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WA 2yt i, @ UUR A RS AT AMAME SR, 2R SREUE 2 Xt
FEVRTT o

[ PR 25 ]

Ak
e

20 T AR e SZ I ISR KR IR 28 B AR AT IR B NS IR Bk
11 24534 BE B AL TR (o) 9 2-6 Ko 25 FAERESZAAE 50 mg JCMIAR YR F i

14T



Fa, AR BRI 25K E (Cnax) B £ hREZE N 3.241.4 pg/mL o X ki gt
B S A T AN G B AUCe T2 X Fe s, S8 ER, K REF
AR A5t AR P28 53%.

T

TSNS RIR IR R B TR R ER K ST 45 T 0.1 31 10.0mg/kg KI5 &= G,
AR BRIV N 58-126 mL/kg. %45 REA N X E N MEEA RS,
TE I AN A A PR

V=75

T BRSO A B AR AR i B IR KRS 0.1 # 10.0mg/kg J&, F
B4 BB BRI EAE N 4.9 2 6.7 mL/kg/ K

fa BES2 R AE S PR XRG4 L s ELMEE 28 800 — KR B g
PRI FAE R LN 2 A .

TR ZGBN 15 M B, BRRAESSIARRPT R 25 1 IRobE 1z o ik 25 o S
FZ MG I AN 52 M0 S i ) SR T B 2R

FEAEPTRRIAR RPTPUAR I B, AR FRES IS A R 0 B .

Eqi S

BB IEST 0.1~10.0 mg/kg BIFFI RS, AR fESR MR I 2 B T 25403
JIFRHAEIT AL o BIR B2 RV 50~400 mg M7 5, A8 M TE AR 233 P
23BN 1 AR R R L2 1

XL C3) 27 1950
BEE BRI, A R IE BRI T

{78709
LR A A2 [ S 2EAT (R PR 7 o

BT H

=T BEAL. BUE 2R B SR T A S A R . i T Ll
A 1500 REIFER>18 %, HRYEEE KBS (ACR) IFRHELE ki 3612
R B E RS R RIBE R R B 3 A, BREDEA 4 ST KA 4 A%
TR EE . B 4 SR RS AR 5 B B

GO-FORWARD f Fe 3P4 1 444 Bl 855, XS BE R 1 2/ 8 15 mg/
JE) R ] 5 771 B ) MTX VR 9T J5 2R G R15 RATTAT G 30, I H MR 323 1 TNF 2
YIAIT » BEBNLIEZ CEFH+MTX, A 50 mg+MTX. Af 100 mg+MTX 5§,
Afh 100 mg+ 2 BANGYT . 524 )G, B ZEFIMTX 16T 1) B SO
A 50 mgtMTX 1697 5 52 FRF, St AP Ky R 7T .

GO-AFTER WA VAL T BEAE 2325 1 a2 Fhhi TNF 254 (il AR B4

#1571



WA VE M BRI RAN TGS JRITI 445 BEE . BEZ BB ST TNF 897 1R
DRl 32 BB A 3 (58%) ANBEMN 52 (13%) M/l 2z = PElih & 2 A IR
(29%, FEZHTRFEFD. B2 2R A5 50 mg BLA M 100
mg. RVFEFETEM ARSI MTX. MR ZILnE (SSz) /ol fz it
% (HCQ) % DMARD 77 .

GO-BEFORE #ft Ft P4 1 BEAE R 323 MTX 1697 &t TNF 2590697 1
637 BIEEN MR RIS R B . BEBENEZ ZEF+MTX . A 50 mg+MTX,
Al 100 mg+MTX BUA S 100 mg+Z2BFIEIT . 26 52 FIR, B NFFRr
Ky oty . RN RS, B2 eBA+MTX 7 EE e 1
Ab IR R R BRI K O 2 AR 50 mg+MTX V6897

GO-FORWARD FFALH ) 3 (LR FE) & fi2: 75 14 1A E] ACR 20
MR A, LRSS 24 AR E & (HAQ) VP4 AT T IR K
PRI . GO-AFTER Hff91 HR ) 2 22K fi 2 7026 14 JEIR %] ACR 20 &) B3
B3 GO-BEFORE #f 7 (3 [A] 32 BE2& R #2824 JHIAE] ACR 50 B
BEE L LLLES 52 B van der Heijde- modified Sharp(vdH-S) -4 A1 %t T &
AP IIAE . B 7 B T4, BVE T AR TN T SRR AATE . 52144
PR BRHLEE S AR B A OC A T TR R

ARk, W7 GO-FORWARD F1 GO-BEFORE #%5 104 J LMW 5T
GO-AFTER Z%( 24 &, HEAN 50 mg A1 100 mg & F4d F MTX 57 240,
RIWBEAG GRS ZESR

JERFIEAE

% 2 P IR T GO-FORWARD. GO-AFTER Al GO-BEFORE HF 7t H 4 i 50
mg AR 14, 24 F1 52 B FEE ACR 4558, iAW . EHEAMEHAEHNE
PP (565 4 ) I EDIEER)T 2%

7t GO-FORWARD #ff 5+, £ 89 #il B HFENLIEAA S 50 mg+rMTX 4, H
W 48 B E RS 104 S E4ERRZIRTT . 1EIX 48 Bl E T, f 40 Bl EETE
2104 JHiA 2] ACR 20 N4, A 33 HlEEAES 104 JHiAE] ACR 50 N, H 24
BB AES 104 JHAH] ACR 70 MN&. 4SSN T2 A NIRIT I EE
W, EE 104 B 25 256 AR 23] ACR 20, ACR 50 B¢ ACR 70 M Z I H 4
ELARALL o

7t GO-AFTER W5, AMiGITHIAE] ACR 20 MEMEE A A TR
BRI CAR5 R FBEAE 1 M Pt TNF 697 1R D .
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% 2 GO-FORWARD. GO-AFTER fl GO-BEFORE X} HE#43 I R B r g 1

GO-FORWARD GO-AFTER GO-BEFORE
T IR T %, T Bl M2 R T %%, GBS RIR T4
MTX &4 REAE RS2 1 FhEl 2 Fht MTX ¥JiE
TNF %)
g il EN B il N gl PN
+ 50 mg 50 mg + 50 mg
MTX + MTX +
MTX MTX
n® 133 89 150 147 160 159
NEE, HEERY%
ACR 20
E14RH | 33% 55%* 18% 35%:* NA NA
H24R | 28% 60%* 16% | 31%p=0.002 | 49% 62%
52 NA NA NA NA 52% 60%
ACR 50
514 JH 10% 35%* 7% 15% p = 0.021 NA NA
%24 14% 37%%* 4% 16%* 29% 40%
052 JH NA NA NA NA 36% 42%
ACR 70
514 JH 4% 14% 2% 10% NA NA
p=0.008 p =0.005
5524 JH 5% 20%* 2% 9% p = 0.009 16% 24%
o552 J NA NA NA NA 22% 28%
a n AREREENL N B TEAS IR [B) A A 28 i () SRR vl PR 38 B mT e BT AN [
* p=<0.001
NA: A& H

7t GO-BEFORE 5t H, 25 24 JER{EH EER KRR R EH R 50
mg+tMTX BCE2H. A 100 mg+MTX BiA 405 MTX $L A 24Hi5 2] ACR 50 Bi%F
M) AT E BT R R 55 L (p=0.053). 2 52 JHIF, fESEAN
B, A 50 mgtMTX Hik %] ACR M& I8 #H {7 thagk BT MTX 5 H
4, ERAZ AAFEREES (R 2. EHEE. TSR IE %
TR H NPT TN 8T STERARNBER AL, TEZRE e N A
i 50 mgtMTX AR R EILT MTX B H .

7t GO-FORWARD AHI GO-AFTER #ft 7t H, #E4&FN TS B 8] £ 26 14 A AN
%24 FMEREHEIESMEER (DAS) MEEAFIGKZE X MG it %5 X

(p<0.001). TEMFFEIF UGS BEMLIIE N A S 4 HAB SR 4k B2 A S G971 B 3 vl — B4
FF DAS28 MiZ /KR E 104 Ji . fEHES Mt R HEZARSIRIT I ESE S, M
o 104 A 255 256 F AR 22 3] DAS28 BEEFFAHLL .

7t GO-BEFORE #7iHt, vPAl | FEEIGIRMNE GE XCNES: 6 M H LA E4ERF

ACR 70 M), 5 52 AL, A5 50 mg+tMTX 418 15%H) H 18 3 3 Eik R N

AT



%, MZEFHMTX HE 7% 8 FHIE R EBIGKMNZ (p=0.018). 7EREHLIE
AR 50 mg+MTX H1 159 Gl H, A 96 BB E LN 104 JA 198 48 821%
BI7 . Hharalf 85, 66 1 53 I B FH AL 104 3G ACR 20/50/70 M. 1
YRS 2 IR FE IR 2 A IR T I R, AR 104 JH 258 256 JE AR M 42 3] ACR
20. ACR 50 8§ ACR 70 N F L.

R FEIE

7t GO-BEFORE W5t H, vdH-S P43 A% T 3 28 /K 1 e s FH 0P A0 454
WA IIRE S o VP70 A i SR S A 2 D T/ S 0 2 8 G TR T B i SRR
FOAT B B RR S S MR I — P 256 3 8. 3R 3 WA T AR M 50 mg #&E
YIRS 52 BN EELE R,

FETCH A RFR B vdH-S B PPorFH T 328K T I 228 <0 1B BoR s
M, ANVATHEE T XA (p=0.003). 7E 104 AR, —EHal4er%5 52
MR FI G F NG . (EREES I A I A SIRIT B E T, W 104 &R
5 256 JE ISR S R AHA .

# 3 7£ GO-BEFORE Bt i) sk AR, 28 52 AR vdH-S SiE R T LK K
AR (SD) &

ZRF+MTX A 50 mg+MTX

n® 160 159
S8 ix
HeZ 19.7 (35.4) 18.7 (32.4)
AERE T FE 2R AR AL, 1.4 (4.6) 0.7 (5.2)"
RIES
HeZ 11.3 (18.6) 10.8 (17.4)
AEXT T R 2R AR AL, 0.7 (2.8) 0.5 (2.1)
JSN P43
2k 8.4 (17.8) 7.9 (16.1)
FEXT T R 2R AR AL, 0.6 (2.3) 0.2 (2.0)"
¢ n FoRBENL AR
* p=0.015
#* p = 0.044

G IEPLEE R FERT I 7 I 2

7t GO-FORWARD F1 GO-AFTER 7t H, 8 H HAQ DI %% 45 2055 ml v
B RNLREFN IR IX AN 26 5o FEIXLERE Firdr, 28 24 JE 1) HAQ DI PF43 A T4
s, ARSI a2 7 A IRIRE UG5 5 . M TAERFF
TEUGET BEALEE N Sl BAD AR SR B IT IEE, BA17E 104 JEIE — B 4 F
HAQ DI 35 . fEARSEZ N 70 52 AR S ia T B R, B 104 i 256 256
JE A IA) W82 2] HAQ DI B0 19 1 43 ELARARL o
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£ GO-FORWARD W5t H, 25 24 I SF-36 1745 o 1) & R HLAE % 417
PO, SRS AETE R . ASIRIT B E SR, %2 1 fd B AR
RATE R s, BAINKE XG55 o X TR AT AR BEA L
N b4 BAT ARGk S A iRy B, ABATIFE 104 IR — B 4ERF SF-36 SR HLAE
FH VS . RS I AL AR G A T, R 104 25
256 JEHAE] SF-36 EAMLAE #4150 VEor I GEM L. /£ GO-FORWARD it 5 fil
GO-AFTER W59, 8 S 1405 Th e VR -8 55 B R (FACIT-F) I &% 55, W53
Wi VE ISCE A gt 2 E L.

E—TZ R, FEHL. WE . ZEFIN T (GO-RAISE #F7) 1, XA
it () 22 A PRI B IEAT T VP o B AN T 356 BIE S PR B B A A L
FEHRFEE N 1E 0~10cm fE% I, Bath 58 BB R & S PEFE 2 (BASDAD
>4 HFHERE VAS PF53>4]. IR LI G & IR AR 52 8 #2520 NSAID B¢
DMARD 677, FHHAEaT A2 50 TNF 67 RS shbEsm a3 . EE N 4
JA2 B TS — IRA BT . R BN B R4 . AR 50 mg AEK
Ak 100 mg 21, I FOVFH 4k 8% 52 DMARD #EFE76)7 (MTX.SSZ Al/8 HCQ).
FEL R 14 FRNAR R E R R T IO R E (ASAS) 20 M& 1) EE
Hortle 5 24 ], WA I A 22 RN I I s

MEIRIESE 24 &, TEXAN 50 mg FIA N 100 mg PIFh4A 2577 1197 3K
PR, KRR E ARG IRRE L ZER. £ 45 T AR 50 mg FlEA
MFEEER, T,

# 4 GO-RAISE Bt HF I E B 7 &R

ENY
el 50 mg*
n® 78 138
N&FE, &EER%
ASAS 20
5514 A 22% 59%
5524 23% 56%
ASAS 40
14 15% 45%
5524 15% 44%
ASAS 5/6
14 8% 50%
5524 JE 13% 49%

* FrA L p<0.001
© n ARKRBENLH B FEAS R R] SR AN 26 B SEBR AT PP 2 545 5T R B
ZNEIE
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TEAR S SN T AR R IT EE H, MEE 24 258 256 Ji AR 3k A5
ASAS 20 F1 ASAS 40 N2 1) 38 LI AHALL

FEH 14 AR 24 M50 BASDAI 50. BASDAI 70 #1 BASDAI 90 34y
BB EA G E L (p<0.017) . TEFFUEA SR Ja B E IRV CGF 4 D i,
WS B F LB I S MEIR AR A BT, JEH B4R RI5E 24 . RS2
WER I AR MIGIT B h, DS 24 I A5 256 IR %2 5] BASDAI &
RARLIE 43 LEAR AL TE 18 BB R 75 6 8 Ff DMARD(MTX. SSZ Fl1/8 HCQ),
DL HLA-B27 iR KGN 45 iRk CRP /KF, HBEH 14 N ASAS 20 N2
BIReSRATF BT AL

TEEH 14 FIRIEE 24 JA{EH BASFI AHXS T2 K RSB PR B AR HLRE, 45
REBAR RGBT RELE T GUEHLEE. 7255 14 FIAIEE 24 FI{EH SF-36 ER 1P
EPRHLEE DL S A B A OC A T5 T &, R IR IR YT BB UGS T RBAH AT &
PN HAE 2 AR, A5 24 A A 256 JEAFNLRE A f@ FEAE e 42 0%
Jo7 A AHALL

ISR

KNI IRAT R SRE I EAE R A7 — G NAE T BABR ST 52 JE I, 7E 5%
(105/2062) HIHE52 A S V6T 1 1535 R i st I G 728 I e (ETA) Y25 Aar il 21 e 1A B
Jriik, JUTHrA MHURLE R SM e T AR S 4 R o 78 B Fh R P 5 g R
WL B 1R A AL . IR MTX 697 477 248 ORI BT ik i) 3 EL kT &
A MTX A SR Z5E T A, 028 3% (41/1235) 5 8% (64/827).

LA BHPUR FIAEAE 0] Re = F S50 S R AR S (L TAR R
REDo BT RRIAR BRSPS R E R, B A e e KRR Sih
RS IR 250 5 22 4 PR 25 S 2 TR] IR AR e

G5 i 73 BT SR BT R A 29 & B R 8 D7 V00 58 » ANIE TR A S R A = AR
5 At 2 AT bR

(]
ZEAEA

LHIAR YR — R NIRAL TNFo g fEdiiR, nl 5 AnfiE A4 TNFo
454, 0] TNFa 5H 2455, N6 TNFo 894225205 1% .

FEARANRIE G, AR BAFL AT TNFa /S RAEY #0545 TNFo i3
SR HE A MR I PR R 7 (B-1EF: 2. VCAM-1. ICAM-1) [IRIERIE % 4H
fiAl-¥ (JL-6. IL-8. G-CSF f1 GM-CSF) )4 .

HEAA

B R
I AR JE ORAS BT R84 B3 PERE T
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AR

£ TR PN TNFa FETUAZET /D A & etk ks, MRAEF
IR W B4 .

£ TR B B EAT IR AR -Ia X B SRS, R BRIk e — 42
FRE R P IR B TS 48 T RAMIR BT IR 50me/kg/ IR (2 s K HERE N7 &
(MRHD) (1) 360 %), A UWLAREHAREVERAGAF 51 SRURESS 2 225 AN R
S I IR RS, IR AE SRR 18] B R T ORI Lyt AR Ta T, B
e KANARBPUR PR BIRAG A H 0RkEE

FE— T P R m i, BRI TR . B =AW DL R AL R
JEIPRIR B S5 45 T RAIAR B htik 50mg/kg/ IR CBEAARIIA A 2459 B2 730 £ 7%
NE KA M 2GR LT 860 f540 310 %), BHAFIIAF IR W /S %)
FARAEZRR AR 6 N, MLIE T EA AR B fiRTE . BRIy
e L YT i T IR BT, R MW S R 7 R

FE R AR W B R ik, SR YRR PLI 45 ORI g, FLi
ARSI B SRIA LT, HR L 252 B LS I EE 4 1/400

SEURAIE] 1gG Pk TTEE A2, BEREARINIAILS T BRI T s 2R
B LI i el A 2 1gG P . KRIABPT I 2 —Fh 1gG Pk, HATHEYRIYIaILS
TRAMARBGRYT I AR VR A RS T RERG I, IR I 6 M HZ A
RIE, BEREAEARIIAIZE 25 MR BPTIRTT, RIS 6 DMHNW, AR )L
PR

o
1) A T e S R A B4 1) 250 P 4
[ 5]
2~8°CIBE YL IRAT
(3]

TR (1 B A 0.5 mL W, H—NEERE L CRE
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W), BUERIERE b E SR R LD,
FLAE RIS 1 S0/ &

[H3]
24 H
[P ATHrE]
2 i R AE 1520210050
(LSS ]
[E 241 %% SJ20170050
[ ETiHFTRAA]

% #%: Janssen Biologics B.V.
ML Einsteinweg 101, 2333 CB Leiden, The Netherlands

(=4 ]

N4 FR: Cilag AG
EF= bk Hochstrasse 201, Schaffhausen, 8200, Switzerland

[RATFEAN]

R U AR 25 A TR A A

FEAM L BRPEAE P4 2 T R X R R b St R U B 19 5, BRI
7 22 T v X e % 4 5L E PR 17F

MR E gmiD: 710304

Hi5 5. 400 888 9988

fEE 5. (029)8257 6616

W4k http://www.xian-janssen.com.cn
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A B PUSTR T 7R 2 4% OB P A A BT 7%

A5 FH AR o 2 AR AT 4D 82 U A5 (K i 2, Rt B i 3 E 2L
BEIEPSY

EEREREiRS

HEAF AR, R AP IRERAE . R CE 1 W3R4T HE A FIE
W AT, W REATEY . EAd T ES NRARESERIZ )G, TEAT
SERIES R 2.

AN Ui LA
HES I AT 8%
PN 2L S AL
TES A iy
ES 25

b=

K1 o tise SRS A s A

FEgE BESLBI B EELN (EERT EFSL e

o w

FEZE K Bk B PR Btk

1. EEFFRAES S

BT AIES 25 1 A3

o UIITRIESERIAEZE L. MR BERPI B LR

AEATIS AR DI 20 17 Ja A 2E

AEAT IS AR U1 23438 SE 778 AIE ST 4% o

FEPCEORBUT BRI 28/, D20 LT re Ak i 4 EEUT .
DIZIRL kst kB s e CAnlEl 1 shAS (%) ARICERSY), PABIE KB
PEPLAE d ko
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REMARENFHHE
RV W Ik DN RN
o TFERGENS & I BCE AR L
WARIE RGN 50 mg, ARG — SCA RN 50 mg P N4 -

KEARH (A 2)

o ATHIERM T HAXITH B EMRNRER, REEHEZE AR (LA
“EXP”#87R ),

o WM AR LIEERA SO, EBAETRAES A, ek
RPmE A A SR T2 L.

o IBILT DK EATENIEA & B U,

R LG RO, B2 IZITE S 8% . AROTE S A &) — K.
FAETXR G DU, 335 B AR S P I 2R B FRR R4S 5 B

&5 30 7, M ARNEHEERER

o NTHMRENSY, BRSNS EREAZERT 30 48,
FEz B L
ANE AR Hoph 7 s e 2R g (lan, AN R s KO .
TERFT e 2 S 28 20 = IR ], UIZ0EC T v i 88 0 Sk AR g

HEZIFHRIA R
IGAEEAFI, Al AR S HOR I i, BAREREARAE . ARER DA AN 8%
ﬁﬁ&%ﬁ*%m%

BAEME S SO EARM I, FA s e kim o] T .

o EEWRAEHNSMEEERERE, FRENERERTLL (A2
BAOLEE) DA ERE G ZIET RS A /DB R BE G &
L5/ NRITRE o

o IRIERE GWIIEE PR, BAETTERTER KA, IR ik 0k
PRz A TR Ew B (LK 2).

W ARBAA I ARS L VR IhELE A R AR, A EAE e sE S 45 .
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RRAEIXFE L, 15 ) 8 B B AR B2 7 D

RS ESIRAL (LA 3)

g

o EWRIZZGIEN KR EHTM

o AW DMEMLST MR IEA GIEER, BRIEBFIERJT 5 em HITHASNELSS .

o NEAERPARE L 0. LD BRI AAE T X8 A B R B YR
(RIXIATEST -

o WIRIRGLTH EIAT 2 UES, WAL SR RO AT o

5 (3

K3

PEN RS RE (L 4
o WIRAPHARGEIES, MATETT AL BB SMU DX S
o AR, TWEREEES A, LIREPTE AL TS .

K4
HE RV STERAL
o FHAREANE KM EHIGETF
o FHRE M RS2 SR A

o UENHIE BT R ASEIAEE 1 X b B R
FERATIESN Z 00, V)21 FR R AR A5
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3. EHAR

HESR IR A o Z AU BEEU T Sk ORI BON AT SR ORI IR, RAE 5 70 Bl
SR REALLY/R
B S R IB RS R, TR 20 b A 2E

BUFetkAR i (LA 5

HIEHERLFER T, - A PR S 1 E K.

KB R ARSP I8 BN Ja 94 o BEAT R R AR I D 270 il A 2

T e VRS B TS SE AT 8% T I B Bk (AT AR .
MG OLA g I, ERE LR,

BN Bt Sk ORI 5 SLBIVE S 254

ANEERE it Sk B R A T R T

R TE G S AR Bk, AT Sk ORI IR s AE 8k b, W20 . Rk A
BRI L, TH IR AR R AR B 7

SENLTRTE AL S AT IS

o HFMT M EIRR AN AT 4500 LA, R B BHERE 28 L T
i, IR — R PRI iE R i BRI . 2.
FEATART I AR U1 270 180 i oA 2E

T 5 A
o EERERMAMEIKREL 45 [EM. —IRIEIRGECR BT SR T BEIR M 48 A Bk
(JLKE 6).




o HEINEMITEZYIENEN, BRI ZE L 58 A HERE AN SL B3 3B 2 1A
(LB 7).

8

o BB MERE EAES, DRSNS L), BRI EEE
MBS, w9 Fios:
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4. EHZE

& MR ERERG A

TESHRAL AT e /Bt S A . R IEH LR .
] DU 4R BR B AT FE AR AR AL b, Fp 8 10 A
WAy s, AT DUAETE S AR AL B b — NIRRT
ANBEEEE BRK o

EFARESF (LE 100

N7 R S A I R P R B 8 TN —MBEas A o W DR IR B A Bl
D PN (N KT

AT B R b izEE k.

N T AN 22 A M@ e, 15 20 AU [R) — SCPFE s 4 2=

AN SR EAFEST B AR B AN, V5 1) R A B A B R

K 10
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