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AREN, FtBENEHANZILNEENE RSN ZERENEL, NfRE
EEERTHERIATTE 15 BREIEHIL IR EARRIETT

o

EARNNSIMBRNALEBENNEE (I [AESE] ) .
DULEAH]

EARFERBE 18 FUTILEBEFHNLE MM
[ZER%]

ZHEEE (65 5 RIUL)

ZEBELTFRENE.

S5RERNBEMELL, 66 FRMENBEREIARETN, BTANLE
MAEANER BAMEER, FT 65 S RN EBENABRD, FEMUFEM
MNP ERESREENBEGFEER. ATEFARRBRREREBARS, B
WafrZFRENNLIRE.
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EARRAERNSG T EZE (I DEEEW] ) .

AW ENRETARNZELERER 12 PAREMEEE (/40 BCG
EE)  IEERIIEATERNE S SRERMBKEZR, FEBCIEEM
mEE (W DEREM] M [(ZARHILHALAZR] ) . RN MEZILEHR
HRmRKE, BRIUERTECNE S S)RBHMBKE, W UEEERT
HYRY (8] RIE TR E

EARENEFRHITHDBEEERTAR. & I BRRNEEAERIN N ZN T
B, RRTREREERZSHNG M (BFEIAER. M85, JBKSRE.
“HXAR. FIFERAT. ERRFURIRE) MEIANERARNNZNEW, 55
WEMEXEARZERN, KRAMBEER, #TIoTEMZE, £0F 100
L GBI AR 5%) R/ AR EIE N AEHEA T XLEH R, 7
RERADITREBEEIXRTEREET, 5B MTX. FEHEEERAEZ (NSAD) .
6-FHEIZIS . FRMIZH OBk Fk BB s AR E TH TNFaflFixS 3 58
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AR N E X B R,

—IUR A K AL ZRBE AR SMA ST 4T T IL-12 B IL-23 X5 CYP450 A
FERNEME, BRERER, 10 ng/ml /KFR IL-12 F/5] IL-23 KgAK
CYP450 H9EE/EM (CYP1A2. 2B6. 2C9. 2C19. 2D6 = 3A4) , 182, &KIMIE
SiaREX S RFIL, EBMERAEFR, CYP450 BRAIFL K o] B F L 4faE
JKE (#MIL-1. IL-6. IL-10. TNFa. IFN) A SmEEHRET. B, K& (—
FhIL-12 F0 1L-23 $53171) O] CYP450 BRI AR E IE & . X F & FF# A CYP450
Y (BRIREAITIs8RER CYP4S0 JBEY)) MEE, EARFERARZR, X
ZRIENAYREITHR (MEER) KAYRE (UIHBEEER) | FIREFE
WENMABE.
EARERBRARFIHEAR SRR (BFEYHF) SOUTEANZE
M. ERBREADAARR, 68 MIX RERHENARNLE M

o, RS BEMRFT, GRRENHANERXEEREFHNARNET
eMgTraEem (W DFEEm] ) .

[T E]
IRRAR P B RBEKNAATIERSIL 6 mg/kg, KEMFIEREIMEFM.

WRAGEE, BUENEZREENEITNR RN AERSAAE, 7RI
18 L HIXEIRTT o

[l R Z43E]
R
S0 [4IEFE] BXHAE.
HRF
By SS

ERFERBEED KABEBTEEEC-RNEH (CRP) MIXFEREAENR
KK MFRIC YK B EBEK . EREKHIEA 8 2421 (E CRP, 4E4FEAB W= F
CRP PEIR—MIFLEEESE 252 [F,
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HREh#
R

BESREBERETEE IOmMg G, MERELERE (Tow) BFA{ERN
85K, RBREBEERE TS 45 mg 5 90 mg BENEHE, H T.. PA{E
MEEZIHETNPAEEY.

REBRBERRR TEAE, SERBRNENEYHMEE R 57.2%,

AR

RBREBEERXREIGHE, ARAPHER (Vz2) P AESER SN 57~83
mi/kg.

AR
5 S) QBB VIR 2 5 A B

BRERBEBERBRGEHE, AVEEERE (CL) MPAESTEERXN
1.99~2.34 mi/H/kg. FIERBRART, SENBMERBREEENNFR
Hl (t.) PAEARN 3B, SEER 15~32 K, AREHGRIHFZNTT, R
REBENRIERE (CUF) TR DHER (V/F) 2514 0465 /BF 157 L,
EBRFERER (t.) 294 3 A. SENERK CU/F RZMH. FRBMENZIE,
BHAARDNFZDMET, IS ANEHHEN 2 AN EENAYEREE

CECS
FIBEMX R

RBAEE LRSS (FESEE @ 0.09mg/kg~4.5mg/kg) BERET
@0y (FIESEE - 2924 mg~240 mg) &, SEINBMNEZAHYHEE (C. i
AUC) REFEF B2 MLLBITS.

BRGHE % RGN

BREZAR TS ARG, SENBMMNMERE -6 L8 % TN, &
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FORVIRME 4 AR T%%, kBB 12 ARTS%E, REREENSE
WEMNMBREESE 28 BILFRES. REMBARENFRAIESTERE S 7 A
0.21~0.26 pg/ml (45 mg) #1 0.47~0.49 ug/ml (90 mg) . & 12 BEIE T4 70T,
KIS W B IMERERAEH REER,

R RREEEZEENFNNZSFTER, SEWEHMBERE P A
& 126.1ug/ml. ME 8 AR, RTOISAERFIE 90mg BEWMEH, §8 5
12 B 1K, FIGiERE 2 FIGEFHEN, IHERE T SIWERBSRE.
90mg SEIWEHE 8 B 1 RiF 12 F 1 RMRESBFREFAEMNSEE D 32
1.97ug/ml & 2.24ug/ml 1 0.61ug/ml & 0.76ug/ml, 5 90mg & 12 & 1 R4 %
RSB REMLL, 90mg B 8 A 1 RAEAFSINENRSARESESHIE
REBER X,

HREN BN FHIF M

RIBRBREBESEIRA TN —IHEARN N ZINER, AERF 05 F)
WEREMAYERENEREENEE. FF > 100 kg HEZFN CUF RAELEE
<100 kg MEENESZ 55%, &= > 100 kg HEEM V/F RAELLAEE <100
kg HEBNESA 3%, 90mg FIEHFEERENESE (>100kg) HE T
BHRMBESKRENFANES 45 mg FIEHHEEREEEZR (S100kg) HHH.

FIRARE
EARREE ROBBFRDBENGRN N FEIE.

FEEZEFREDPHARETIMR. BERARDNZENDTETER =65 THE
ZR CUF A V/F EERHIIBENRE.

SEREFATMEIFTNRBRE TS BREECRNNARENZEE
AL

EREARIGNZSTH, RIBESEBNY S IRBRNARN N FE~E

=AU

12-17 SRBRIILEXREREIETHRENESFFERTE SINETR
MERESEZRAFIENMARBRZIAERAEY, MRBRILEXAEE
R—ENETARENEEFNEGTE SENBHMERE—RETEHA.
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CYP450 FgfYiAT

E—IUARIMAR H, EAAFHRETEMN T IL-12 5 1L-23 XF CYP450 BEIET
ERME M, £RER, 10ng/ml B9 IL-12 FI/37 IL-23 LB A CYP450 EgHY
SEM (CYP1A2. 2B6. 2C9. 2C19. 2D6 = 3A4, W [Z5¥#8EER] ) .

[ RiA%E]

=F B (B EE)

=TT, WE. KEFINE. ZHROHARPIHESIRNEIUSTHEER
EHMETERE (P BERESIES [CDAI] 149 =220 H<450) ARET
R MM IRBIRA LI, £HETHI 8 A& TIESATHR
(UNITI-1 F1 UNITI-2) , Bdf7—I0 44 B TE5TREALE R 443551 (IM-
UNITI) , #3387 52 &,

PIUE B Tr R A 1409 I EE (UNITI-1, n=769 JUNITI-2, n=640) ,
R AN ETEL S AE 6 ARFREKRE (XA CDAI 1 F7p#{K=100)
SN BB, WEHDHTARTAREBZESE 8 ANTTEIE. MRAAFESZEIH
FROREEREER. £2READH. SEKGEBRIIERAT, 7500985 4k4EE
FRAEL—MERETT. ERIMART, BEELEE 0 BB EREZERERKA
HLFHEADEFIEZ 6 mg/kg (k1) . EEFE 130 mg BEEH, 5
EREF,

UNITI-1 RYBFBRIENHT TNFooa Ty KIS IZIETT LA . K2 48%HY
BEIAN 1 I TNFSEIT LM, 52%E BERLEXN 2 5 3 Fiii TNFoSE T 5k
. FIZHRF, 201N BEMRETNEARAE (BRXLTREE) . 694%892
BENEEZEAEANE (RREANEE), 36.4%09BF X TNFRTT AR,

UNITI-2 HNEBEEZVBREN—MESRET (BRBEERAESREATH)

K, mE A TNFodafr #1178 (68.6%) SEL{EHERIIN TNFoia T AR KK
(31.4%) .

UNITI-1 1 UNITI-2 XWIARF, SERBHURT ARG RRN EMNERF
MEBELLFEZERTLRRFA (k3) . SIWRIUATEEEE 3 ARERSE
BPENRKNENER HFERSENEEZE 8 A, AXEFESWREF, Eit
130 mg FIE4H, DEFEANTHNEEBEFESELY, MBI ESHENE
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HFHE K EE SR E

< 3 : UNITI-1 70 UNITI-2 BB SIE RN B FNE SR A 25
UNITI-1# UNITI-2 ##
ZRF | BIWER| ZEF (SIWER
N=249 N=209
IGREMR, %85 18 (7.3%) | 52 (20.9%)" | 41 (19.6%) | 84 (40.2%)°
MARRNZ (1004) , € | 53 (21.5%) | 84 (33.7%)° | 60 (28.7%) |116 (55.5%)°
68
MARRNZ (1004) , £ | 50 (20.2%) | 94 (37.8%)° | 67 (32.1%) |121 (57.9%)°
8&
1097 NE, 33 67 (27.1%) 101 (40.6%)°| 66 (31.6%) [106 (50.7%)°
10 N%, %6 75 (30.4%) {109 (43.8%)°| 81 (38.8%) (135 (64.6%)’
I RERBEE X A CDAI T E5 <150 ; AN B ENX A CDAI FEREDT
f% 100 4, SEHKRBIRKRER

70 PN EHENX A CDAI TER ZE /D TFE 70 4
* F1 TNFasE 7 LI
o (BGETT RIK
° p<0.001
* p<0.01

#FERRZT (IM-UNITI) 340 7 725858 UNITI-1 #0 UNITI-2 9 2 SR ERIES
478 8 RIS 100 ISR 388 PIBE. BEWNDRBIR THH
R 90mg BIMERET 8 B—K, 90mg SIMEHE 12 B—RELEH
H 44 F,

5 44 AR, SIMBEHUAT AL IR
A (W*k4) .

REBHN BN BELLE BE ST REH
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R4 IM-UNITI RAEFIRKNEMER (544 B  AIEERESAEST 52 @)
TR+ 90 mg 5E)INE | 90 mg SENEA
N=131' ESALIXR | ;ig12A1X
N=128' N=129'
R 1R 36% 53%° 49%"
I PR R 2 44% 59%" 58%°
T E IR RER 30% 47%° 43%°
U TEERENIRKER
TR IR E R 46% (36/79) 67% (52/78)° 56% (44/78)
sk B3 CRD3002(9 2 &' 44% (31/70) 63% (45/72) 57% (41/72)
PUTNFof/E I B E 49% (25/51) 65% (34/52)° 57% (30/53)
sk I CRD3001 A9 BE° 26% (16/61) 41% (23/56) 39% (22/57)

e PR MR E X 4 CDAI 4> < 150 ; IfER

ERGIHKER.

AR EB9E X A COAl £ TR 100 7, 5

« ZRFIASENEINBERTENENERSE, NWERAELFRTTENENERR

RIMNEE.

..|

—+

FEHF AT RN 5 SR B aYiE R
(REH TNFasayy) RIMHEE

" RGATT

© O INFOSRITHER/ AT 2B E
" p<001

* p<0.05

© BXERZE (p<0.05)

7E IM-UNITI /1, 29/120 B EBHIERE 12 B 1 KE7H, X6
SWMETENNE, ACEFIEREANEFE 1
EX A CDAI TE72 =220 » B EZ CDAI TFo0FA &
41 490 BEEFIEPET 16 AREBIRKER.

8 FIR AN B )N BHRIFES AT 4R
HENHEFFFR (IM-UNITI) 893EREYLILERSY, FH

7 UNITI-1 F1 UNITI-2 i SR T E
RNEMEE (476 BIEE) 1

18
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VATHESR 90 mg BEWBNE TEE. 8 AfE, 50.5%8 B E KGN KN B F 4
ST E 8 A—RNERHSY | REEIBEFRANBERTDITUES 44 B
RHEIENE (68.1%) FFIRBEM (50.2%) , XANLLAISRIINE INEHIFS
BT E N BB BE LB,

FER B BB IR SR 4 S B SRR T ML E R R A
4151 fIBES, SLEIBEZEAANE, HEF 00 mg BIMBH TrEH
588 1R, EREEFRE D NVNEHUATHNEES, ABHREFSHIIN
24 ENIREATT. % 51 PIBESR, T06KMBEGRER S IRENERE T
55 16 KGR, 39.2W3K 15 N K E .

7E IM-UNITI 1, SEREsR (AEE 44 ) MWEEEBHRS IR IEKE
PEFIEZRTT . S IEKEINEE D, TNF BT KM BEZENES AT RIMH
BEMRITNEHFIRREBINEEER 252 [F,

EMREKIN (BERTSER) , AT RERREBEEFRIAFTINTEMH
E1F=
NERE

E—IFRARPIHE T EENAESERRENEFEREN 252 flEENR
BTHERN., TELS AT RFEELRNENTSD (SES-CD) RELMNTL, %
DR 5 MRIEHBERNE TRINNESD, BREEHEREE/ KN BRHEE
FEREALLG. SHMREZ mOERELLE, MERFEEREFEE/XE,
% 8 AR, BREZKAETISHER SIWERA (n=155, THIYE=-28)
By SES-CD N T e TLRFIA (n=97, THIYE=-0.7, p=0.012) .

EERNE

EELGEIERMESHNEEZTZ (8.8%;n=26) A1, 12/151 (80%) 5
SIWNBHAITHNESRE 44 ARHREEENE (EXASIRAHEENEERFES
MRBELR D =50%) , MEEFIAF 45.5% (5/11) HIESE.
BEMEXEERE

FRXEMFFDE (1BDQ) F SF-36 MBI ML RBIEXEERE. £ 8 F
B, %% UNITI-1 #0 UNITI-2 iEZ BN EHTATTREER IBDQ 241 SF-
36 ST E A RS UNITI-2 &b SF-36 SEAE AN IESITS FBE M
e FLREFE FHFARMEEFREKREXNHE, E5F 44 BE, IM-UNITI #
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RAPEXSANEHATNBEN LRNENEFBRABREALTRENA. B
JNERKHEES 252 BN, 4FHREREXERRENE.

KaERETFETRBT RS BROIERTR.

[Z4325IE)

7IEER

53R B —MABRKIgCIKE T ETE, T 5 AB 4N =IL-12F01L-23
Mpd0EB T RN SFEMAMFRME S, IL-12FIL-232 KA~ E A E 1
SEREMRENEFSRE, fl1 8 AR GABELMCD THERM L FIBUE.
RIMERI B IR, B E) IR @IS PR T 5 e R I S A SEIL- 12R BIAYHEE{EA,
MTBEIRIL-12F0IL- 230 SHES S FMEEE FHRBE R . IL-12F01L-235318
MREBEERK, MEMRESRS RRNIRS. EXBRHNYREF, 57
DR HAYEE SIL-12F01L-23/9p40 & B T B AL A3 2 B R S PUIARBERT, ERH
®IPER.

SEMR
BEEM
EARTRS S NBHRHREFHEIRRE,
H£ESM

AEREBHREFR, EHRBRAIEAMZRHEE TESH. 82X
LYSEWEN, REFEN 45mg/kg (3% ma/kg HTE, HEFARKEET
EM456), RIANEREFTHNZW, EE2RAN 5 TEMNEREE LTk
LERFITIE

AN NREBTNRES, NREZEHNEREHE 5. 882 X%
T IL-12/IL-23p40 HLiEE, &EFIEA 50mg/kg, RIUXTHEMEET HHE
I

HEREIR-BFAESHRES, FRRERE TS, 8F 2 XSEEkE
5. 88 1 RATESIWEHR, FEEXAGKE TEHEHREERN 100 ££IX
E, kRBRTBESHMABAREN, TRRANESIVBERMEBRELEER
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TES 90mg. BFE—X3t 4 BARMMERER 100 FI L.

ERER-BFEAESHMNESHEIHREERES, TIREBBRMBETA
AR EE N RE 33 X, B TS . 8F 2 XA TFEINEH, FIEEAREK
BT EST4AAREREN 100 I E, 225mg/kg FIE4 1 R, 45mg/kg FIE4H
1 RREEFFEDFIRT, FNELEE 6 BidHAlE, HheE. BB RELS
ENVRSEy5p P SEsEA 1

BoE

EARHTESINEMBESRE . EAROKE R, EREB/NRPR IL-
12 BHMEIER ; 7 IL-12/IL-23 p40 EREBRAY/ R T IL-12/1L-23 p40
PR/ NR T, BESMBNBGHRRER. SHEE/NRALL, EREFAIE
WAY IL-12 F 1L-23 BRFEEETR IL-12 BREEAV IR P, EIKESERENEE
MEERENEES. B, XL NRERMRENHEERS AKEMHMBER
B& 6948 % M i A R

Hth

I 26 AFEFARES, 10 IREETTH. EAMKHL 26 BLTET
T 45mg/kg, B 1 REA 4 ME KL,

(]
2~8CEENIRTF. HARERBETRE. BEDLER. BIKRIE.
[B%]
—RM (&) FERENTEAR. FAARRGYRERENSHXE
BHMERITEH,
BERNE  L/E
[F3]
36 A
[T ]
# M 2 o AR A 1520240002
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[t A=)
[ 25 = SJ20200005

[EHFTHEA]

Z#FR . Janssen-Cilag International NV

SEMHEAE © Turnhoutseweg 30, B-2340 Beerse, Belgium

[ 1 ]

A ZFR : Cilag AG

4 P ik - Hochstrasse 201, 8200 Schaffhausen, Switzerland
[BAREA/BRBERA]

B ER R AERAN S

EAAE : PR AR TS XEZRE W EBEENEE 195, RAES
AEmefXSH L 4 STTHERR 17F

BB ZR AL : 710304
BB I3ES%0 : 400 888 9988
£HE S50 : (029)82576616

ML © http://www.xian-janssen.com.cn

***END OF DOCUMENT***
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	在治疗期间及治疗后至少15周内，有生育能力的女性应使用有效的避孕措施。
	妊娠



