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K.

v 5 B

ETE B B, ARSIETT 5 A4S C- )N [ (CRP) A4 D A/EN
(¥ 2 MERRAC KT B3 BEAR o FERFF TSR [R] 4K S P74l CRP, ZERFI ) W 42 3|
CRP PRI —ARRFEE 25 252 4

YiRF %

The

This copy of the document was generated on 01 Aug 2025 Page 13 of 24
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60387 Version: 7.0 Status: Effective Effective Date: 01 Aug 2025 (EST)
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A e sz ol v i AL B A 2
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HHIRMWIERRZE (CL/F) MRS AAEHR (VIF) 7379009 0.465L/H 1 15.7L, ¥H
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AR BN 715 50 S, B0 ] R e e AR &2 PR 1) B3 I 2 0T R e
BRI

FIE MR R
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KBt 7 5 2R L B 7

RGP 5 2 RGP LI

FLIRELZ IR TR 2 ), S R IR I I A R - () ey 20 T T . AE
550 FMIRAEE 4 N2y, R JEH 12 AR N E2)E, REREERNYSHE
WAL B IRBEAESE 28 JHIARIARAS . Fas Ly 43 ¥k FE 1 v A7 AR ¥ B 43 il
0.21~0.26pg/ml (45mg) £ 0.47~0.49pug/ml (90mg). i 12 & Kz FAZh50F, KW
B ) I LA LR VR P BB I TR B B B A

o2 B B B HERE I E K A 5 SRS 5 R ST I R R AL
JE 126.1pug/ml. MEE 8 TG, R NEST4EREE 90mg SR R, & 8 5L 12
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ZiR#FH (CADMUS) 52 — VW5 TR BRI EIRIT G, DA BORPLIILIE K
FE— AR T N

CYP450 Fiff i

FE—TRSMIT 7, A8 P AR PPA 1 IL-12 B IL-23 % CYP450 gy
VEFHISM . 45 387K, 10ng/ml f) IL-12 F1/8E IL-23 RNE048 A CYP450 i)
iEPE (CYPIA2. 2B6. 2C9. 2C19. 2D6 5% 3A4, W [Z5¥AHEAEH D,

JERe T —TUT . S 290 HAE IR FE (BFFE CNTO1275CRD1003),
FENG NI 5 2 U B (n=18) HPPAN 1 5 ] R R AR R 45 24 5 X A i £

N

c

%\fﬁ
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2 P450 BEE P RI R . 57 B R R DAL O HERE AR B 4 O 12 ) SR i
WEER CCYPLA2 JEM)) . LMK (CYP2CY JEY)) . BLSERIME (CYP2C19 JEY).
FiFEVIE (CYP2D6 JEY)) BKIEMAS (CYP3A JEY)) IR T2 AR M EHIRR
BEBA O LAYHEAERD.

[ RiA%E]

=F B (B EE)

=TT, WE. KEFINE. ZHROHARPIHESIRNEIUSTHEE
EHMETER (P BERESIEL [CDAI] 149 =220 H<450) AREF
L2 M. IRBIRKF AT, TR 8 AMERKEIIESETTMR
(UNITI-1 1 UNITI-2) , Bdf7—I0 44 B TE5REALE R 443551 (IM-
UNITI) , #3387 52 &,

PIUE B Tr R AN 1409 I EE (UNITI-1, n=769 JUNITI-2, n=640) ,
R AN ETEL S AE 6 ARFREKNE (XA CDAI 1F73pE{K=100)
X BB, WEHD AT REBZESE 8 ANTTEIE. MIRAAFESZEIH
FROREEREE. 2RADH. SEKZEBIMERET, 750 B E GRS
FAZEDS—MERET. ERIMART, BEELESE 0 BB EREZERERKA
HFHEATEFIEZ 6 mg/kg (k1) . EEFE 130 mg BEEH, 5
EREF,

UNITI-1 RYBFBRIENHT TNFooa Ty KIS IZIETT LA 2. K2 48%HY
BEIAN 1 I TNFSEIT LM, 52%E9 BERLEXN 2 5 3 Fiii TNFoSE T 5k
. FIZHRF, 201N BEMRETNEARAE (BALTREE) . 6945892
BENBEEZERAENE (RREANESE), 36.4%09BF X TNFRTT AR,

UNITI-2 IEBEZEDBRFN—FMESGTT (BREEERRAZIREFETLFH)
KM, mBAFT TNFaRTHE (68.6%) sBL{FZES1IH TNFaia 7 AR KK
(31.4%) .

UNITI-1 1 UNITI-2 XWIARF, SERBHURTT ARG RRNEMNERF
MEBELLFEZERTLRFA (k3) . SIWRIUATEEEE 3 BARERS
BENRKNENER HFERSENEEZE 8 A, AXEFESWREF, Eit
130 mg FIE4H, HEFEANTHNEEBEFESELY, 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

NZH 100 HHyEE,
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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
5/5 16 AIKSIARRE, 39.2%3K 15 KL .

7E IM-UNITI 1, SEREsR (AEE 44 ) MWEEEBHRS IR IEKE
PEFIEZRTT . S IEKEINEE D, TNF BT KM BEZENES AT RIMH
BE—MRITNEHFIRREBINEEES 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
MPEREAILLS]. REMBEFWAFERTLLES, URXERSHFE/EE,
% 8 AR, BREZKAETISHER SIWERA (n=155, THIYE=-28)
By SES-CD N T E TLRFIA (n=97, TIYE=-0.7, p=0012) .
EENE

EELGEIERMESHNEZTZ (8.8%;n=26) /A1, 12/15 1 (80%) =
TINBHAITTNEEE 4 ARFEBEENE (EXHNIIAMEEENRERFS
TR AR R D =50%) , MEEFIZAF 45.5% (5/11) HEE.
B AR RE |

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 TLEFE FERIMEEFTHREIXHNNE, £5 44 B, IM-UNITI i
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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,

[
2~8CBNRTT. EARIERBETRT. BORE. BIRE.
TBERARIE LB RE R TT

[E%]
—RM (&) BERENTERSR. ERERREYRERENDE X
ESREHITEH.
BEMAE 1/E
(B3]
36 ™A
[HueTiRA]
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# O 25 SoEMFRA 1520240002
[t A=)
[ 25 = SJ20200005

[EHFTHEA]

Z#FR : Janssen-Cilag International NV

sEMHEAE © Turnhoutseweg 30, B-2340 Beerse, Belgium

[£/=4r]

1\ ZFR : Cilag AG

A FHBAE @ Hochstrasse 201, 8200 Schaffhausen, Switzerland
[ERFTEA]

EBIR AR ARRAE

EALE PR AR T ESMXEZRET W EBEENEE 195, RAS
AxmefXSH L 4 STTHERR 17F

R B ZRAL : 710304
BB I3ES%0 : 400 888 9988
£HE S50 : (029)82576616

WL © http://www.xian-janssen.com.cn
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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



