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1.1 MYBIER(CRP) (kB AIPNO1iL R &R T)
JPN-OHH?’%E—E%WB‘?EEK%(EK)#E@}ﬂﬁﬂﬂEﬁkﬁ)\?ﬁ%%ﬂﬁﬁnﬁ%ﬁ?ﬁﬁﬁ’llﬂt FEEIERE
CERE - BEShORBEBMAE - SRERAMNM—XMKERRETABEEBETR - A
ﬂ%ﬁbﬂFﬁ%@*ﬁﬁﬁﬁﬁﬁB@%ﬂﬁ*ﬂ?ﬁﬁ HHRFHERHENE161E - KK —HTE T 29MEAR
RERRAZMPCRPIRE - RPEE9R0.625/ATME « 1181.085%/AFALRIR3.0BES/A
4 -

fﬂf@ﬁﬁﬁff%’%ﬁml RATHELES: - TEAMEHYAR-B2% - SHDHENWCRPOAIMANEABEIME
- CRPIP UM EHERREIMAR - WHRIIARAT 1 2i8% A ZRLMAINERE -




U EEMS LY 2 CRPFIA M FAT B KA BRI R R11.1-1 R E1-1 - 1L Tr
o B TN T RO

4 l, -"lé 8 ( 7o 22X\ 9 11 9 29
L N . "\ ' I gz "'\-__a_-i(f j_‘ T mr'***ﬁﬁjf} 2.58 (3.34) 0.59 (0.55) 127(1.86) 142 (2.24)
- 7w R 144 0.36 0.48 0.55
§ BME  RAME 0.0; 105 01;19 00;48 00; 105
ﬁ
i ERNREYARSE®
& 3 BAR 9 1 9 29
THEEERS) 2.56 (2.90) 1.34(1.36) 113(233)  1.65(2.24)
STk 193 0.91 0.13 0.76
[ —e-06 Ba/afF 2 10 BRI B30 BRIDK | BMVE ; BAMR 0.1;90 01;48 00;73 00;90
W11 JPNO1 55 % %t 34 L golimumab 0.6 & %/ ~ 1.0 LRI .
& 3.0 £A/DF %+ 16 AMM @ CRP AKX/ )
1B R B AR 281
28 U] 9 10 9 28
E11.1-1 CREUABIERE BRPPS) (mo/dl) TEEERR) 2.18(1.80) 210 (2.10) 1.88(275)  2.06(2.17)
0.68%/AF  1.08F/AF  3.0ME/ARF L -, 168 116 110 148
MADHTR R & ? 1 9 e B/ME ; BATE 03:55 0266 00; 86 0.0; 86
EFRMERE Y ARAT ERMAEWAERICER
TN 9 11 9 29 23 9 11 9 29
PHE(GERE) 3.55(2.96) 252 (2.01) 242(217) 2.81(2.33) FIE(IERRE) 2.38(261) 3313.07) 3.12 (3.07) 2.96 (2.86)
PRIY 2.81 1.52 1.74 1.75 iz 8y 177 2.55 3.10 215
B/VE ; BAE 11108 08 ;6.8 04;75 04 ;108 B/IME ; BAME 01;88 02;95 0.1;95 0.1;95
ERRER AR BE 12 BRARELRRER
G ES 9 11 9 29 121 BRMEERET%
TIEEERE) 0.80 (1.25) 0.28 (0.18) 062(1.34)  055(1.01) i;i?%ﬁf%fﬁiﬂ?fi?ﬁ?ﬁﬁg%s;;fa%gfgfgﬁfgmff T;Ff?ﬁi
SSFivé 0.28 0.24 0.13 0.24 BRFBHEACRNESL ZVEEANREA - RAMRESEPHEEIRMET4ERBME - US
B0V BAE 04 ; 39 04 ;07 04 ;42 01 : 42 ABH TS — RS0 10085 Y M BHA R TMEESIMPONI « FAUIK R 47 W E 1 RM

KARMRBR 248 - WAELRBREASHH ARBRENERNEREHEREENESR<0ER
fprednisone) & (8k) NSAIDs - thallAE RO R AKMTX -
SERRA-1—33TME T 445 oA B BEIR T BBEY 2 A Z 08 Z12B)EA— AN L2 £l



THPE L R AR BREREFRRBABA - BEERATSEEERRERRNEEMELERLED
BARBERSERD BIERLAM(N=150) - REBSIMPON| 50%35(N=147)5k ik
10025 (N=148)857K - TERBIA  MARF AR E BB EBREHIMTX -
SZ)E(5) hydroxychloroquine (HCQ) - ZIEEAETMDMARDs (154 SHE
Heie= 1 -
WERA 2 IHME T AN DR RARBIEE(E M 585%/8) ZMTGAREBNBAEEIERAR 5T
ABREAEMUTNFRETBHERNBA - BALMBIEEIRIESEEMBEIMTX (N=133) - R
EESIMPON| 50ZFH+ERMEIZMTX (N=89) - (RE/ESIMPONI 10085+ N REIBZMTX
(N=89) - BREESIMPON| 100> 8 —RA(N=133)R8% - ZIHEFATHKDMARDs (11
SSZ - HCQ - ARESB SRR TR ENHE -
AUBARA-3—3ETE 7 637 1 SE AR & FBMTX AR & 5 A <E ¥ TNFIE B A BRESE BIERAR A
WAL B% - DBNIEZBMTX (N=160) - IREZESIMPONI 5025+ MTX (N=159) [t E
SIMPONI 100252+ MTX (N=159) - XARZESIMPONI 100 E—EA(N=159)8R - 122
MTXEBRMBAZ R E0EMBIRT10ERBIMTX - LR EBZERBE0ES/E - ZIHER
HEMDMARDs (845557 « HCQ - #lifnaE 14 M) st © A0 e 1B -
ABRA-TEHBRA- NI BT EERAEE 14BMRERIACR 0B RMHIBALLE - FistERA-
3N EF SRR BE S 24BRETIACR SOBUR BB ALLS -
TESUBBRA-T ~ RA-28IRA-3P - I ATBERAKP RIS BI%R.4 « 578126 ; HiBXSAA
99% - 75%554%M WA B FERAE L —BDMARD - B =HBRAMBZEAUERD - HRIHS
TT%H57 %HIEA RIS EZNSAIDSEEH B O R EEBAGAR -

ER RS 1

EE3RRAMR T - &6 AMEESIMPONIEMTXXARAE ATEF14BELRRA-15RA-2) B
243 (L BRA-1 - RA-25IRA-3)ERIACRR M R IR ALLAIMES R EBERMTCARNBA - I
AL O] ERHEA R IR AR TR B B 2 I fE SIMPON 548 82 4010038 52) ch A ACRIBT 40 2 Pl EL TR R 82 166
MR ESIMPONARME(SOBR)ERNE - THERRA-2HRA-3P - REESIMPONIE—R%4A
BMTXE —FUAAFEACRB YR M MM ERER - R2FTRENRHERA-1 « RA-252RA-32
fixE ESIMPONI 50254 M IR A P B BIACRFUS BRI ALL A - i B8RA-1 PR IRERE
SIMPONISHMTGARMIBAS - RBESIMPONI 50352+ MTXGARE(N=101)EE 14 BI5 =3
ACR 20 - SOEE70R R RIEALL A5 BI %40% « 18%5412% - TR A + MTXGCARAR(N=103)8)
ARIR1T% ~ 6%H2% - RIFFRBHEBRA-2P ZIRE ESIMPONI 5025 +MTXARARMTX AR
HEBBACRRY R BT EREPHNER D E - HBRA-2PEZREZIHZEIACR 205N EHIE
ALEBIANETFA7R - FERRIEIRT MEESIMPONIE IS — R4 P (35438) - FUEZFESIMPONI 50255
+MTXERHEE 38%R0E AZFIACR 20 R & -

|2, 5IBRA-1 + RA-28RA-3P R BIACRIR Y i RO A LBl

frREESIMPO fRE ESIMPO
NI M ESIMPO NI
] S50E= NI 50%E%s
+ + EEh8 50 + +
DIMARDSD | DMARDsP MTX HEREMTX | MTX MTX
N¢ 150 147 133 89 160 159
ACR 20
#1418 18% 35% 33% 55% NAe NAe
2418 16% 31% 28% 60% 49% 62%
ACR 50
2148 7% 15% 10% 35% NAe NAe
£2438 4% 16% 14% 37% 29% 40%
ACR70
#1488 2% 10% 4% 13% NAe NAe
$244 2% 9% 5% 20% 16% 24%¢4

a EIRRAA BB - D BIHNET78%R58%M B AR RS EREREREREEEREX<10
B Mprednisone)ENSAIDSATE 5% -

b FERRA-1PAERMNDMARDsBIEMTX » HCQR (%) SSZ (2 BIHE68% - 8%535%M%
AERA) -

c NITRTIRZ RS EREA -

d BMTXE—FXRE B AR E R -

e AEA - BRHEBRRA-3WRUES148H0ER -

3. MMRA-2 - 14181 - TE/ABIACRELETR B B R EALLIRAY

SUARA-1

. SURRA-2 BURA-3
tiﬁfﬁm’;@g #EEAMTXIEN B ERBMTXA E
ol oy BAEEIERAREA FEBERATA n

MEBBh Iy
HRHE fR&FESIMPONI 50355 +
MTX HRMEMTX

Nb 133 89
RERRRANB(0-66)
BiE 12 13
#1438 38% 62%
MG RR A BN (0-68)
g | 21 26
==

1E "[\:-." {
il
| S e———




5| BT~ | 30% 60%

| AR 0-10)

[ % 57 6.1
Jdhaln- 18% 55%
SR E LA BITE(0-10)
B 53 60
#1418 15% 45%
ERETE MR ATk (0-10)
HHE 57 6.1
2148 35% 55%
HAQ# (0-3)
B 125 138
#1418 10% 29%
CRP (mg/dL)
EisE 08 10
#1418 2% 44%

i BERERPMUY -

a TEHIBRA-29 - HRIKET0%585%R0% A TE 3 B AR RIS 88
BEWE L EEEREEREX<10E=Mprednisone) 5t (al) NSAIDs
b NERTREZBESMENBA | SRRMIEIEENORBRETER

AKETEERE -

1. FBRA-2 - FEREZFIEIACR 208 R BAYEALLH
REMRIENHA

80 -
B0 -
40 4

20 -
10 4 i
o ' ' L L L I
8 12 14 t8 20
BERYGA)-

it 5] ACR 20 £ 2 K & & AIL 64

(-]
& -
-

[ -0~ zzmom+mTX:  -m~ SIMPONI 50 ZERz+MTX: |

“REEAFR— LSRN E R - ¢

R =e b ¥ 4]

EMBRA-18RA-2F - MEMIAE 24BN TR BT L EEREBERHAQ-D)D HMAEM=
- FREESIMPONI 508 aRAPHZRENEAREIRME © 251%50.23520.03 (RA-1) - 0476
0.13 (RA-2) - EHEIBRA-1HRA-2ch - FREESIMPONI 50253 AMMAES24BHZEINHAQE
W E(E R EAR LR EE> 0.22) KR ALLAItT SIS A HII8AR | DBIR43%E27% - 65% 4
35% -

12.2 MR

B-ES0 B - 8 - FHBNERRYHEI05U S EANSAIDEDMARDAEBINEES
EEEEENME AR & 3 (EARRA A>3 18 B AS A R 5> 3 @) MR AB AT H MR ESIMPONIfZ &
HEFENERPA) - EEARTNBASKZE R EREREMEMMREVEBLU L YHEABR
BIEENEEZEDR2ASNEIEBRL - WAL EAEMUTNFEEESE - BIRE&H
DR - BABBRI AR S IESBIBE T IR —REHBM(N=113) - REESIMPONI  50%E3%
(N=146)ZL R Z ESIMPONI 100ZEFR(N=140)H8H - FATERXRPBLHHARBIRENMTX
(<25%5e/1B) - BB ELEHEEREAEERE8XR10B5RMprednisone) Z(F) NSAIDs - BRI L
EHAETADMARDs (BESSZ - HCQ - MRSt E)NEEHNEDRE - TENEMIGESASE
14iBFEZIACR 20B U AR ALLA) - 2RI 08 2 B GOHE RR S ol FF ISR 6 Sy AT B 882438 -
BESBRUE TSEDENERERDXREA - ERERRGEH 2 M EMERE(43%) - FH1E
ARSI (30%) - EIFIEBREI(DIP)RREAZ(15%)  HARIBRE R 2 HHER(11%) - DURIRM
BREI(1%) - BARBE R EBENPUNABARSIE -  A78%NREABELEREN &
DMARDEAEHE - BHBE48%MRABEZMTGEE - LIR16%IEZ BRI E O REEREN AR -

R I ol B B : Ll I
ERERPAT - #H14BRIERACR 20BURBHOFALLAI(ZRELTLUIGE - MTEBILMTXAE
EGB: - IREEFESIMPONI 5035 + MTX T E RIS BIEAR I J B B e & - W RE I AAFERYFR IR R




oL e A
“HIT5085; g?._ﬂ_ﬂszﬁ MM“ESIMPONI, E#ﬂﬂ‘ﬁm m#m%ﬂ#%MTXZﬁAEPPﬁiﬁﬁEUG‘J
Fi A BAE - ERRRENE REMEIEA PRRERNS14BACR 20MBREAR
- A SRR R SOE ARABUR Y - BILAORE T BB AETE « IR

- R TR ;J'-'”"" FESIMPONI 502528 E & EACRT A B D AN SEEE SRR AR 228

AIEREALS) - ERIMREESIMPONER T E L MIEME S BAN RS SIS AT BRE - £
@ - FREESIMPONIFIFAREBTRE S AR A\ RUR 2 M BB B A 4 KI8T -

RPsATH & REZRIEBIACR 20 R RS A B 93 LENM2FTT - FERRSIR T RSB
SIMPONI#&HY S —FGT P (5E43B) - REEESIMPONI  SOEFT+MTXARAE31%EHAEBIACR
20U E -

4. AMPsA- WRACRIR T MAYH A LLH

AW £ MTX Ti’gﬁs'i’“’;%tﬂ
Nb 113 146
ACR 20
%148 9% 51%
$248 12% 52%
ACR 50
#1488 2% 30%
$248 4% 32%
ACR 70
#1488 1% 12%
%248 1% 19%
a TEABAPsAT - S RIRNEA8% - 16%RT2%MWRARSHBRE IMTX(<2525%/0) - BHEL
HFEREEREXR<10E5EMprednisone) ENSAIDsHIE 5 -
b NRTREZMEIERNBEA -
YR P E BRI IR
5. AMPsA- B14RISMACRIEFER MBS R
MM + MTX? 8 /ESIMPONI 5025 + MT
Xa
Nb 113 146

k2 0-66)

10.0 11.0
8% 60%
18.0 19.0
1418 0% 54%
RAZIRGL0-10)
BEHEHE 54 58
E1438 -1% 48%
RS
AABMER{E(0-10)
BigE 5.2 52
%148 2% 49%
EREI
K ETSIY{5(0-10)
BlE 5.2 54
81438 7% 59%
HAQ%IB(0-10)
EifE 1.0 1.0
5148 0% 28%
CRP (mg/dL)(0-10)
HigE 0.6 0.6
F148 0% 40%
of BERPUK

a TEBRPSAT - SRIKI5E48% * 16%HRT8%IBAEZE BBEZMTX (<25%5/

H) - EM R R EHERGEEREXR<102B5Eprednisone) EINSAIDsHIE

b NFTNEZHMEIERRA ; BRERFGEERPHEBT AR A BTSSR

R -

AR5
Fnﬁ]ﬂf e

wte 33

sl
i

L
gr E‘ &i& HIBPsA - EREZIEFETACR 20 MANHBALLF :
B




T SRS BAHA

25 ACR20 £ s R B 6% Attt
3

T 1 T T T

0 4 a “is 20 24
N TE N

-O- g KMe —B— SIMPONI 50 & %¢ |

HRARAR - RAS— WL £ RUAN - ¢

E%!ﬂfﬁﬂﬁﬁ%nﬁﬁqﬂ ﬁ‘f%ﬁﬁ%ﬁx%%?&ﬂ’]iﬁﬂﬁ&16Fﬁ%5€ﬁ§?a§fl(HAQ D2 #HIBEME

- FRE ESIMPONI S0REFI2RMABFHREBNEHR(ARHR0.338-0.01) - 165 - REE
SIMPONI 502 5EAMM TS24 BRIZFIHAQRIR M (FI B M EALLEMZE203)WBALLAITE
EREHBE . 2515343%5822% -

12.3 MEMERRES

E—RZ - Btk - 8 E - LREETE R T 356U BB EEM R HRRREITEMN
M2 EE ) = /03E A M AL E S A TS T ESIMPONIF R 2 1 BB (BLERAS) - BB AHE
EEMEREHARBath(EEM A XA T ISR (BASDAN >4 B BEH B R BELLBR(VAS)F
24 MEZROE10ADMEBRINGER - BIEMHPIol 55 £ SR & &FEANSAIDS/AR - IRK
NSRS R TNFIEEINARE S ECRTSEE - A RBERNERZIN - AL
DHEBEDNEZEB4AR TR —REHMEIN=78) - REESIMPONI SORETE(N=138)BL iR 2
SIMPONI 1002855 (N=140)89:8% - BATER BB 2FHABRRRENMTX - sulfasalazine
(SSZ) - hydroxychloroguine (HCQ) - BRI 8 ZBEHERZ(IRE KRB X <1085 Kprednisone) % (2X)
NSAIDs « 2\ EFRETRDMARDs (BiFMMSER)XEBRENRE -
FENMEIEEAS14ER SR EE A HIGTM(ASAS) 20 BB ALLE - EEBSRKSE
Wi Z AR IR B RIBRIE 2418 -

HHBAST - HABBASHPAIHRH5.6E - HIBHLUEBERNPAIARBAB125F - B83%H
RB27RLABEAMKAB(HLA-B2T)BHE - B24%EEZWEHFHNEE - UBSS%BEERSED
—HEDMARDAARE - £RIAK - HFADMARDsR(2) NSAIDsBIEAZT - MTX  (20%) - SSZ
(26%) * HCQ (1%) ~ BB 8 O PRRERF(16%) ~ LIANSAIDs (90%) *

*&Mﬁm
/ FAETEASTE N (1 AT ERIASAS
7 *DMAR{Jﬁ'ﬁ B - EAKREESIMPONI 50255+ DMARDS & Ol {514 Y5 SR AE A T8 S AR MBI -
A T M R R R B B 2 R TR SIMPON A A8 (1008855 ch YASAS N R I L
L BB SIMPONARA(SOER) BERKE « RTFT AT RASH 2 R ESIMPONI 50555
L OMARDs 5/ AR 2R A + DMARDS A B E B IHASASEM R B HRE TN REE IR -

0B BURBHIE ALLBI(ERRE) T LUISE - B

HFRASHEREISIHETIASAS 208 R EREALLBIMEIFAR - TEMARIGTREFESIMPONIE
B — RAFHEP(B418) - RZ/ESIMPON! 50+ MTX A RIEA48%HIHE AZEFIASAS 20 BUR
-

6. SUIRAS - 14 AB24MITERIASASH S AR A LB

k& FESIMPONI
50%%E + DMARDs?

ZR/M + DMARDs?

Nb 78 138
BIMYREE - HALLF(%)

ASAS 20

51418 22% 59%
o8 23% 56%
ASAS 40

1418 15% 45%
=243 15% 44%

a fEARNEE - GHRARRIREZDMARDSHERINT : MTX (21%) » SSZ (25%)EHCQ(1%) - &
B - 93 AINB16%EBI%RIM AR HBIBE 2 G B O IR HERENSAIDsHA R

b NRTEZHRIEHIRA -

HiEER AT BHEER

=7, RAS - F14BRASASHGRE BT S B U8

fREESIMPONI
5023 + DMARDs?

ZRiM + DMARDs?

NP 78 138
ASASTRE

HABM:TE0-10)

BH#E 7.2 7.0
$1438 13% 47%

RRE®(1-10)




ik i 76 75

S 4dR, L " 9% 50%

| BASFI (0o

Y 49 5.0
#1438 -3% 37%
A E(1-10)
HifE 7.1 7.1
1438 6% 59%
a AR - A% EBE 2 DMARDSHIEMNT © MTX (21%) * SSZ (25%)HHCQ (1%) * 1
BB - DBIAE16%H89%RIE A RS2 B E 2 E M 8 N IR EE A NSAIDsHIAE -
b NERTREZHEOEABA -
¢ BASFIRBath/B & 14 &R IhAEIE R -
d BT ERARAEBathBESAH X ER TN IEH(BASDANBR DI ET2REBIRS BTG
ZRERNTESHE -

3. SBRAS - HREZFEDIASAS 20 BAIASHALLH ;

BN S ENmAY
§ ™
< e
§ =
]
w40
®
% 90
&
g 2 /_V\O—‘O
< 104
: :
% 0 . : R ' :
0 4 8 12 1416 20 24
SRI(R)
| -O-=mM< -8 sIMPONI 50 £ %« | Egﬁm*x
HRAAAR - R LS RS AR E L RBEN | Fﬁﬂrﬁ ﬁ;ﬁﬂ
a4
12.4 MAAEREE 2 c:-_;z] l% mlj

T
Bl

SUbOIC) 2 2 A RTINS

ARG - 28 - R SRR B A RB IS SR AT EMRE BSIMPONIIR L

I
AEEUIT-InductionZ EUC- N2 —Et HEHERERIEE R E « SAETHS @ mES
SRR P RERED MY BB AR X (MayosT s 6E127 ; ARBEFEXRIS

EARNTEZHEIER - 76110BARRIE Y RESR0BER T IE51400EF= RE ESIMPONI - #2385
5420085 ; FOBR T 51200232 RE ESIMPONI - 238535110085 ; 350 « 2Bt TR Bm
MR - WA RERI B 2 0 ARaminosalicylates « ZHEEER - A/ RBEREE - #E:158R6E
FFAH E FESIMPONISRERL -

# R (PURSUIT-MaintenanceIBUC-2) T B AR ERERAIEHBHR D - HRLERE
SIMPONIAE R MA9456HIRA - AR RESIE - B 5 ESIMPONI 50585 -
FREESIMPONI 100252t S MBIAAR - B A 756t I8 E M B2 O flaminosalicylates¥1/5 %%
BB - T REAKRZSHARETEENNER - WESHBRETRNRE -

%<8. £ ERPURSUIT-Induction {or UC-1) EEPURSUIT-Maintenance (or UC-2)i - R 42

PURSUIT-Induction (or UC-1)
fix&ESIMPONI

= 200/100 mg

N = 251 N =253
MmALLH
FEORBAZREEKA o o
AR 30% 51%
EoBRFAZRIGKE o =9
. 6% 18%
FoRBARIREEE o .l
& ggmc 29% 42%

PURSUIT-Maintenance (or UC-2)
R ESIMPO | & BSIMPO
NI NI

AyEd 50 mg 100 mg

N = 154 N =151 N =151 -
fAALLH
RRRAER R
GAEARAEZIRE 31% AT%* 50%**
FREMR I m)e




ORI GEmA 16% 23%9 28%*
i | e nﬁw\ Byl

IN_=%F -\a,
.:.umm

* p<0.01

3 HERAMayoilS RERERE >30%H >3% - BEBLENFER

FABRERE > HEBSLNFERTSH0H1S -

b HEHmBMayoiTs <29 - ARERTFERTD > 19 -

¢ HEHBMayollSHAREFEROSHIS -

d  {#1EZHmEESIMPONIFR -

¢ S4EEBSMayoTH HEEHEANUCE RSB (ARREnE

MRAAREES ) - Bt - TR PR 2 BAE A%IRTE S4B

MRS RGP RETABRAE -

f BANEEEI0ARBSABEIEER YR (ESAB PR E R EES

HARBIDAEERE T RNRS) T ERIET R RBRE -

9 KEBARE0 kgl A L ESSOBRHMGITAERIER - BRREM

BRPRAE AR ROEE R L RANHEA)

HENLZBBAR/ART%) - S0EFEMB(42% - p<0.05)H 100854 (42% - p<0.05)ERSHER
SIMPONIRRA ERFHHNB B S WR(FI0BRBS4BESRFBBERASHR) -

#EPURSUIT-Maintenance (SBUC-2): 58FYAR - B54% (247/456)E At B8RS - 358
BAD - BEEIFSABERARRBEESE4BEMRM AN EEE NS - S0EF(38% - 30/78)8
1002252(30% - 25/82) /A S LA EIME(21% - 18/87)H % - BERRAD - BS4BAIBHEERERS
SAEALEE] - SOMESEAR(41% - 32/78)E1100%55(33% - 27/82) Ay B2 MW (22% - 19/87) 5%
cEAERGEROBEAT  RRAERAREHEERNZAELAO#ETE21618

(92.5% - 124/134) -

TEPURSUIT-Induction (HIBUC-1)RERECIBRIEDEKRRENOFEA « E APURSUIT-Maintenance
(HBUC-2)il B2 B4R T 100EFE ML ESIMPONI - B14BIFEHEAR28%ETRRWERR

E(E#Rpartial Mayoi¥5 HBIKFERBARIEE> 39) - 16%ZFIFARRARER(EE B partial
Mayoi¥53<24) -

T 8 k¥ 38 iR B AR (Inflammatory Bowel Disease Questionnaire [IBDQ))E EEE AR
£ - EE6BMIESIMPON BRI S 7 AERE - RS MEBSIMPONIFEERIBAR
- IBDQREINETRENE - —HISHFI548 -

12.5 MRS MR TR 2 P itE #F BB 3 (non-radiographic  axial spondyloarthritis - flfi#inr-
axSpA)

—IEZ.D - Bl - BE - LREERHER(GO-AHEAD) 197U R B E - EEM ARG RIGH
RZPHES AR (EERRHEAZERASASH R EN PHMEH R R - OXRERBITERY
ZEMZEMEE S B HR)RABATGEERE ESIMPONIMNZ 214 REMY - BLEMARROBAL

& R RBath B E M A SRR ERIBASDAN >4 5 BRE BRRIALLBR(VAS)T

“‘l w*L‘a"*OEmE’Jmﬁ]BQFHK BNfE fth P TIAE IEE R ARl & (B R R SF AR E R I S sk 3
{ | '..-Ihlb;\il)},r} (HERERPATYRRESTNFEER)SRE - WAL S BES BIRRB4BR

x‘&zf B FRE FESIMPONI 508857 - 151638 - HARARMIEARE - BIFMARAER
TH—RMEFRSIMPONI 50%5% - EES481 - LU TR ESS2BREE NS

..uT‘T'.u_:.-i GUIE - KIBI3% ML MR — RS (R 16B) MR ML ESIMPONARAEA

FERMEESIMPONARERBAR(B52R) - HrAESRREYAEIAE(AT, 1978)H
BEWRRRNFAOSI, 158%, HEHMDCRP LA/ MRITEE RABNHELD A AEREBAEN 3¢
(sacroiliitis)) R {E#¥ 38 EF EfT 4T - ILEERIS AR S W 2T L2 BB IR BN BIRBIS 168 -
FTERYIBFERE16ER - BHIASAS 20RHRBHHALS - TBMOFER  FELRRIFT -

#&9. GO-AHEADSI IR IR 1638 TENRMYER

R EERRIE
AR ABEYaRA BEfakusa
(All treated population, | (Objective signs of inflammation pop
AT) ulation, OSI)
SIMPONI 50m
TR g Z A SIMPONI 50mg
nd 100 97 80 78
ERENREE - BALLBI%)
ASAS 20 40% T1%** 38% 77%**
ASAS 40 23% 57%** 23% 60%**
ASAS 5/6 23% 54%** 23% 63%**
ASAS Partial
Remission 18% 33%* 19% 35%*
ASDAS-CP <1.3 13% 33%* 16% 35%*
BASDAI 50 30% 58%** 29% 59%**
FEMRUSRIBIR A IS B & R (sacroiliac joints)INHI 8 L KR
SIMPONI 50m
Z iR g LB SIMPONI 50mg
n¢ 87 74 69 61
SPARCCY MRIBE55 A&7 5
WL E -0.9 ESRgi* -1.2 -6.4%*
A nZE TR R IHEARAEAR
DB B 2 e SRR E BT C- REEEE(AT-Placebo, N=90; AT-Simponi 50mg, N=88; OS
I-Placebo, N=71; OSI-Simponi 50mg, N=71)
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R EBE 16 AMRIBIEAR AR

T R R B (Spondyloarthritis Research Consortium of Canada; SPARCC)
) sl verR ERAYLEYE p<0.0001
Shmponl Vs 2 EIREEE p<0.05

ESMEBEESIMPONI  SOERMBAMBREZLHBORA - £25168K - HBS -
axSPANMZ SUER DN AREA A SN PENS VRS RRI) - EREESIMPONIB 1T
BRE— R (4B ENMEEI B RR - BEMEESIMPONI 5085497 ARBA B B
RIFA - EB161EH - BMRIMBAISPARCCHES IR SIBETR A% 3 X MR SRS BB EE T ie
(B#RK9) - EEFMEESIMPONI  S0MAMNEAMRRESLHMEBA - £21685 - Do
A B BVASH A MR BRGASDAS-CRBENERZ I - MERERLERE R EB0
BA%(E (p<0.0001)* -

EEHEN-

BERRERSIMPONI  SOEFRHRBABENRZRUBMNFEA - EBathBEM AR RRFDIEHN
(BASMI)EFE AU B HEIE B 4 SABBASFIRT i A0 SR8 AR S BR R R M AT R B A0 ARBR L 22 (p <0.0007)* -
HBRIERSLHBOBA - ERIBMREESIMPONIARAE A BRI R I E LB ERNEETRERN
SE(RASQoL ~ EQ-5D - SF-36K) R8T L EBINEE T R EL EENNE(RSWPAIR# A b
HARE TR TENEHAEE) - (“HiL SRARLERER -)

LR AR GIERTES 16BNOSIASIERRKEI B BIORR -

EATAROSIAE - BZREESIMPONI S0RTGAEANRE16EMBETIBS -« 5K - FHEZEM
BN EEREREENNNETHAEES2BMBERKSBREA -

BREMAE
131 8%

fx&ESIMPONI(golimumab)fSIHIZ — A S MRE - K&  BEZERELABHNREEX
HEMKTEREER  BERENENREANIH BN —IRAREH &) N EMRN0E
T - B RREROHBENA - ARAEEENEE -

BRI HEHIRGNE - 2758 - Vo) LEE—BHIAHE - A LENEREHESR
- RERRAIRIRIF R R A - HERHEERU—ESELBR D NER ARG BRA -

.’ f;—]—\ "

5 ARE ESIMPONLA M 36°FE46°FRPCCES QMR D - WRER B AMMAN - BB AERE
MSRGBERED - LIRSASRE - FERARERE - 228 - 12K - BBaRat

MBERAREXP) L FRAH B(ERR BT BRI BASmart ect B B 5188 ERIBWHAR 21
- B2ERREESIMPONI -

MRETE - MEESIMPONITIRERZRT7F 25°CQM T - REBER30X - MK RE
BREPLIBRNERN - —BRAHEXSmartect BIESRERERER - 2 EBERE
KHRR - BRBORAREARERER T 2REESIMPON| - BEHESR -

14 BmAEREHN

EMBIRTTH F-5085%/0.58H —¥ 8% |NDC 57894-070-01
EBRRIRFEHE-1005/EH —X% &% |NDC 57894-071-01
EmMBRITSmart ectE 8)F §338-5025%/0.5 2 A —X &% |NDC 57894-070-02
EBMEFAFTSmart ect H BT 528 - 1008 52/ B FH —X &% |NDC57894-071-02

B REESIMPONIFR B BT SR 2 OEN —AUEARARINE « R
FEStEBESmartlect B ENEHBEMERBERER - ARAKAZNBORBRVABIEBE

e =3¢

2

sk

ZEW

SRFABHFMASIMPONI AR EEE -

B SR EAMEESIMPONIRBEN 2 R RIS - 860N R A TERAE A RE ESIMPONIA
BZA—FEXBBABGBFM - EEREFHAUBSRHESHA—RK -

BRI
BEEAEAREESIMPONITIREE FRIEH ST 2 4R TRLRAE S - FRVE MR A MR IR G AAE (B14F
KRR - RAMBEERE - MRBEFRBELNEMER - —E BSR4 -

B
BEBEARBEEAMREESIMPONGAB MR ERTRENE B HER0EN -

B TR
EEMHABBRNBA - BAHENHBEERERSmartlect BB RIET 2 LMAEES S
BERXRRBM S (—EBITEY) -

REER
FERHTEA - RHREAH RERFURBERRIEHERS - MFAMEORTIES - BIREE
7 - B B - WRRDERER - —EEOBES -
DAEBRBRABRT -
o BEEERAZA - A RRUERH SR FRSmartlect B EIEHRE - B EEOEEPR

- RBRREESIMPONIEEB THEES300E - UMEBERENS -
» VIR EAXBMREESIMPONIINE « G40 - A ol# R ESIMPONIB R AR M 21
Kepngk -
o EEMBRE

ESIMPONIEEUE?%ESH% 7B R E LS ERES Smart ect B BT 49
° BISENRES A B NR -




SUERYE R TR, Be SRS A TIE ), ROIMEABRHENE)ZA - RE
R A RRERE - R —E TR, B ERABERIFEHNMERASE @ "
L g6 W BHEISERRBRIEISY - MRETH TR LA 8T8 8 S BB R
- O IS PR B TR FESIMPONIT R -
F T A B R R R RS - PRISRIAE S RIS AT TR TS - A
IR R AR -

15 Hith

15.1 £20A

Golimumab 2—f@8 ¥ A EERBEETo (TNFO)EBEE—MHMABIQG (B4 - BB@MR
H®(glycoforms) - S FHEBKEH150F151 kilodaltons - Golimumab 3 2% FEEABTNFE&L
R—ESEARNBZOJE2ERNABEERMNMENER TE/ EMSmEMNES - Golimumabiy
S RERE TSN EREEAAMG  BER—ZINSB(BIESERERECRBRFS
Y ETTR -

fRE BSIMPONI(golimumab)it 5 B2 — 1A Zgolimumab N A S HEE - R - T EERE
AEENRERRREER  AENERRNERMBSMA—BRS I ELEMHERE) o BRI
RFEFE S @A AR -

15.2 BEIR
1. SEER [database online], US Population Data — 1969-2004. Bethesda, MD: National Cancer
Institute. Release date: January 3, 2007. Available at: http//seer.cancer.gov/popdata/.

15.3 kR#&
USPI_Sep2019+EUPI_Aug2021_v2301

15.4 IR ARELR21ES| (Version 6; Date 15 Jul 2022)

B W SEE F(tumor necrosis factor; TNF)EABEELRARIEN—EE0 SRS AZHEE
P ZIE R E MRS5S - (RERE® (SIMPONI®)R—EMEEERTEFNEHE - EhEEW
REHMA  FFARERNER - BRSO ERELHENERNEES  FERMEAFSER - A
REEBARERENER  ALSREBMEE® (SIMPONI®)AT - 555¢M ILFEREELK - BILE
BRMMEIMNBAQCERBBEIARATY - REERBEBOKRBRIIZH - TR - B8
Rk fERZE R 2N ERE -

BRZHEMEEERT ?

RER® (SIMPONI®)aI4ES e 2 B ERIERE :

R

REB® (SIMPONI®)FIREEI I8 2 BT ERMEE N - FLHFEAERREE® (SIMPONI®)HE
BERERENEDR  OFELURANE - 5 - WESIEBNEDR  BREEFLGGK - TS
MEERRA b REPHERMERRE LS - FRIFEBBMMAKRK ST - BEEE
FHNERRRTERAMREE® (SIMPONI®) -

AL - EMR BN RRE D AE ?
BaE AR E® (SIMPONI®)RIE THIER - &S MNMA0ERE
1. RIR QR E SHZ A AEARK)

TR | 508 - BE BT - MRS EER  EPRSE AN R
L D - SMEABIACERSER  BHAEY BERAVRENOE  FEK -
L8 S AT O -

T A R BRAT SR ARBRORS - BRE R EHROEE R -

U N - B A S RBERIEAR -

O E e QAR CRIET X -
7. BRFFERE  FESE  FESE  #itH  FRASRDEE  BANERBHERRD
ROFIEE - RMAIREFAEREE - THNTAT BT B -
8. Hitt A sBHEIE
B BEWSHAREN | SREEILE) - ORTIE ; CHFNHE ; CESumGESaETs
; WA  WEKERARE ; CEANBRD ; TRHESULLH LB -

BEBHSIZEMEE® (SIMPONI®) 2 i i

SIMPONI®

AR RAEN 3% -
Bimethotrexateff BEAIARD ZTEEEH S ERRUMELHABA -

B LM R A 32 -
B35 Bl flmethotrexatef FE AR ABRE R E MR EREEY(DMARDs) M Z B et 52 /1
MRS AMARA -

BERAHER-
WANSREEEBEMEMEEARA -

RBAER -
BARY R EEERZA6-mercaptopurine (6-MP)Elazathioprine (AZA)S{BHTAMMAY - N EE
FEAMBPHEBRERZTEEREEMERBFHEBRAABA -

SRS R 12 TR 2 ch Bl t4 5 HE A &1 32 (Non-radiographic axial spondyloarthritis - #§T&nr-axSpA)-
BARARBERHMERMGTGER 2 it MR ERESTIRERENRABA ¢

1. BIERERE I S R EY(NSAID) A B R B A E L RS -

2. HCRRR&EB (C-reactive protein - fif§CRP)BEFH S -

3. BHAREF (MRS ER BRATH G RNERTS -

4. HLA-B27M5 14 -

B LS 1S Rt 6 6 PR R E® (SIMPONI®)
BERR -

EAREE® (SIMPONI®)BREZBEFR R KR

1. BRUFT X B L el Eithat i

2. WIBRMIE
LEOHBARESFMEF(LE - WM ROERE - EERSUETIRERRA - FRHES -
RN GRSER - BN -

3. MA@



TEn s ARMEKEORIES - BRBARREMINERE - YEZERBSRIE - REXS PPl HEEITR AEE T2 1 # B MEE01 3

:.'

ES CILAG AG / HOCHSTRASSE 201, CH-8200 SCHAFFHAUSEN, SWITZERLAND
i A 9?&’5&15‘%#"&”“ '] QCHS SS LA

SEOREENEEBERREE® (SIMPONI®)N - BRI OMINEE - ERREE®
I EREORTS(RRN HENRFBNE)ER - MIFERBIE - THRKES

A= BT B LURRERE=F2R1018R1118

sﬁzm =Tt FERE" BEROBRAT" & MBERAT" HE
LE—LSREANBEAREBRERNE - BILAEEBE SEASEMESIMKE  BEARE 785
AR EEERREE® (SIMPONI®) - © Johnson & Johnson Taiwan

6. R R Ltd. 2023 230
ERERGTE  MRELS - MEERE - WIREMSRS . BUAGE - ‘

7. BReRRE

a. B DI IRE# (R
e FREES - BAMBERMB - FUPIRER  UEHitEaRResngs -
b. B8R B SIEEMATSE--
Bl G R TREMBATELRA RIS EERT - EARBIEREE - REURELE  a8R
REEM - EEHARIZEEENR - B -
Hit¥RZARRE :
1EHEMUAH - fE - i - MERY - —MSERAREHEK - SERFANTEL - FREQEM
BhiE -
2. L R OR 38 S (4 998 i 5
.58
4.8
5. &

M EFBIFF2AOTAEREZFARKE - TES—BANTFRELERE - FHANEASHEI 8
ZEGHRPB(HER)  HERTAEMAE - CREBESE - SREFRBRER  TORLEFNE
BEZ7EERYARKMER T AW - WEERE  (02) 2396-0100 - WIMME : (02) 2358-

4100 - 3B : https://adrfda.gov.tw - HBEEIREROERAEEREH|E | 0800-211-

688 -

& E® (SIMPONI®) 2 5T EEIE ?
1. BEROKRSEEQR~8C)

2. R4 E

3. ROl

4 FEFRRR R R RIS

5. BRHRBKEBEIRZE

BGER

JANSSEN SCIENCES IRELAND UC BARNAHELY, RINGASKIDDY, CO.CORK, IRELAND e __3:

JANSSEN BIOLOGICS B.V. EINSTEINWEG 101, 2333 CB LEIDEN, THE NETHERLAN %ﬁ

BAXTER PHARMACEUTICAL =

SOLUTIONS LLC 927 SOUTH CURRY PIKE, BLOOMINGTON, IN 47403 U Dcﬂ ﬂ[:'

=gl
) I
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