i n.OEAH
VI BEAY I TETH UL IR EZEERE TIE2/1061(20.0%) E 1. Dﬂmt SHE 24
HEHYIIENBITUIC. LR RAERE CTIE3/1161(27.3%) [COBFAY I TENRSEIN 710
ERMEmREEENREV

SMERKRHREABBICH T 3REMHSHEREE (Pool SP1)
EYEUYIRBRETRBEUICAV I IREDEEERIF18/698%1(2.6%) RESN. DAY I I AE1 64l
(2.3%) REHYIITRERONREAY I IHE E161(0.1%) TUI,

RREREERBEERREL

SNV SMBREFRTKRICS T 2R EHEHFINER (Pool SP2)
EYVELYIRB S TRBEUVCAYIIRBREDEEERIF135/1.41361(9.6%) ESN. OEHY I IHE7HI.
EEAYIIEIGIFBREDRSZDIEL. BEAYIIE 1 HINEERERRPLEL S SN BBREDRS

ZHELE LA IR EOEL e R E# LI Uz, 2Bl [CEEDOOBEAY YT ENHRESNE LI,
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X Bimzelx:

(bimekizumab)

XFBEZ R/ IBVWAHETHEESRBENRUEEETERNBEERNREL
SEMBERAREBREANBEICH T 3 REEHEEEREE (Pool SA1T)
EYEUYIRBRETRREUICAY VI REDEEERIF15/34941(4.3%) RESN. DAY I IAET 34
(3.7%) BNV I TERUBEAYIIE &161(0.3%) TUT,
XRBEZBIBVAHMESHEMRNBERVEEEEERBEERREL
FEMERUEMBERHERICS T IR EHSEFAEE (Pool SA2)
EYVEUYI AR S TRIBUCAY VI REDHEEERIE7/92861(10.5%) RSN OEAY I I HES 4]
(8.7%) . RIREEN > VI HEN2EN Y I TTE E761(0.8%) . EHY I FIESH(0.5%) 1T REZAH](0.4%)
TUfc, DAY I IRECH] BBAHY I TEHICHEBRD P LES N DAY IITFED 1 BINNSEDESER TLI,

R
Bl BAERAZESS RARAEZHE TERE S BY £

OEH > I I REDEKRFRR

BEOBREERELC.OBRARUEDREHPEE (B<V) KEREENEFSNDIcH  ZREDOKRICIFRE
CTHERIDNENHIET,

OFRICBVMABRZER I 2REEHY IV ITENIKASNTVNE I, SDREH CHEIRZRDDIHEENY Y
TEDDRBNOTHONBCH. BBULBVNKIIFRRVERNUETT . TDMEEHEDIEE SN YT HE (5
VIIHBIRE) ©. H YV IBEERELLCOAICUSACRERZRDDHY I IHEOARD HFSNDZEN D
WEI,

OFEH>Y I IEDERE"32

BEAICTERUNICHEREDBMIRSZT >IN (RE) REHBICOVTF RRICLTT4BBEELE T,
RERNICRBEEDY I TETIEARNICRENERTZETEBE7HEMUR) TEWTI A IR MEAY I I
TR AN WELCTHOERDAERICIZF I DO RDBRBERICPIETHIEBELLPIT VD TERENNETT,
BRI SHENRIEE. HEVRPHEEU LDOBGICENEREOEEERESZERLTCIEIV(RSE) . BBHNE
BEOFERICHOTIE EYPHEFERICTHERLTIZTW

®/4 OFHYIITEDRFEETEICHVSN S EH

SaFV-I 7 LRFUY VB
=) ) )® s
= FSE R JOU—RZ)L ?J EIY i\u‘//
s O 50mg 0 2% ¥Ov7 o0y
' 100mg/mL 100mg/mL

xRS OBEHVIYITEDEHEETECAVLSNZEA

ANSaFV—IL J)aAFV—Ib
AUV L ==ba ITIAYE ITIWAHYE
no s ARUY—)L® i v—)L$E AT RSqvOvF
o RER 1% & Omas! 50-100- 50mg/ 350mg/
g 200mg 100mg*2 1400mg

¥ BEEERELT ANSIFY—ILRAR1%. 50mgATILBRFTINT VS,
X2 IBEERBELT,. ZILIFY—IL50-100mgATEILBIRFIN TS,
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OEAY I I EFHDI-HDEER

—RNIC.OFNYIIEZRETDURATRFELT UTICRTODONEFONET (F6) 2. mBMEENDF
BIBE(ICHI ST FERTOERADRIRELSD(ICFICOBRRNZFRICERD (OBENXZ2EIDOFERSE)  HEwH &
SHEEICRHIFREZBFRICHERD (RELFRIDEASF)  ZRIEBV EEZKIBER OEARER OERF) .
OFFEEZE DI RVNEV S IEBZ T HTENEETT,

®R6 OBMVITEZRETDIUVRAIAF

0 rEscLIERRES
@ 2B OBRABEERT FER - BHE. BRES. HIVER BRR. KRS fEEZOREH
HIEDERS)

© SFOBLHEEEE T IERDWOH CEEBANDOREFHHAEY Y T—J U VERERIT THL
MERICKDHDTH) . AT0OA ROF/FAFER (RA - 2f) . OROFEEAEDOVSA - EBEF]

O zwEEOOREBEOER

—RHEAEABREREEF R RERUENDVIIEICHITBNRIAX YD DEBRREA A RS A2, 2021 KUIER

AVITETZIAVRDHA VR

IL-17BEZEDEEERELVLTEIDHVIIEDZLBOEAVIIETT,

RARZENIT. OFARVEDEHPEE (I<V) KEREFOBERER. OEEABDEHE
[CEOKEBARMREEBITTOTLET L,
BEFITRFEINICHEEZEDRMESZT>TKETLV . BRESHIENBIES. H30IE
PEEULDBESICRRNEERDEHRSZERBL T,
ZREENDIRREICH O T EAPOEFDERELSICAFICORERNZEFRICIRD.
RENHZBESICERBEZFTRCRD ERSERV.OBKERZE DIV EVSIEEZ
LTLEE LY,

ZEICRSBESICIE . EFIEANDHER - BN ZZEEBLTIES W,



X Bimzelx-

(bimekizumab)

| EIfEA—8 (SENER. BANLEE. EBEELRE)

SEMBEERERICBVNC . TR MBI RAER*1,495610550%1 (36.8%) (CEIERANERD SN,

ZEMBRT AR 1,495
BIERAFRIRGIZE (%) 550(36.8)
BEIfFFRDER | FERBIEL (%) BEIfFFDESR | FEIRPIEL (%)
MRV INREE BX 3(0.2)
B MEREAME 3(0.2) LIEERE 3(0.2)
U NERRAME 3(0.2) = 1(<0.1)
U INERE 1(<0.1) BREERERES 1(<0.1)
YFoRERIRIAMIE 4(0.3) BBES 1(<0.1)
KR REEROEGEES INEER 2(0.1)
TFALAE 1(<0.1) &k 1(<0.1)
BRUOREES BN ES 1(<0.1)
EA R 1(<0.1) BEUEREREY 1(<0.1)
Efs 1(<0.1) B 5(0.3)
BEZS5FIE 1(<0.1) &0t 2(0.1)
HE DRAE 1(<0.1) OBX 2(0.1)
HIS 1(<0.1) ODF#EKRE 1(<0.1)
RDES OfEAHKER 1(<0.1)
BRIRBREE 1(<0.1) T IIMER 6(0.4)
IREEE O 6(0.4)
fERRFTIm 1(<0.1) OfFENEBR 2(0.1)
ER¥ZIR 2(0.1) X 4(0.3)
TRRIEN 1(<0.1) TEB 2(0.1)
B 4(0.3) =EE 1(<0.1)
ARER R 2(0.1) —f% - EHEERVIRSEAIOKE
IREEZ 2(0.1) "’ 8(0.5)
BRZ SFEE 1(<0.1) )=t 2(0.1)
ERFEIm 1(<0.1) FE 4(0.3)
BRES HEER 1(<0.1)
BB 1(<0.1) RiHERR 1(<0.1)
B 2(0.1) HIRIE 1(<0.1)
T 14(0.9) ERERAIE R 13(0.9)
HIERR 1(<0.1) ESTERAIATBE 11(0.7)
e 1(<0.1) EFHERALIZ I 9(0.6)
FEEREZ i 1(<0.1) ESIERU A M 5(0.3)
5l 1(<0.1) ESERALERE 3(0.2)

x  BIEERRER (PSO0085ER. PSO0095 8. PS00 13588, PSO0 145 8R) TE Y BL IR ZERSENILINTDERESICKIIBHRINZ R UEHEHEITIRER.
PSO014FBRINR—FBOBFADSHERFERE. REEZERENCEFEHIREREDT -9 230,
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AR DEE | =mem o) AR DB ECLERD
S 575551 10 2(0.1) R 2(0.1)
S 51 EB (AR 2(0.1) 2 ER 1(<0.1)
SESEBTRE 1(<0.1) TESE 1(<0.1)
SR 1(<0.1) I 16(1.1)
SESTEB TR 1(<0.1) =18 6(0.4)
SESIERIZ SR 1(<0.1) B 1(<0.1)
o 1(<0.1) DR EEsR 19(1.3)
AR 1(<0.1) NEEEERL 5(0.3)
7 1(<0.1) HSEEE 4(0.3)
FEEREE HE TR 3(0.2)
EYMFES 3(0.2) mEEE 2(0.1)
BT R HER 1(<0.1) @M ORIRER 2(0.1)
7 1L — I RERRRF 1(<0.1) HEER 1(<0.1)
RBREE HEIRER 1(<0.1)
EBRE 1(<0.1) ANYIONT I — B 1(<0.1)
BAERUBSERE OREAIL AR 13(0.9)
BER 2(0.1) BHEANJL R 2(0.1)
LB 2(0.1) mREs 2(0.1)
AN 8(0.5) =RV A W { 1(<0.1)
MR 3(0.2) B 2(0.1)
B ROER 2(0.1) MRS 1(<0.1)
MRS 2(0.1) SRR 1(<0.1)
BRI 1(<0.1) LYTWIVY 6(0.4)
BER 1(<0.1) SEEN 6(0.4)
ORhY YT 198(13.2) TREmR 1(<0.1)
PRBHY YT 18(1.2) B 1(<0.1)
BEHY YT 8(0.5) FS_E (S 1(<0.1)
RN IS 6(0.4) GRS 1(<0.1)
BENYITE 3(0.2) REEMEL 1(<0.1)
BEENY YT E 2(0.1) By 1(<0.1)
MEHY YT E 2(0.1) zaw 25(1.7)
DRDEX 14(0.9) Bms 5(0.3)
P 2(0.1) R TR 4(0.3)
s 2(0.1) BRI 3(0.2)
BT 1(<0.1) ME 2(0.1)
B 1(<0.1) BANSE 1(<0.1)
SE 6(0.4) BT 1(<0.1)
PEY 5(0.3) AR 1(<0.1)
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z Bimzelx-

(bimekizumab)

AR DEE | =mem o) AR DB ECLERD
jege) 6(0.4) KNSURAT7Z=>F—ELER 1(<0.1)
TR RERR 2(0.1) BREREEEL 3(0.2)
TR E R R 2(0.1) {9 —T IOV REAERE 1(<0.1)
LY IRE R 3(0.2) BHERRERY 1(<0.1)
% 1(<0.1) (KRN 3(0.2)
L IREM RIS 1(<0.1) HERHD 2(0.1)
2B 16(1.1) HELS 1(<0.1)
HEEE 7(0.5) )RR 1(<0.1)
BB 2(0.1) C-RIS B 1(<0.1)
RIS 1(<0.1) IOVEFERTHER T — LR 1(<0.1)
BEERRE 1(<0.1) RO B IMmER 1(<0.1)
Fo@ 1(<0.1) mELS 1(<0.1)
R 3(0.2) 4 RER B 3(0.2)
SEER 76(5.1) S BRI 2(0.1)
R 23(1.5) EIMIRE R 2(0.1)
W 16(1.1) U ) SERERA 1(<0.1)
BEmmy 15(1.0) EIMIRAR D 1(<0.1)
Rk 11(0.7) REBUREES
23 10(0.7) s 1(<0.1)
2 RmR 1(<0.1) B 1(<0.1)
RUEERS 1(<0.1) R A 1(<0.1)
APIFIREER 1(<0.1) BRERRURSERES
R 15(1.0) ERaR 1(<0.1)
BEBES 2(0.1) O SRR R 1(<0.1)
A LR M E R 4(0.3) RN 4(0.3)
AL AMH EE R 1(<0.1) JZipNd 1(<0.1)
NV KEHERS 1(<0.1) BB 2(0.1)
1 LR BEIE 1(<0.1) BHHET 1(<0.1)
T4 )L A IREER 1(<0.1) B2 RIEIN 1(<0.1)
S=. hERULES HHE B 2(0.1)
NECEBED 1(<0.1) Bt BHRUHETHOREY @HEEUTU—TE20)
BIB(E 1(<0.1) RE3.EE 2(0.1)

BRI RS

Y=-FIWIZIWISYRTTS—E1EN 5(0.3) [I={il53 1(<0.1)
FEZLS 2(0.1) B 6(0.4)
PSZUTPE/NSVRTIS—E1EN 1(<0.1) SRR 1(<0.1)
ML UL E 1(<0.1) FREHEL 2(0.1)
iR EE LR 1(<0.1) A035EE 1(<0.1)
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AR DEE | =mem o) AR DB ECLERD
RS SR 1(<0.1) ¥ 1(<0.1)
sam 1(<0.1) BRIV T U 1(<0.1)
R ERE 1(<0.1) RS E R 4(0.3)
RS 1(<0.1) HSER 1(<0.1)
mEE HSRE 1(<0.1)
KR 1(<0.1) ST 15(1.0)
Wi 1(<0.1) R 4(0.3)
3529k 1(<0.1) FETHRE 4(0.3)
DR 1(<0.1) RS 4(0.3)
GO RARBEEE 1(<0.1) 7N — R B S 2(0.1)
BRUREEE R RS 1(<0.1)
B R B 1(<0.1) BER IR AE 1(<0.1)
AR 1(<0.1) %5 1(<0.1)
SRIR MR 1(<0.1) #I5E 1(<0.1)
mz 2(0.1) BRI E A 1(<0.1)
EER 1(<0.1) R RS RS 1(<0.1)
EBRAROAREES G 2(0.1)
LR 1(<0.1) SEEZSER 9(0.6)
IR, SR U Z5%E 6(0.4)
% 6(0.4) ©E 13(0.9)
25 1(<0.1) B 2(0.1)
BORE 1(<0.1) ERIBREA 1(<0.1)
FUILE— R 1(<0.1) RmE 1(<0.1)
sim 1(<0.1) EE R 1(<0.1)
BREUSA 1(<0.1) HEUSA 1(<0.1)
BEm5om 2(0.1) BRE 2(0.1)
L 1(<0.1) 1B A 1(<0.1)
EEE S 1(<0.1) e
FB9 AR A 1(<0.1) [FThH 1(<0.1)
DR BER 8(0.5) BmE 3(0.2)
IR R 22 1% 1(<0.1) (MedDRA/J V19.0)
HSRUR FERES
B 5(0.3)
FEREER 3(0.2)
BHEE 4(0.3)
AEBEE 1(<0.1)
FIR% 2(0.1)
25FE 2(0.1)




X Bimzelx-

(bimekizumab)

| BIfE—E (SmiERIansy)

FMAERARERICEV T BT RAER 69861013641 (19.5%) [CEHERNERH SN,

ZEMBRT AR 698
BEIfERRIRM 136(36.8%)

BRI D | mmemo BRI DB | mmemo

MRR T REE W 1(0.1)
U RN 4 (0.6) SESEBRIS 4 (0.6)
EIMIERBAME 4 (0.6) SESTEBALE 2 (0.3)
U SHGE 1(0.1) SR 1(0.1)
S ERAME 5 (0.7) FEEREE

MR 1(0.1) EYMFES 1(0.1)
DB BRERUSERE

DEEH 1(0.1) LEES 1(0.1)
R ORH> 9% 14 (2.0)
RSA7A 1 (0.1) NIEERREH > TS E 1 (0.1)
RA 1(0.1) DR 1(0.1)
sEEE wER 1(0.1)
g 1(0.1) R 1(0.1)
TR 4 (0.6) R 1 (0.1)
HERE 1(0.1) R 1(0.1)
=0 5 (0.7) SHE 1(0.1)
BEEERIMES 1(0.1) R 1(0.1)
OrEsR 1(0.1) HEHE B 4 (0.6)
OE% 1(0.1) RS EERR 2 (0.3)
OEARE 1 (0.1) OFEERRE 2 (0.3)
EEIE 2 (0.3) mEEE 1(0.1)
O3k 3 (0.4) NSEEERR 1(0.1)
OERESRR 2 (0.3) OREAILRZ 2 (0.3)
7 IINER 1 (0.1) BEEANILRZR 1 (0.1)
== 1 (0.1) BfEANILRR 1 (0.1)
) 1(0.1) RS 1(0.1)
— - RHBERVBRSTIORE R R 1(0.1)
WNE 1(0.1) SEZR 3 (0.4)
75 1(0.1) i 2 (0.3)
Bam 1(0.1) BT EES 1(0.1)
mEh 1(0.1) Taw 1(0.1)
S8 3 (0.4) TR E R R 1(0.1)

X MAEHRAFER (PAO0T0HER. PAOO T 1HER) CEYELYIRZER S SN I NTDEBICKIIBR I N R2EHGHEITIRED
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AR DEE | mmemo BIfERA DS | mmemo)

BEHEE 1(0.1) RS WBROHEES

RERR 11 (1.6) B 1(0.1)
BIEFER 10 (1.4) BIEmS-om 1(0.1)
IREE 3 (0.4) O IEFE 4 (0.6)
8% 4 (0.6) HERUE T EGEE

1B HEEIR 1(0.1) SERRER 1(0.1)
IEEE S 1(0.1) BEE 3 (0.4)
TN 1(0.1) FAEER 1(0.1)
Rk 1(0.1) %5 1(0.1)
RIBRR 2 (0.3) T 1(0.1)
BBt 1(0.1) HE%IE 4 (0.6)
BE. PERVLEBEHHE REkEE 1(0.1)
alis 1(0.1) BB 1(0.1)
BRI RIRE S 2 (0.3)
mpaL R 0O—)LEN 1 (0.1) PUILF—MHERERX 1 (0.1)
g%:y?i/hi)]?:f—ﬁ 2 03) BER LRI % 1(0.1)

BHEE 1(0.1)

Y-FIVIZIVNS VAT S—E1EN 2 (0.3) Ze 1 0.1)
;zggﬁy@TE/l\ayzjz 10.1) T T on
mepE UL E V180 1(0.1) TORIE 3 (0.4)
FrigaREE L 1.(0.1) ez 1(0.1)
hELS 1(0.1) IR R 1.(0.1)
mEES 1 (0.1) £ 1 (0.1)
U7 S BRI 1(0.1) BER BT 1(0.1)
U SRS 1(0.1) B 1(0.1)
RERUSEES BHFE 1(0.1)
%Hgﬂtﬂﬁ 2 (0.3) (MedDra/J V19.0)
FEERRUSSEGEE

BRER 1(0.1)

RAEH 1(0.1)

TS 1(0.1)

HEsEE 1(0.1)

WEREE

BBE 6 (0.9)

SR DL 4 (0.6)

s

REBE 1(0.1)

41



X Bimzelx-

(bimekizumab)

| BHERA—E CGAEMEHEN XSRS BUMFMEERIEN)

EMBEERERICOVNC . TEMBITWRIER 3496109761 (27.8%) ICEIMERNERDH SN,

ZEMBRT AR 349
BIfFRFIR 97(27.8)

BEIfFFRDER | FEIRBIEL (%) BIfFADIERE | FEIRPIEL (%)
MARVPUYINRES EHEMUZ RS 1(0.3)
B MEKREAME 1(0.3) ASEMUR R E 5 1(0.3)
YFRERIRAME 2(0.6) AHEBUNERE 1(0.3)
/)RR AME 1(0.3) REER O FERE
BRURBESE Bk 1(0.3)
O EHEL 1(0.3) OFEAY I T 12(3.4)
RiEE BAYITE 1(0.3)
ARER R 1(0.3) PIREN Y VTE 1(0.3)
A 1(0.3) O/0OsX 1(0.3)
R 1(0.3) EERE 1(0.3)
BEEE SHEX 1(0.3)
PN 2(0.6) FERE K 2(0.6)
BEBMXER 1(0.3) SIZEERRE 4(1.1)
J0—-V%R 1(0.3) REEERR 2(0.6)
T 4(1.1) OfFEEKRE 1(0.3)
LIStk 1(0.3) OREANILRZRZ 3(0.9)
{2 1(0.3) RRERANIL AR 1(0.3)
FEER AR 2(0.6) SERR 1(0.3)
HIEEEBR 1(0.3) FSBR 2(0.6)
EX 5(1.4) Btz 1(0.3)
&0t 1(0.3) BZ R 1(0.3)
ORErE 1(0.3) R 1(0.3)
ORERES N 1(0.3) SIRFER 9(2.6)
OBMEUSA 1(0.3) ERERR 6(1.7)
O 1(0.3) IEERN 3(0.9)
=5 1(0.3) ax 2(0.6)
—fi% - EBBENRTRSEUDIRE RBER 2(0.6)
)=t=1 2(0.6) HREER 1(0.3)
B 1(0.3) ERARRE
BR 1(0.3) Mo 7" ROAEEN 1(0.3)
ESERAIE 8(2.3) Mmep U O0— U 2(0.6)
TESTERAIATHE 2(0.6)

X MEHRARFER (AS001055R. ASO01 158R) TE Y By I RAZERSENIcINTDERECKBREINcZ2EHEBRITNRER
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BIEADIEE | mmemo BlfEA DS | mmemo)
;zgéﬁywys/rsyzjl 3(0.9) SN2 T SEE 1(0.3)
IFIRE. B R OHREE

NSYRPEF—ELR 3(0.9) % 2(0.6)
g7 NYAIEI 2(0.6) RHIEX 1(0.3)
LINTSNES VRIS~ 100.3) IR 400
5 GEEEAE 1(0.3)
FFHEERE RS 1(0.3) O IREERE 1(0.3)
REEHENN 2(0.6) s 1(0.3)
FRMIRRE R 1(0.3) T S T H T

Mo L7 F = Vi 1(0.3) WEE 1(0.3)
G| 1(0.3) %5 1(0.3)
Meh P BB R R0 100.3) &F 103
RABME 100.3) KB %IE 1(0.3)
RhEaEml 100.3) L ToE N 1(0.3)
FRepFRINERRR 1 1(0.3) RIS 2(0.6)
FRTPEIMERBS 14 1(0.3) B 2(0.6)
mEET 1(0.3) B 1(0.3)
1P ERERIS 1(0.3) STBE 1(0.3)
BHRIR 1(0.3) ERNEE 1(0.3)
BHRET 100.3) Pl A=E ST 1(0.3)
RBRUSERS P 1(0.3)
IR O—ILmiE 1(0.3) 25 2(0.6)
HEBRARUESABES BHE 1(0.3)
RAENE 1(0.3) (MedDra/J V19.0)
TR 1(0.3)
Bt BERUSETROHEY @ERUKU—TESD)

EipE 1(0.3)
BEREE

EIR 1(0.3)

ftEER 1(0.3)

FERE 10(2.9)

SBERE 1(0.3)

SFEMDEL 1(0.3)

By 1(0.3)

HEEE 1(0.3)
BRURBES

HEER R B 2(0.6)

MR 1(0.3)




,2‘ Bimzelx:

(bimekizumab)

5IFA3ER
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2) Nestle FO. et al. : Nat Rev Immunol. 9(10) : 679-691, 2009

3) Glatt S. et al.: Ann Rheum Dis. 77(4) : 523-532, 2018
FIHAER AR DMEEE(FUCB Pharmah bt =2 (F 1D TH D,

4) Raychaudhur S.P. et al. : Mol Cell Biochem. 359(1-2) : 419-429, 2012
5) Fujishima S. et al. : Arch Dermatol Res. 302(7) : 499-505, 2010

6) Watanabe H. et al.:J Invest Dermatol. 129(3) : 650-656, 2009

7) Harper E.G. et al.:J Invest Dermatol. 129(9) : 2175-2183, 2009

8) Johansen C. et al.: Br J Dermatol. 160(2) : 319-324, 2009

9) BAKBERZRLMIEREMRNZEN A RSA VMERZERIEFN | LWUEREENRZEA RS> 2019. HERF. 129(13);
2675-2733, 2019

10) BEMS S (LFMEEMRN/BEEBSHER/ XIREEZ B SBR VB IS HEBTETR)

11) ARG ER | BREESEIbIE _SEREFARMBEPACC08HER (CTD 2.7.6-PsA.1.1)
12) ZAGRHFHER : ERARSIE_SE5REBABRMEPA00T105HER (CTD 2.7.6-PsA.1.2)
13) AR ER : ERARSEIHE_E5REBRABRKEPA00T 158 (CTD 2.7.6-PsA.1.3)
14) Blauvelt A. et al.: J Invest Dermatol. 135(8) : 1946-1953, 2015

15) Ishigame H. et al.: Immunity. 30(1) : 108-119, 2009

16) Wakkee M. et al.: J Am Acad Dermatol. 65(6) : 1135-1144, 2011

17) Medzhitov R.: Nature. 449(7164) : 819-826, 2007

18) Weaver CT. et al.: Annu Rev Immunol. 25:821-852, 2007

19) Stark MA. et al.: Immunity. 22(3) : 285-294, 2005

20) Takeshita J. et al.: J Am Acad Dermatol. 76(3) : 377-390, 2017

21) Galvez J.:ISRN Inflamm. 25:928461, 2014

22) Fieldhouse KA. et al.: Drugs Context. 9:2020-2-1, 2020

23) Li WQ. et al.: Ann Rheum Dis. 72(7) : 1200-1205, 2013

24) Murugaiyan G. et al.:J Immunol. 183(7) : 4169-4175, 2009

25) Zou W. et al.:Nat Rev Immunol. 10(4) : 248-256, 2010

26) Yang B. et al. : Mediators Inflamm. 2014 : 623759, 2014

27) Fabre J. et al.:Int J Mol Sci. 17(9) : 1433, 2016

28) Wilke CM. et al.: Carcinogenesis. 32(5) : 643-649, 2011

29) Takeshita J. et al.: J Am Acad Dermatol. 76(3) : 393-403, 2017

30) Pietrzak A. et al. : Mediators Inflamm. 2018 : 9602362, 2018

31) — M EEAOREEEZS | REUEAY I TEICH T HYRIAYSDIZHDERREE A RS>/, 2021

32) HABREMBEEZROEN Y VT EEYEENA NS4 VRIERERR | DNV YT EEYREDIEH —8RET 7RI DERE
iRPR—. EeEEEAR, 2016

EERER

GS1/N—1—F* (ARST R

(01)14987700000185 (01)14987700000178

¥ SR SUIRN T LI CTRANBIET . BFLSNERNNEZRETEFI,

44









ek

*

* k4 PRENEHR I——

EMEFRERL-17A 7 1L-17F B/ 20— FILiRASE

HAGREEROEES 873999

i . EoBLUoX P~ BLuZ X
(2407 (BETIERT) ) ] N R S
‘ . ET}EIGOmg Sy F— AT —
V ‘/ % = & =|30400AMX00010000|30400AMX0001 1000
A=MM2PxoR=-2Y>Y  |gpaenm 202048 2020548
YRS, B IS BERS (LE—ENSONSSCEIERTIL) Bimzelx: 7 Pl  2022F4R 2022%4A
B % 2~8CTR7F
e o
- 5. MEEFHECEET ZE I
1. 88 (BEMEE. REMEE. SBELRE
1 1A8B [ EREFORREZEZSTVRRRFICT oIS 51 ULTFOVFNNERLTBEICRETHILE, [1.388]

CTERIEEMBICSVWT. KEICDOVWTDTHE
HMBEBREREBOBEICTDEHNE - BERZHD
EEIDHET . KEICKDEBEDEREDERRE
Z OB EHIMENDEFDHICERIT DI E,
ANENSIRREFEDIU R I Z BRI B DEEEMED DD,
FIERDOBREEZE I HEECIHEKZEEIE
T BOEEMD DD Fe. AFIE DRI EIFRAS H
TIFEVLD, BEMESDRIENRESNT LD BE
FIIRICIEIL B . AB D RRZETT AT B HEARITHEL
ZEBHEH KB OBENMERUBKREZBEICT7
nﬁﬂﬂb\,.,\%D‘fiﬁ#bhc_t%ﬁﬁwbhtfiﬁ‘?ﬁﬁ
IR gHTE.[2.2.8.1.8.2.8.4.9.1.1.9.1.2.
11.1.1.15.1.2888]

1. 2B B IXRAE
D1 A MENRUEEFICKDEEFRREED RS
ETNTVBTH ., TR FERRZEIT IR ERRIEDFEIE
[SEFEL. KBRS RICREDEIRIFERD GBS
DNEESICF BSICEERIGEKRT AR OEER
?E%@'%)Cto[21 8.1.9.1.1.11.1.13&]

1.3FKFDBEEZMIRT DEIIC. BREZEDELFE
@i@)ﬂ%‘:‘l’ﬁl;ﬁbf‘g“%c_to [5.1-5.480]

EROROFBEICFIRELIEVTE)
BETRREDERE UERZRIETEDHHZNA
Hd.1[1.2.8.1.9.1.1.11.1. 18]

2. 27EEMHRERODBRE IERZRIESEDHZNHD D]
[1.1.8.2.9.1.2&58]

2.
2.1

2. 3AKFIDM 7 CHUBBIEDEREEREDHDEE
3. HR - MR —
3.1 AR
EtElbvoX EEbvIR
BR7E# FTE160mg B TE160mg
PO F—hAVITO5—
BaD 28 | e -
(1.0mLeR) EXFIAYT B FHEIRZ)160me
ANIE gUs 16.5mg
(1.0mLrh) MUYV ILR—K80 0.40mg

REIOBEMRAEAF AT BLFHEIBR) 1 F v Z—X/\LRT—IEE

HMOSELESND,

3.2 A DMK

EVELYIR EVELYIR

pnE ET™E160ME ET™E160me
A% F—hA2ITO5—

[E=RNE2N HE~RBEEZE2IOEA~MEDR

pH 51%0.2
RIBEL
(IE@E?&(C) #91
HIDH

AR CHRATHE AR

OB, REMe R, SoFIEHLEE

OB RER

OBEMEHER  XIREEZ B S VA B HEBIEI K

* 8.6

KRR A SOBFOEFFE (EYRAZIR) TTOERROE
REDMEREBEDI0%L EICRSEE,
FEMDOREXN FRBEZEITHEE.
(ERIERIENRD
5.2 I DO25EE ERVUGMEREHERUDTFES) THHBEHRD
BONEV HERMORBEEERZE I 2REICRSTHTE [1.38K]
CREMEHERD
5.3 BEDGEICBWNTC. B asE GEAT O MERRIERF) [C KR DB
BEZETOCHRRICER T 2HSH KRRERNZE D HEICIRE5TD
&L [1.388]
GRBEEZ B o S IR VWA I B HERI B )
5.4 BEDBRICBVTC, BIFaRE GEAT DA MERRAEAF) [CK @)
ISBRZ{TOCHIRRICER I DHESH SRR R ORIEDE R IR
HEROSNBDBEICRSTHTE. [1.358]

SN

6. BARUAE I
(BEMER. BAMSE. SR

B ACIEEAF XY T GEETERR) LT, 18320mgEHIENS 168
FTRABEECE TR L. LSS BRE TR T2 T 5.

155, BEQREICSU T GBS D4BEE TR 5 TES.
(SRR

B WAICREAF IV T EETFERR)ELT, 1E160mgE4BHET
BT TS,

CREMEHE N X B I S 15 VA BRI ER )

B WAICBEAFIT T EETFHRRR)ELT, 1E160mgE4BHEET
BT T 2.

7. BERUAHEICEET IR N—

7.1 AF EMHOEMRFCROTIRF T —E A BERDOHAICOVTRE
HEROBWEFEILCVEVDTHAZETD &,

7.2 FECKDBERIDIF. @%?x'—:fﬁﬁ?“b‘bmﬁuWL 5N%.16ELA
[SHBNRILNESNVEVE G EAAID AR EOMTZIREICEE T .

8. EELEANIE N——

8.1 FHF REDURIZEASE DTN DD TDICOHFAIDIRSICERL
T ADNTFHREEITV BREDFAPIEROTE T DT & BROBIRX (E
IERD DS SONBEICE R PDCIEEEIOER T DR OREZEETD
C&o[1.101.2,21.9.1.111.1.138]

8.2 ARSI > THERICRT 2T D EAZ RUBBXIRREICINZ A~
F—J 02y lEEEBR X (EYANILIU Y RIMEEZTVGEERECTIRE
FEETDCEICRD ERBROBEREZER T DR KAIRSH B,
H’]ﬁBX’ﬁzﬂﬁﬁ%@ﬁﬁJU@ﬁ%EﬁﬁE’Jlgﬁitﬁt‘ﬁ*ﬁ@%fﬁ(datJrﬁ(uI,@

L. 72 BEDIEIR (Kt I D% (AERAN FEE) N RBELCBEICIEEPD
[CBHEICER I DR OBEEIEE I DL MBI DEBNEDFER SN
BRlEROBFRERELL. ARZRSUENC S [1.1.2.2.9.1.2888)]

8.3 FAURESHIE ETITF V/EREICLDRIIEFHIRDUR I ZETE CEEWEh,

EDOOF VEBIRITOIEN S,

RIRAERICOBVWTKERUREUNDBEEZORIENRESNTND,

FHEORRBRIEFETIIEVD BEEBORRICITEIRT DL,

[1.1.15.1.288]

8.5 MIDEYHFD SEE T DB FBREDBIRICOVNTHEDREZ TS

[CBRI D&,

HeRSFHBEFIRSDEEDHET D ARIDRSFHBICHEO T,

EFMERICBNT A TEMICLDD. ERMDBEZRDEEDHETRESZTD

CEHERSDERICOVTIF EMNZDZAMZIEECIREIL. T8

HEIRERBUCDE. FRRSICRDBRMEEITHEC DV CTRENER

L. BEBOER(ICRS TEDIEZERBLUIC LT ERMOEREEDHET

KT DT &K BAR. BRPESAFCLDBIERADRENNDHEPED

RSOGO RETIREFDEREEN D D EICIF BBICEERSZH1E

SEEMOBE T CIEEICHET IR EBYIFILEZT DL ERAEHD

SRR Xt — A ZBERUEVSICEEIOFRZREL. T2PREEA

[CBIT2IEEZITOC L,

8.4



* %k

* %k

* %k
* %k

* %k

9. FEDERZHIHEEICHTZIE NI
9.1 GHIE - BEEZFDH2EE
9.1. BRPE (ERBRBRPEZIR) DBEXIGRIENEONDEBE
RPEDRIL T DB ZTND DD, [1.1.1.2.2.1.8.1.11.1.188]
9.1.2 ERDERAEEZE T DBE N FELBRRANRNONDIEE
[1.1.2.2.8.288]
(1) RO EFEZA T DBRE TR BREEH LS EDBZND DD,
(2) R DBIEREZE I DB AN OB RDEON DB (I D2
RERD B DEENICHER T DL LU TDVTNHDREIC(F RRIELT
TIEEZERS U EC ARSI,
- ENEGARE CRIBIEREZICER T OO HESN DR EE I o5&
- IERDBERE FNERESO) Z2E I 28E
A V=T T0Vy BB YNV UV RIMREFDIREICKD.,
BIREN B EEDNDERE
ERBELOREEREZEIORE
9.1.3 REMBERBRDERE
BT DIATOCEIERDNRIET DB ZTNN DD AH DR SCHNT,
KA MG R R D FERROEBNRESNTLD, [11.1.385]
9.5 WEiw
ERNIFHEIRU TV RIBEM D H DL IEICIE JaFE EDBERED BRIt Z
LEDEHEESNBDHAICDHRG I DL AENFNZTATFILICBNT
BEANDBITARESNTLD. [16.3.155]
9.6 &I
PR EOBARMERUBARBEDOE MM ZERBL. RADME X (FHIEZIRET
TBHTEABDENANDBITEICDOVWTIERETHHH —RICEH
IgGIFHARNBITTOIEOHONTLD,

9.7 IR
INBEZEWREUCERARREREERL TLEW,

9.8 EE
BAESORIERORRICERL. THOBERETIT & —MRICEIEKEE
METLTWS,

11, BIfER I —

ROBUEANSHSDONDTENHDDT HEZTDICITV.EBEDRD
SNEBE(ICIFRSZERIETDHEE@FLEZ{TITE,
A EXFEIER
A1 ERFRRE(0.6%)
FANFERDUR I Z BRI T DA RN DD IR 5HICE BRI
DHSHNCHEPREARICIDLEDROSNEVBEE BED
REZTDICHRLU BRRENERITDETHAZRSLIENT &,
[1.1.1.2.2.1.8.1.9.1.158&]
11.1.2 §FFREREURA (0.9%)
11.1.3 REMERR(0.2%)
[9.1.32]
11.1.4 EREBEERG BEEARER)
11.2 ZOftDEIER

11
11

5%+ 1~5% 1%k
mnpny | BN YY | EEK EEER SN (BB REE
':::;Eﬁ . SR | N AN LR O (DY IS
= v EIN:=r2d REBHVISE
MR REE EfE

NI, RERRUSEE (RS, 1250 | F
S Y. RFITE. T,
RIS BHEE . SRR ERE)

—% - 2oEE SESERAIR IS dal
RO

BSEMIDREE

14, @A LOFE —

14.1 HFARSHIDER

14.1.1 FARSHIICHBEDSHDEL. FEDOFEI0D U LFOBEICES.
FRICRUTBLLTENEFLV . Z DD ITIE(BFLYIPIRK
F) THAZRHTENT &,

14.1.2 FAIZRSTEWVNC &,

14.1.3 B5RICATYZBRICKDIER T D& 8B NBEYHICIAS h IFHLF
PEENRODOSNDBEICIFERALENC &,

14.2.2 EEOBBESB. 58, Rk, B BE. B RSN 5 DM, Bt
DBALICIFEH TN &

14.2.3 BHHS5cMURICERZRSUENT &,

14.2.4 B—EFR~D2ADIHIGEIT, B 58 IFBAELIBTE.

14.2.5 AHl. 1 EEADORATHD. BEALENTE.

15. ZOMOEE I

15.1 lRARERICE DL IER

15.1.1 RERM

(SBEER. REERE. B RE)

(1) BANOEBRERRRICBVL CESEMRZREEICARIZ20mgZ168#%F T
([F4BEE. ZDEIF8BEBRE TR S UETD. #45% (116/2574) DEE
[CHMEXF I TIEDERDON. ZDDH#I34% (40/1166l. AF =R S5 U
2EEDKI16% [40/257H11) ([CHFAAENERD SN,

HAASBEUZRE. BEEER X SR R ESEICAKI320mgZ 168
#“FCIF4EERE. TDRIFSBERER TRS® L&D, #146% (30/66f1) D
BEICAEXF A IFADEROSN. ZDDE#153% (16/30f. 2K =% 5
LIic2BEDK24% [16/66641]) (CRFTHANERH SN,

TEXAF I TTED RO SNICEBE TIE AZEDMEEREEFE T I DIEE
WEROONIEA FIEXF AX TR ERICLDEBRNBE LR MENDFE
[FBESH TIFEL.

) BEM B G A R E T16ERICIGAV 1 FERDIBA X1 6BLUED

4 BBEEIR S E k.

(EZRRIERIEIND

* %(2) EREHEEERICBVV TR IR IR B E (CARI160mgZz 4B/ C. 1668 T
BE5UETA HI31% (218/69861) DEEICHE AF A THUADERD S
ZD55#933% (72/2186 AF=Z/R S U2 BEDHI10% [72/698411) (T
FFIFE D RO SN e AFI160mgE4BRER CT.52BF TR S LIRS
(PAOO105EER (CESINLICEE) TIE. $947% (201/43141) THREXF XD
FUADERHHN. ZDS5H938% (77/201 . A7 =R 5 Ui £ B EDHI18%
[77/4316)]) [CHFTHED RO SN TIEAF I T TR RR(IC L DERR
MROLREMEANDFEFBASH TIFEL,

CGEEMEBHER)

*%(3) EREARRARBICBVCAEEHEH#RBECAF160mgZE4BRERET. 528
FTEREUETA. H944%(86/194%) DEH(CHIE XF XX THANER
SN ZDS55#144% (38/86%1. AF7Z1R 5 UIc 2 BEDKI20%[38/19441])
[CHRFIFTADERO DN TIE X F A TMARIRICLDBRDR P T2
DFLE(FHSH TIFEL,.

IREEZE B SIE VR MBS HERSETNS)

*%(4) BERERHBRICB VW TXBREEE B IE WV RE M B HERRBEICAH
160mg7ZE4BERE C.52BF THR S U ET A #I57%(68/11961) DEEI(C
PIEXFZAI THANERHHN. ZDS55#144% (30/68%). K& Zi%5 Uiz
2EBEDKI25%[30/119611) [CHFRFANRH SN AEAF AT THHE
RIBC R DB R LT ENDFEFBHSH TIFEL,

15.1.2 BHEBRIFEE

(EBUER. RELERE. B RE)

(EBEEENREVCBANUERERRR CARINR S S NcEE1,78941
[CDOVWT. BHEBCGEREBERBEZR) DERHEEIF0.4/100 N F
(7/1,789%) THD . & EE CHESNOBMEBDFIREK (0.5~2.9/100A
F)EERRE CTHolz. [1.1.8.485]

(EZRBMERIENN)

* %(2) R REIRBEENREVCENA MO EBRLERRHBR CARNME S INcEE
1,413BCDNT. BMEEEDFRIREE(F0.6/100 A\ F (17/1,41361) THO.
LEMEMXBECHEINOEMEBDHEIRE (0.6/100\F) EEEET
$olc. [1.1.8.488]

CGEEMBE R XREEZE B STV R B HEREIN)

* %(3) ME B HER  XIREER BIC S RO S B HBEEREBEE TR EUCEN
ROEBRHER B CARDR S SN/cBE 9286 [CDVTC. BIHERDRIEE
(30.3/100 A4 (6/928f1) T olz. 1EdH . — iR DEHEBEIRBE THREINT
WOHEIREIE. 1.05/100AFTH D", [1.1.8.458]

15.1.3 ZBEBECHV T REIIFEIX EAREAEHAUCBEDZ 2R

BREFEIZL TR,
20. BRV EDFE .
20.1 BEZR I T ABECREITDIEL5CL T CHRETSHEICIF.30H
DRICERTSHE.
20.2 AHEFAFBEICONTCRRETELRET DT L,

21, ARG I——
ERRUAVEERSEZRED LOEVICRET DI L,

22. g% I
(EVELYI AR TE160mgT U I)

14.1.4 FHZERE T DEMD TEDX CTHFry I ENSIENT L, 1.0mL  [1]
14.2 FARSKDIER (EVELYIRRTEI60mgd—hAVITI5—)
14.2.1 RSEBALIE. FRED. ABREB (& _EBEERDYE R UL, 1.0mL [1=&]
*%2023F 12 FclE] (F4IR. MEELE. BIEHEZSH)
%2023 58 45T (B30
BEREBF SO N EZCEREEV LB CODIFEHR BREDBF L SNCRA X EICELIC DD T . BFIESINTR I XEDUE] CTEELEE W,

seis 1—Y—E—IJ v NS

FORUHRHTE X V4 B 7

8-17-1

[XEtsERERUEWahEE] 1 —Y—E—57—X V5T bhEv5—

TEL :0120-093-189
S2{IH5R 91 00~17

30(xH -8 - HREZRR<)



SOEARTETT
A—-Y—E=IvI\VHEAEH]
RRAHERAEHESTEI7E1S

202312 B 1EEX
JP-P-BK-PSO-2300496



