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ARG T TR AR 2

(ZYdE]

FE— T RIS, A 5 9] 58 52 R0 77 S8 48 58 (AR i 45 24771 & (10 mg/kg)
FRLUCE KA, R H I A RS R B AR AT R S R SR R R R
100 kg, PRI BR 0 Bk A i 1000 mg.

NI 2, R DA RN A AR BEAR, 37 RIREUE 24 R0t
FETRTT o

7B |
Eawipaka
R

20 T A e A2 ISR IR R 28 B AR AL IR B NS e, iR Bk
1L 259 B2 KT AL I TH) (Tonax) A 2-6 Ko 25 TAERERZIKE 50 mg XA AR T

551471



SHIE S PR ORI 25 (Conax) P IIME £ 120N 3.2 1.4 pg/mL o X 3 BKEE ST
B MRS T A MG P2 AUCie [HETAE T FCELER, SRR, BCME
S i 20 AR EEZ0 9 53% .

Vi

TSRS KRR T 98 88 AR BRI AT 45 T 0.1 3] 10.0mg/kg HIFHI S
I A AR ITE A 58-126 mL/kg. %45 AR WA b FE MG R,
FEILE SR 73 AT AT R

TR

T AN R I G 98 B RS2 A BRI IR ST 0.1 31 10.0mg/kg f5, F
P14 s RR R AL HAE N 4.9 3 6.7 mL/kg/ Ko

fa B2 I NG SV RIBOCTT A + 9i B A 2 55y — X S T g
R 2R3 BRI SRAE R 2900 2 ] .

BARZIB) 1 e, BCR AR SRR 2. T IRWE R o2 i 2 BAd U
FEGE L P A 52 M) 4 it PR 9 WL e 26

FEAETURRIRBGIPURI EE AR R AR M AR B8 B

LR

FRLIREBIIEST 0.1~10.0 mg/kg FIFTIE G, A ahFESR XGRS R B T 25403)
JVFRAEIT AL o BRI R VRS 50~400 mg HUFREL S, AR SR8 23 P 1
ZIABN 1 AR R R L2 1

PRHLXS 251050 77 19 520
bEE B E AR EIG N, A RIS RS T &

[ R %]
LR D9 s fs ££ [ A 2EAT R e PRATE 7 o

FEM MK

ST BENL. XUE SRR BB TR B T A S Rt . i Tkl
A 1500 REIFE>18 %, FRHEE E IR 2 (ACR) [1FRHELE I % i B 12
N B E VR B R R T R 2 3 AN H, HEDEE 4 AT KA 4 A6
TR G . B 4 A R TS — R B B

GO-FORWARD HfF FLH V-4 1 444 83, X% T 2 /04 15 mg/
JE B ] 5 7710 8 (1) MTX IR 97 J5 KGR K1 RAA W& 30, I H MR $EZ 3 Bt TNF 2
YIGIT o BEBNLIEZ ZEFHMTX, A 50 mgtMTX, A 100 mg+MTX B,
A 100 mg+ 2 BANGYT . 24 G, B ZEAMTX G978 SO %
A 50 mgtMTX V697 . 55 52 RS, BE N EK Y R A .

GO-AFTER B 7 AN T BEAE RS2 3 1 Fhalk 2 Fhbt TNF 2590k AR 5

551571



WA TE I BT RN FE LS JRIT I 445 BB . BEZOEBRA ST TNF 1697 1R
Rl = BRERZ A8 (58%) BRI (13%) FI/E & A BA 8tk 2 M 5
(29%, FERMTREFIEED . BERHLEZ LR A 50 mg B4 100
mg. FCVFEHETEN T 4R & I MTX. MIZEEERZILNE (SSZ) Fl/aiFz it
A (HCQ) % DMARD JRYT .

GO-BEFORE #f 7t P 1 BEATE R 4321 MTX 1897 K3t TNF 25901697 1)
637 BNE BN PE R KRS R B . BEFNERZ ZEF+MTX A 50 mg+MTX,
Afh 100 mg+MTX BA S 100 mg+ 2 BAGIT . 28 52 JR, B3 AT
KA A t. ARy R Y, B 2BAMTX iy i el 1
Qb IR e BRI K SO B 2 A 50 mg+MTX ¥RYT .

GO-FORWARD i Ft () 32 (LRI F 2D & . 7855 14 FiA%3] ACR 20
R EE T, DUKEE 24 JEREREVFE M4 (HAQD PFArFHXT T34 /K
PRI . GO-AFTER A/ 50 1 3 B2 f 2 7026 14 JEIA 3] ACR 20 M1 B3
B4k, GO-BEFORE M 7t i (1 3 [F] £ B4 A5 24 JHIAF] ACR 50 M)
BEE LR 52 K] van der Heijde- modified Sharp(vdH-S) 173 #H %f T3
LA . BR T FEZEA AL, BV T AR X R SRR AR AE . 5218
FINE L B RHLRE S AR A O A T TR R

MAKSKRYL, BFA GO-FORWARD 1 GO-BEFORE £ %5 104 J& LK HF 7
GO-AFTER £ %5 24 Ji, EAH 50 mg A1 100 mg & HH# H MTX ()7 %0,
R I EA GRS S 2 57

JERAE A

% 2 1 RI8 T GO-FORWARD. GO-AFTER Al GO-BEFORE Hf 5t H A/ 50
mg AT 14, 24 F1 52 I EE ACR 451, fild T~ . TEHHEAMAZENE
YA (55 4 F3) I EIR 2 30)7 %5

7t GO-FORWARD #ff7tHh, 89 & bl AA M 50 mg+tMTX 4, H
A 48 I EAEFEEE 104 AR S 4ERHZIGIT . 1EIX 48 (5, 1 40 Il B35 1E
%104 JAIAE] ACR 20 Fi%F, 33 #lEEES 104 JAIAE] ACR 50 B, 24
B BHELES 104 HiEF] ACR 70 NE. {EREES NI R AR NG IT S E
AR 104 J 258 256 FE AR 23] ACR 20, ACR 50 8% ACR 70 R H 47
LEAHALL

£ GO-AFTER #7iH, ARaiGITHIESE] ACR 20 MERIEFH A E T%
BRI AR5 BRE 1 FEZ APt TNF 3697 R D
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% 2 GO-FORWARD. GO-AFTER Ml GO-BEFORE X #43  E B s =

GO-FORWARD GO-AFTER GO-BEFORE
T KR IRTT %, TEBI MR KIR T %, TGS SRIE AT %,
MTX 436 REAERESZ 1 FhakZ it MTX ¥]ia
TNF 2%
il A s el A s bl ENT
+ 50 mg 50 mg + 50 mg
MTX + MTX +
MTX MTX
n® 133 89 150 147 160 159
MNEE, HEERY%
ACR 20
EI14E | 33% 55%* 18% 35%* NA NA
24 | 28% 60%* 16% | 31%p=0.002 | 49% 62%
52 4 NA NA NA NA 52% 60%
ACR 50
i 14 JH 10% 35%%* 7% 15% p =0.021 NA NA
i 24 JH 14% 37%%* 4% 16%* 29% 40%
%552 A NA NA NA NA 36% 42%
ACR 70
i 14 JH 4% 14% 2% 10% NA NA
p=0.008 p=0.005
i 24 JH 5% 20%* 2% 9% p = 0.009 16% 24%
o552 JE NA NA NA NA 22% 28%
a n ARERBENL B s TEASIRII B] AN & R (P SE B ] DR BB 3 B BT e BT AN [
* p<0.001
NA: A& A

7t GO-BEFORE #7iHt, % 24 JEIH7ErR H R KBS R BH CRM 50
mg+tMTX BA2H. Afh 100 mgtMTX BEA 405 MTX FE R4k 5] ACR 50 W&
PR AT R E TS RS S E L(p=0.053). ZF 52 N, fEEfkAN
B, A 50 mgtMTX 4HixF] ACR M&HIEE H o etk B s MTX # 4
M, HRHAZ BAFEEEER (R 2. AR IGEIIERERE M XIE %
TR B H NPT TN 8T STERR AR AL, 7EZRE e AR A
i 50 mg+MTX ZCR S4E BT MTX #.4.

7t GO-FORWARD H1 GO-AFTER #ff 7t H, FEREAN T RIS [H] 5y 26 14 J& 0
524 MK MEFIESEEL (DAS) MEBGIRKE X MGt E X

(p<0.001) . TEWTFFIF UGS BENLIZEANAS S 20 HAISR Ak SEA G 7 1 38 v — B 4
FF DAS28 MZ/KFRE 104 i . fEUESS IR H AR RIRIT M EE S, N
2104 JH 25 256 JE IR M S ] DAS28 ME AL

7t GO-BEFORE W5t H, PHAh 1 EEIGIR NS CE CNESE 6 4 H UL E4EFE

ACR 70 N2, %5 52 AR, A& 50 mg+tMTX 47 15% 1) 855 3 35 Bl R v

17T




2, MRBEFHAMTX HNAE 7%0 EE R R FEIRRNZ (p=0.018). {EREALIE
AR 50 mg+tMTX A1) 159 HlEEH, A 96 Il B 7EE 104 IR 4k 821%
BT . Hh I 85, 66 A1 53 Bl B 7EL 104 JF4E ACR 20/50/70 Ri%s. 1E
AR LS INAE 0T 2 AR a7 IR, AR 104 JH 258 256 F AR ZE 5] ACR
20. ACR 50 8§, ACR 70 N 2ZZ AL,

R FEIE

7t GO-BEFORE W7t H, vdH-S P73 XT38 28 K P (14 28 4 H VR 4544
IR BIFRIE o 2P J0 i 3o AR A 2 U T/ i R A2 30 O R i g i S AR
AT B B RS F IR —FPgE &0 8. R 3 A T AN 50 mg #&E
HAEEE 52 IR B R,

FETCHAE SRR ER vdH-S SPPor ARFFEER KT ek AE<0 1 g HE )y
[, AFVATHEEE T XA (p=0.003). 7E 104 WA, —EaJ4ER% 52
MEERN BN o RGBS I T IR AR IR T B E T, AR 104 A&
5 256 JAMARIEAAZ 2= N AR .

& 3 7£ GO-BEFORE W FL .84k NFEH, 5 52 AR vdH-S B PP TR KR
B %Y (SD) A

ZRF+MTX 2 50 mg+MTX

n? 160 159
B
Feek 19.7 (35.4) 18.7 (32.4)
AR T 228 AR L 1.4 (4.6) 0.7 (5.2)"
(4L P
Feek 11.3 (18.6) 10.8 (17.4)
FEXT T HE LR AR L 0.7 (2.8) 0.5 (2.1)
JSN PE4+
Sk 8.4 (17.8) 7.9 (16.1)
FERET-JE 2R 1 A2 A 0.6 (2.3) 0.2 (2.0)"
@ n RoRBEL AL B
* p=0.015
** p =(.044

GIEPLEE IR A 7 i 2

7t GO-FORWARD #1 GO-AFTER #F5tH", {8 H HAQ DI #4547 ml vEp
EHENLRE AR IR P24 i (EIXEERE ST, 26 24 A HAQ DI ¥ 73 AH XS -2
LIEE, ARG a2 R BA IRRE UG5 5 . M TAERFF
FRURET BEALEEANAS S 2] BADAR SR A SR T I, AWATITE 104 R HHIE] — B 4ERF
HAQ DI 3. {EEES N S F a2 AR Mia T R H, R 104 JE 258 256
JE A AR 52 3] HAQ DI 2503 1 5 40 L AR AL .
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7t GO-FORWARD Fff 7T, 25 24 AW A$ ] SF-36 V¥ 70 H 1) SR HLRE % 2 75
PEOr, RS A AT R . ASIGIT 85 52 EFIA L, W% 3 /0 fd FEAH
KGR B, B IRRE URSiit2E . S TR IR a3
AN S0 BATSR R B2 A 6 97 83, AT 17E 104 Ji AR — B 4E+F SF-36 S 1ANLAE
FHEDVED IS . RS NI AU AR SR B R, EE 104 JH 258
256 JEIHIA] SF-36 ErARNLAE &4 7 vFor I eGE L. /£ GO-FORWARD Hff 5T il
GO-AFTER B 7T H, Af A 405 Dh e vPA-0% 57 8 R (FACIT-F)Ill &% 57, WM& H|
9 55 VEAr I CE B it e X

=T, Bl WE . ZRFINIE7T (GO-RAISE #F70) H, XA
it (R 22 A RN R HEAT T VR o B AL AN T 356 BE S PE SR BV AT Rk
FERFHE XN E 0~10cm (8% I, Bath 58 H VS RGN PETE B (BASDAD
>4 HAFFEIE VAS Wor>41. AW NAIE 00 R 5 A2 IR 8 2 B #2521 NSAID B,
DMARD 597, JFHAHTAREZIE P TNF 1697 TGS B . a5 4
JA G R NS — IR A B . R RN A A 50 mg 418K
A b 100 mg 2H, 3 fo i H 4k 45425 DMARD fEBEVE T (MTX.SSZ F1/88 HCQ)-
FEL TR 14 BB IA B0 B A R IT RO AR HE (ASAS) 20 NI B #H
Hort. 25 24 J, WS IF o B 2 BN O T S

MRV ES 24 i, XA 50 mg FASS 100 mg PRS2 75 R HI9T 3L
PR, KRR E ARG IRRE L ZER. R 4 51l 7T AR 50 mg FIEH
MEEER, fRWT.

X 4 GO-RAISE TR AH M E BTG R
ENH
LRI 50 mg*
n* 78 138
MEE, HEER%
ASAS 20
%14 22% 59%
524 A 23% 56%
ASAS 40
% 14 4 15% 45%
5 24 4 15% 44%
ASAS 5/6
514 & 8% 50%
5 24 4 13% 49%

* B LbE p <0.001
o n AAKRBENLALE s TEA RIS R AR 28 1 S B m] PR 28 3 1 20T e B
NGB
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TEREEZ NI L L2 AR MG IT I EE R, AER 24 R 256 i AR 3R 15
ASAS 20 Fll ASAS 40 N& 1) B3 LLBIAHALL

TE5 14 A 24 W23 K] BASDAL50. BASDAI 70 1 BASDAI 90 /)
REEA B G5 L (p<0.017) . fEFFIEA ST fa B E VT C5F 4 JD |
WL B F BB E S METR ARG P, JEH —BE4ERRIEE 24 B, fE48:ZSn
WER I AR MG IT I B R, S 24 B 25 256 53R W 225 BASDALI #3
LARLI E 4 LEAR AL TE 18 BB 2 75 6 8 Ff DMARD(MTX. SSZ F1/8¢ HCQ),
DL HLA-B27 HURAG &5 R a2k CRP /KT, B #EE 14 R I ASAS 20 M2
BIReSRAR F 8T AL

TEE 14 FIFIEE 24 F{EH BASFIL AR T 226K ISR PR B AR HLRE, 45
REBHAR RGBT RENE T GHHLEE. 7255 14 FIAIEE 24 A SF-36 =R EHAE
S RHLRE DL S Ag FEAH DG AR 3 T &, R BIA R YT 38 8 T B S AR TE T =
AT HAEZ AR B, B 24 AL 256 FEFENLEEAE B A 4%
Jo7 B S AHALL

RS NF

FRRIEIRTT 28 SREMEERA S —ERE T AR 52 BN, /£ 5%
(105/2062) 14252 A G 7 1) 555 A e ook i 4 2% 00 5 (BTA) 2 Aar I 1) 3 R A B
Lk, JUT A PR LEAR SR EE T # R S 4 R o 78 5 Bl SRR P 5 s R
WS B R A F AL B MTX 1697 4174 RIR ik i) 8 35 LK &
A MTX BIA S50 7 4, 3048 3% (41/1235) 5 8% (64/827),

LR BPTHUAR A LE RT Be 2y A e M R A m L TAR
MDD o BT IRIAR BEFTHUA B S R, AT A RER € AR B yiht
5 I PRAG 35501 B 22 4 PR 2 SR 2 TR] B A Gk

G B T 73 BT SR BT R A 249 8 B R 5 D7 V500 5 » A& W AR S P po Ak p= A 2R
5 H A2 AT b

[ZEEHE]
ZE/EH

LHIAR B — MR TNFo B reESTiE, 715 AnTiE R A TNFa
ghity, I TNFa 5HZRLE S, i TNFo AP35

EARANRGE B, SRR B AT TNFo A S RAEY #0135 TNFa i35
SR A MR IE R R T (B-£5 3% . VCAM-1. ICAM-1) HIRIEFIE % 48
MaAF (IL-6. IL-8. G-CSF F1 GM-CSE) ()43

BEPIA
wfe

[ AR T JE ICRIA BT st A% S PR T
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A TE E

E—TURHPT/N BR TNFo [FYESTASE T F/N A B D8, MRAEE
JIA WL B AR

TE—BUR FH & BT M IG-I6 A 2 B R, SBG TiERE —4
WIRE R PR B RIS A T RAFIAKR B BTIE S0mg/kg/ IR (L1 R E K N 7 =
(MRHD) [ 360 1), K ULBA S RHMARE MG EENE. EIREE 2 45 R
LRI ILRE i B, BRATE AR gR A R] 2 8 T XA B ht . fERIHAL+, =W
TR XRAR TR T BB K & B

E—TE =k B BRI, S8R TR . 5 =2 DL AL &
JE WG VR T VESHES T X AR BAHTIA 50mg/kg/Ik CBRARFIIGAT I 25 9 J 43 ) 20
N KRR M 2GR FE I 860 £5F1 310 £i5), RHKRIZATHK W BRI 40
FIAEZR AR 6 N, MG 6 KRR BRI REE . SEBEIGTE IR A
M FLHA R T R b, R LB B & BB

TE S BREE = BA B B a0, SRR BAAIR PSS TR BT, At
AR B SRAER T, R B 2R B MLIE R L 1/400.

WEURMAN] 1gG Piikvnl@ S G iR, BERIEIRIE S THUiRIaTT G AR
W) LI T kil 2 1eG Pk . KRR BHUHZE—Fh 1gG Bufk, H TR RS
T RFIARBGIGIT G A LR AR B GR RS T Re g m, a8 6 MHZ A
PRI, RESEAEUMEOR WA 45 25 S FIAR BPTIR T, RIGES 6 NMA W, AEBELEL
BEAEE T -

o

V) A T i S R A B4 ) S50 P 6
Q59 |

2~8°CIBE YL IRAT
(3]

TR (1 BUBEE RA 0.5 mL W, H—NEERNE L CRE
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P, W AIER g LA RYIE RS AR,
BRI 1 3/&

[A%]

24 M H
(AT AR D

2y AR HE 7820210050
(LSS ]

5 241k % SJ20170050
(@R EIESZ PN

% ®%: Janssen-Cilag International NV
VEMHLIE: Turnhoutseweg 30, B-2340 Beerse, Belgium

(4= 4]

NV FR: Cilag AG
ErP= k. Hochstrasse 201, Schaffhausen, 8200, Switzerland

[EAFREAN]

GRR: TUAR T 25A IR A A

P L BRPE A P 2 T ol X R R P I B U B 19 5, BRI
VG 22 T3 v X e L 4 Sk E PR 17F

B mbD: 710304

HiE 515 400 888 9988

fEHESH5: (029)8257 6616

WI4E:  http://www.xian-janssen.com.cn
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A BT S T 7 2 A S PR A A B 1%

i A il 2 B AF AR D Bz B W B I i A 2, RO P & 2
HZER .

H LS 15 7
AT, R IO D IREAE . FE RIS TS 1 AN TR AT HE &R E

WL, B BATIEN . AL B N REE SR )5, AT EAT
SERIES 4 .

AU AL I
HE# e ATE N 4%
e FERIE 2V S AL
RS A i
EM )5

b S

K1 o Tie ATES AR R R A

FE2E BB i BN RN E LR g

o w

FEZEK BBy P2 Bk

1. HEEWFEAES S

BAEWFE RIS R EA I

o UIITRIESASIAEZE L HEEE. BEKPI o B L ORI

AEAT IS AR T 270 17 i 4o A 2

AEAT IS AR U1 273 48 SE 178 S TE T 4% -

FERCESRBUT BRI Z 0T, V)20 HATE S 4% ERCT
DIZimtft Sk BrrisaE g (i 1 RS OO FRidEir),  ABIESkB
B PRI d ko

#2310



REWARRES S E
(KR UiV WES TE PO E7R
o TFEATES A BRI 2 IEH .
ARSI E DY 50 mg, ROREIRTF —SCAMG 1 50 mg FFE2UE S 45

MEFZH (WE 2

o (FYIEHRM T AN FMRNRER, RISERZ LA (R
“EXP”#875)

o MBI EELIEEIERY, BAEMAXEN ST, etk
SR R SR VAR Y o B

o IBILTE LIS BT ENTEAC & B A RO

RO AR, B2 e TS . ARONER A &R K.
HRAEIXRIE DL, 155 1 2 45 10 B A B 7 T R SR AS 45 B o

E45 30 %, FEHRNESHAZER

o NTHAPRERSZ, KPS NG IR EA =R T 30 24,
FI S JLE
ANZFEF AT 2O AT 2GS a8 (N, ASEERIBER KA o
FEAF P 7S AR 48 B SR IIA), VI 2700 5 as i B L ORGP 8

HERFHARII AR
ISR, AT AR I R b, BRI AR RS . AR ER LD A A
KA BB

o BAEWTEAIEN A EME T, HoR i A kim sl T o

o EMWIRAEMSNEEERERE, SRR NERERTILL (A2
BROEPE) LA E R . %IRRT e S D VR IE W B (U
F 5 /INBITR

o WRiEM e A B VAR BMA, BTG AIEN AR T, FRIE A kIR
PRz T EE B (LK 2).
GOARBAR B AT« TRIECE AT R KRB, A B2 A S 48 . W

#2470



RRAZMIEOL, 18 A A B AR B2 ) Im d B

L

WEEARE RSB (LK 3)

o EKHZZEEN KB B0

o EELIZEMLGT R FIE EED, BRMEIE T 5 om MITASMEY .

o TRELLEFERRMON . PUB . LTBR . SEEEFCIR. BN X I A R B SRS
[ [ 4 P 5

o R WRATTEAT L UES, WL B AR F B RLHEAT

5 (3

K3

PEN RIESN AL R (LA 4
o WIRAPHENRGEES, MATE R LA BB AMU DX
o [AFEN, TWEMMILEE minfl, AR AL AT TS

K4
RSB AL
o JHIERAE KM EHBE T
o JHIERSH B FIZIES AL

o ESFHIAE BT ASEEAEGE 1 X R ERR
FERATIESS 2200, U120 A ORI A e B A7
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3. HEHAS

HE S T A 2 BUABEEL N LRI IE o BURNEFSLERP IR, NAE 5 40 %k
WIESHZ 25
BB SRR IR L FE s, S 2 il A 22

m?ﬁiﬁﬁﬁ(LES)
AIEHER I, - R R 8 1 AR
o CREERLORYIE BN SR s . HEAT AR AR I D) 20 Bl A 2
o BWIBERERBIEW RS 8 A I BB SRR AT A, P
FitsOLEI R IES , TER EFR.
o IURESKIRIIEE RIS 25
ANZERIE it Sk B I B A T 2R
IR Te STE S A KT, MR SR ORI IR R s AEAT Sk b, 20 R iRox A
BERE DL, 15 I A S B AR B2 7

N FRFEAIE ST A AT IS

o A HFH IR REN e AE N A A, R B8 B 28 Sk i T
i, IS — R PRI iriE W i i B Ik X k. 4275
Eﬁﬁﬁﬁ%w%ﬁFhH%

TR A
o ELERMAMLILEL 45 EM . — IR BT SR AT REVR HEAE A Bk
(LI 6)




o JEINEIEIITE AYNENKRN, EBREZE L e A HERE AN SR B4 B TE]
L 7,

8

o IRMERIHER A, VUL VERIEST AR BAR S, EEH KPR EE
AL, 9 PR

27T



4. EHZE

i AR ERERY A

TESS AL T REA /D B I EGE A . KR IEFHR .
TR DR SR ER B AT H5 AL VE S AR AL |, RFEE 10 A
AT L, R DLAEE S A B b — BRI AT i
ANBEBESE KK o

EFARESES (LA 10)

AL RPR s A A R IS S S BTN — B as N o B PRI R AR g £
IR R AL B A

AZLRE R Bk ko

N T AR N B 22 AR R, 338 270 P R4 TR — ST s A 4%

AR EASTE ST L T B R EE AN E 1 A RS IR R AR B2 T
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