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Abatacept @SR ZXEBHMITP - BRI T HE abatacept BEMH BEARMIT - FIEHF

BRBHE S /MRTAEAZMAM - Fabatuceptia MR EIRE— T HuMEHS 1480 - &

T

T iiﬂ g
,fk.a" L0 B

’i(ﬁlﬁ_ ORENCIA AR ERERORZSTE - WIFMERE—R abatacept
b 1AM

R

b o i_{‘ﬁéi& 9T AL abatacept HAREBENNMBEEN -

EAESE - abatacept Bt HBRIENEFNERTREM (M5 103 &) -
7 ZEEA
4 INF 050
Abatacept #fF TNF IinIMIE STB7IIR (#0058 12 #) - B TNF HIEIMA R abatacept (kK

B ERUEEAMKBS  AMNRERER TNF IDEIMAOBA - 13512 TNF 055
abatacept KIEABMR ERERS@RFNBBBN - FUL - FRM ORENCIA #7I TNF HIHIm -

Fadizh=siin to)

AW E NS5 47 R FENE methotrexate - NSAID M MERIS abatacept MEMBETIRE
W (2RE 11 8) -

1) abatacept - sulfasalazine - hydroxychloroquine & leflunomide - BRZEABEAMRZEM
.

ORENCIA mmi%%riﬂlﬂ!‘lﬁiﬁaﬁﬁmm T fEI34 abatacept HRB RKHIEA - BARAR
$9M0RR B AE AT {5 ORENCIA #1F8 anakinra s§ rituximab #9%22 t& FM &Y (#0088 5 &) -

mEEE

JEME RO H abatacept BIRRT - thARAEEM A ORENCIA %) 3 BRAERA - BAIILREN MR
CEHEENEE MR WEIER ORENCIA BEMRA - EERRARNEY  BfF

ORENCIA - TI4ESE{E R LR IA IR A MM (#BA8 5 70 6 &) -

R 2B R AENNRREMP - BiT(E abatacept HEMRHAFRETHEOINMTM - LR
RA 75 A JETE 8L A SR EE A AR M - BT abatacept BIREERERMOA YKL - B
FRREMHIRR L REA RSN R RBOIEALED -

Abatacept & — AR TSR D - DAREFT 23 AR MIRES R BT A0 SRALRIE M 3R A RE i
TG - RIER X MIKEN I % - 18 abatacept AMMA (62/112) XS RO BIIEH B K SRR M
- IR AIRESAMEEA AR ARNMED 2 & .

MEMEERD - I HLE FHRE-MRBRENARALNEXFTARD®R - FER
abatacept - IEHEREME % - 119 BiI%R abatacept AMEFERLZA RIMEAMEVFEAD
(73 ANBEEEMRRNE - HEMREAHENAMLMMNED 4 18 -

8 BIfFF/ARRM
8.1 WREERIERA/FRRE

BATERA




mu;wr.. 18 (2653 BHARE
BEHREREMERSA -

abatacept - 1,485 A2 L RIM) ©IFE abatacept

MR B UM - abatacept AR REEM (AR) RERRAI 4% - REMA 458% -

B shatacept AMWBAP  BEIOFRRM (> 5%) BiAM - B0 - EFREEREER
W) BFREATFELSMAEALS - abatacept AMIREARI 0% RIJLHMYEAR
20% *

o - ]
TIAE E WS FREEER LA (341 BFEAIER abatacept - 253 ARRRME) ®IRES abatacept
AREBEIMEMETRBA (S 12 #) - ERAE PsA-Il SHIAK) 24 MR BWHRBA
abatacept M MEA AR EXRRMABA LB (2518 15.5% 1 11.4%) « 24 Wi H
MERNAR - E— MR RDIRBER > 2% KWARRM - PsA-| 71 PsA-Il R ZRIMBRER
HiEAE  BRMARMMHRENEZHE-R (R2) -

]

%2 AEBRERERILR FHEERPHFRRM - VikkKBESRAMNBERIL  RA
KTHER  BREE1/10); BR 1100 F < 1/10) ; 8 (1/1.000 E < 1/100) ; BR (>
1/10,000 & < 1/1,000) ; BER (< 1/10,000) + BARARG - FREMEBEREBANT -

®2 R

BREFTER Y CFREER (BEEER - AKX BHX
1)

®HE THRERR BEXANENR)  BRE®R  WERHR (B
By - DRswRmeg) - kb - me

PR FEER - PW (XIEP) - MME - MARKER - AN
» BEER - A% - ERARN

BE A BT - BRERR - FRARRNES

B - Bl FENR (B VR SEGES  RENER
EREREA) 28 HER - WELEA - BRARE

MAERUERERS
SR MERD - BmMRED

PR OBR

PR OB R - EERMEE (SIEKE)

R S R
LR INER - RN

REA RS Kk - IRAMIZIE - R AFIR

PR

ERRAERHERYE PR ER

SRR PR O0E - OEIBR - L MAS

mERR KR EBODE - MEAR
PR EMR - MM - AT - MES - MERRE

FR - RERGRERYE BR BGR
SR AEERESHESMRL - REEN - e - CRER -

ERRE
32
SRR ®E MR 8D HERR - ORERS - ORI - Bt
LR OER
FrmRE HMR FMENERN (2IZWMENA )

BARETARRY ®R RE (BEREAR)

SR ERRE - KR T R WHS - N - A -
KLY - B5F

NABBRLEHERAR RS - TR

PR

SRARRILBRE PR MR- SmeE

=

|

lh P

®E #e R
HROFRERR - MEHN

'ii“‘-ﬂﬁ EHL I

;R
R REARRD - 1BR
227% + &£HWH 205% -

abatacept ARMBA - ZOAMEEAMAMNERREES

%% abatacept EA - EVTMMAMEMIREEARETR1.5%  THEE 11% - 182
abatacept i EMAMAZ MMRESRLERLULHE S &) -

EWEHBRP  ER abatacept AMBANBERNBMER (95% Cl) KB/ 100 FBAF 3023,
38) Bl MEIRKEAMBEARS 100 HFAE23(1533)H-

R RET P - 20,510 HAFMMIER abatacept &
BREFERT 100 AT 24H - FRERGIFEE

AMK 7,044 BREADP - REERN

FeR

TEREASIS AR A BT - 15 abatacept ARBAE 12% (31/2,653)of REBMMM - 22
LRI REAB0.9% (14/1,485) « 1R abatacept AMBANBIEMMBRERHRE 100 KA
£13(09,19) H - MEREEMAMBEARBE 100 BAF 1.1(0.6,1.9) B -

EHKERRSED - 21,011BAFE MR abatacept [AMRIN7,044 BHEAD (EPi1BA
1,000 &% AR abatacept AMAFR L) BHEMEMNREEBT 100 FAF 12011,
14) B - FRERFUE -

EXRRMHEHAS BEROBENERFREREHEE ; 2R abatacept AMEAARE
100 BAE06(03,10) B - ERLHMAMBEARS 100 HAFE 0.4 (0.1,09) il - TREHP
RE100BEAF05(04,06) 4 -

ERRMHAEKA RS - BN RNBETBIERME - 122 abatacept AMBARE 100 FAF
0.17 (0.05, 043) %l - EREHMAMRART 100 RAF 0 Hl - FIRHMPRT 100 KAE
0.12(0.08,017) f - B¥RMERBIEMRAMER - 3 abatacept BMHEARE 100 WA
0,04 (0,024) fl - IERTHBMEMFEARE 100 WAF 0 fl - MREHRPRE 100 BAF
0.06(0.03,0 1) »

MR A

e S GRS R SRR N - 1- IV - VBRI 12 B) - RATHITHEME - RERNE
f]mﬂsmmi J4 i) EIER abatacept BRBAP - HIEREXRMEMBAER R

'_,..1 4 w@(’p.”u 52% < RMMB 37%) « Abatacept Ml REH (1-2%) BRI -
L '-
i 4

]-Fig ul_igﬂscupt FAMRBARBHRERTHMEH (>0.1% B <1%) SELMER - Hl0iEm
T - O EE - SIREEN - FREM B {ERDENNRE - B0 - A5 W
WHEZ BN - B BRES - WRTE - 205 - WESUNS - WITHGAMN - BT
BE - WOEHERSEE - B2 - MERNASRREZPERM -

VEARIVANSHEARDAER - BRI/VRR « ORENCIA T H# 24 MFA - BMR - ¥
W% - WREMSOHHRRBARENNRERED R

12 abatacept MFAD  03% RBRUERIIEMER - EITRMARRAR 01% -

RIEPAEEFR (COPD) MAMFRRA

fESB IV o - 75 37 B COPD fAAIER abatacept 8l - 17 HiRREEM - ARREHE

- COPD /@A % abatacept RFRRMBERNE (515 47 1% F1514%) - &R
abatacept HMAIBA - LLIEREMEHHBA - B REESFER (55)% 10.8% M

5.9%) - 8115 COPD RUERFAIFMEM - 122 abatacept AMAY COPD HA - L1 & MIINHG
COPD A - EXREMEN LR (54% b 0%) - 815 COPD ST RIF (1/37 BHA
[27%)) FZWEK (1/37 BRA [27%]) -

EMREBE

AL MM - abatacept AR FKME S MIAMI AL ML - FORZEAMIR dsDNA ke -
EVENE - 2 abatacept AMFARNEMLRERBELRT 100 BAE 88(76,10.1) A
ERERBAMBARSE 100 BAE 9.6 (7.9, 11.5) ) « RetMPIER abatacept AMBAN
BERBT 100 HAE 38 f - REWBARBMEUSN - BYREMSBANERTLALH - A
R E - B8 MECAER ¥ (Sjogren’s syndrome) -

SRmRE
B I 8 Yo 5 IR 34T i (ELISA) el q?@m'm,ﬁ— 450 @ 5155 abatacept &
8% B 47 3,985 HHEBGMEEWA £ 3, 35?/\(45%) REENmEE

abatacept 18 - SR (11T M~ 43 ﬁl-ﬁ!l 4 %A abatacept A - Heh
103 A (5.5%) (i iarmamg )

ERMERA CTLA-4 55 % (i
REEAEDPHIM - 517 18!

AMTE - AR T
- B FAPBTES - 0t
the -
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——
ah

e |

ﬂﬂlﬁi‘l‘ihl&i%inﬂ

“Abdeac ;m— H T B RR B - 48R0 infliximab B948RAZE 2 14 F AR BBERETIR
A mp!ﬂq

-'.-J

- —, e M FIIRSHAMA D - RS abatacept Eﬁiﬂ?!‘(ﬁﬁﬁ?ﬁﬁﬂf'ﬁﬁﬁ < ERREM A
=il ﬁl”ﬂ’n (214) FLERAE R SA4E M0 - £ abatacept BRUNRMMERFILRER

uéi: KD BIFIR MR BES - EEEEim]ﬁ!ﬁ!&/l\?ﬂ%iﬁﬁ!ﬂ)ﬁ!&'ﬂ%ﬂ%f&ﬁ
i — BT - abatacept WoRIEMEIRE Bz - TRIEWILERADIE

Wi 5o m'ﬂ‘!gﬁ KGR0 BE D SR R/ UM S RS2 E B P b (germinal centres) HIRKE ZEEMNR

il ~~ M0 (lymphoid depletion) - TSI - BPALE REERBHIFINE T S.L - RIRE

#5190 116 Z 17 NS RHEIUREMT X ZER A £K ORENCIA i{58 (#8528 12 &) - 01 N0 U0 5 R 3 S8 T T A A 8 1B 034 ES B 28 (lymphocryptovirus) + {8 36 5k B2 315
E5M 4 BEMERMRIERYALRE  TRRMAERFRAMARL (R 2) - EFFBEM B FRRMRE - BADREENELRIRMIEAR @A abatacept RURARME -
Sh -
HEXREAE - abatacept BT M IENETNERTREN - HAV/NR - KENRTF - 9
R FIFIREER (DFMW - RIEK - MX) - BR (PEXRMIER) - MR - RE HIEAH 10 mg/kg MM 20 ) 30 S 2R - EITIRAEM - AR HA - T KA REE
ZRRIER - & AUC - KEAHS T abatacept REEHIE AT 10 mg/kg RIBMAY 29 12
HEFBREM T HEE » IFFRIB W abatacept BIRBAEMRFHIAA - ERER abatacept ERIMNEE VS MDP
- AT B34 45 mg/kg B/ abatacept ZBRIME - WREIRFRIEMR - ki AUC - HBA
22 5 10 mg/kg REMA 3 {2 - €200 mg/kg MBT - k¥ AUC - IRAE 10 mg/kg RBR
AR MEMBMEMMEBENARAN - RRDCHMBREEN PR RNEDAT - & B9 11 1% - MERRETHEERIRB RN (LR R T I EMRIENRTY T Aiaaminiemm
abataceptW¥ BT 5158 R TSI FEMAN4E A MR - 4092 MERSHMETRBAT - BRER 9% . 1 10 SRMEMN 10 EHEDFED - 1 BWHEDBEIRFIRAREARK) -

R RIR 7S I3 (3.7%) A L PEIRSE B 3(2.9%) - EabataceptEMANMANAE AR - & iEE
2 B f8L 5 (7K Y8 PR AE) +

il P ot 883 BN 0 I JEX k'
R abatacept HABRHMERRSEHERY  SIFERERNEABBTC (DEAR) -

it MR Jt3h - BB abatacept AONEMMEAR - S LRPHEARMER ; DEARLTHBR
LI ORENCIA BBMAY 190 £ HFELEEMTBHBASD - 1 & (0.5%) HARSEEN RAGHEIR A EUE - MU/ NERAIR 70 RAIF R AR - AR LIRS
WERHTIN  OATRETRABRE - A B C BRAERLRTRNEBOAESE Bt - RN SEABE ZARE abatacept AW + BRI REIE LGRE
4% - 2% 4% - BIBANTMLAERA AR - 6 BBLEATRORBIE -

1 EDHBREE
EY e
31 # MEEF ORENCIA ERMB B NELBIEMEL BA - UABRELRERN HH14 ZATEERATNS )
(ELISA) 0T B 1% 8 788 abatacept £ F AL abatacept Z CTLA-4 BHHLM - FHA SRAIRRE (812 15 - 30 RAZ{EE 4 ) - abatacept EMAREMBAA DR )
7E A FEEHES2 abatacept A MM IMMMBIEE S 0.5% (1/189) ; B BER% 13.0% (7/54) ; T % BT 2 mg/kg 3 10 mg/kg WEBEEER - Crax 11 AUC AR ASLEAIEN - £ 10
CBEA 128% (19/148) - 1% B RN RTLRMANEA BILFHLRES 6 BE mofkg F - SUGRBETMA 13,1 X . 76 85125 K ; 31195 100M (Vss) & 0,07 Likg - 7142
)+ MRS 407% (22/54) - i abatacept FMEHGELFE - BRMEE - FtF 002 2043 kg ; ZRMRELIS 022 ml/h/kg - FHRBREABRENR 25 pg/ml - AP
methotrexate (MTX) £1 58 B P22 BIMARA N MR MBI EEBRM - AMVEERTRR £3 Crna ELEY 290 ug/ml. - L 10 mg/kg BERIRP—RAIMRMBMEIRAREHEARYE
MSLAE AR - tLAIASLIN abatacept SAERILAM - K WEMAMIARA ORENCIA 2 RIBD WA MK RE abatacept 2EHEEM -

i® 6 BAM 54 BEA - EFFE ORENCIA AR B RREWRERM - N
BRI NIRRT - abatacept HIBREAMMEMNTIEBIRS - FRRER) (UMER

BRI ER) FEEWER R - Methotrexate - NSAID - 52 SEIRRF) TNF JDHIM K & K abatacept #2
EMRRR G EARE - T B R M B AR ARG - 44 BB R S SR O B T WRE - RETRH BB RBINER 2 RATINEAR 2N abatacept HIWME N R K -
(P AN ECEE 1) RO TR BB AR ALIE - y

Jo N2 L i
RN A AN RIS T SUR20@E - RESIHM5E) - 6Z17RBA fE PsA-l P - RARIMDRES 1+ 15+ 29 RMNZ% & 28 X - ERWIRMBEL UMY abatacept 3
MR EHRBABARIG - ERSHRCEHNNELREMBSGTRIEEE - H—OBAZML ma/kg (3/3 mg/kg) + 10 mg/kg (10/10 mg/kg) - LA 30 mg/kg %1% 10 mg/kg (30/10
S - R0 E T A AR M X IR 0B SR - BB — R E AL mg/kg) + BIELMSP - abatacept MRS INE HMMAAR + 5 169 X - 3/3 mg/kg FUAMS
(R - ERR2ESE - 181549 (CV%) Crnin B 7.8 meg/mlL (56.3%) - 10/10 mg/kg BE% 24,3 meg/mlL (40.8%) -

30/10 mg/kg MiE% 26.6 meg/mL (39.0%) *

: P‘.ﬂ\‘dl.lg‘(lm BW— R TS abatacept 125 mg % - % 57 RiEF abatacept HIBER

_{"‘4--\_15'_

dﬂ;_ BT % 2 ESMERINRMZ S RN SR - BRAEEEYREERNEEE wn—niz 69 REOBETI (CV%) Crrin FBINH 22.3 (54.2%) T 25.6 (47.7%) meg/mL +
q _&‘Jiéﬁﬁm Eﬁm&T,inMEQQﬁummﬂnmmassﬂta(mmﬂ _,;j wr,m AMRETIEE—18 . PsA FAR abatacept BRI N5 17 SRET
nbat zr&m (L/h) th AP E AT F+ RATHR S «

:’ 'r

¥|J 17 2 HERRIEME Y R AN abatacept 10 mg/kg % - abatacept MM R IR
RYBNBHFET - SHERLMERE(LE - HFLIRIEME% 5 A0 abatacept 155t
RREAE  REENTRRMEREE - SMSNRBRERARNTS - £ (40 kg MESIRA 04 ml/h/kg) BRAAFRREMERFEA - 5% 40 ko MESZH - 550
9 BR IR B A RS HES RIS 0.12 L/kg 70 114 X « IS ME DRSS 5 AR rNE
) E{LFIREAS M . abatacept OMATER2 S REMIERAA - 15 40 kg HFHA
RIBOFRE 50 mo/kg W - SRIFKLRBROBIENS - DRMBAE - KENFARS BRI (BE) AT B AES BB 204 (66 F 595) pg/ml K106 015 E 44.2)
| RFRRBWOTALER  LREGEBOERAR - pg/ml - Tt 40 kg BLERA S BI% 229 (58 F 700) po/ml 30 13.1 (0.34  44.6) pg/ml +
10 MESH

12 ERERELEARN
RYSama ¥ | BIFEREIDEIN - ATC 105 : L04AA24

Mm!!E&'JE!ﬂM!]‘RGEBE I&Eﬁi?& abatacept BN RL 2 SBRHBRRKBEBERF

Abatacept R—HiD) BEMEEA - AARGIRBETHEAMAAMFIF4 (Human Cytotoxic T- B& (American College of Rheumatology + ACR) 2 H - 7 E BN FBMIERAEH 3 (RA) K9

lymphocyote-associate antigen 4 - CTLA-A)MHMS BRERABRRAIREEG (IgG1)EEfHfIFC HABA - S 11~ - V- VI READAEMRSERE - 20075 12 ESMAET 10 EHARR
(% [hinge] - CH2 « RCH3IB)MHMLER - ZFIFESR DNABRZRTERAIARRBRA PN 85 - SR IV 205k B2 R (145 2 0 D A N % 2 A R 7 -
BmE -
SV $HEEA methotrexate REAR - {BNEMIERIBENR methotrexate ARA - 3
101 fERIAP 1& abatacept R LMW RZ 2 - It5 - SIM V 1RET abatacept & infliximab 18R %
Abatacept STRRHARMMIOTBATRIL - REM T HEBRTR D28 PWRL5E - R e o R SR LS O TR R R GRS SR
Ry L N abatacept MM BT 2% - TNF MIFIMERSR D BCHIA - RRFEMIARBFRY
THEMABKNSEREL - REARSREMBHAERS : T ERISUMIRRIEAR (A . N
N o N = . (DMARD) SUss2FfEF - st B8 IV TEE BN RIF £ ML R/ EMIE DMARD JAM - (IMER
1) BRSZEEEANMAE - TENBEMNAREEE - ARZRAMKRTER CDS0
P - S ABRES I BRREMMIRATGR 2 ; WIE A SRR EEEHN DMARD Ead
CD86 % - BT HEHAM CD28 FMES (ALK 2) - Abatacept JWM— LS ZE CDBO
CD86 - IR D)t B EIAMEE - FISET - T T WO - LS T HEE M - M VI D - #HEKE B methotrexate (MTX) &M - HRAREF (RF) - BT
MEMEBS abatacept B - 2 1M (Anti-CCP2) Bt M#AEMIE MR RIEMEFA (B2 <2 F) . ANSKER
- P abatacept 1L methotrexate 3% methotrexate N EZBMAM - ¥15 abatacept BB REZE
M RIRRBMERES - sbatacept THE T MEAMKAILEAMEEERARTM - M - i188 SC-|l #£5% abatacept #l adalimumab HHAHBRUREZ 2 - m%Ei?&'FE‘MEEQ - REB
s ; ' § . TR EEEMRERREA M - HRRRATEEEE RA B %A MTX BGZREFRNB
jaRatecRU A IR L AT acspul A - 58 Sl SPHABEBRBRLOTRBEET (MR CCP2 5 AAAIE 2 TRE
O T HEMARNERRRBRUENMRRTEEF a (TNFo) - THRRy - HaxR-2- i i " o -

EQRM [ACPA+] F/aE RF+ - BELMETRA) - AR WIERA MDOSROBEIENNEER
HEMEBRAAARA - §71E abatacept SC #A methotrexate (MTX) 8 abatacept B—mIA1EMM

102 RYFBRHE MTX E—fi - 18 12 BEMARERRERAR - RE2 BREZ ARDAREHABEOEY

7E abatacept MBS TEK-2 M (T HEAMRELANET) MBMESE - WEFURIRIKH (PHZEREIE S B DAS28-CRP & 54 ; TIERISMITMIER 6.7 @A) -
HRHE ; B TER-6 - RERMIERAE 3 DIE AR D W AR M AR S AR IR 4
JEARET  RRRARELENEMAN  C RAES - RRNSUBRAN - L5 B SR | R ARSI B IER 2 % 10 mg/kg ) abatacept MM - M 12 88 - M1 - I -
REMEOMN-3 (ELRBWNNAANE) OMMNEREE - DNPHIRRTEF o IV - VI B95m A RIS AR Y AL (6 12 R EEMRAE LT 10 mg/kg () abatacept XM - B4 12 B
(TNFor) tHBE{E - (SE& 1)~ IV~ VI) 3% 6 {8 (Gthe 1) - RAE 60 2FTIUTHIMRA - abatacept MIl#% 500 X%
60 X 100 2FTHBAR 750 M3E « kB3 100 A/THIRAR 1,000 5% - KV MBEABRHE
103 WHRATRS HER w12 ATMAEIE = WA abatacept 3 3 mg/kg infliximab XXM - AR 6 B - SV Y

abatacept  infliximab 4 - B®SMaM 6 @8 -



DpmE - Vv VIS SCHNl - SCHIIE - 53 BUFAS 339 - 638 - 389 - 1441 - 431 - 509 - 646
350 BRAFN ¢

R B

ACR 2@

EHUE Il (1) methotrexate RBFARMFA) It (3 TNF IHEIMEBARMRA) VI RE ERE
methotrexate RIFBA) P - 152 abatacept JE BB AEE ACR 20 - 50 70 MAENE SN EFINT
3 .

LB 1| 0 11 iR abatacept BREIBAD HEAHE—B (5 15 X) EBRRIARNEHN  ACR
20 RMmgREtBAE N - BERASBRMRYAISIE - KB VI P 2 29 XK BRE abatacept M
I methotrexate SAMMIBA AR methotrexate M EEHMMAMOBA - ACR 20 RW KA B
EXeE  BEBEG BRI P - 56 BAKRIIACR 20 REHIBAP - 43% EH
12 BAR%E ACR20 S -

"3 Lapelind - Bais] 12977
BABSLE
K GEFIA MTX Y MTX ERRR % TNF 05IMRETR
mnlwv [ 3] BN
Abatacept? TRIA + |Abatacept® RTHIM + |Abatacept® +D TH®H +D
+MTX MTX +MTX MTX MARDP MARDP
REE n =256 n=253 |n=424 n=214 |n=256 n=133
ACR 20
15X | 24% 18% 23%* 14% 18%+* 5%
ot
- ®am || 64% 53% 62%** 37% 46%* 18%
= t
= L 2% e 68%*** 40% 50%*** 20%
1
: 1218 |76% 62% o i hiad N
ACR 50
@ 1
5 i3 | 20% 3% 32%* 8% 18%:+* 6%
i 3
= LG o3 EE® 40%*** 17% 20% 4%
: #3: BRI NP KRR
" M AABHL:
' L ke MTX B MTX REFER & TNF HMRETR
Heev [ ] (=TT
1
g "2 8 )E7% e 4%+ 18% NAd NAd
ACR70
1 S113 +
EI@ |19% 10% 13% = 6% -
A
U Ak Y
26 2% 20% 20% . 10% o
=]
4
. %1218 | 43% 27% e . NAd e
if"mﬁ 27%" 12% 14%*+ 2% NAd NAd
DAS28-CR
P e
H6@E |28% 15% NA NA NA NA
A
£128 (1% 23% NA NA NA NA
A

*p <005 - abatacept HBRNELEM -

**p <001 abatacept WK ZHH -

***p < 0,001 - abatacept AN ERIM

'p < 0,01 - abatacept ME MTX 18825 MTX MEZMM

*p < 0,001 - abatacept MLt MTX #5321 MTX M EIH

" p <005  abatacept ML MTX 4885 MTX MEZAM

AEE BB 10 mg/kg (#6855 3 &) -

bi FIK) DMARD €135 F 51—~ £ M : methotrexate - chloroquine/hydroxychloroquine +
sulfasalazine - leflunomide - azathioprine - MM + anakinra *
CEBWRRMERREN 6 BFEERACRTO0 il -

46 BR% - HAB AR S MMM -

€ DAS28-CRP (B E# S DAS28-CRP 5K <26

SR - VI BB HBIE 7 E -5 E - S -2 FHB - MEE

- obiataept FRSMIER ACR 20 - 50 - 70 S FE - SM | TEH 7 FaHAE 43 BIRAM ACR P8

?:“i-"ﬁ_h' CR 20 f2PK - 58% EZ) ACR 50 R - 44% 183 ACR70 /K - 5108 || €655 5 &F3F

520 B AR ACR RSB 84% iEF ACR 20 RM  61% #%) ACRS50 R/ - 40% 13 ACR

70 5 - 0 11| G5B 5 F IS 91 BMAR) ACR RME - 74% 185) ACR 20 [ZFE - 51% &%) ACR
S50E 3% JREVACR 70 RS - $M VI TES 2 FE¥AE 232 BAR ACR fRHE - 85% %3 ACR
20 % | 74% 18EI ACR 50 [/ - 54% 183 ACR70 218 -

Hitk@a#E ACR REMEANBRRRIEMERLETITRR - NKT) abatacept HBBARE
TP 65 SRR 1 A 6 (LB -

DAS28 2
th BRI RIE S B 28 (DAS28) SPEHEMREE « BRI~ M1~V - VI 4 AR ERMaE SR
&+ DAS BE N -

wESHEAMGR VI . 1 EH - abatacept 1L methotrexate A7 41% R A EE DAS28
(CRP) EMHMER (5B < 26) KA WA methotrexate N L= BM (23%) - abatacept EHE
1ERRM - DS 2 SR -

fESER VI 9 F SRR - 58 2 SFEME)MAR (DAS 28 ESR < 26) BTEsH kA VI o §EFD abatacept SBME
B1ERBA - TENTFHE - FEBRD - 108 BRHAER 101 LLAHABSE - NHEAERE
M3 10 mg/kg (ABA 10) 3% 5 mg/kg (ABA 5) f) abatacept « &M 1 Fi& - WRAEH WAL
WEHMER « Ml ZMERINFASRR AR HEN -

s V : abatacept & infliximab 188 MM

T —ENSE - WEHER  HR methotrexate RMARMKBA « 54 abatacept &
infliximab 488 R REMML 2 EREH (SR V) - TELRS abatacept SAMBAERR WA
% 6 MENEREMTIONE - Z®ESE 12 @RLWES TR abatacept M infliimab #1%
2HREY - SBNOERME RS - 8 6 AR abatacept A infliximab & DAS28 L iEEEE
REAM (p < 0.001) ; abatacept # infliximab A2 Rk REL - BV iy ACR RMELEHR

- B DAS28 HM—H - £ 12 BB - abatacept SRR ZMLE - & 6 BB - abatacept
infliximab MEMMANBERFTEBHRERSBIR 48.1% (75) - 52.1% (86) - 51.8% (57) - MELH
EBEAREHRERSHRE 13% (2) - 42%(7) - 27% (3) - & 12 {BAN - abatacept #
infliximab BRIERFRBHERERHBIE 59 6%(93) - 68.5% (113) - BEBRFTREHRALESH
B1%5 1.9% (3) * 85% (14) « SKIBRIBAK METREER - TTAM TS abatacept HRREMMHEE
abatacept AR - EIFMHMMKMEN - LIRHH Y infliximab 8% abatacept 72 ZMMH R
P - $5MGE abatacept BOIBAD - 5 365 KA DAS28 7 MM#E (-3.06) - ETAEIFEIE 729 X
(-334) - [REIER infliximab 2% R abatacept HBAD - 8 729 RAMMERINTIY
DAS28 53 BiPE#E# 329 - 5 365 X/ 248 -

B8 SC-Il : abatacept 18%#¢ adalimumab

BT BRI - BE GIREIFA) - FFBUEHE - Bt methotrexate RAARMBA - FE
SE—RETFE9 (SC) abatacept - M abatacept FFIRKE (IV) IREMR - AR ER—BR
TFis adalimumab - M EEAER MTX 9% 2ERMHY (148 SC-Il) - TRTERMBTER

12 BB %3 MF) ACR 20 R ZIEL1E (RS EMAT 12% W) - abatacept SC 4% 64.8%

-~ (205/318) adalimumab SC 8% 63.4% (208/328) ; EBMZERS 18% [95% EHMER (CI) : -

Sy ud) 24 R MARRMERL - % 24 @R ACR 20 B - 5B abatacept SC @

! S8F% Q‘}_Bq!ii:ﬂ) - adalimumab SC & 60.1% (197/328) - Abatacept #) adalimumab 75 12 @

VAN 24 B30 ACR 50 « ACR 70 yE—R BB - 8 24 [BRM - SC abatacept 47

" Zindallunel Sifh DAS28-CRP BRI BRI B & TI9M(C (REIS ; SE) - 9B -235 E

0,087 1955 CI: -2.51,-2.19] - -2.33 (SE 0,08) [95% Cl: -2.50, -2.17] - RAIM{LIERNEIL - B
24 BAK - abatacept M18F) DAS 28 < 2,6 FIEAR 50,6% (127/251) [95% Cl:44.4,

56 8] - adalimumab % 53 3% (130/244) [95% C:47.0, 59.5)] - Abatacept SC # adalimumab
SC 2R - % 24 [BAL HAQ-DI M Z KN B MM E - DRI BIER B -

EE—FNBS_ERETRSMREMIEANTG - MAE 24 BRBPN  FAREMREMR SR
Bl - 24 @A % - abatacept # adalimumab BMHBEAD - 5515 41.5% (132/318) - 50%
(164/328) WIRETR R - MAH BB 35% (11/318) - 6.1% (20/328) W RAEREFLRRM
- 524 BER - 20.8% (66/318) K abatacept fiBA - & 25.3% (83/328) &) adalimumab B AR
hatke -

tEst e SC-11 49 24 [EB AR - 1R WM~ abatacept SCBMAIMA - 75 3.8% (12/318) H#
EREER - ERWIOREHM ; 8H—W—R adalimumab SC ARMESH 5.8% (19/328) - W
9 A AR -

Abatacept SC # adalimumab SC $1E % 12 BAMNBERLH IR MRERS FI% 38%
(12/318) + 9.1% (30/328) (p = 0.006) - £ 24 BB % 4.1% (13/318) - 104% (34/328) « T 2 &l
IR - 182 abatacept SC N adalimumab SC AREIRADP « 53515 38 % (12/318) - 1.5%
(5/328) BENEBHEEPEHEMRALER (Bl - &M - WHORR - SWHEAIH) -

SR SC-IIl ; 5k %1528 methotrexate &M RA RARIERER

EERMR S RNRESRR - RtHREERBEBENARREET - BRRIZRE MTX ARNE
SEEHE MR RAR R MO &6 ¥ Ak A 7 A 5F15 68 A abatacept SC 61 methotrexate (abatacept +
MTX) + abatacept SC 87548 methotrexate B/7RE (MTX 48) - K8 12 [BAMAMEEHRNER
AR - RER SR MR ERINIERERNRY - FRB={EAMMA (abatacept M.
methotrexate AM#A - abatacept HMAFEL methotrexate AME) P - ABNBATLERET
WHERRR (REEREN) (T -

TR o BN -1 S (58 DO A
AbataceptSC+MTX' | MTX Abatacept SC
FAAN ¥ n=116
resmins @A I 12 WA R wn st
DAS28-# RINEIENITT ]
B ML (95% C1) (1R MTX)
P
SDAI tFkaMD

~'—_ 1.
5T AR (95% CI) (KA MTX)
Boolean (R E %

4.31(-7.98, 16 61)
26.7%




R SC-IIl PIRMARERR FRMLERE

MTX
n=116

Abatacept SC + MTX
n=119

HERMMSERANA 12 BAMAMERREARNEER
fliEt ZR (95% CI) (H¥R MTX) 14.56 (2,19, 26.94) N/A
ERANSEFBALE 12 @ANE 18 @R (T2 KR% 6 BR) FEFEENLEH

14.8%
2.51(1.02,6.18)
0.045

Abatacept SC
n=116

4.31(-7.62,16.24)

DAS28-1& &2
BSELEE (95% CI) (HHEF MTX)
P&

2 DAS28 ERFIEAR (DAS28-CRP <2.6)
b SDAI 154 (SDAI <3.3)

7.8%
N/A
N/A

12.4%
2.04(0.81,5.14)
N/A

ik SC-lIl & - ={@;aMA (abatacept + MTX - abatacept B—3aM - MTX ) WE AR
- E 12 @BAKEREE - —@RMARA DD RIS 44.5% (53/119) - 41.4% (48/116) - 44.0%
(51/116) BEREFRKRM - 5517 2.5% (3/119) - 2.6% (3/116) * 0.9% (1/116) BB R EMB L
R - ZEHATS % 0.8% (1/119) - 3.4% (4/116) - 0% (0/116) BB REBE RS -

RESERR

aH || ANELER VI S EEREARY - TR R R SRR (S M ROWTIN - EFE Sharp £89) (Genant-
modified Total Sharp Score - TSS) RRIEE -2 845 B (erosion score) F1R8 &5 25 5] Bk i 73 B
(JSN) 824 -

B8 || P - abatacept ARBARERI TSS PIMR 31.7 - THWMAR 334 - MR 5 AR - 18
12 BAMARE - ALBA/methotrexate HLE - abatacept/methotrexate TIF B4 W £ 1R KA
BEIEE - NS BE abatacept (RA - B 2 FMEMERBRBLER - BARABERE1F (p<
0.0001) - 1 FEHEHMMEIE AR HiERORINE - 2EMER abatacept JAM - WIFTMRTIEL
SERBLHR - 28 5 A1 - REERAARKEHEEPIENAS TFI9ME LIRS
HARSH - RS ACE) abatacept ME MTX - MIZHBME MTX A - 51 3B 2 ENFE
HREDRH 041 - 074 (n=290, 130) - B2 F£FHE 3 £ 037 - 0.68 (n=293,130) - F3 F7
B4 ER034-043(n=290,128) 4 FHHS5 F5 0.26 - 0.29 (n=233,114) -

®/5. ER 112 BRMMEEIORESESE

Abatacept/MTX ERM/MTX
[ 1 n=1391 n=195
Sharp #5}
BHIK

JSN 538

P
0.012
0.029
0.009

1.21
0.63
0.58

232
1.14
118

2 iBME WA -

9 ﬁﬂﬁvﬂ(
[T B

# | methotre
L A

# abatacept Mt methotrexate AMMAA - 1HEIR methotrexate M AMA
T5S FHYMLBAERE - £ 12 BAK - 61% (148/242) f9 abatacept ML
A - T 53% (128/242) i methotrexate MEZMBAABMAKEL (TSS <
abatacept ML methotrexate ;&AM (24 @A) KBA - HRR VR ER

“retiBtrexate M ERMM (12 B8) - 2% 12 @AXS abatacept M_L methotrexate MIMBA - &
AR BB CEERIE - EA 12 EAMBIRICRRBAD - 59% (125/213) WiRER
abatacept MMt methotrexate JAMEIFA « M 48% (92/192) —BALE1E R methotrexate Wk R
FA abatacept B9 A - REERE -

i SC-1N MIALERIRIER (MR]) - REFSLSNIEMEIAM - 1R abatacept + MTX @1
MTX ERTFIRMAER - 1B MTX @ - abatacept + MTX (B18 ARG 114 M0 3R M2 (LW 82

E(&6) -

me:

B SC-Il PRVASIRIE RS St MRI IR

%12 @ 803 abatacept SC + MTX &858 MTX SRTE10RMMR (95% C)*

MRI 2858

MR & 3¢/B ¥ KI5} B

MRI B2 R

-1.22(-2.20, -0.25)
-1.43(-2,68,-0,18)
-1.60(-2.42,-078)

*n =119 . Abatacept SC + MTX & ; n =116 - MTX &

SMINERE
ELER I~ - IV~ Vo VI B REET R SR AETE R (HAQ-DI) RIS RIS B MINAE Y E - 6Xla | RUGEA
EHRARN HAQ-DI + IR 1 - NIl - VI IKERIIMTR 7 -
£ SRR PRI B M AL
FMGEA Methotrexa | B Methotrexate XM B TNF IR ERR
te TR
B VI 24 4] 4 4]
Abatacept MM + |Abatacept? RR(M + | Abatacept? + ERM +D
HAQ® khEIEB |2 +MTX  MTX +MTX MTX DMARDP MARDP
A (1Y) 17 1.7 1.69 1.69 183 1.82
(n=254) (n=251) {n=422) (n=212) {n=249) (n=130)
HRREERR
R3Skl ]
Bo @A 0.85 0,68 0,594 040 045+ 011
(n=250) (n=249) (n=420) (n=211) (n=249} (n=130)

x7: HIRSIA S MIhRE
K& A Methotrexa | ¥ Methotrexate iR B TNF MR R
te TR
'é'iz ) 096 076 066+ 037 NA® NAe
(n=254) (n=251) {n=422) (n=212)

HERHKEAE
ENEN:

F61EA 72%" 63% 61%"** 45% 47%4 23%

%12 B8 72%" 62% 64%"** 39% NA® NA®
*+*p < 0.001 - abatacept R REEM -

*p < 0.05 - abatacept 20 MTX HMA¢ MTX NIz M

2 EH AR 10 mg/kg (BME 3 ) -

bt FIRt DMARD 2% T 5—188; % : methotrexate - chloroquine/hydroxychloroquine -
sulfasalazine - leflunomide - azathioprine * &™) - anakinra

CRBRSTMERIE ; 0= &iE - 3= M2 20 AMA ; 8 B FRMK - K - AR - 1T WiE M
- B EL -

9 HAQ-D! 1H% R E R IR > 0.3 B4 -

c6 BR% - BAERE LML MDA -

S b - % 12 BERDREREARENFAD - 88% T 16 MM - 85% w5 24 @
PO - E5UEA |~ 1~ UL VI OB MRER IR0 - ERMMIHMERNE S RIMES 7 - S & - 5 &8
2%

308 SC-1Il &P - 235 12 {BAF abatacept + MTX 4 HAQ RIS MINMERIEFR M ABE (HAQ-
DI S MIENREEMIEE 2 03) MHALH - BH MTX A (BB 655% A 44.0% ; 15RH

MTX ERamERS 21.6% [95% Cl: 8.3, 34.9]) «

ST ESAS S8 6 B AN EAM REABE R (SF-36) BB ERAMEEmT - g | R
AR I ES 12 MARBTE—R - EIELHERD  abatacept B ZHME - T4 SF-36 1Y

25 8 B 4 EEMASE : SMKE - SNAE - BNARN - 250 ; 4 BOITRIE : B
HRIEE - HEAE - LEERE) ISMISBE (PCS) RAEMS KE (MCS) - BEIEHARN

it BERBE - 8 VI D - abatacept N_E methotrexate 188N methotrexate Ji E&M
ma -

%12 ABRRE PCS M MCS 42 - IE 2 FPRALS -

3f¥9§ﬁ;§!ﬂ& RA - H5ER) (ﬁFI"FR@E"‘ 2188 ;n= 449) HEA (ﬁﬂﬁtﬁw} n = 597) TNF 0|
MAEZREARNBA - TN abatacept M EERIEE Y DMARD ARG (G114
Vi) - TBERA 6 BAMANARSH BEFARIHFNIRLABRAER - FURF SN BATE
3 TNF SIS0 A Z e S0 - N o S 2 AL -

gzﬂ\&.l‘l)& Hﬁf%ﬁ ﬁ/\ﬂﬂﬁzﬁ‘ﬂi*"‘iﬂ DMARD ﬂ R8N PsA (23 fmm&mm
sy TimmmEs) EREAS—BETED 2 cm MFSRIBEMREREL «

PsA-l SKBRTP + 170 BRAL 24 BIIRRIE 1+ 15 29 RRZET 28 X - LIWEHRIRRHIRIA
STRMMK abatacept - XX 28 RIERHHNMICMARE T abatacept 10 mg/kg - 7 24 IR
- RARNSRCIER T MM abatacept 3 mg/kg - 10 mg/kg - SRIM 30 mg/kg #IER 10
mg/kg - FIGWIRAM ;| 2K 8EA—IUERMMMTHIKMAT abatacept 10 mg/kg + StMHAR

- WASEF RIS E S BN methotrexate - ENRLNBHEED (HBEMR < 10 mg #9 prednisone) -
NSAID -

T PsA-Il sARRch - 424 BFAL 111 MASNK - AEARLEBERT £ 24 AMANRESRIE
2ERB—RE T ENEBEE abatacept 125 mg - Z B EEB—RIZRMBNCE T 15 abatacept
125 mg - SURIARY - A SCETRIIGIER 18 EMMA methotrexate - sulfasalazine - leflunomide
hydroxychloroquine - {ES/BRERBE D (1HER <10 mg # prednisone) - NSAID - % 16 E

AR R MARDE MR R B UARNBE D 20% HFA - MIRESR—RMAAMERT TS
abatacept 125mg *

PsA-1 ¥ PsA-1l fhE EMARISREE 55 24 38 (B 169 X) EH ACR 20 RMEIBALLH
123528
TMRER

7E:EA PsA-1 (10 mg/kg BEAREAE) #) PsA-Il (125 mg B2 T3EH) & -
TE) ACR 20 « 50 8% 70 REBEBABALE - FIRTARS »

1E2IRME abatacept B

®E: 508 PsA-1 f1 PsA-Il 41+ 98 24 {§i8E) ACR RRAREYRALER
PsA-I2 PsA-llbe
Abatacept 10 mg/kg | 2® |f&tt=R (9 |Abatacept 125 mg |&M |[fastER (9
i3I bed ® |5%C) HTEs = 5% CI
N=40 N=4 N=213 N=2
2 "
ACR 47.5%* 19. |28.7(94, 48, 39.4%* 22. |17.2(8.7, 25.
20 0% 0) 3% 6)
ACR 25.0% 24% | 227 (8.6, 36. 19.2% 12. 169(01,13
50 9 3% 7
ACR 12.5% 0% |125(23,22 103% 66% | 3.7(-15,8




" LI PsA-| 50 PsA-1] © - 9 24 J3E] ACR RMAYR AL
54 [ & PsA-I2 PsA-libc
' [ [ » ]

“p<005 {EBMNKEN KL ACRS0 MACR70#0p & -

337% WRASCATIERIA TNF INFIREM -

b 619 (955 ASERTIESRIA TNF HIBIMAM -

C5 16 AR - MMIMARRIMMBEER 20% HFA RS WIRARIAN  ERERMEMRM

B MREE P - 1E PsA-| BSMRM;E abatacept 10 mg/kg - BETE PsA-11 B2 F3E8) 125 mg B9AA
- 24 JWIEE ACR 20 RAMMLEFIBAE B R ZAMAE - MERNP  FIREHEERRA

TNF J%IMAM - abatacept E ML EMENT MM ACR 20 RAELH) - TR MRB/)K
PsA-1 B{MAch - K& M TNF MEIMABA - MAGHE abatacept 10 mg/kg MMM ACR
20 A5 A% 55.6% M 20.0% - MiEFA TNF H0HIMEHA 3 EIA 308% 0 16.7% - # PsA-

It SERh - R GEA TNF 0SIMMAA - B T8 abatacept 125 mg MM ACR 20 Rl
SRB 44.0% F 22.2% (EEHER [95% Cl] 5 219[83,35.6]) MRS TNF I0EIMAIRA DR
5 36.4% M 22.3% (f5at=ER [95% Cl) 8 14.0(3.3,24.8)) -

£ PsA-Il SMAT - RBREHAIEEME DMARD (M - K FiEH abatacept 125 mg #HBREM
™ ST ACR 20 RALLA - KREATFEME DMARD KIBA - T4 abatacept
125 mg MM ACR 20 RMS AR 27 3% N 12.1% (et =R [95% CI) B 1515[1 83,
28.47)) - TEMIFLEDIEE DMARD BA DI BIR 44.9% F 26.9% (A&t £ R (95% CI] % 18.00 [7.20,
28.81]) - M PsA-1 F1 PsA-Il o - ERREOERRGRNBRE 1 F -

ERRE

£ PsA-Il Btk - 2 T3 5) abatacept 125 mg EMAE 24 WHHBERRIL (X 3 PsA AR
SHS 2 BB LBUM <0) IELH (42.7%) - BREHMA (32.7%) (55T ER [95% Cl) 5 100{10,
19.)) +

SmNKERN

£ PsA-| BB - ASAEME abatacept AIRA S 24 K HAQ-DI £ BB MBS REE >0,30 AIELH
5 450%  REMAR 19.0% (Gat=R [95% C1) B 26.1 (6.8, 45.5]) « T PsA-Il EHED

- abatacept A HAQ-DI BN EMEPHEE ) 20,35 (ILLHIA 31.0% - REM@R 23.7% (fGit=
R (95% Clj % 7.2 [-1.1, 15.6]) * 7ETH PsA-| #I PsA-Il &b 1518k abatacept JAME T IS A&
HAQ-DI AW A% 1 F

£ 24 WYWENM - abatacept BAMILKUIET) PAS| HREEENR - EAERIA PsA BIRAIRA R
BREZSDPELM  PsA-l B9 PASI SRPRIMA 86 - PsA-Il B 4.5 « 7 PsA-| iHBAS

abatacept 415 AIRE| PAS| 50 MRILERIS 28.6% - RUMIM 14.3% (fhatER [95% CI) B

143 [-15.3,43.9]) - T abatacept 4% A2 PASI 75 MHILLH%A 14.3% - WA 4.8% (f54F
#2[95% CI] 5 9,5 (-13.0, 32.0]) - 7 PsA-If iBATh - abatacept E8AIZZ) PASI 50 RMMILLH
$26.7% B 19.6% (fEEER (95% Cl] 22 7.3[-2.2,16.7)) - T abatacept 75 A E) PASI

L’ pﬂ’&]l_l_.ﬂ' 1 16.4% - TRMIE 10.1% (fEEH2RE [95% Cl R 64(-1.3,14.1]) «

St R RIS R AR M (DEDIBME) - FK6 E 1712 - AHENNRSE
—1 DMARD ARERF REMZHBNREAFVE - H—A=HH RIS abatacept MR
SHBMY - AR 4 EEHMBRZMAL - FIRR ACR 528 30 (ACR Pedi 30) R - &
A BERERIMIES—IA ACR 2 30 KAMWHA - MWHRIEADE - RYFRG B B &
13 abatacept HLTMAM 6 BF - REABHAER NFRBUMDRERRRAL - RE
RLIBMAELS - TRMBNABREA - £ B RREFER - 2T A RERARTBEOBA -
MBS C KRR ERPERINRE M RRUNRIEEE SR -

ABSERD  FABAMATESE 1152957 - 85 KR 10 mg/kg 9 abatacept - WS 113 X
FTERME - A BEERARD - 74% $5F methotrexate (A AR T19MMA 13.2 mg/m2/week) - B
I 26% IR ALE A BERIES abatacept B—MU% « #MEIBK 190 BFAD - 57 A (30%) 5LHIIR
& TNF 0HmMM% -

A PEERKESRISIRT) ACR 52 30 R - NS RIEADE - BAHEIRNY B PEEL - 1B
abatacept HEMMAM 6 BA - REH HFEBIEMER ERERASBL -
ERRRNEHRR :

. 6 @B HERRLEMHER ZORHMRD - BED 3 RHIR >30% KR

. 6 EERM HER@MEWIER ZORMBIBHDP - NH >30% WERFBE 1R

- MPEABRARRREMFEETREAER - BIREM > 2 cm (B 10 cm)

. REFEDHHMFRICEDZROMBBEREHRE - AE > 2 AMHLIRBIC

ENBBBATIOERS 124 B - THRBEIABYS 44 & - RABBEDEERS - BEUS
16 RMEREERLEMG Y - 1975 16 BMHMAEDLES ; C KEEA (CRP) ME (F193.2
mg/dl) FALMIKTRRLEE (ESR) (F49 32 mm/h) £ - SREH0 MhERURMEMEI N TRIR : D0
B (16%) - IR (64% ; 20% RAMURRRERF) MEHE (20%) «

KA 190 BRSAD - 170 ATTAL A TEER - 65% (123/190) B ACR 528 30 f/E - 122 ABEWS
BeiEA B FHER - SLIR PRI EE M methotrexate - B MNERIBHMER DRNRERMIGE
B+ SERTRMER TNF IEIMAER) 133 & (70%) AT - 101 A (76%) BEEL—IFACR SBH
30 AN ; SEATREEF TNF INSIMMER 57 BR/AD - 22 A 39%) REEP—IRACR ZE30 R
-

B RERMIA  MMSRATHMIBA - SAMSIERRZEIGRER R abatacept FAME (TEFX
{&1EM - p=0.0002 ; HMBNTE) - B MERMMSBEMBRTA - ZHMA (33/62 ; 53%) REZR
abatacept S#GARA (12/60 ; 20% ; EFTHE p < 0.001) - FHMEEF abatacept HA - RER
ERERFREHMEN=5Z— (BMLLMEEE =031; 95%Cl0.16 - 0.59) -

MR B BERNRAATHEEA C B (58/60 & B BEEI%SR abatacept & ; 59/62 B B f&
BHESLNNE) A RARRGEMA 47 AP - 1175 36 A#M (BE n =153 BRA) -

LA ﬂﬁiﬁ_lﬂ: APSERAESE - B REFRGER - CRRIBM S FRNRBE

13

([

15

Wi

BUEW BV : Bristol-Myers
Squibb Holdings Pharma, Ltd ,
Liability Company

BISEMETE : Catalent Anagni

SR

Wi

REEW | SRPALERRE S
ARAT)

T A Y ) B ACR s IFE ISR % Bitd INFRARIEMENSE WALEH
(9]
' AEREE (5 | BRERR C mBERL
113 X) (88 169 X) (% 1765 X)
Abatacept Abatac =M | B FEERfY) Abata B REERRYER A RERPAM
ept B |cept 8 HmE BRAE
n= 190 n=58 n=5[n=33 n=30 n=13
9
ACR30 (65 85 68 97 87 69
ACR50 |50 79 53 94 80 ]
ACR70 |28 55 31 79 63 54
ACR90 (13 41 15 67 40 39
FEEWNE | ReViE 31 10 52 33 3
30
a CREDIZEAMBAMNE 169 XBEKARERMSE (LOCF)
b MRER

S0 C BEMIRALE 1765 XH - 9% 33 & B BER abatacept A (3t 58 A) WA - 308
B RSERZERMA (3£ 59 A) A - 13 & A RRAABRME (336 A) - C BEER+A abatacept &
MHIR M 1815 X (MW 57-2415 X ; 31 61 @A) - CFBERD - 102 & (67%) RAFRRE
1,080 X (~ 36 BH) it abatacept M% - FIARALAE A BRPIRIBED 4 BERAKFRLIR
32 abatacept Ja /% -

BANRSERFBOMYR TR RESFAT R (HHET 18 MU THREM G k& 2 WK)
ORENCIA SR RNRE (RRFEANERAENR - WEWE 3 &) -

BERERE
131 84

WM (15 mL 8 1 EK) - WIRZE (@ (LT Ewl) MBRtEN (8) MR 1 BF2ur
IR (BT -

BOES 1 EWEH 18 AR -
132 B#H

AW : NE% EBERMRE D

R B 2°C E 8°C PAMIFLRRINERE 24 /0 - TREMEDRENNE  BNE
S e -
ke IEW. CUTEWRNSEN  E2°C E8°C T - BRKTRRDRFLRRWSEE 24 /)
o B OBEBRIENEENME - MIAERERY -
133
TR (2°C £ 8°C) -
SAAREEETERRRR -
RARNAEREMEEELT AT 1326 -

Rit
Orencia IV_2L PsA_SmPC 12-Oct-2021

BueEEithil : Bo. Tierras Nuevas, Route 686, Km. 2.3, Manati,
Puerto Rico 00674, USA

B : Localita’ Fontana del Ceraso snc, Strada
1, Provinciale 12 Casilina, N.41, Anagni (FR}, 03012, ltaly

Wit . MIEATR LB AR EE 156584 - 5

WiE 1 (02) 2756-1234







