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fAH 4 100 kg, PR E ER K GATE A & 1000 mg.

W E A 2yt &, @ UCE A BSOS AT AR SCE R, 7 BIRHGE 24 1%}
FEJRTT o

[l R
PR A A2 [ A 2B AT I R 5 o
BT TR

=W, FEAL. WE . R B IRE R T A S R e . BF ARkl
A 1500 &HIE#R>18 &, WHEFEE KBRS (ACR) HIPRELE ik ¥ k2



B EEEESI R KRR R 2D 3ANH, HEADEE 4 KT 4 A58
TR B . W08 4 RS NS — RO el @5l

GO-FORWARD #lF 5L AN T 444 5 3, XU BB E 7R85 7 22/0 9 15 mg/
JEEEFIE R MTX Y87 I RGBT RAVATES), HHMREZ 5 TNF
GWNIRTT . BEBENLEEZ ZRF+MTX, A H 50 mg+MTX. A f: 100 mg+MTX
BUA ML 100 mo+ R BIVARTT o B 24 Ji S, B EGAMTX I T I 5 O
ZAE 50 mg+MTX ¥697 . 5 52 JAm;, g ATFsE K R 7.

GO-AFTER #F 5T FR VAN T BEAEB252 0 1 FhE 2 Fipt TNF 259 (Bl ik A it
PR AR VG BT R P AT JRIT I 445 B . BE ZULBEAE DT TNF 1697 1R
R R RS Z AR (58%). ANAEM A2 (13%) FI/Ek 2 4 P Rt 2 A R
(29%, FERZHTAFIEED. BE MR 255 Am 50 mg 54 100
mg. FOVFEEERE I 4k S A MTX . Mg tse (SSz) A/al izt
A (HCQ) % DMARD 597 -

GO-BEFORE #ff 5t vE4 T BEAE R4 323k MTX 697 bt TNF 25903697 1)
637 BTG SR KRR R B H . BHEFENEZ ZRA+MTX. A4 50
mg+MTX. Ak 100 mg+MTX BiA N 100 mog+ 2B FVAa T . 265 52 AN, HE
BT KIS B . R R, S BA+MTX BT EE
HILZ D 1A R BT I K SO 2 A i 50 mg+MTX 7697 -

GO-FORWARD #ff st I R B (JE[R FE) &5 725 14 X %] ACR 20
MEEHIEE A, LRSS 24 IR E S (HAQ) V4 FHXTT-JE 287K
FRIEEE . GO-AFTER WFFLH 1 EELL SR TE S 14 1A E] ACR 20 B
Hrkt. GO-BEFORE W7t A (1) HL A = 48 SR TE SR 24 JHIAE] ACR 50 MZ& (1)
B L LLR SR 52 JE B I van der Heijde- modified Sharp(vdH-S) 17 Al %f T &
LACE I o B 7 R B T4, VR T A SR TN O SORERAALE . 218
EENE . BPARHLRE S AR A G A T TR R

MKk, W9 GO-FORWARD #lI GO-BEFORE £ %5 104 Ji LM 5t
GO-AFTER £ 24 i, &AM 50 mg A1 100 mg & 48 H MTX 57 2%,
RILBFIEARE L ZES

JERFTAELE

# 2 1 B8 T GO-FORWARD. GO-AFTER #il GO-BEFORE #ff ¢ i 4 i 50
mg 417650 14, 24 F1 52 JAR) 2 ACR 45 53, #idinF . fEFFIRARMAH GRS
U 5 4 D I BRI 307 2%

7t GO-FORWARD #ff 5+, 89 il & FEALZE A 50 mg+MTX 4H, H
g 48 BB E TR 104 B S 4EFZinyT . fEiX 48 Bl R, 5 40 Bl B4 7E
3 104 HiAF] ACR 20 N%, H 33 HilEE TS 104 HiAF] ACR 50 M%, H 24
B FB 155 104 JEIEF] ACR 70 N (R4S 5 It 7 E 2 A MR T B s R,
MEF 104 JE 255 256 J& W1 M 25 ACR 20. ACR 50 B ACR 70 M 251 43 ELAH
Lo



7E GO-AFTER W7+, AfMiayr4lik®] ACR 20 NEWEEH L& T %
BFIE O e AR 1 Fhak 2 Fhdt TNF 67 RRD .

# 2 GO-FORWARD. GO-AFTER Ml GO-BEFORE X/ i L BT G R

GO-FORWARD GO-AFTER GO-BEFORE
TEAMER IR R, | ISR RGBSR, BE | ESiESR R R,
MTX £ A2 LM M TNF MTX ¥
%)
el PN el PN el ZNT
+ 50 mg 50 mg + 50 mg
MTX + MTX +
MTX MTX
n? 133 89 150 147 160 159
MEE, HSEERY
ACR 20
14 H 33% 55%* 18% 35%* NA NA
i 24 28% 60%* 16% 31% p = 0.002 49% 62%
% 52 NA NA NA NA 52% 60%
ACR 50
14 H 10% 35%* 7% 15% p = 0.021 NA NA
5 24 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
i 24 5% 20%* 2% 9% p = 0.009 16% 24%
% 52 NA NA NA NA 22% 28%
a n ARBANL > AL AN RN A] A 28 R SEBR A] PR S B ErT R T AN
* p<0.001
NA:AEH

7t GO-BEFORE #f7tH, 25 24 JEIW fEHH EH R KR RTT & B H (B a 50
mg+MTX &4, A 100 mg+MTX B 205 MTX H A 2HI8 3] ACR 50 M&
) AT I E BTSSR LG4 L (p=0.053) . Zf 52 JEKF, TEREAN
BErR, A5 50 mg+MTX 4liE 2] ACR NZ& M B H 4 b ek LT MTX # A
M, ERHZ A GFESEER (WE 2). EAEE. GRS X
KN RPN HEAT T HANO T SR NP AL, 781%0 5 N
Al 50 mg+MTX ZCR Sk BT MTX 51/ .

7E GO-FORWARD #Fll GO-AFTER HF 5t H1, TEARR/N TS IR ] 5 26 14 J& Al
% 24 FWERRERIESEER (DAS) MNEEAIKE X MG it %5 X

(p<0.001). TEMFFEIF LIS BEMLIE N A S 4 HLABSR 4k S A Sha 7 I 3 vl — B4
FF DAS28 W& /K25 104 & . RSt 7 IF B2 AR MR I E b, M




5 104 J A5 256 JE BT 22 21 DAS28 B 2F H AR .

7t GO-BEFORE W 7iH, VP4l 7 R EIGIRMNE (8 RIES: 6 ASH UL R4
FF ACR 70 N2 ). 25 52 I, AL 50 mg+MTX 44 15%I1) HB3 1A 3 5 Bl R
Ri%, T2 BAAMTX U004 7900 8 A2 EBEIGRRZ (p=0.018). {EBEHL
HENA 50 mg+MTX 4111 159 #il 35H, 4 96 9 #1156 104 F i 475 9R 4k 45
ZIRTT . H 4304 85, 66 il 53 il 7E A 104 F3RTS ACR 20/50/70 % .
TELREEZ AT T 4 2 AR B T B T, AER 104 A28 256 J i A W 52 2]
ACR 20. ACR 50 8 ACR 70 %2 F AL

FREE

£ GO-BEFORE i1, vdH-S 140 XS T~ 42 7K 7 1 et e T PP 4544
TR AR RS o 2P0 2 I B A5 2 A6 25 0 B T/ 2 A 2 35 e 112 b i i Mo A2 s,
FOCAT e B B R LSS S5 MR I — Ph R 6 0 . 3R 3 R4 T A% 50 mg &
YAEE 52 FANT ) 3 B

TEH TR Lﬂi vdH-S P2 T3 2R KCF 1 BUE<0 1B E EUE T
I, AEVATHEZEETXEYA (p=0.003). £ 104 J&HA, —H 44 52
JAMEE B IR N . TR S I AR AR iR T EE T, MEE 104
JE 2255 256 JE B E) 5245 2 v 2 AR AR

% 3 £ GO-BEFORE WK S & NBE, 5 52 RS vdH-S BIPHER T LK #
MR (SD) &

ZRF+MTX A5 50 mg+MTX
n? 160 159
5B
Lk 19.7 (35.4) 18.7 (32.4)
FEOT T IR 2 AR AL, 1.4 (4.6) 0.7 (5.2)"
ROTES
Rk 11.3 (18.6) 10.8 (17.4)
FEOT T IR 2 A AL 0.7 (2.8) 0.5 (2.1)
JSN ¥F4
Rk 8.4 (17.8) 7.9 (16.1)
FEOT T IR 2 A AL, 0.6 (2.3) 0.2 (2.0)”
*n RoRBENL A AL B
* p=0.015
** p = 0.044
G PEBLEE R FEA KA 17 o 22

7 GO-FORWARD #1 GO-AFTER #ff 5574, f#iH HAQ DI %R 550 7 HIvF
B RNLBE AT X AN . FERX St e, 58 24 IR HAQ DI P43 FE X 2%
s, KNS5 M ER BB IRKE UG8 L. X TEAR



TFUGT BEATLEE N 5 4 HAD AR S AR SR 1, BATI7E 104 JEI (R — B 4 ¢
HAQ DI 35 . fE4RLEZ N i H 422 AR Gy T B3 v, B 104 Ji 226 256
JE AR 2L 3] HAQ DI B 1) | 45 EL AR

7t GO-FORWARD #fF i, 26 24 ERH$F SF-36 ¥F 2 H 19 S R HLRE %28 77
RO, SRS B A DG AETE R . A MIGIT B S5 IR L, W03 A8 B AT
FRAVE R ISGE, A IRKE USR58 o XTI AT Ga S B
N 20 BAT SR Gk S A SRy BB, AT TAE 104 J& 3R] — B 4E RF SF-36 S RMLAE
VP IS o FEARSE S N T2 AR SR I B, MR 104 JE 228
256 JAJIA] SF-36 EHARNLAE &4 70 VP I EGEAL. /£ GO-FORWARD #ff 5t il
GO-AFTER Bt 7t , i S 140 D RE V- - 57 B R (FACIT-F) Il &5 57, W& 2|
9 57 VP s B St R

E—IiZ . ML, XE. KBRS (GO-RAISE HFF) H1, XA
it ()22 A PRI B HEAT T VR o 1A SRR T 356 1913 Bl 1 5 I A 48 A
FEREE U 78 0~10cm &% I, Bath 38 B M R IE S PETE % (BASDAID
>4 HAH VAS PE>4]. I G 2 IR AR 52 50 #2523 NSAID 5,
DMARD 3697, FF HARTREEZHT TNF BTG shEgm B . BEaiE 4
JAZ R TS — IR B BE RN B E A AR 50 mg 4Ek
A 100 mg 41, I fo il H 4k 4452 DMARD f£EFEIS YT (MTX. SSZ Al/88 HCQ).
F B SRE 14 FR AR08 BTSRRI AR HE (ASAS) 20 BB
Horte. A 24 JH, AR i 2 RN REA T 8

MRS UL 24 J, FEXAS S 50 mg FIASH 100 mg PRS2 05 R 19T 2L
PR, RMEREIBE R EAIRKE X ZER. &4 5H TARH 50 mg flE4A
MEELSR, kT,

+ 4 GO-RAISE AR E BT MER

EN
LI 50 mg*
n® 78 138
NEE, HEER%
ASAS 20
514 22% 59%
524 23% 56%
ASAS 40
514 15% 45%
524 15% 44%
ASAS 5/6
514 8% 50%
524 13% 49%




* FTA Hh#s p < 0.001
on RERBENL AR FEAS R I 8] f RS 26 s IR S bR mT PPN B8 35491 20T B A Pl
NGB

TEREES T T H AR SIGIT R E T, R 24 25 256 J& # (A 3R 15
ASAS 20 Fl1 ASAS 40 2 1) 38 EL AR

TR 14 FIRNES 24 B EL3 ) BASDAI 50, BASDALI 70 £l BASDAI 90 ¥4y
B BEA R E L (p<0.017) . TEFFUEA S IBIT G e IRVEY (58 4 D BT,
WS B F BB IE SRR E e, I H — B4R 2128 24 A fE4kE2 N
BRI EZ AR SR IO B T, ANES 24 JA 2255 256 J& 1 1A] WL 4% 1) BASDAI Bk
LRARL I A EEARRL. o B 15 A JF8F DMARD (MTX. SSZ #il/gk HCQ),
DL HLA-B27 HiJR G I 25 iR 2k CRP /KF, M5 14 AW ASAS 20 N2
BIREIRIFRF BT AU

TEES 14 FIFIEE 24 F{EH BASFI AR TR 26 K P 8 PEA B AR HLRE, 25
REBHAARIGIT RE L T NG 7228 14 FIAIEE 24 F{EH SF-36 SR PPl
S ARNLRE DL R AR REAR DG AE TG A, IR BHA BT 038 B8 T il REAH DG AR v T
o AT B ARNES T, B 24 FZE 256 A BN FI(E FEAH ¢
AR VE T G AR

RS

FRIERTT 2 SREMEE R A S — &N 11 BAFE 5T 52 A #IE, £ 5%
(105/2062) 1145252 A fb Y6 T7 110 R85 v J ek T 6 72 0 5 (ELA) VR AR 21 S A B
Prhidk, JLT-FrA WHUARLE A S e AR BR A A5t AT o 75 25 Fh R 3 5 i o v
WE2 B & AE AL B MTX I697 4724 ORI BT AR 1 B EL I T &
POH MTX AR S B 25369724, 0 lZ0°h 3% (41/1235) 5 8% (64/827).

SRR BHTHUAAR B AELE T Be 2 VR S SAL S B R A2 & T (L [TAR R
RiDo T RFIARBGTHAEE E S B>, BT A se e KRR HTHT
IR 5 I PR A 50 Bl 22 A PR 4 51 2 [R] FRAH e

Go 358 JRAE 20 AT R B O AR 245 b RO RE 2 5 VR 5, AN IE T AR S R B A = A2 2R
55 A 24 i 3 AT LU

(2]
ZEAEHA

SRR R — P NTRAL TNFo B eBESTiAR, 15 AR AE A TNFa
ghity, 0 TNFa 5HZME 4, il TNFo AV F 05 .

FEARSMRE T, R BHIT Y TNFo /S RAEY 808, 3% TNFo i
SRR AR T AR B R T (E-E#E R . VCAM-1. ICAM-1) 3RIEFIE %
AT (IL-6. 1L-8. G-CSF #ll GM-CSF) 173



HHEA
BRI

1 AR T ORI A BT R84 B3 PR 7T

G
FE—IER A PU/NB TNFo FIJRSTA AT /AR B Rtk ke, NRAE
IR W B 45115

TE— DR H S 83T FIIRRR-IA A K B BRI, SRR T IR —242
WIRE IR R RS A T KA B PTIE 50mglkg/ R (L1 E K HERE N 7 &
(MRHD) 1] 360 %), KIS EHAREMEMIGF I, FIREE 2 S HI45 WK
LI URE o B, AT TR ORI 1) B2 i T AR BT, e X IS, B
R XA BT R SR BRI K & .

E—DTE = 8k B BRI, S8R TR — . 5 =2 0L K 3L &
JEWG VR B2 1 S48 T R R R BAFTIA 50mg/kal vk CREATI IR AT ML 2453 & 43 I 29 72 N
ORI 259K L) 860 51 310 %), BRARFIANAT YA WA B it . 4hiT
MHAEZEHA G 6 N H, MG IH KPR SRR . B BI IR AT 75 4 U BAFIIH
FLIIRR R T RRIRSRL, RN E K G,

TE BRIk & SR, G gR IR FL S T AR BT, it
AL R B R BT, HR B 2R B LI R B 1Y 1/400.

SEGRIAIE] 19G Pkl BT a4 48, RERUEIR AR5 T PUMA 6T J5 AR ) 22
JLILIE R TR IR 19G Pk KAIARESHZ—F 19G Pk, HETEEIRIARIZ%
T RAARBGEIT G AR 2 LR AR R RS T B3, H I8 6 N H Z A
R, REEAEUEUR IS 25 AR BRPUIRIT, RIUGES 6 MH W, AL
FEPIE LT -

Hom

I AT SEAA BT A S0 1
(237151
i

20T RS2 AR A AT 28 B AR BPUR IR B NS R, IR BIERK
1 24534 EE B R AEINS TR (Tmax) 9 2-6 Ko 25 FAERE S 50 mg ARG TIE
SHE, PRAR R ORI 29K (Cmax) P BB = 45122y 3.21.4 pg/mL. X & ikiE
Y B MRS 48 T AR P2 AUCine [EBEATAS T ELER, 4R EoR, T
TES A i R 40 AR L2904 53%.

Vi
T B SR KR 1Y A B AR BRI S 45 7 0.1 1 10.0mglkg 57



P85 A AR TS Y 58-126 mL/kg. %45 KR WA b FE A AMENEI R,
FEILE S 73 AT AT R -

A5

TE SIS RIR 1T 98 BB TR 2 A i B R FR IV E S 0.1 B 10.0mg/kg J&, P
P14 BHE BRI SAE N 4.9 3 6.7 mL/kg/ K

{8 RS2 MG B PESE AR IS A L 5 BT 2% Bl g — KU S i
R 2R3 BN BB R 2908 2

TR BN J12E M B, BRI AR S IRSEPT R 25 T RO 17 Jofd J8 25 Bl Uik
FEEE L E AN 5 M S it P 3R T B o6

FEAEPURRIAR BGTPUAR R B, A ARES 5 A VR B8 R

ZIERF

FAIRIH LS 0.1~10.0 mg/kg IFFIE A, A ahESRE IR IS R B 25 /3)
JIERAEUTALZR M o BB TS 50~400 mg HIFRIE S, A i e (g B Sz i i
23BN 1A AL R AR A e 2k

PEHLAS 251050 77 195207
bE BH AR E N, AR R RS T &

58]
2~8°CHEGLRAT o
[E3]
s 2 (1 Bpm) P 05 mL AR, A ANEEME L R
W), T EH 3 LA LRI R EE AR,
AR 1308
(B3]
24 ™ H
[ATHRvE]

1 025 v E A FR i 1520190050



(3 O 25 s AHE 5 ]
$20170050
(255 LR RAE A

4 %%: Janssen Biologics B.V.
ML Einsteinweg 101, 2333 CB Leiden, fif =

(44 ]

A4 FR: Cilag AG
AP Hhibk: Hochstrasse 201, CH-8200 Schaffhausen, Fit:

EAERR T

Bk VORI ARSI 254 IR A

Hiuhk: B0 PG 22 T R X R A R R R UK 19 5
HEE GG : 710304

HL1E5 1. 400 888 9988

51 (029)8257 6616

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



A BPTH ST R T 78 2 8 B P A A BT 7%

il FHAS il 2 AR AT R D Bz U S i N 2, DNzt B R S 2
HZ{E S

HREES
E AR, B B IR, RO T R AT v & A
WHAZIZ AT, WEE R AT EN . AL ES N ARE LI )5, 7 AT
SE RIS A2
A B L4
1. e 4
2. IEFRAIUESES AL
3. VESTAM
4. FESZ)E

K 1 JyTiize AR a2 A
HE2E PN VIE/AY S S oA A

| \ \

o —
|

M2k Bk 8 PR Bk

Bk R I

1. WA

BT TR A8 1 A3 5>

o UIITRITHASMAETE L TR BEEKPI I E L ORI

AT AR DI 20 17 J A 2E

AT AR D) 2048 SE T S S 4 o

FEPCEORU N B ORI 200, U120 EE T e Ak S 4 EHCT .
DIZimitfhet Sk B sk (il 1S () BRidEBar), BABIE kB
BE LA E ko



REMARENBRHEE
AT A2, PARRR
o THFENIE T2 HOBE AL & IERR
W RIE RN 50 mg, BRI —SCAR G I 50 mg Pl 7E 2 T 48

KREARH (LHE 2)

o fFHIERNM THARAER S FEEANEERT, REEHRE ERAERE (B
“EXP875),

o MMM E LIEEDARN, BAEWRFH AR, IRk
PRIFIE A SORA T2 & L

o  WIEW LIS EITENFELR & F A R .

R Cel A, B2 G A . AROE S A BUR— K.
FRAEIXFIE DL, 15 1 A 18 1R B A B R T R SR A4S 35 Bl o

30 %P, FHARNEHBEIER

o CNTHWIRIESAY, KR S R EE R RCE =R 30 48,
Hzm 3 JLE
ANE AR oAl Oy o #pit ze SR g gs (i, AN ELR R KO #O .
FER T e R T A A B = A, VI BUR 5 R T Sk AR IE o

HEZIF AR B M
ISR, AT DAMER S ORI, AARIERS AR SE . AR ERED AT AN 2%
ﬁﬁ&ﬁ%*%ﬁ%

AT GRS B BRI, HA sl e Skim ] .

o IEMTWIFEAJEMSNEEERARE, R NERER T (A2
BROLEE) UL ER R . %A RES A DV RIE M B ()
F 5 /INRIR o

o WiAuEMR AT EILE BIWA, BAETWGEIER A T, JEhER LR
PRz A T A E £ (LK 2).
UARBAR BT AT« TRIECEAT R, ASEAE A e S E S 8. W



RRAZMIGLL, 18 A A B A B2 70 i B

N

WHEMAEREETAL (LA 3D

o EWHRIZZGTEAN KR AT

o AW RMEMLT MR IEES CIEERD, BRILTIE N7 5 om MITHASNESS .

o NEAERZKME. WO LI 2BEACIR. RAE R DX P B IR B O
S DX SR A ST o

o WIR—IRGGHTE ERATZUES, WA SRRSO .

= ({4

3

FHEN BIESAL AR (LA 4
o WIRATIEEN RGREESS, AATIE W] LAAE_ERE AU DX
o [AFEM, TWEMAILES mlnfl, EiRK T AL AT TS

K4

TR LS AL

o JHIEEARKMEIPET .

o AR ILTE N FAL

o TENFHITE BT MR ASEEAEE 1 X e RERR
FEREATIES 20/, V)71 FR IR e AR A5



3. VESTAR

HESRUFTE S A b Z AU BRI &Sk ORI . OSSR ORI IR, RAE 5 0B
ISREEINEALEY/R
B Sk ORI IE RS AR T, B2 A 2

mTﬁ%RF@(LES)
HIEHER LRSI, - A PR S EA .
o CREFSKIRIIBERECT R Yhis . BEAT BLERAEIN D) 20 Rl A AT 2E
o IEWREXVER BTSN LS & AT IR BAE A SRR — A .
PG oL & IR, R bR,
o IUREKIRIIEE L RIS Z5Y)
AN EER e Sk B HL A A AT SR
IR IFE RIS AR AT, AT SR ORI I R S e Bk B, B2 . WA
PEAHOL, TEIR AR B AR B2 5T

Kl 5

e T FE At A BT H A

o RPN IRMEIERENTEEN a1, R B8R 2 L K T
i, I — AP RS AR KX . 2.
FEATART IR AR U 270 T i oA 2

WA
o EFKEHRMARIKILEL 45 A —PERGECR LS AT BER HIAE N B ER
(DL 6).




o HERNHEEIG A GYIENKRN, ERBREZE L 8 A HERE AN S B4 3R )
(LB 7.

o CHFEZEHERIRN, CRIFHEMNAEAEZEKL ERE AT, R EESR MR EECE (A
&8).

<8

o IRIEGHHER EALZE L, RV A Bgs), BRSSP R EE
Ak, W 9 P




4, EHEZE

{5 AR ER IR AR

TSR AT e /Dt S A . X R IEH LR .
& AT LUK 4 R RV AT FE AR AL b, 78 10 A
AT B, AR DLAETES AR AL _E G b — /NG m] g
ANBEFESE BRK o

EFA RS (LA 10)

N7 RIRE A P I A TS SR S S8 TN — M as A o W DR g R B 2 i
At B e .

AZRE R B iRk

N T IR 22 s Mg e, 15 20 B P [R) — SCHisE sUi i 4

IR GEAFVES B AR ECE AN, V5 1] 8 A B A B TR T 5 B

K10
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