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REARZHREF, FE2ERBEEMEUIHRPTRRNRARAY. K
FRTERE. —RKEBBRE XS 8. 5. SHEFHIBMARE
EREEM. RAZTNZMBURRINIZ S B RHETIE,

AEREARMMARNER. AR BRARERRERHIABRHEE. &
BRABRNLTEERERE. EFRETSIER, SEZFLIFYIAL, WAKE
ST

WRETTE
RaDNHES ARFKALTERABENAEE

IREBEFNFETEMTOFERARAMOTE (I [HERHE] | &
1) o X 26mL RMABME 130mg SEWEH. RAEEAGMTBHORMA.

2. M 250 mL #R SR E —E TR 9 mg/mL(0.9%) SLSRERITEF,
REEMENMAEBRREROAT. (FEMI—IZAKH #ZEEF 26 mL S
i, 2XMEF2mL, 3XEFT8mL, 4 XEF 104 mL) .

AMTENEXAMAIME 26 mL &S, FEAIA 250 mL #iR SN, ks
N RAETRE 250 mL, BTRE.
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1 y-TIHEBRRRR, RI\ETEMITRESTETENRERSRT T A0S
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SNBSS NHAREILTERNRRE, FILFNE LX) LA E LI
EAGBIZMHBENRL, NREREERTHBEGTE 15 BRELEmIL
IR I AR FRIRTT

&8
RN ST RNBRALETENNEE (I [HESFE] ) .
[JLERZ]
EARFERBE 18 FUTILEBEFHNLTEHENIT
[ZER%H]

ZHEBE (65 FKULE)

ZERBELFRENE.

S5RFENBEMLL, 66 FRMUENBERERARETN, ATIfNLE
MATERUEH2EMER, AT 65 FRNEBEFNHALERD, REMUFHEM
MNNEERSREFENBEFEER. HTEZFARRBRERERZHBRS,
WA EFRENNIIEE,

[ EER]

EARMAEERS T ERESE (I DEE=Em] ) .

HAREANEPHTAYELERAR. £ | BRROBERBR N ZN R
f, RRATRERBERFTSANAR (BREINAERE. 185, ZBKHR.
“EWAN, FHERAT. AREFRIRE) MEIWERARNNZNZW, 55
WEBEMESXEHIZEAN, RIUBEER., #THISAHNEME =0F 100
Bl GBIITHR AR %) EED ORI AR S HER T XLEAR., &
REFEXDTRBEN RS EREET, a8 MTIX. FEEERRZ (NSAD) |
6-FMEIERG | FRMLIZERS FN O AR UK E B sk BL 1T 2 88 TH1 TNFo 5% 2 S48
MNARNNFZHE .

—TRAARF AR EIMAA DT IL-12 3 IL-23 XF CYPA50 Egif

TIERNEN, HIRERETR, 10 ng/ml ZKFERY IL-12 F1/37 IL-23 KRBT A%E
CYP450 B9ES &M (CYPLA2. 2B6. 2C9. 2C19. 2D6 5 3A4) ., 1BE, {&IM LR
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SaRMEX SR, FIBMERES, CYP450 EEAIFLAL O] AR LR+
K¥E (40 IL-1. IL-6. IL-10. TNFa. IFN) B9 EmEERT. Fi, K& (—
FhIL-12 F01L-23 $54157) B CYP450 BERYFL IR E IEE - X F & FE A CYP450
EY (B5RETIEEIRER CYPAS0 KY)) MESE, AFRFERARARZRE, N
ZRISNAHETTHNR (MEENR) HADRE (NHBER) | FREFTE
HEMEAAE.

EARAERBRARPIHERR SRR (BREEMFF) AT EANRZE
M7, ERBRRIDTEAARD, A MIX RETHNABHNZEMSITH
. AP BERART, AHERIFIFSHRAEEERETHYARNS
eMgyTEEm (I DEE=EE] ) .

[T E]
IRRAR P B RBEKNAATIERSIL 6 mg/kg, KEMFIEREIMHEFM.
WMERAATE, BUENEEZESEMTTARRNOERSEA, FF7B0RE

1B Y AR TT

[ Rix%]

=F R (ESLIE)

A=Y, WE. REFINR. ZHROMARPIHESIRNEIETHER
SEHMETER (P EREINIEE [CDAI] 149 =220 H<450) fABEF
AR MM IRBIRARAITR, £#HTHI 8 AN TIESATHR
(UNITI-1 #1UNITI-2) |, F#f7—10 44 AR TESHEIIRE ERFMH R (IM-
UNITI) , FHITH5877 52 A,

RIUESIETT R LA 1409 I EE (UNITI-1, n=769 JUNITI-2, n=640) ,
A RN FEE S AE 6 ARFERERRE (XA CDAl 17 fE{K=100)
X E L. WEFDITRIAREBESE 8 BN EUE. HRAGFEEZEESH
FAORERREERE. RRIADH. SEKSBRANERIETY, 750 EEREL
FRHELS—MERET. ERIMART, EEEE 0 BN EEZEREHKA
BOEHENDEFIEDN 6 mg/kg (WF 1) . BEFIE 130 mg ZEWEH, =
HREH.
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UNITI-1 B BFBLIEXHT TNFo S8 7 RIS SZIE T LA 2. K2 48%AY
BEFEX 1 L TNFo SBIT R, 52%ABEREXS 2 5t 3 741 TNFo SAT7 &
W FEARF, 291N BEVRETNEAE (RALNEE) , 694918
EENBBZRAENE (BREANEE) , 3640 BEXH TNFa J8F7 AT

%o

UNITI-2 NEEZEELBRAXN—FESETT (BREERRAZIERRIFETH)
L, MBAH TNFa SEFF #1558 (68.6%) SEL{THESZidHT TNFo SE¥7 AR kK
(31.4%) .

UNITI-1 &1 UNITI-2 XRITARF, SEWBHURT ARG MARN ENER
MEBELLHIEZERTZEFA (R5) . SEIWNBHUATTEEEE 3 BARMERS
BENRKANEMNEZRE, FEFENEEES 8 A, AXEFSHRH, 8Lt
130 mg FIEH, DEFEANTIEEBEIFETEY, B PELHEELHE
FRERKETESATTIE.

%5 UNITI-1 0 UNITI-2 B3 SRR N BEMERNER

UNITI-1+ UNITI-2##

REH | SINEHR REH  SIREH

N=249 N=209

SR EMR, 85 18 (7.3%) | 52 (20.9%)° | 41 (19.6%) | 84 (40.2%)

IERRNZ (1004)) , 2 | 53 (21.5%) | 84 (33.7%)° | 60 (28.7%) |116 (55.5%)"

IEFREZZ (1004Y) , % | 50 (20.2%) | 94 (37.8%)° | 67 (32.1%) |121 (57.9%)

100 R%E, 38 67 (27.1%) |101 (40.6%)°| 66 (31.6%) |106 (50.7%)°
107 RNE, 563 75 (30.4%) [109 (43.8%)°| 81 (38.8%) [135 (64.6%)°
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e PREMRAENX A CDAI 4 <150 ; IRRKNEMNENX A CDAI A EDT
B% 100 4, SHEKRBIGKER

70 N BRI E X A COAI TR ZE /DT 70 43

* 1 TNFo SR YT SR I

*x 1:5 uufﬁi'ﬂﬂt

® p<0.001

* p<0.01

AR (IM-UNITI) T4 7 WS UNITI-1 F0 UNITI-2 BB RERIES
SBITE 8 BEIRHEE 100 DGR ZHY 388 flE, RERYIOMIESE THEF
R I0Omg BEWEHE 8 B—X, 90mg B WEHE 12 B— X ELEF

44 F,

5 44 AR, SIMEHUAT ALRIRK
A (*ke) .

ZRMNENBEILHEEZSTLEH

% 61 IM-UNITI R IRER TS FIER (5 44 B EBBFSATT 52
)
£ Sl 90 mg BFME | 90 mg 3 FINHE
N=131' E8A1IX | ig12A1X
N=128' N=129'
g PR 2% 36% 53%° 49%°
[E) VA= 44% 59%° 589%"°
TR EIRKE @ 30% 47%’ 43%°
UTEBERBNIRKRER
ERFRRTT IR EZ# 46% (36/79) 67% (52/78)° 56% (44/78)
Sk B#f52CRD30021y & 44% (31/70) 63% (45/72)° 57% (41/72)
PTNFoAA Y B E 49% (25/51) 65% (34/52)° 57% (30/53)
Sk B 5T CRD3001 (9 B 26% (16/61) 41% (23/56) 39% (22/57)
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I RERREIE X A CDAI TE7> < 150 ; IRRNEFRIE X A CDAI £/ TBE 100 4, =
ERGIRKRER.

» ZREFIAGENSENERSENENESE, URELEFRTHABNBNESS
RAIMEE,

TEEFRTT AR X B SN BH IR RN E A 100 2RIEE,

53857 (REH TNFoETY) RMmMEE.

© 3 TNFo AT/ AT B E

* p<001

° p<0.05

¢ BXEBE (p<0.05)

++

% IM-UNITI 5, 20/120 BIBEEHTE 12 A 1 KATH, RELHNS
SMBEHFENNE, FBHEBEEANT 8 E 1 RSN BHETT . REEH
X % CDAI i¥4 =220 4> Hi3E 2 CDAl JEAHZ =100 43, 7 FkBEEH,
414N BEEFIEFEG 16 BRGIRKRER.

7 UNITI-1 I UNITI-2 ISR E 8 AN AN S SN EFE AT =4I
RREREE (476 flEF) HNEFHR (IM-UNITI) BJIEREVIILERS, FE
VAR 90 mg BEWEE TE8. 8 AE, 50.5%8 B EKEIE KN EF 4k
SERE 8 A—RMHFGH | REEIHFLANBERBOTIUNESE 44 B
MAEFNE (68.1%) FIKBEM (502%) , XMEHISRYIXN S INEIFS
BN B BB L BIZEAL

EXN BN EINMIESET mENE B EAFMRABNEY L ELRFIEA
M 131 BIEER, S1BIBEZERENE, FiEX 90 mg BENEHE T 5
B8R 1R, ERNEHRESTWETETTHNEER, KBLEEFSHIEN
24 BERNREETr. 7€ 51 BlEFT, 706WMEEEERSIWMBERERE TE
55 16 FSEBIRKANE, 39. 243K B kKER.

7 IM-UNITI 1, BRI (BEZEE 44 B) NEEE ARSI RNEKT
WMEEIEZETT . ASMEKHNEED, TNF AT KRB EBETESETT KM
BEMOUTUERFIRKEBINEEESE 252 A,

AMRERIA (BEAT5ER)  ARTEREEFLIATNLEM

[a) &
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RERE

A—IFARPIHE T EEANNREREGNERFEIREN 252 flEENA
RTIHMERN. TEES ART BREMAEND (SES-CD) RELMETL, 1%
NaE 5 MEERBERNR TRIANED, BRREESHFE/ NN REEE
FEREALLS. SEMBLEEMNMRRELLS, URXRERSFE/LE,
% 8 AR, £XRERAETESHERE, BaAWENA (n=155, TIYE=-2.8)
) SES-CD WA e FREFIZA (n=97, TiLYE=-07, p=0.012) .

EENE
ERENEIMSAMEENERETA (8.8%;n=26) &1, 12/15 %] (80%) &

SINBEHRITMNERERE 4 ARHFESEENE (EXNIIAEEENRERFES
TR AL =50%) , MEEFIAF 4554 (5/11) HEE.
BEEXEERE

FRAKEMFFEE (IBDQ) F1 SF-36 [O)EiH A EREX 4 FRE. £ 8 F
B, #FZ% UNITI-1 F1 UNITI-2 FRIEZ S EIEHETTAEER IBDQ 24 SF-
36 A HE RS KRR UNITI-2 d SF-36 BT R A ESITF FEEM
e FeEFE FHFEARMEEFRKREXNHE, EF 44 FE, IM-UNITI #
RAEZEENETETTNEEN LR ENERFTEREEN TLREFA. BE
o IMAERKEIEE S 252 A, #FREREFALEERENE.

KaERETETRB TS BROIEATR.

(472 53]

ZHIREH

5IWERE—MANRLIgCIKREZENUAE, T 5 A8 AN FIL-12F1I1L-23
Mpd0ER T RS EMNMEFMES. IL-12FIL-232 RA=ENMERE T,
SEREMBRENEZLR, Fl08 AR GHEEAELACD TARM L FIRCE.
RIMER B IR, 5 E) I B4 0] @i PR W 5 ZHAE R @ S A SEIL- 12R BLAYAE 1R,
MTBEIRIL- 12F0IL- 23N S E S ESFMEEE FHRBE R R . IL-12FIL-23%318
MAEEEERR, MEUREERT BRNIRES. EXBADNYER G, 5T
DR AYEE S IL-12F01L-23F9p40 & B T B AL AR S B RSP IARENT, EoRH
®IPER.
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SEMR
SN
EARFRSIWBEFARES AR,
EESM

rEBEEEHRES, EHRBREIKINZRAER TISH. A2 X
BT SIWEN, &SFIEHN 45mg/kg (3% mg/kg T8, HEFARAEER
B0 451F), RN EMEETNNZW, ER2ANS5ZTRAERES HFTkK
ERHFTI

EMMHNRETNRES, DMREZRINEREHE TEH. 88 2 X%
¥ IL-12/IL-23p40 $fEkY), &eFIEA 50mg/kg, R MEMLE B HE
L8

ERERE-IFAESHRES, SR|BERE T IS, 8 2 XIiFkE
N. 8 1 XETEIWER, FIEXANRKE T EHAHREEN 100 &I
£, RIEFBEHEAMABEAREIE. EIRENSIRBERMERENEER
TEST 90mg. ERE—X3t 4 BRMERER 100 X E.

ARFEIE-IRFAESHME~ISHEERETR, FREERMNFELK
HAAGEZESHE 3B R, RTEH. S8 2 XETEaWER, FIELARK
BT ESHAAREEMN 100 I E, 225mg/kg FIE4E 1 R, 45mg/kg FIE4H
1 RBEEREFEDTIT, HFMNELEE 6 BidHAE, XThEE. HAHRELXE
P NVRSEEESE PSR

B

EARFTESINEMBEERE . EAROKER, EREB/NRPR IL-
12 BBEIER ; 78 IL-12/1L-23 p40 EEEBRAY/ R L T3 IL-12/1L-23 p40
AR NR A, BEXNMENRHRNER. SEHEENRMEL, EREFEAE
WRY IL-12 F0 1L-23 FRFES BT IL-12 SREEANR P, EINEFSERENEE
HEEREASEES. B2 XENRIREMESHNIRRERS AKEHMEX
BE 8948 < M i A AR

HAtb
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I 26 AFEFARES, 10 RREETEH. EAMKHL 26 A TET
T 45mg/kg, B 1 RER 4G HE R,

[Z5RF 1 %]
R

BESREBERETAEEIOmMg G, MERELERE (Tow) BRAERN
85 K. RBFEBEZHRARXK T4 45 mg 3 90 mg BN EME, H T..FAE
MEEZXEPHPAEREL.

RERBERERAR TR E, SETNBMNEXEYFIFER 57.2%,
K]

REREBEZERERGARE, ARAPHAER (Vz) P AESERE N 57~83
ml/kg.

£
5 S BMAFVIRIENE R 5 B

akR

RERBEFELRBIGHE AYWEFBERE (CL) WHAUESEE R
1.99~234 ml/H/kg. FIARBHRMRT, SERBERARBRBEERNNFR
#1 (t.) POAELNN 3 BE, SEEA 15-32 K. AEEBREINESTH, RE
REENRWBRE (CUF) MEADHER (V/F) 2514 0465 /B 15.7 L,
HERFRE (t) 29203 B SEIMEBHM CUF ARMH]. FiRsiMIENZNE.
BHEGRHNED TR, MBS IANEFIERN 2N BENGYBRERE

EEE
FELMEXR

BEBRERE R RIS (FIESEE  0.09 mg/kg~4.5mg/kg) SEXRRT
275 (HESeH - 24 mg~240mg) f7, SEIRBMNESHYRE (Co
AUC) KBEFEE2LMILEIHS.
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BRENE ZREHER

BRIZARTRHE, SANEMNMERE-NEHEBEE TN, 7&
FORVIRME 4 AR T%%, kB8 12 ARTS%E, REREENSE
WEMNMBREESE 28 BILFRES. REMBARENFRAIESTERE S 7 A
0.21~0.26 pg/ml (45mg) #10.47~0.49 pg/ml (90 mg) . & 12 EK T4 7507,
KIS W B IMERERAEH REER,

LT RREBEEZEENFENNZSFTER, SEAWEHMFERE P A
& 126.1ug/ml. ME 8 AR, RTOISAERFIE 90mg BB, §8 3
12 B 1R, FipEXE 2 FI4EFEN, SHERE T SINENRERE.
90mg SEWEHE 8 B 1 Ri& 12 F 1 RMREBFREFAEMNSEE S 32
1.97ug/ml & 2.24ug/ml #1 0.61ug/ml & 0.76ug/ml, 5 90mg & 12 A 1 R4
RSB REMLL, 90mg B 8 A 1 RAEAFSINENRSARESESNIE
REBERX,

HREN BN FHIF M

RBRBREBEEIRHETHN—IHEARN N ZINER, AERF 05T
WEREMAYERENREENEE. FE > 100 kg HEZE CUF RA{ELLEE
<100 kg HEREMNESL 55%, AF > 100 kg FIEEZEMN V/F RAMEELEE <100
kg IEBZENESZ 37%, 00mg FIERFAEREMNESE (>100kg) SN
BHRMBESKRENFANES 45 mg FIEHHEEREEEZR (S100kg) HHH.

FIRARE
EARREE ROBBFRDBENGRN N FEIE.

FEEZEFREDPHARTIMR. BERARDNZNDHTETER =65 THE
EZRCUF A V/FHEERENIPENE,

SEREFATMEIFTNRBRE S BREBEECRNNARENZEE
AL

EREARIGNZDTH, RIBESEBNY S RBRNARN N FE~E

=AU
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12-17 SHRBRIILERRERZETHRENRENEGT R, SENER
MERESEZRAFENRARBRZXEZEAEY, MRERILEZAEE
R—¥MNETHRENRENRLTE SINERMERE—RETRA.

CYP450 EgaYiAT

E—IEINAZR T, FERAFMEETEN T IL-12 5 1L-23 XF CYP450 BT
ERRNE ., ERER, 10ng/ml 89 IL-12 F/5 IL-23 ALK ZE A CYPA50 EEHY
SEM (CYPL1A2, 2B6. 2C9. 2C19. 2D6 = 3A4, W, [#4#+EEER] )

[ ]
2~8C L RTF. FRHEREBREFRTEF. BOAFKR. ZEILRE.
(@]

—xM (18) BERKNTESR. FHSARGYREREMEH LK
BHMEHTEH .

BENE  1/E
[H3H]
36 ™A
[HiTHRA]
0 25 S T AR AE 1520190057
[HAEXS]
O 2 mEAHES @ $20200005
[EHFeETE Al
ANaE]ZFR - Janssen-Cilag International NV
NaE)HBAE - Turnhoutseweg 30, B-2340 Beerse, Belgium

[£7=4r]

1 ZFR : Cilag AG
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4 = HbiE © Hochstrasse 201, 8200 Schaffhausen, Switzerland (=)

ERRKFRETR

B ERHHRGAERA S

it AT e MX EERE VA EEMN 19 5
HRE 4%H5 © 710304

BiE-S %5 © 400 888 9988

£ E S0 : (029)82576616

WIE © http://www.xian-janssen.com.cn

***END OF DOCUMENT***

This copy of the document was generated on 24 Nov 2021 Page 21 of 23
Confidential - FOIA Exemptions Apply in U.S.



	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



