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REIER218 &, WIGEEKIBKES (ACR) FIFRAELE Tk i 4 A2 o~ vh 21 5 15 5
PERXERTRED3AH, HEDER 4 DMK 4 NSRBI G . [ 4
S Bz T VRS — A i B B

GO-FORWARD W5t P-4 | 444 5 i, IRELBHAEFER 1 20 15 mg/JH #E
JE R MTX I8Y7 5 R KRR T5 RATAES), I BAREZE BT TNF 2590697
BENLIZ 2 2 FI+MTX. A 50 mg+MTX. A5 100 mg+MTX BiAS T 100 mg+ 22 /@ 551)iA
J7. 2 24 FlJa, 2 BEA+MTX BT EE SO A 50 mg+MTX ¥GI7. 3 52
JAS, BT R A

GO-AFTER B FLHITMY 1 BB RIS 1 MalZ Pt TNF 254 (BiAARBT. AKARTE
M ER IR RN TG P 1BIT 0 445 BB . BE R DT TNF R T IR IR R R G =
Rt (58%) ANReMit sz (13%) F/Bl s m A SRR (29%, FEZH T4
VRERD . HEFENESZ ZEF]. A5 50 mg BiA M 100 mg. V& ENT 7 R 4k
SO A MTX. MR e (ssz) Al/EifFiE A (HCQ) % DMARD 7T .

GO-BEFORE W 78 AN T BEAE AR 523 MTX 597 A4t TNF Z59015 97 1) 637 BliE3h
PR R R B . BE B2 ZRA+MTX, A5 50 mg+MTX. 25§ 100 mg+MTX
LA 100 mg+ 2 BRNRYT . B 52 AR, BEMEAFRIGKIY R R . KR
WA, B2 ZRF+MTX G871 LR D 1 b I R IR B B ik e 2 52 A b
50 mg+MTX J677 .

GO-FORWARD HF5T I B (FL[R] B 202 7E5 14 JHIA ] ACR 20 N& ) &
FHHE O, DU 24 AR H4E BT E i) 2 (HAQ) Y43 AT JE 28 /K 7 (1K) 2035 - GO-AFTER
FFEH 1) L SR AESS 14 IS E] ACR 20 M1 &35 H 43t . GO-BEFORE Hiff 7t H ft) 4t
] 32 BLEL PSR AR5 24 JHIRF) ACR 50 N&F 183 H 4 L LK 26 52 JA BT 1) van der Heijde-
modified Sharp(vdH-S) VP4 FHXT T HE 2R K- AL o B T EZE& g4, IEVHN T A mIRTT
XPRTT SAEIRAALE . SR SR RE R g FEAH DG AR v ot & 1) 520

SRR, B GO-FORWARD Fll GO-BEFORE £ %5 104 J& LA K HE 5T GO-AFTER £ 55
24 J#, WEAR S 50 mg A1 100 mg & H-4E FH MTX FI97 20, R ILEAIRKE X ZE R

JEWRFIELE

% 2 578 T GO-FORWARD.GO-AFTER F11 GO-BEFORE Hf 5t 1 A< /it 50 mg 4A1E4S 14
24 F152 JA )32 ACR 4558, #IRUNT . EHIEARMG AR E R (55 4 J8) BRI
MELEIT

f£ GO-FORWARD 5t 1, H 89 #il & HEHLEANA M 50 mg+MTX 41, Hrf 48



HRAETESE 104 FIGRSRAERRZIRTT . 1EIX 48 A, £ 40 I 7E5E 104 FiAF] ACR
20 N, A 33 IR AE SR 104 JHIKF] ACR 50 Wi, F 24 ) S EHTE S 104 1A% ACR 70
N FEARBES I TR e AR B T A R, AEE 104 25 256 S AR 23
ACR 20. ACR 50 BK ACR 70 N & ) 43 ELARAL .

£ GO-AFTER W9t HY, A< FiA T 41is 3] ACR 20 MA I 1 o e T2 B4 (I
F R E R 1 R Z Rt TNF YR 97 B ERERD .

2% 2 GO-FORWARD. GO-AFTER F1 GO-BEFORE X & #5543 ) = By 7 Rk &5 =

GO-FORWARD GO-AFTER GO-BEFORE
TSNP RGO %8, WEENERRGEICHT 28, BE | TEBITER IR T,
MTX iR Rz 1 M2 Myt TNF MTX ¥Jif
257
LI E N sl A i G A i
+ 50 mg 50 mg 50 mg
MTX + MTX +
MTX MTX
n 133 89 150 147 160 159
MEE, &EREH%
ACR 20
%14 F 33% 55%* 18% 35%* NA NA
%24 28% 60%* 16% 31% p = 0.002 49% 62%
% 52 JH NA NA NA NA 52% 60%
ACR 50
#1141 10% 35%* 7% 15% p = 0.021 NA NA
524 8 14% 37%* 4% 16%* 29% 40%
%52 NA NA NA NA 36% 42%
ACR 70
%14 JH 4% 14% 2% 10% NA NA
p =0.008 p = 0.005
% 24 5% 20%* 2% 9% p = 0.009 16% 24%
% 52 JH NA NA NA NA 22% 28%
2 n AARBENL S ALEE s EA R () SRR 28 i 1 S B vl PPN S5 5 9 B0mT B A AN ]
* p<0.001
NA: A& H

f£ GO-BEFORE 7T, 2 24 JAIAErh E fERRIB RN R BH CRM 50 mg+MTX
BeEdl. AH 100 mg+MTX BAA LS MTX B 41A 3 ACR 50 BB 3 FFHETHIE
LM R TGt 2= U (p=0.053). 5 52 AN, fEEARARFH, A4 50 mg+MTX ik
F| ACR MW EH T LBk EmT MTX A, ERAZRAGAEREZER (IE
2). TEH B iGN RIE R SRR ST R A BE 34T T AN . STEE
RAFEFAREL, 721205 E AR A 50 mg+MTX R SR AT MTX 5

£ GO-FORWARD Al GO-AFTER Bt 5t Ht, FEREN T A £\ 55 14 FAIZE 24 J& W



KBPERESIEER (DAS) M RAIRKE XM %8 X (p0.001). fE#FFIT
eI BEALIE NS i 20 HATY SR AR S AR R I T IR B3 T — EL4EFF DAS28 BiZ/K 25 104
JA AEAREEZ MBI AL IR A IR T I R b, AR 104 J8 2255 256 JA TR WL 4¢ 3] DAS28
L2 ZE AR o

£ GO-BEFORE W7t Ht, 1FAl | FEIGIKNZ GE SCAES: 6 N H LU E4ERF ACR 70
). 55 52 I, A 50 mg+MTX 2175 15%H) 5 3508 B BIG R MN 2s, 1 22 B +MTX
AN 7%H) B FH B EBEIGRNE (p=0.018). EFEHLHEAA T 50 mg+MTX 41f) 159
BlEFE T, G 96 BIEHTEE 104 ARk EZiRI7 . Hh 434 85, 66 il 53 {7 &
HAES 104 JA R4S ACR 20/50/70 Ri%r . (E4REEZ N T 2 A e T B E v, MR
104 JE &5 256 JA A M €25 ACR 20, ACR 50 B ACR 70 N 2Z ZAH1M .

SR E

7t GO-BEFORE Hff 5+, vdH-S PF43AH XS T3 28 /K ~F ¥ o5 2 9 FH T PPN S5 M AR TR 2
FE o 12T B SR A A I T /M R R SO T R E RRRRE, ANOET l k AE
FERE G LM — Fh 25 G 0 8. 2 3 WA T RN 50 mg FIEAAES 52 Jimf 1) £ 2
iR

TETCHT AR TR IEL vdH-S PP o FE X T 3R 28K 1 U <0 (1 - B0 U T, A
BITHEE S TR (p=0.003). 7E 104 AWE, —EAJ4E455 52 MR K4
SR . RSN 2 A BT R T, B 104 25 256 JE A 52452
JRLZAH AL o

2 3 7£ GO-BEFORE BF A 1 Bk ABES, %5 52 R vdH-S B EHXT TR /K FHE %
Z5FH) (sD) AR

ZRF+MTX A 50 mg+MTX

n2 160 159
Rezg 19.7 (35.4) 18.7 (32.4)
FERT T2 28 122 4L 1.4 (4.6) 0.7 (5.2)"
Ry
357 11.3 (18.6) 10.8 (17.4)
AR T 28 1 AR AL 0.7 (2.8) 0.5(2.1)
JSN $F4
g 8.4 (17.8) 7.9 (16.1)
FEO T JE 28 122 4k 0.6 (2.3) 0.2 (2.0)"
@ n RORBENLA I B
* p=0.015
** p=0.044

G GERT R A 75 )
7f GO-FORWARD #1 GO-AFTER Hf 9t 7, {fH HAQ DI FZE TR0 BV S (R HLAEEFN




PRIEIX AN mio TEIREERFFE R, 56 24 J& 1Y) HAQ DI PPAr AR T 2R 2R s, A 500
HR 2592 1) 1) 22 57 LA I R B SO G it 3 o ST 7RI S8 TR AR I B ALk N A 41 BLATY
GREEASIRITIEE, MA1TE 104 B — B 48R HAQ DI 8. TE4RS: 5 N 578 91 42
ZASBIT I EE T, I 104 A5 256 A EZE] HAQ DI B35 11 5 45 EL AR AL
£ GO-FORWARD 71, 28 24 I SF-36 4> i B ARHLAE 5 410175, K
D FEAE DG AR TS i . AN IRYT B 5 e RAR G, WS 21 (0 8 e AH DG AR 15 T = VP 4y
ek, BAIRKE CRGIT23Em o b FAERFFETT AR BEALIE NS 5 20 HAT SR 4k A
SVRIT R, MATAE 104 IR BL4ERR SF-36 SANLAE S IE 0 k. Edks:S
TR 7E e 2 A I T B TR, AR 104 B E 5 256 A 1A] SF-36 B RHLAE %270 1T
Iy ARL. 7E GO-FORWARD HF 5T GO-AFTER 58, A 8 1t T BE VR -9 55
BR(FACIT-F)IEIETT, MWEBET I MEeE BA S5 L

fE—IiZ gy, BENL. WE . ZEFIXS T (GO-RAISE WFFL) H1, XA %4
PRI PR EAT T VP . 2B RGN T 356 HiE S o BLME AT 4 AR B [ XN
£ 0~10cm (& I, Bath 3 ELIEE AT R IE 2N 1850 (BASDAD 24 HAG I/ VAS 1¥7724].
YN AHIF FE ) B A IEE 4252 B ¥ 3252 NSAID B DMARD 7577, FF H el Rl #it
TNF 897 IIE S 3 . BE R0 4 B2 R NI — IO i sz . B i BE AL
SEZEFNME . A 50 mg LA 100 mg 41, I i H4kS:4% %2 DMARD FEBEIG ST

(MTX. SSZ Fll/5% HCQ) . FEEEEL 25 14 JA Ik 2150 B H A 27 ROTFM A1 (ASAS)
20 BRI EEE . 25 24 J, USRI B 22 RN R AR 9T R

MR AR EE 24 F, fEXT AL 50 mg FIA S 100 mg WFREA 25 5 %8 19T 00PN
KM H A EFIRKRE L ZER. £ 4 5IH TR 50 mg FIEARKFELER,
ABUIF,

% 4 GO-RAISE FF R E BT ML R
E N
2 E 50 mg*
n? 78 138
RiEE, &EEN%
ASAS 20
5 14 J 22% >9%
5 24 J 23% >6%
ASAS 40
o514 JH 15% 45%
9% 24 A 15% 44%
ASAS 5/6
5514 JH 8% 50%
% 24 A 13% 49%




* FrA EL# p <0.001
a n ARKRBENL > 2 B 7EAN R R 5T REAN 28 1 S s v VP4 B8 25 151 50T R
FiAN ] o

FELREEZ N FE RS2 AR iRy 7 (1 3 T, ANER 24 JHI 22565 256 JHJH[RI 3K 45 ASAS 20
HI ASAS 40 8% (1) i ELAg) AR ABL o

FEE5 14 FERIEE 24 WL 3]f1) BASDAI 50, BASDAI 70 F11 BASDAI 90 143 v &t H AT
it X (p<0.017). AEFFIAAMIGIT ERE UITM CGF 4 ) B, MR EE %K
WESIPETR AR A BTk, JEH —BE4ERFRIEE 24 . 1E4kSES IR TR 2 AR R T 1)
B, WES 24 I E S 256 FAIE W 525 BASDAI B LL AL I i /o UMDl iR
FE 754 -8l DMARD (MTX. SSZ FI/8% HCQ), LLK HLA-B27 JLJE K45 S e FL 28 CRP
K, HRE 14 I ASAS 20 & BESR S R8T 3.

RS 14 JARIEE 24 J&48H BASFI AN TR AT IR S ADLRE, S5 RRIHA
SYRTT R EE T S RHLRE . (EEE 14 ARG 24 FfEFH SF-36 B VEAh B ARMLAE DL {8
FEADGAETE R &, RGBT 535 0GE T RADCAE TR & . QR 7T B2 A
s, EEE 24 A E S 256 JE A FRLAS A BEA >4 1 B s AL

ISR

KRR 28 SR E A R A 5 —@SOAE 11 HBEST 52 A, 7E 5% (1052062)
32 A IR 97 B 35 v JE L A 2 0 52 (ELA)YRAS N 3 XA AR Bpi iR, JUFFTE Pt
PRIEARSMALS R AR BE US4 Hp AT o 7 25 P JXGIR  2 8 A8 3 R WL 82 31 1 R AR A L. B
MTX Y697 2077 A R BRPTHUAR 1) 28 35 LUK TR MTX A i B 257697 4, 400
214 3% (41/1235) 5 8% (64/827).

AR BRBFHAR I AFEAE AT Be 2 SR A s B R A=A (L IAR KM D, H
T RAIAR RGP B F B ERD, Bl AR E AR BHUHUR 5 ImRA 2t
B2 MR g5 I RN R AH DA

G35 SV 53 BT SR P BT A 24 b R R 58 5 VR 8, ANIE T4 A S R oA 7= 2E 26 5 oA
25 AT R

(23]
A
KAIA TR —Fh NJEAL TNFo B0 BETIR, W5 NAE R AES A TNFa 454
i TNFo 5 H AR5 E, i TNFo A5 051 .
FEARAMRTG H, AR EHTAT T TNFo ARV 20N, AL4E TNFao i 5L ik
FT A AR R B R 7 (-1 3% . VCAM-1. ICAM-1) 3R FIME 2 AR 7 (IL-6+
IL-8. G-CSF 1 GM-CSF) HJ43 i

HHEMA

B R



I AR T Ji& KA B AL EF BT 7T

A A

FE—TER AP/ TNFo [FRBUR AT /N AR E DRt ilie T, DNRAE IR I
B 2453407

1E—TUR FH & BT IR IR - 1647 & B B rEilae S8 T gr 26 — 20 4 A
PRI TS 48 T RRIR Spiik 50mglkg/ik (2 s KR AR Fil&E (MRHD) 1] 360
%), R BHATEERGFREME. EUREE 2 Z2I4h A SR M A7 LFE & o, iR
FFAEUEURI (A B2 88 T XA i ht. EX TR, H N BB AR RIUR SR E B
fF R B

FE—TEP R B BRI, B TAEIRE . 55 = 2 DL S AL 4 A W IR
B RS T RAIA Ptk 50mg/kg/ IRk CREAAFIIA AT L2434 P 53 A 20 2 N de KRR AS 124
WL 860 1A 310 £%), BHAFIAAFIEA W Bl PFNHAERREE 6 4
H, MiEH3E LRI R TR . SRR IRIAFI ZUH R 5 T XFIR BT, R
LB 2R R

e A P R B B ike T, AR gRIAAE FL S T ORI B, FL s A
FIXRFIA BT, FHIRE L2 B M R 1) 1/400.

FEYRIIA] 19G Pk @ e 7%, REREEYRIANISG T a7 5 AR 2 LI i
HTRI 2] 19G Pifk . RAIAKRBFHIE—Fh 19G ik, H TR % T XFIR Bhtia
I7 i AR B ) LR AR B GL  AR AT BEIE N, KR 6 MH Z A BRIk, BESEFEEUR AR
BARFIRBPURIT, RIKES 6 MHW, AEUCHE) LEEMIEZEE.

Bo
I AT A A T B0 P

(431 7%#]

R

25 T A B2 ARE AR IR ST A 838 ORI BT BB IS, I8 BB K I 2457
LR AL 8] (Trax) A 2-6 Ko 45 TARFERZAXE 50 mg KAIRBHLR TS G, P AERR
ORI 245 % P (Conan) P B £ FREZEDN 3.2 1 1.4 pg/mLo RFEFIKIESS BU NUEN 4 T A G
HIF35) AUGK EHEAT S XWFFUELEL, S8R B, BN ER A MR Z4x VM- L N
53%.

Al

PR R BB BB T 0.1 31 10.0me/kg FOFIRIR, P49
ATBHUNTEIE g 58-126 ml/kg. 55 AN B LR RG D, 1M 5H %
IR



JE

T BN R ST 9 R A 2 A il PRI K S 0.1 B 10.0mg/kg J5, P35
TERR R HAE N 4.9 3 6.7 mL/kg/ K.

{8 B SZARFE FTE S SRR OG5 BV AL 2 B0 ) — R B3 R I o 280K
AL EAE KL 2 .

HHAARZ BN 150 s, BRR ARSI PUAR 25, VIR0 B JoT I8 2 BRI 8 Jrg ik e

SESMAS i (R R R R
FEAETURRIAR PHHUA R EE T, A SRS MLIE AR R B

PR BKIEST 0.1~10.0 mg/kg IS5, A Al ARG I 2 B v 254030 J1 2445
LA, . BB N ESS 507400 mg (UGG, ASdh 72 B2 10 I 251030 705
(AEIEESUR VE2 4

PEHXTZ5{C5) 77 150
WEE B RN, A SRS R AR AT &

Qa9 |
2~8°CIBEYE LR AT
(B3]

WA RTES 28 (1 By 3 0.5 mLIAT, A —EERESL RS, i
7o\ AT 88 BAr A AL RIIE BT E A R .
AR 1 /&
[E %051
22 M H
[HATHr1E]
HE O25 53 M PR HE 1520100106
(3 025 SEMHES ]

520170050



(4l ]

V4 Fk: Baxter Pharmaceutical Solutions LLC
EPE k. 927 South Curry Pike, Bloomington, IN 47403, 3&[&

EPNBRET R

PR P RRI 25 TR A W

Hhk: BV PE 2 T R X R e R DU 19 5
MRS : 710304

HiE5%: 400 888 9988

fEH 5. (029)8257 6616

MHE:  http://www.xian-janssen.com.cn



KA B SHB TR IR AT S 2% 18 R A b 3 75 v

il FHAS il 2 R A B Bz B A P R B 7, DDzl W45 i & S 24515

S,
4y O

HRIES 1R S
THEAFAB 5L, IR ORI E . RIS O A T WA EAT HE A AV E S 45 24
ZH W BATIES . AL TR N G RE BB G, W BT SS9 2

AU LI
1 ER e ATES 4
2. EFEAIE RS TSR AL
3. RS
4. EWZIA

K 1 o tire sGE S SRR R A .

% PN IE /A SR ESZS KA E LR i
‘ _.)le L ! l T ’
LA i AT
EXP {0 () i I
rgs e _
- %
| |
FEZE K BEkPr iR % ¥k

K1
1. HEAWRNENS
P 70 A 5 28 1 AR 4

o UINTHRIESGIOREZE K. KEZEL AR B LRI .
AR IR i 0] 270 171 i AT 2

o fEATIHE AR I RE S e AT A

o TEMCEOREUTBELORAPIR AT, DI20R H AT 7e sS4 EECT .

o UIZHlfbET kB EGE R (i 1 RS ) FRicERY), AR kB Ak B
(IR E RIS

BEBFEAES SR

REWFEAIEN 2, AR



o TFEEGEN A IECE AR 2 IEF .
ARSI 50 mg,  RORIRAG— SR 50 mg TS AIEH 45«

KEFRHE LE 2)

o fraEHA T HIRAER S EARA MR AR, REERE LRI (LLEXP T
ZOR

o WMBUENAEELIER AR, BTG AR ASK A, IR LR
AR Tz A L

o AW LMEEITENEARE ERIA RN,

R Al AR, w2z A S A AROWIEE R A R)E K. RKEKX
PR OLRS T I AR 18 A = 2 24 70 R 3R A 35 B o

E5F 30 0, EHRAESHFEHER

o CNTHITRESRE, HIEAEN S G B ERCEAE R T 30 0, R
JLE.
AT FEAT H AT 2O A s A ST A% (10, ASEE R A O .
FEAF e S S A BRI, DIZ0IU R VR A A& Sk ORI

R LR B
HEAESEAFIN, AT DAHER L HOR IO, BRSNS . MR ER DA M1 B &

B TS 48 P WA
o RMEWFEAGESSRN TR, HA s A Kim s T .
o EEHEAESSMRAERERAE, ke AEREREIA (A2
P LB EER R G IR RE S A VB I 1 e G i 8 E 5N RORL .
o RUENAS B B VAR BIAR, BB ATER AR AR, IR Sk R IE L
AL TR AR B (LK 2).
RSB AN« TRMECE A R ARURL, ANZEARZ IS AE N 4. iRk
AP DL, 1 1 1 AR B AR B SR B B



AR ESAL (LA 3)

L

o EEKELGEA B A

o ETLIZERLR FHIRIEE (BEE0, BRALBFIE R /7 5 om HIERMNES

o REALEMAE. B0 M. REETR. RRERKE A A RS IRA X
SES .

o IR YT EIT S UG, W SR AT

(3

K3

PENBES A RIERE LE 4)
o WA BN R IES, AT T AR B AU DS
o R, WAL ES mnT, LR B pTE AL T T .

Kla

M TE AL

o HEEAEANERIBLET .

o KSR B AUZTE B AL

o TESTAUAERZP TR ASEIAE R DX L RO
FEEAT VRS 2200, VD20 BRI A e A4



3. ST

HER SIS A i Z BT BEBCT BT SR ORI IE . BUT B ORIPIB IS, AR 5 7080 P vE S
=Y.
B LR R R b, 520 i AT 2E

BTFekR B LK 5)
o HEMERIFESE, M RPREES S0 LA,
o CREASRORYIE BRI R Y. HEAT MR D) 20 A
o REWRERER BT ATERN 48 A T BT Sk AR R . IR O
BJRIEH, K&k
o IUNEFLERIIEJE L EIES 259 -
ANEE A B S mAE L Rt A AT R T
RIS SRS SR, B SR ORI R S AE Bk B, B2 W R R R LR L
IR AR T A = A B 5T

REALTRFE AL S 88 HEAT IS

o A AFMH MR AIES S A, BB ZE LTI, I
51— R PR ANE L i Rk X . Bz
FEATART IR AR 270 10 5 At 2E

VRS A i
o IR EHEMEMBIREL 45 A . MR EUR SRR RER R A B IR CILIE 6)




o HEZNEEZER T AMENAR A, BRI E K S A HERE AN Sk B2 A (AL
7).

o CMEIEHERRRT, ORIFHOINAEFEZE L ERE ST, RRERMBR EECGH (LK 8).

o IRIEREMHER RIS, DIRVFRIES S RS, ERACSkE R EA S EAD
B2k, il 9 fras:




4, HEHZE

{5 MR ERERZD A7

o VEHMBAIATAEA/E M EGE MR . KR IEFHR.

o IERTLLRARBRERE AT AL E S AL B, FFEE 10 A

o WIAWE, SR UIETES AL BN /N BB AT .
ANBEEESE B o

EFRAESENE (LA 100

o SEMEIEAE R TS s A SN — AL SN . B R R R A B R R
MBI
B R iz k.
N T AN AR, B ) B A — e s i A

AR BEAFIE S I T AR B AN E T I FS A IR A B2 I




