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[Z5amEfR]
BRAER: SENEBETER
HREMR: SXE®
W HZFR: Ustekinumab Injection
WIEHE: Wusinu Dankang Zhusheye
G70)
FERD: SEINE
WERt: MR L-EEER. L-ASERERE—IKEY). RILEES 80, iE5IRAK
[HE1R]
RNNTTBEREERIA.
[iERfE]
PR A DR SRS

ARBEATIHMER. RRRK (MTX) FEMERFIEATE PUVA (#ME
RERTIRIME A) FNE., BRESET AR FETERERRIREREE.
) LEDERASR B

AmERTHEMRFEME AT B0 NERERTEMEZR 6 ZRIALIL
ENSOFHEEMRRIREREE.

"B YR

ARERTIHESATT BUAMEATLE Fo (TNFa) FEHINERE. KN
B AT AR P ER GRS RIREE.

[#itE]
45mg/0.5ml/3Z

90mg/1.0ml/3Z
45mg (0.5ml) /#k
[BiZAE]
FRIVBFETARE. INFERIKETR, SEERERkER.
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KmNEEERESREE MEA, EENESARENERNZITR AT E
1.
B&

B A DERARSR S

RfEFFIENEIR 45 mg RNES, 4 BERZEE 12 BETF—IXE
EFIE.

iafy 28 EHRARNERIBENESIFIEAZA.
JLERRINERERE (6 ZRIAL)

ARETARETBAEEFIEUTR. ARNAES 0 FHSE 4 BLH, 2
F8 12 BLEE5 1R,

BIIRIARE HEFRIE
<60 kg 0.75 mg/kg
>60 kgZ<100 kg 45 mg

RE <60 kg BERTGEFHAR (mL) RAUATAIE: (K& (kg) x0.0083

(ml/kg) BB 1. IHEEHAYGESHARN IS RNBHE 0.01 mL, 73X
A1 mL ZIEE59=84525, FUERTEM 45 mg RYJLRHEE, BIfERA 45 mg
LS.

& 1: (FE < 60 kg RYRERF)LEHEERNS mESHAR

RIS E (kg) filE (mg) EEHAER (mL)
15 11.3 0.12
16 12.0 0.13
17 12.8 0.14
18 13.5 0.15
19 14.3 0.16
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20 15.0 0.17
21 15.8 0.17
22 16.5 0.18
23 17.3 0.19
24 18.0 0.20
25 18.8 0.21
26 19.5 0.22
27 20.3 0.22
28 21.0 0.23
29 21.8 0.24
30 22.5 0.25
31 23.3 0.26
32 24.0 0.27
33 24.8 0.27
34 25.5 0.28
35 26.3 0.29
36 27.0 0.30
37 27.8 0.31
38 28.5 0.32
39 29.3 0.32
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40 30.0 0.33
41 30.8 0.34
42 31.5 0.35
43 32.3 0.36
44 33.0 0.37
45 338 0.37
46 34.5 0.38
47 353 0.39
48 36.0 0.40
49 36.8 0.41
50 37.5 042
51 38.3 042
52 39.0 043
53 39.8 0.44
54 40.5 0.45
55 41.3 0.46
56 42.0 0.46
57 42.8 0.47
58 43.5 0.48
59 44.3 0.49
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iafy 28 EHRARNERIBE N ESIFIEAZA.
B BYE

RfEFRIBEABERREAERENSRRGEKEE (IV) oENE (82),
8 Ef= 90mg K iESY, LREINE 12 A TiESS 90mg.

& 2: FmBEIRFIKREGSIEEFTE

B RBENRE HEFHIE 2 130 mg AGRHIZ
#

<55 kg 260 mg 2

>55 kg £<85 kg 390 mg 3

> 85 kg 520 mg 4

a: #9796 mg/kg,

BV TS 8 RlaNEABREE rI I A28 IR TS,

MRBETES 12 AGR 1 XHERENE, TIBRZERIBINERE 8 [F 1
X, XAJRERTBE R,

ZIEEETLE 8 FEE 12 B4 1 )X, BRRAIEFRIRTTRE.

5 16 FERNSERAEES 8 [A45%5 1 )Xf5 16 [, MNREH(ALBIATIK
mAVIHE, NERELLRTT.

A ERiaTT BRiE AT 4 e e R SR R VA T AN/ S AE R B R . XA B NEHIE
E R KIBNE AT EEE LR RE=IATT .

NRigThlr, EFHAIATIRAE 8 A 1 AR NEAREZEEH
1.
Hi&

Aenf¥B 45mg (0.5ml) /#REK 45mg/0.5ml/328; 90mg/1.0ml/>ZATAETF
FZ NiESHAE,

PR Sk G H ISR BRI BZ AR X 45 £ 5
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HEEINNEE, BESHEFAESIEISNR NEEERIIE, TiE
SR, BEENBRNBEH TESMEN, HNESEENEEFABRENR
By “ERRA" PRHERESSTIE. FAERSZSREN “ERIRRA" .

S EFNEMRFEEEIN

K AEBHER, ELE2ERBIRMEGET R RIRIKRARGY. &
RN TEE. —REREERE R Tz liEades. iE5988. THELAIEEER
FREESEEMA. RAFAZMEURRINIE St E KT,

IB7ER ARSIV s PRYAR. K TEsRI, NEWRE
BREGHINEFMAERR, AmaRNEBEERHIE, TeEXES,
JgEaA b EEHNHBNERRNGHL WHIIMIERTERRER. &8
REEEGES, NEHNFYERL, BDER. L2881, NERmEREARZE
im (BIFFET) o FHRE ARy “EERGER" .

EERBEFERMR, WENEER 1 mLiE5Es.
[(FRRARE]
ZEMHRE

EFEASENRRREENE (BEAMARBRINTSRYRE) ImRHR
AOIRREBERE WA RRAL (>5%) NEREKFILRE. HPASHAIRE, &
BRIFAFRAT. ERENARERTENARRA M EEHNRN, SEER
I8RE (W EEEm] ) . EENE (BERBmRNEZE®m) BE&H
MR SRR

FRRMFIZR
T2t EiRR T 14 I 1 370 1| 235 6,710 HIBEHIRASH
WM R EHIE. BEEIRRAREXS RSN EZ IR EEED 6 1

B (4,577 flBE) sE=D 1 £ (3,648 fIEE) HATEEELIE (B1ERER.
RBRATIR. RERREGRHEEMREE) . HF, 2194 6RER. =&
Bmalinm SRk BERETARED 45, 1,148 HliRBRE SRR EE
FETARED S F,

%= 3 R TIBEMNE (BRENARBRIIRSZRR) IRRARR Lihas
RSN FARRNGIR, BN FARRMERFRRE D RIRRD K, i
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T +oER (21/10) B (217100, <1/10) ; &) (21/1,000, <
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RRREDR . FARRM

BMIRERNRERER BRI 56 B XTE
ST
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w
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a
&t
i
St
op
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SEMRRREHEMUE B RZ. THEMULIR. JFHE LR

P L (B0 FESTEPAISMRAL (FEHI. Mmph, FELs. B
BFOERE) . =5

B RRMNATHHA
B2

EFFEENE (BIERERINRE ER) BENILRFIRIRIART, SEW
Binialy BEMTEFRIGT BE ZARIBESRERE B RSERA L. X LhmAR
ROLEFIGRE, SRR BENREREN 1.36 BEIDEESF, ©F
FIBTBENN 1.34 BiEnEESF. SRINEAT BERIERESEE) 0.03
BELEET (930 FELRESSE 30 ) , MEEFIIGTEE 0.03 ShEn
BEF (A34mpBEFH156) (W (EFE=m] ) .

EFEENE (SERBRIRSER) IRAFRIONERIAIEEN, 5
6,710 P (IBTF 15,227 B SAMAHBEE) , PRMAEN 12 5
EEIERBHETRNIEAE 1.7 F, SERGTRNMEAEN 06 F, 57
BRI B RRORRTES 0.85 SRENBELE, FEEBEREN 0.02 A
HE (15227 BEHBETS 289 0) , IRESHFERSDIEAL I, B2
K. BERMENRK. BER. BEANBERR.

FEIGPRTISER, PR SR AT AR R B AR T R A
EAL I

EFFEENE (BIERERINRE %) IRFRARINZEFINREARN, RT
IFRSBRANES, BEIRATUAT BERTERMINEAESR) 0.11 & 100 fEih
BEF (929RBEFH 16) , KEFIISTEES 0.23 5 100 EIHEESF

(434 FELRBEFE 1 0) . SERENATBENIERRBRERERR
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0.43 85 100 fEiEESF (929 MIEEFE 44)) , KEFISTEE 0468
100 fEIGRBEST (433 ERnEEFE 24)) .

EFEENE (BiERBRIIRTERR) IInARAFAINTIRERFNIEXIRREAR,
A 6,710 fIFE (BT 15205 MNEE-SENRNRESF) , FHUREHEA
1.2 &, HhOERERARRMELEN 1.7 £, =S RRHARAFESER 0.6
. 15,205 FEnRBEFHRS 7R 7 IERSBRAEIMITMEINE 76 £ (5%
SEIRBEFUATINEES, KEFH 0.50 F 100 EIHEEE) . SERETUA
BB RSITEIMNER ERS —RAR R EIEA ERES (TR
&RLE=0.94 [95% E(5X[A): 0.73, 1.18], fRIBFR. MERIFIFIRHIT T EE) .«
PRTIFEFERAEI, RENEIEEIENRITIEE. BaRE. E7E
FETZLERE. SRNSRTAT BEIEERBRNEREZ)Y 0.46 & 100 fE
IBETF (15,165 BEInBETFH 69 ) . ERMARASHAIIERIEEZRIL
&R (31) 5S—RARPIEItCERAM (W CEEFm] )

BB N AR S R
RE NN SIA

ESERATATIRERRBRX T KAIGRIAFRIIREAN, £ < 1%HT
BEPNRZIRZHISHFE (W (FE=m] ) .

Rk EROEB RS R AT AR S M -

RS ERESIaT R, BREIKRNE G REE AT IR N EE ™
ERRRMERE, EXEHRTR, 466 FILRFIATEED 24%NEELL
R AT0 BIERHEFE SR EBNaT RBET 2.6%rBEIREERREREIE
TNSARETAREMS (W (FE=m] ) .

M e RS S L (PRES)

FimRAIERE T 2 HIRNEMERERIREREIE (PRES) , BARARIEMR
HINERRSEIE (RPLS) . EEHRENRT, RERK. RBHRXTKNRSE
mEEBRETXUEN. IRRERNEELE. FRRE. BRERM. NS
A5 PRES —HHIRGFHE, ESENBENTRETRHEREHRE LM, P&
IR SERERN 1 FEERKATE, EERSRNERE, SEBEEEIF
BT BLUERL
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FrEEEARGT RSB EUE S HI PRES (AMEFDAEIR, E17%E PRES,
R KRS8 F1ES iR FHEAAm.

RERRE

ERBRITIRERATROIGRARS, B 12.4%09%Z SRA5aT
RIBEXEFETR. REBBIRRART, BAE 3%HHER SENETATT
RIBENEFETUR., KRR ST RATTA T E S TR AR E
FERERIEXRYE. REENSERRAERTENEBERSEFEPTUF. RSEE
WEATHRRIEBE BT JURERATES , (BRI AR R AR IRARA .

JLEARE

6 & R ERIBHRIAIRER) LERE

ERIRERERRINRER) LERE PR || BfRPHR T SR
MZEt. FIFRHEE 110 I 12-17 ZEESI0, 795 60 &, F IR
RIS 44 51 6-11 ZEESIN, /A 56 B, BWRMS, MIUEARPIREAIA
REM (BE 1 FHR2HEURE) S/opERRIRBRAANRHRERRRIE
SRARIEL

AR RRAR S

AmKETIE, REVFARRMIFFEE. EIAIXSmaYR/ X
TR, ESARMRSEHATSERRRAL

[Z=]
XA R AR IT A SERA.

BlnR EEERENMRRNEBERR (iEttsam, U [E8E
Il ) .
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SRR RER I RSN B R AU S A M RESRAIXE . IImPREAFRASERZ
ERmaTNBRETNRIENAE. EEHRSER (W (FRRM] ) .
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ERZARSTHIRETERS TSR, SRE%ENE. itz
MEERCR (B FEESRTERSR. FHMTEMRIRK. FREEMANE
TER) . NIatEERER IStRsRe (BRRAE2 2 BI5[ReAYikK)
MFERRR (BRERSTEZRR) .

KA AT AIRR EEEAENMERRIEE.
BEEEITRREERITRRENEENERTRE (W (=] ) .

NEFEA@RIaT RN ST aERHTHhY R E REFEESRNIRE =
FONERFEENEGEALRES. MO ERERENFERE, BEEwE.
Bt Sz B E B LR B R NS R R iEiar rIER. NXIFRE
BEHTRE, SENESRGS (HEEWE CT) ISZERNN, BREEEN
17y-TFIERNE , IR RSSO AT ENRS R T MiEEsERE
Wifi®@ (T cell enzyme-linked immune-spot assay, T-SPOT.TB) = T 4H
FEESEA RSB AR (Quanti FERON-TB Gold, QFT-G) . i&aiteizmas
FEERAAGRT (U [FER] ) . EERARBHZE, NGar B AME%
B, WFEBRAMSENEEELNEE, EEmAREEEIERTE
ialT, WA REARREHRIHI TG AT . EEIAmaTIRETE,
NEERTHEEZXEG, ERiIMEZA SRS, T AE—BIgUnEsh S
%, NMBMERARGR, AFRTEMS&aT.

SNERBE HIFRBEAYMESER , M ZBDRAEE, WNRBE HIEB RS,
NS EH TR RN, BERSYERBIAN ERA .

AR R R RIEIC KBS

—hki, BA IL-12/IL-23 BERERER MMSI S BRERDRITE (8%
IFEHDTE. INEDTAE) . DIIKRE (BEIHMEER) . BCGREER
M5 [ECRIRBAURCR, ELREET, BRTERSIEStHERRIRS.

ERIEARBERARATH IL-12/IL-23 RS AN EE ER 2 R E LiAR
. RFEIEKRER, NEEHTEIRNSHERE, fIINERIEFNAEES.

iy kL

iR (A0SEIRERT) ARERIEIIEERERINBG. IIARBTFETERD
BRI NERE LN T RIKA AR EIE (W [FRRM] ) .
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[EIR XS B M BRI SE B E IR A i 7 HRIB) H I IR B & A T
R. B, WEEEEERARQTIEEESE.

FrEREE, TTHE 60 FLIE, AREIERIREHFIGTINETEE8E
PUVA Ry BRIEE, NMmUEESHIRRE (W [FRRM] ) .

EER M

Am EhEEREFEEHRNAYRS, HP—EREEATHKE. X
ISR A MEMRKEERS . RHIERAITEUR M EE Bt ™ BRI,
NEEFESATrHERRR (R [(FRRA] ) .

FLAZS Y

RNnTFeTVUEST =R AIs SLRIFIE TR R AR (—MZLEATEYD) Rk,
AR5 [EEXIFLRIT BRI AR AR T BUR AL

B EE

FINERAARE, AR ERSNE EREREN (FII-R1E[BCa)) .
BRiEARHHEENY SRS ERENEE R TREMR. BTEZAm
BT RE B RGBS EIEURE. BNSEZARITIEES
RREZRME , REEMEDERE, ENFENREZRE R ERAEREN
BENK. ARRREHREMFE 15 F8, AUEhERSEEEREA, B
EmEl 2 Ble, ZUEFFRARIST . BXENEEESFH(ERREHF
HNEZERERE, LHhEENSERERENmikEH.

FENEERBETA@AE) VEHER 12 MAREMEEE (6120 BCG
Gm) , KEER/ WMRTEENE S SIRBRMEKFEZR, RENIEREM
maE (W (ZHEEER] 0 (ZEHZEIRZAL] ) « RS MEEE)L
BRmEIERRTE, B2 UWFATERNE SENBRMERE, WALEEE
R AR A R R .

EEAmATNEE AR EIE RS R E KERE.

KEIERRN RIS A HERXIIRE S SR AN BRI R R N Z
(0 [(HESHE] ) .
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SHREINEIaT

ERERBRIAR P E A mS RIS (BREREYHER) SotraR
RIS, ERBRATXRART, G MIX XBRHNARNZ S
T BTN, ERSRYEMRT, SRRRIHFIEREREREARE R
M ARmMAILEMETERNE. SEEARKAEMMRENHFEME RS
iEIEEmHFIRARRR, FRE (W [BYHEEER] ) .

REiarr

HAREEZISRE AT AIRE RN AR TN . e IR
EarTrERN. EERRHCEERIHRERT (THEMIEAITHR
Rr) RIBEMNIRRAAR.

BRI BZRRAEIR

IREREETEEASINSRNAT FHRRBRIEEXARS (W [(FR
RRz] ) o ERERREARHIZEN—ED, FHRIRBREE IR RAMELRR
BiRER, EinR EEERSRBRMERKATRERMEX D, (FAENEERBR
R—#8n, EENZHARRERBRERIB IR KAIER. NRHIXLE
N, NMEETIESRYATT. WRAEENZYIRN, NIEAARm.

IRFEHEX S

EZERINBN ST NEEBIRESIREEXERRG, SRAKKINIRG
MIRBHERGTE. MRARERE, THERKAFEPEAHERTRE, BEN
RETRE. WMRMZHIRBHEIER, WAERASENBRHETESIAT.

JERRL R

EARm EHEMEIR ST AKX, BRI IR
FEssmtl. IRPRERILEIETE 1-3 IRGHFHINER. FIREMMERRE, ™
BERAFRFENERERRE. ERIEARGT (BEmMEZT KR
KEESRTT) 5, BERBTE. WRME2, NELEERARATRESAYE

B EE R AT INREIRIS BE
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RnERTELABPHITHAR. ELTERHEETE.
XS IR BREETIRIZ IR

RS BRI R FRE D T MBS N oT BRE AT
BET/LEAZZERAL.
[ZiaRmZL HIaZ ]
BESRENILE
marHEReTRED 15 AR, BESENNTENERERERE
b,

28T

ZOERSENRNAEEE TR, sMIRRRAI AN MR, Eia/
RRILEKS. phEHERABEERSEZIIREFR (W [H5ESE]) . B~
BrlE=sr, IHREAA R R e R AR,

SEWSnAFSRE, ETREEER SRR ETuAT R EE 5 1R
Z)LMBFENE SEWRET. BAEERIEREm, B2, EREETSHE
REATTRYER) LA R RERAIXBE RTRES BN,

FENEERBET @A) VEHER 12 MAREMEEE (6120 BCG
Gm) , KEER/ WMRTEENE S SRR RMEKFEZR, AENIEREM
maE (W GEE=m] (B E1ER] ) o SR MR LB BRHRIIGR
iR, BRI UARTEENESSREBRMBKEY, WS BERERIREN
EEEE.,

ML

ERRNETFHIEREIERIBSINBENEAITHTOEDW. HAEES

SNBENEERERASES R, BTSRRI IHILEE) L=

ARRAL, FICFEREIRZLITEE) LRI AR AR IS BE RIS, NTRE
EAREaTHRENATE 15 ARELLEIIISER IR mATT.

&8

This copy of the document was generated on 01 Aug 2025 Page 15 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60390 Version: 10.0 Status: Effective Effective Date: 01 Aug 2025 (EST)

FERITHN SRR ARESENRE (W [(HESE] ) .
[JLER%]
FRIEESME 6 Z LA THRKIREREET 18 ZLITREBK) LER
EAPHNZ ST,
[EFEA%]
ZFEEE (655 RUL)
EERELHFRENE.

SRFRNEERL, 65 FRULNEBERZARGTE, Triiitse
MAEARMRECSAIEESR, Y 65 ZRIAEBENAZERLD, FEAHE D
MNMONEESESRFRNBETEER. HTEFARRRRERDNGS,
tinr EFRBENNSIRE.

[(5tHE{ER]
ERTmANRE T ERE (W (EEF|] ) .

FENEERBET AR VEHER 12 MRREMEEE (6120 BCG
em) , KEER/ WMRTEENR S SRBETMEKFEZR, RENEEM
meE (W CEEZm] #1 (ZEaREZLEIER AR ) « RYMREE) LG
HRlmARRE, B2 UARTEGNE SRR RMEKE, WaILIEEERR
YRS [E) R R .

£ Il BARRUBHAANENZED TR, R TIRBREEREEANAM
(BIEFNAEE. %55, ZBUKZER. —BRWAN. fUitkiti T, ZZheFRERER)
XM EEIREBTANEINZRIRNE. SEIRERSXEAmMmE AN, RIEEIEA.
TS TTRIEALRE, =08 100 fIBE (BEMRARR 5%) £220 90%
R ERRIN S HER T XL m. ERBRATKEENERREET, 5
FAMTX, JFEARSEIKE (NSAID) | 6-FEENS. HRMIEIRHI AR EEE
EEEVEREREE T TNFo IS BRSNS NF RGN,

RIMAFRIARAE BN 5D B E Pt ThY | Bt R SRR RS
CYP450 IRMIRBEFTERENE (W (InK75E] BRmHN%E) .

EARTERBRIAR P E AN m S REiER (BEEWHIF) Botra R
LM, ERBRXTRART, 58 MTX RERENA MRS
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TRERN. ERBSREMART, SRREIIHIFIERRREERERHI A m
RZEtErIam (W (EEEm] ) .

[B593E]

IEPREAF R ERR BRI LRI BRI 6 mg/kg, REMFIERFIES M.
MRADEE, ENENEERSHIE AR RMAVEREAME, FHIZEIRE
ESRIRREIRYY

[iEFAZ5E]
{ERHE
sl [HESE] BXNE.
HHF
BIHURIRIB R

E—TUNEREMEA RS, SIBIRIAR Bl & AR R AR TiE e A&
W, i&TERE 2 BAoFEEE IL-12 F1 1L-23 B9 mRNA RIXKFERELRGAT
BEE{K.

"B BR

ERSREBEET, Aminlr/atei C-RNEHR (CRP) M5 EERER
RUSRIEFRCHIZK P EEMFR. ERFEERIIEEARELTG CRP, 4ER5HAIRINERE)
CRP B#{E—RRIFEEZESS 252 [,

BHE
i

RSN E SR TEZ5 90mg 5, MIEREIAERYE) (Tmax) RIFPAHES
8.5 K. RIBREBEEIRE TAZ 45mg 5t 90mg BEIERTE, E Tmax YU
EfREZNEPIPAERR.

IREBREERRE MR, SREIRANAESENFIRES 57.2%.
paKi

REBMBEEZERRFKERE, BXRPOHER (V) NP UETER
57~83ml/kg.
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YL
SRR NN et e eI Nl
il

REREERXBKERE, AWEeEBRE (CL) NPMETEEN
1.99~2.34ml/B/kg. FTEIRBHIRT, SRINBNERBREEARFER
Hi (t12) PAHELR 3 B, SBEA 15~32 K, TEEHARBAESF, RE
REERIRBRRER (CL/F) AIRM DB (V/F) 5579 0.465L/BF0 15.7L,
HIRFERE (t12) 2979 3 A, SENERRAY CL/F AR, SFREMIRAIR,
e, BEASAMNESTER, RESTRBRTUMENZEMERBERZSTER
REERE.

RIBLMRE

REREERREIKEGD (FIEEE: 0.09mg/kg~4.5mg/kg) BEIRE
TR (FIESEE: 4924mg~240mg) 5, SEINBETNESEYRE (Cmax
M AUC) KREBERIEELMLLBIFS.

BIRIEHEZ RGN

BIREZIRE MEAfE, SENRERNMEKRE-FEMEZEERTIN, £
5 0 EWIRFISE 4 AR TR, h2/e8 12 A M aHE, REmEENEE
WEMNMMEREES 28 FAERS. BESMEERENPAETE DA
0.21~0.26pg/ml (45mg) #10.47~0.49ug/ml (90mqg) . & 12 B T4
B, RNSENERMESREREREEEEER.

P RS EEZHENGIKNESKIER, SR EILISERE S
& 126.7pug/ml, M5 8 [, R TNES4EEIE 90mg SRIWNE T, 8 8 5
12 [ 1R, FHEESS 2 RIESFIEN, SHERE 7T SENRIESKE.
90mg BEIWEE 8 B 1 X&E 12 A 1 XSS RETESEES 5!
82 1.97ug/ml = 2.24pug/ml 0 0.61ug/ml = 0.76ug/ml, 590mg & 12 &
1 REHRRRSHIRERLL, 90mg & 8 A 1 REAFZTNRTIRSAIRE
S5EENIRREREEX,

REN A HNFRIZNE
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RN EREE BRI TR — RIS NZED AR, RER ST
WA BHRENREENRE., (K& > 100kg RIFER CL/F PAIEUAE
<100kg RIBERIESL 55%. {RE >100kg HIBERT V/F PAMEIRE<
100kg RIBERIERLY 37%. 90mg FIEHPKREREREE (>100kg) AY
SENERRMESRENPAMES 45mg FIRAPARERIZEEN (<100kg)
EER

RIIANEE
[HARIRG B ROE TR BB NN NFEE.

FEEFRBETHRTIAR. HASRHANESTETRFR265 FHE
FHY CL/F 70 V/F (EEERH B ESEE.

SERBETEIMNRIFTMIRBRa S BimEE ARSI FE R
LRI

ERHASBRENNZED TR, RINEEEGERRS ST RSN NEE

=,

6-17 SHRBH) L EFREEIRTRENRENEATE, SaRE
MERESEFRAFBORARBRZAEEAEY, T 12-17 SHEBHIL
EFiNE (CADMUS) ES—HETFHRENRENBATE, SN
ERE—RIETAA.

CYP450 BEHIETS

FE—IRINAR A, (ERARFENANT IL-12 5 IL-23 XF CYP450 B8iETS
VEFRREZIE, ERER, 10ng/ml B9 IL-12 F/5% IL-23 AEHEEA CYP450 fig
AOEME (CYP1A2, 2B6. 2C9, 2C19, 2D6 5% 3A4, I [Z5¥H8E1ER] ) .

FFRET—I0 | HA. FFAtE. 299 EERfAS (% CNTO1275CRD1003),
EENMMERZRREE (n=18) FiFN T SENENESTYRHAREXIMIE
B3 P450 BEiEMEAIRIN. =B BREE UHUEIEEF I ESFHER S IR
B, UIHEE (CYP1A2 [R¥) . S&iEmK (CYP2CO [iRYD) . BRSShM (CYP2C19
JE¥) . B35 (CYP2D6 JE¥)) EBKAMES (CYP3A &Y) MEEEXRM
RIIGREZEN (W [ZYEEER] ) .

[imFRiztae]
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BHRRIRER (FKA)

2 TEH. WE. LKEFIXERARTE 1,996 fIhEERIREER. HES
BENTERATRBRETRIT, TN T SERBERNE ST L,
1 BB, XHHNEIRE. EEAINRIRENIAER, MTX 8 PUVA W&
B, TiEMZEAESHNTEENRRREREEPR, WRT SEINETR
AMABPE S AT AR 2 1.

RBRBATT 1 (PHOENIX 1) {EINT 766 HlEE, EHrb 53%A0EE I Hib
REBT NS . oA EEER. B ESENENANEEESE 0 F
K56 4 E#E 45 mg 8 90 mg FIE, 258 12 FEEZHEEFIENZY. B
HWELRFIANBEESE 0 BSE 4 FESLER, 75 12 Ff1E 16 BARRX
EZEENETGZS (45 mg s 90 mg) , Z/E8 12 @425 1 1R, SAYIHAE
NHESTWERERESE 28 FSE 40 S RERER S B2 EigE

(PASI) 75 W& (PASI IRELZMEZR/D 75%) NBEE, BEAHETW, &
12 B2 1 {ISENEnSEREN (BMHEE) . 5 40 BiNEXETHER
RIFIANEE, MNRZERESE 40 FEIREN PASI MEEEREZEL 50%,
BAtRRIRNaT hREFEZ S RWBRNSY, MBNEERLIEE RS
TTE%5)E 76 &,

RBREIAR 2 (PHOENIX 2) 417 1,230 flEE. HA 61%HNEENH
fRGLAT ANE. TEMEEERET. BIESRNBRANEEES 0
KSR 4 B3 45 mg 8¢ 90 mg FIE, 1255 16 FITHEERZ 1 294, REflL
EXRAERIBEES 0 BHSE 4 BEZLER, €5 12 A% 16 FRXE
ZEERBNLGEE (45 mg 8 90 mg) . FMBRNEEMILEERARIATERH
[5 52 .

IREmITE3 (ACCEPT) 1R T 903 BRI EMBRSeiaTr TN Er . FoikmIsZak
HEETHTEERBRES, WIMRIE. 1F N T SENSEnSHKIRER
TR et EAHARIE1 2ERIBAMERIIR R, BEMTIRZAIIES (2
2R, 8R50 mg) , SETEROEMBAEEZ SEIINERT (45 mgak90 mg) .

IRBIA 1 FIR 2 heiafr BRESARIFIEEARIL, B PASI T
PRPLHEN 17-18, BEARERZRER (BSA) PME>20, KREEEERE
1588 (DLQI) HifEA 10-12, £91/3 (SRBRHAF 1) # 1/4 RIBHIAR 2)
RIZIHE BBIRBRXTIX (PsA) . RBIRFAR 3 RIBm- 2R E R SR
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XEAFRRIERLER[RNE 12 FRELIRS PASI 75 NERIBELLE] (WX

4F0FKS5) .
*=4: BERMAR 1 (PHOENIX 1) flI#A% 2 (PHOENIX 2) BYlGFARR
3o
=12HF % 28 [F
2 %4575 (38 0 [EFN%E 4 F) 3BT (B0, 5B
4 A0 16 A)
LZEF | 45mg | 90mg | 45mg 90 mg
REmHAT 1
BEHICEEE AZK 255 255 256 250 243
26 213 220 228 234 (96%)
PASI 50 RZAH (%) (10%) | (84%)2 (86%)2 (91%)
8 (3%) 171 170 178 191 (79%)
PASI 75 MZEAE (%) (67%)2 (66%)2 (71%)
PASI 90 RIZEAHL (%) 5 (2%) 106 94 123 135 (56%)
(42%)a (37%)2 (49%)
PGAPIESoEREIREE | 10 (4%) 151 156 146 160 (66%)
BEAEL (%) (59%)2 (61%)2 (58%)
<100 kg BUEEEAH 166 168 164 164 153
PASI 75 ZBAEL (%) 6 (4%) 124 107 130 124 (81%)
(74%) (65%) (79%)
> 100 kg FIEEE AR 89 87 92 86 90
PASI 75 RIZEAEL (%) 2 (2%) | 47 (54%) | 63 (68%) | 48 (56%) | 67 (74%)

REHHE 2
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BEH I EEE AZK 410 409 411 397 400
41 342 367 369 380 (95%)
PASI 50 MZAEL (%) (10%) (84%)a (89%)2 (93%)
15 (4%) 273 311 276 314 (79%)
PASI 75 RfZEAEL (%) (67%)2 (76%)2 (70%)
PASI 90 lZAZL (%) 3 (1%) 173 209 178 217 (54%)
(42%)a (51%)2 (45%)
PGAL RS FERREREE | 18 (4%) 277 300 241 279 (70%)
BAZL (%) (68%)2 (73%)2 (61%)
<100 kg B9EEEAH 290 297 289 287 280
PASI 75 B AE (%) 12 (4%) 218 225 217 226 (81%)
(73%) (78%) (76%)
> 100 kg RUEEE AZK 120 112 121 110 119
PASI 75 RfZEAEL (%) 3 (3%) | 55 (49%) | 86 (71%) | 59 (54%) | 88 (74%)

2 BE)RERT 45 mg 5 90 mg SZLEFIAE, p <0.001,

b PGA=EID2ATEM

= 5: {REMHHAFR 3 (ACCEPT) 55 12 BIaFME R4

REmHAR 3
BRI E SRk
24 IRERES 2 )R435 (55 0 [EH05E 4 &)
X 50mg)
RETUILERE ALY 347 209 347
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PASI 50 WZEAZL (%)

286 (82%)

181 (87%)

320 (92%)2

PASI 75 RSB AEL (%)

197 (57%)

141 (67%)P

256 (74%)?

PASI 90 BfZEAEL (%)

80 (23%)

76 (36%)2

155 (45%)2

PGA T3 9B adk iz EA
(%)

170 (49%)

136 (65%)2

245 (71%)3?

<100 kg HIEEAZEL 251 151 244
PASI 75 W& AL
(%) 154 (61%) 109 (72%) 189 (77%)
>100 kg BIERE AL 96 58 103
PASI 75 WZ AL
(%) 43 (45%) 32 (55%) 67 (65%)

a GEIE] 45 mg B 90 mg SHKBBFAENIER, p <0.001,

b LEIER 45 mg SEFHBFEEXIRR, p=0.012,

TERERIAR 1 o, SEGATFERERRF PAS| 75 D TEEENTERLEA
77 (p<0.001) , BRISENRNLHEMERRIRIEREMN. £1F (3852
) B, BREEHELRSArFEREE D PAS| 75 RIEHILLEI 89%, T
RNV ERRIFIE (BE5E) REBETAIELEIN 63% (p<0.001) . 75
181N (B 76 &) BY, BXBBHIUWLELERGTENBE S PASI 75 RIZHILY
Bl 84%, TIERRRENWEZRGIA (BE5A) HBERHLLHIRIA 19%., 3 F

(% 148 @) i, BXBENWELFATHENEET PASI 75 REHLLEIA
82%. 5 (5244 ) B, BRMHUEERGTENEE PASI 75 fIE

RIELHIT9 80%.

BRI EREFIENEE, PASI MEREREED S0%ERERTS
BNERGIT LR, H 8S%HIBEERERTE 12 AREIRIXE T PASI 75
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EIRBmIAR 1 5, 52 AKRSE 12 B, 81508 niar4H DLQl B
BENNERERENBENTLENE. XMNEFEEE 28 F. R, ERE
AR 29, 56 4 FHE 12 BMRIAEENE, XMUERHERE 248, &
IRBmAR 1 5, 81N SEReneT BERRER (FIRERTEEEREL) .
SF-36 RIS A ERIT O REENIEIESR (VAS) TN ERZ R
EYBEEENE. ERERIER 2 1, 81 SEREaTr BINEREREINEE
* (HADS) FiT{ERR#IE% (WLQ) it LRFIABENE.

BHRIARER (JLE)

ELETREEINBNAT LANEFR 26 & RIBHHRINR R LERERIALE.
ERURERBXEERE.

EEEZE (12-17 %)

—IZl, I ER. REfL. WE. REFIGERMS (CADMUS) HRTS
EJIERE 110 5 12-17 ZhEEHRINRER) LEREPIT. EER
PECES 0 AFSE 4 BEZR NEHERA (n=37) BHEERIENSENETR

(n=36) EfEFFIB—RISEINERYL (n=37) iafr, WaER 12 & (q12w)
L 1IR 7% 128, KEFIENSEREZSEIRBTIET.

EAIESRAMA T T E PASI>12 PGA>3 I EHIBSAZE/D A 10%
B ETLASINLIRAT. D98 60%HEE B HE I EMN RS 8T a%
7. 298 11%NEEEEESITETHIFLETT.

HARNEBLRAES 12 FFHAE PGA 545K (0) SitiRE (1) B
BELE, IRELSEIES 12 ARY PASI 75, PASI 90, )L ERNELEERE
541 (CDLQI) RELHITW(ERN PedsQL (JLELEEEENEER) SEFIT
SRELNTE. 512 F, SENENATESHERBRIEREXESE
FRENNEEEXTEFE (K6) .

B BT R RS ZS/E 52 A, 5 4 ETEIREL SN
B, SEIREPLATTEMLERIEZE PGA T 05k (0) SiREE (1) /Y
BELLHIFHAZR PASI 75 HEBLLHIEMNE, HES 12 BRIIGELEE.
PGA. PASI, CDLQI#01 PedsQL HISEIFLEERIE 52 F (F6) .

& 6: 55 12 A5 52 ANEEMXEEQRE
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JLERBEMAHAF (CADMUS) (12-17 %)

$£128 $£528
s SRR | SEWEEE
R , .
FIE FIE
N (%) N (%) N (%)
BENILRIEE 37 36 35
PGA
PGA\\I/\\‘;EE,\ 0
) AR (0) 2 (5.4%) 25 (69.4%)2 20 (57.1%)
HAREZRE (1)
PGA 5 8iEkR (0) 1 (2.7%) 17 (47.2%)2 13 (37.1%)
PASI
PAS| 75 Ri&Z 4 (10.8%) 29 (80.6%)2 28 (80.0%)
PASI 90 N&E 2 (5.4%) 22 (61.1%)2 23 (65.7%)
PASI| 100 fif&#& 1 (2.7%) 14 (38.9%)a 13 (37.1%)
cpLQl
CDLQI 2 08 1P 6 (16.2%) 18 (50.0%)c 20 (57.1%)
PedsQL
RELTE
3.35(10.04) | 8.03 (10.44)e 7.26 (10.92)
98 (SD) d
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JLERBEMAHAF (CADMUS) (12-17 %)

F12H $52H
s SEWNERTHEE | SENETEE
ZRIF . .
bili==1 FI=
N (%) N (%) N (%)

a p<0.001

b CDLQI: CDLQI 27E) LE AR RZBRIEER  RAER A AR ERISN
RIRZEARI TR, CDLQI RS/ 0 8¢ 1 R LERIEBRETTHE,

¢ p=0.002

d PedsQL: PedsQL REFRFDEREN/IENTDFARTAN—MRER
EXRERRERR. REHIAS 12 B, N=36

e p=0.028

EEHES 12 ANLEFAIENRR, NEERLKE, HEEIEMFEE
FFIEREHTSAES (D815 69.4%F0 67.6%) , MIBIHERBINE
MEEKFRITRENE (6130, PGA J9iBBRI0]. PASI90) k&, TR ENIE
RMXR, 128G, MHEUEEFIEAEL, EFERERANTIERA LR
=, #HFHSEIEA, RMAES 12 BERERINKE, EREFHEFE
EAMREPFIREAYTIRR., BN ESHEER BT 2 RS,

JLE (6-11%)

—INFFRtE. B, 20, Il BffAR (CADMUS Jr.) R T SEliE
£ 44 5 6-11 ZBhEENHINRER/ LZEBETHITH. BEES 0 B 4
[EESEEFENSEWERN (n=44) R NEFER, ZEET 12 BLH—IX
(q12w) .

ESIESRAMA T E PASI>12 PGA> 3 I 2 BSAZE/D A 10%
HEBETASILIIAR. A8 43%NE S EESII BN RS 8T a0
7. 298 S%MEE B HESITEYFIRATT.
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FRNEBARESE 12 ERIAE PGA 558 (0) SUREE (1) &
BELUAI. RELLREIES 12 AT PASI 75, PASI 90 F) LEREKFA SR
RIS (CDLQI) RELMSH, § 12 EH, SARRArASTERER
PR e ERE DR B MEE (R7)

FrE AR RIALIE 52 . % 12 FRHAE) PGA %50
% (0) SRR (1) BOBELLBIN 77.3%. SR 4 HERELEHINT
MBI (EXH PGA 03k 1) , 5 16 FIRIIASY PGA 0 2 1 HIUSERELL
B, ZEES 52 RS,

PGA. PASI, CDLQIWXEFERIZFES2E (R7) .

F7: 812 FNE 52 ANEEMRBESSE
JLEIRB®IATR (CADMUS Jr.) (6-11%)
F£127 $527
SRR SRR
it it =
N (%) N (%)
NENEE 44 41
PGA
PGA IS S 34 (77.3%) 31 (75.6%)
(0) SHREE (1)
PGA o uiEkR (0) 17 (38.6%) 23 (56.1%)
PASI
PASI 75 R 37 (84.1%) 36 (87.8%)
PASI 90 R 28 (63.6%) 29 (70.7%)
PASI 100 &= 15 (34.1%) 22 (53.7%)
cpLql
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EHZRT CDLQI > 1 (N=39) (N=36)
RIBE
CDLQI #5379 0 8% 1 24 (61.5%) 21 (58.3%)

2 CDLQI: CDLQI ZfE) LE AR BZBRRIRE NS R IER A TR R E RIS IMAYRL
BRI TE. CDLQI R4 0 5k 1 F/-xd) LERAERETTHNM.

REER (EMEIE)

E=TREL. WE. ZRFINR. SPORRPHESENBETAT PER
RS R (ZERmEEEE [CDAI] 92220 H<450) RABET
IR M. IRIBIRAREAATTR], SoHTRIN 8 RIS KELEE AT iR

(UNITI-1#1 UNITI-2) , Bi#{T—I0 44 BRI NESIETIRHA4EFHT (IM-
UNITI) , Hitiair 52 &.

MINE ST ARIEMAN 1409 HIFEE (UNITI-1, n=769; UNITI-2,
n=640) ., MIARHNEELRSIINE 6 FIFEIRKRNE (BX A CDAI 55
£>100) RUZIHAELLA]. WEHSHITRIAREES 8 ANTHEdE. R
TEEEHERORBERAE. REATH. aEKGRIINERST, 75%
HNBEREFERE DT EIRET. ERIARS, BEES 0 B o iES
BURERKNEIEEFRID EAEL) 6 mg/kg (W& 2) . EEFIE 130 mg &
B, BHEREH.

UNITI-1 RIBEBRERS I TNFoiafr KEERNIZar TiAM=. K2 48%
ROBEBREXT 1 FL TNFoGETTRM, 52%R9BE BEFEXT 2 5 3 # TNFoiafT
KW, EZHART, 29.1%NBEMHRGTNEAE (RRENEE) |, 69.4%
HNBREBNEEZRRENE (HEKNEE) , 36.4%HIBEXIT TNFUaTy
A2,

UNITI-2 IBEEPEEN—FMESTETT (BEERRARSRRETH)
KW, mER TNFoGaTHlia (68.6%) BifEEEZISH TNFoUa AR
(31.4%) .

UNITI-1 0 UNITI-2 iXFLHART, SRR AT AIREImRN EF %
BRBRELPIEERTZREAE (8) . BRANBNIGTBETES 3 FMER
BEENIERNETIERE, FEFENEEES 8 . mXEESHTT, B
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130 mg HIEH, PEFIEANTIEEEHRHEELT, FLUSHREHIF#E
FHIR K EESIATr A E.

Z= 8: UNITI-1 1 UNITI-2 )i SIGRMZTIERINER

UNITI-1~ UNITI-2 **

TR |SEWER REN  STRER
Neza7 | EEHIE | \_y0o | HEEWE

IRRERE, 583 18 (7.3%) 52 41 (19.6%) 84
(20.9%)2 (40.2%)32

IEFREIZ (100%3) , 58|53 (21.5%) 84 60 (28.7%)| 116
6/ (33.7%)° (55.5%)2

IZFREIZ (100%3) , 58|50 (20.2%) 94 67 32.1%)| 121

8J& (37.8%)2 (57.9%)2

700 M%, FE3E 67 (27.1%)| 101 66 (31.6%) 106
(40.6%)b (50.7%)?

700N, 56/E 75(304%) 109 |81(38.8%)| 135
(43.8%)P (64.6%)2

&R %ﬁ’iﬁﬁm)&jﬂ CDAIi¥5> < 150; ImARNENEN I CDAI TR ZED
TBF 100 3, EEBIREImARERE

70 T NEREN S CDAI R ZEDTEE 70 5

* 471 TNFoGBT LM

R 5= S

a p<0.001

b p<0.01
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HERSRRST (IM-UNITI) 340 T 7ER5S UNITI-1 0 UNITI-2 B S 3R RIS
Sia775 8 FERIFRE 100 SlRFRMEH 388 flE. BEMNOEESE T
5% 90 mg BEWENE 8 A—X, 90 mg BEIENE 12 B—RSER
R4 44 A,

% 44 B, SEIETUAT AERIGRERIINESNEE N EESTRER
B (WF9) .

% 9: IM-UNITI FR4EFIGRRRIZFIERE (56 44 A, BMIERRNESIAT 52

&)
ZER* | 90 mg 58] | 90 mg 551
N=131* | WERiE8 | BfE12/1
B1R R
N=128' N=129'
IR PREE % 36% 53%a 49%b
[ VESY 44% 59%b 58%pb
To =B RE R 30% 47 %3 43%c
LA T EEIRBRIIGRERE
S RIT TR EE /R 46% 67% 56% (44/78)
(36/79) (52/78)a
SEBEAZTCRD3002EE" 44% 63% 57% (41/72)
(31/70) (45/72)c
FLTNFotliBBuEE 49% 65% 57% (30/53)
(25/51) (34/52)c
SEEMZRCRD3001fEES 26% 41% (23/56) | 39% (22/57)
(16/61)
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IERERIITEN A CDAIES < 150; IGRMEBNEN A CDAI /DT
100 &3, ENEIFKEIRRERE,

* RFIBEES S EN RN ESHNES, DRSS AT FRIbE
NIESLTRIFINES.

t T AR XS S EEEHAIG RN E /9 100 SRIEE.
tEGSATT (REH TNFoGAT) LKWMRIEE,

5 H1 INFoGRITME R/ AMTZHEE.

a2 p<0.01

b p<0.05

¢ BXEEZE (p<0.05)

f£ IM-UNITI 51, 29/129 FIBEEEZE 12 @ 1 Xafrid, ReeEEx
SERBENAENNE, FWEFIERENE 8 A 1 XSEWRE AT, K
ZHEN S CDAI 1452220 5 BikE L CDAI S ABE2100 5, ELAEE
h, 41.4%NEEEFERERS 16 FIREIRKRER.

£ UNITI-1 #0 UNITI-2 SR 8 AR S ENRESiar %
IEARNERIBE (476 BIEE) BN (IM-UNITH) ROIEREHLILERS
FEZIES 90 mg SEIRBNKE NESY. 8 AiE, 50.5%HIEEIKEImRN
B MRS E 8 FRAMHERHAZ), MEHERYERHRIRIRE RSN LI
5B 44 FERSYERNE (68.1%) FHRIBEM (50.2%) , XMEHISHEAINISE
WERTUE SR T ENERIBE LB

X SR ERNIE S AT AN E B EH AR R ET I E L BFIA
B9 131 flBED, 51 GIBEZBERENE, HiES 90 mg SEINENETE
58 8 [& 1 R, ERNBEHKESEWRETATHNEETR, ABoEEESH
I 24 ARWREIRTT. £ 51 flEET, 70.6%HNEEEESSIWRITER
RTESE 16 FEREBIGKREE, 39.2%3K B IRKRERR.

£ IM-UNITI &, TRkl (BEESE 44 F) NEEERESIIAFRNER
HREHE 877 . ESINEREAEE S, TNF AT AW B S FES AT AW
EE MO LUERIRRERINEEES 252 A,
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EFEERIIR (BERT 5 FlF) , AMERZRREETAIFNZ 2

AR,
NiRIRE:

E—IFRRPIHE 7T EEN N SRR ENEFSITVEN 252 fIBERIA
BETHIERN. FELANRDSRBEWAEREITFD (SES-CD) RELZIITW,
IZTED R 5 MNeEZZERAE TRINE S, 8ERnelTa/ XN EHE
EMPEREAILLHI, ZEARRM IR IEREG], LIRIRE R B FE/KE,
5 8 [ARY, BURERK I TESHIES, SEWENE (n=155, Ti8E= -2.8)
9 SES-CD iIENTHETFLRFIA (n=97, T{KIYE= -0.7, p=0.012) ,

BENE:

R HINE iR EEREE A (8.8%; n=26) &, 12/15 ] (80%)
SEWNRTTATHNERET 4 BEREEENE (X5 IRMEENHERE
SMRELTH>50%) , MEEFIEE 45.5% (5/11) BESE.
BERXEEEE:

(FRXEMFRIEZ%E (IBDQ) #1 SF-36 [m&EMb@EEXeEIEE, 58
[ERT, #H%% UNITI-1 #0 UNITI-2 2S5 alEiuarIEER IBDQ B9F0
SF-36 {SHAERSLARIATE UNITI-2 &1 SF-36 BAAERSHIESRITF LR
EMETLEFA, HEXRIHERIRREXNE ., =5 44 BT, IM-UNITI
MRPES SRR AT RSN DANEN B B BN TTRFIE. &
B LAEEKHIEES 252 AR, #iEEEiExcERRENE,

AREREFEFERT=E BRIRRAR.

[Z51RE1E])
HIE(ER

SEWNETE—MANRKIgGT KB ETA, a5 AR ZIL-1270IL-
239pA0EANT R ESFIOTNERIMES. IL-12F0IL-23 2KRAFERVMIEE
¥, S5XENRENEITRE, HIa1BRFR PR EAFICD* TAEAY AN
g, MMMERIRER, BElET LSRN SAERmEm SR GEIL-12R B1RYIE
B{ER, MIIAIL-12F0IL-23 N SRS SESTIMIE R FRIREL N, 1L-12F0
IL-23%HtEMEEEEmm,, MEMRERRS BRIIRE. TEABRIIE
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Brh, SEEBRTAYEERIL-12F0IL-2389p40E R T R ANREF RIS
i, ERHRIPER.

SIEHRR
=fEst
BARTF RS AN ERNRRES NI,
RS

rEREs D, EMeERERERITIRECEE TS, 8/ 2K
BT SEIRET, &EFEN 45mg/kg (& mg/kg I8, BETASKAHE
FIERY 45 £3), RISEEET LM, BEFNEZ REHIMERESH
TEYREE R TIRAE,

g NREEDRED, NEERERFIIERREE TS, 88 2 X%
F IL-12/1L-23p40 iR, &E7IES 50mg/kg, RIUFIMEMET DRI,
118

ERIAE-FRFARESERRY, HFREERET IS, 8F 2 XEEIKE
5. 8F 1 )XEFEENERN, FISXARKRE TESEABREEZR 100 FLA
£, KRRFBESEEMAES AR, HRENSENENMERESBER
TiEST 90mg. EE—XHE 4 BRMIERER 100 FLA L.

EIRIAR-InF A BSEMESEERGNET, IHRREBRNSFETN
HIFFREESRE 33 X, KT, B8 2 )RETEENER, FIBXAIRK
R TESAHREENN 100 ELAE, 22.5mg/kg FIEH 1 R, 45mg/kg FIE
B 1 RRRERENFTRT, SFANHEE 6 BikHAE), XThEe. FSaaRk
BARNSHEHERAIFE,

=M

[ERH TS AN BN BRI, EARNNENET, R ERE/ B IL-
12 BIMEER, £ IL-12/IL-23 p40 EREFRAVNEEEE T IL-12/1L-23
p40 FUARVINRS, TBEXIIMBAIPLESR AR, SEER/NGMBLL, EEEF
SEIEERY, IL-12 #1 1L-23 TREEEERIR IL-12 SRFERINERF, RIMLESRRAER
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REMBERRNRES, B2, XE/NEREFHERSANIIGERS AT LM
EEX B AYTER M= A BRH.

Rt
7T 26 BEEE, 10 SRR, SAPIRIL 26 BAT 2T
e 45m/kg, B 1 FURRAEMEIRER,
Ca)

2~8°CEEIRTF. ERAREREETRE. BOREK. FiHRE.
B A mnE) LEAREIZRRATI S

[&%]
45mg/0.5ml/3z. 90mg/Tml/3Z

RFEHRT 1Tml 89 | BUIIEEST=RA, FEEEIEAIAENESL, LRSS
THRERPAGEL (—FRELAGTEYD) BISTSLORIFIE. LGESIRRECR BRI
B, TaEMEETER 1 3FlitsEs.

BEAE: 13/8 (MFEEsEs)
45mg (0.5ml) /%R
0.5 mLiBERERME 2 mL ASHY | BIRISARA, RARE T 25 EEZH,
BENE: 1H/&E

[B34HR]
45mg/0.5ml/3Z. 90mg/1ml/3z: 36 B
45mg (0.5ml) /#R: 24 ™NB

[hiTimitE]
Wi EtRAE: JS20250016

(XS]
45mg/0.5ml/3z: EZ5EF SJ20170047
90mg/1.0ml/3Z: EzZ5/EZF SJ20170046
45mg (0.5ml) /#k: EZ5EF SJ20255001
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[EHFEFEAl

#FR: Janssen-Cilag International NV

JEAMELE: Turnhoutseweg 30, B-2340 Beerse, Belgium
[&ErF=ikdk]

®AEFR: Cilag AG

A7k Hochstrasse 201, 8200 Schaffhausen, Switzerland
(IRASEA]

BIR. AR BRAT

EfEE: AEAThEA XEERE I EMEZEIEK 19 5, Bk

BAThEMXEHTE 4 Si0RERR 17F

HPEYmES: 710304

FEEIESH5: 400 888 9988

fEES18: (029)82576616

pgilk: http://www.xian-janssen.com.cn
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{SEFAi5ER
EjXi#E45mg (0.5ml) /HR
SEERL
AT En, ESARSHIEHTERE. A, SHENEER

REROHEE SIS R, NMRECE M, BEERENTEES. W
RISIBTENTREEARED, TEREE.

o DB ARSHMEISRES
o BPRESAREDAMR. XERARZURESRTESIRIAZY). T120ER
RIZURIEIRRYZ5H.

REERRSEF EEE-
MIKFEREEZSHR. Z9RRRELIH/\IT, B EETRIAEIS ASFERYEST

mE (ER) .

GEZIHRLAEEIA -

o ZHHRAVEE N AIEIES
o YIREAIFIESD 45 mg BLAT, BUSIRIE—37AmAY 45 mg 257k
o WIEREAIFIEDY 90 mg, FIEIRIGFSIARAY 45 mg 2k, MEEE
BESESPRIEY. IEERN RSO TIESS (PN, —XIER
REEBEST, B—REARIEES) | E—FRREEINE R, &
NE NSRS S RNE R
o EEIRIRIEFRRIZY)
o IYIRIBETH
o IREHRA, BNEEHE
o HIMARIAERNEBTERTILE (BUWENE), TREXES

This copy of the document was generated on 01 Aug 2025 Page 36 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60390 Version: 10.0 Status: Effective Effective Date: 01 Aug 2025 (EST)

o BRXBEXEEEER, MEASHTRYBHL
o BRBRIFL.

{RE(RT 60 kg HI)LERTFERIFIEMRT 45 mg. HREBEEFTENLHRF
HHAYEE (RFR) LIRESHYTSIREEE. RGN EEFEMERIAREE
EHTERAYREL, BEERRRGRIES ARIREGSED.

BIEEZRMERAESF, HE— M TFFE L. 8059k, &t
k. HEERM. wXEeh, URRAMRIRER (ZHE 1) .

A

BIOHAZARD

RN AR I TRRML -

T NESEN (ZWE 2)

©  RNmMEBRTEST.

©  EERYESIERLIARHR EEREIEE AL ED 5 cm AYRSE

©  REBREHIRERRMAISAR XS

o NREAMBIEHITIEST, fb/ibthr LR EE IR
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I EETERL

s (FHRRAREIIRVKERNF

- FESEMERIRRAY ST
o TEESIEI, YI0BRRIRRLCERL
HERIE:

« MR EEUTE (Z2WE 3)

«  FEETHRE

«  FESHERMESHRE

«  RBERMETE L.

©  EEEIRFEUREHE

o AERfRELEEEEAMEIRE
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i P SEINEE RS
ST N SN e A=
AIANERTRREE, (BTt RREELTTAERIRIAIR

LR RRERGE, XRIFRER. XA LELEESISAHISE (&
WE4) .

MESHR LB ETK
BEFSEHEskR L, LENRIFRAREESE
MRESE, BEEE—N, BERSRERXTHRITEE (SWE 5)

5
RisHEEERRIESE (MARRIK) HXK
AEW NIRRT SRR TR,

EaiEe:

ARENHEREMEEE SRR, AERIFE.
HERDEHSLH NI ERIRZ AR
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o FEHSHIEEERTIERIRIR. RISTIHEDEE, Saizis
HARE R R

o LIEEMERIRAES, MEZBK BIRMEESAFHEERIRAR
Tz E:

o EHITERE, RIBSIRMRIERIER EAFEER
o EHEMUAIREREUHMEEHRR, XRIEFNSR
o IEHJLUSTRIREEM DRI ESTRBA L 4R 10 7D,

o  TEEEEESIEMUAIRZER. WMBRE, ERLEEFIAL LR E—/MRE]
A,

=

o FAIRESERAIESLNRATZFRIBSSF, AlinsrmisER. N
TENZERERMEANZE, B2ESEAENE . KRIM
MBS IEHA ) mINEEE.

o T, HSEMAIEMYRR EALLRAE.
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{ERi%EE
EE#E45mg/0.5ml/3Z. 90mg/Tml/xZ
BEIIEES
e iR, ESARSIEIEHITE—IRES. Am, EFEERRTE

REREECTEHAR. MRECTHAR, SEEZIHEEIES. WRE
MBS AREEEREE, FEREE.
DB ARSEMESIRRS.
IpfESRIFE it EARRIER GV E5IR I RE S TRIRZSY,
YIDERRIZUER RISV,

1 ATz iEEIRRRI5 M.

H#E  HEREX faj A pUE ] EF SR

’ |
S
g

%

FEE L bl

El1

1. EMRNTHRNNE, EFEHH:
HE ARl
MKFEREHFRFEIVESTRS. BTV SIssMBRENEE, IEL+/
A, XGEEIHRIARIC ASFERTESTRE (FiR) . AV ESIRAEIER
Z A, Y170 iESTRRR0ETSLIRIFIE.
ERFF IV ESIRRRB R TSI EF, etk ORIFIERYETSLEA L.
YIDFEE5IRAESEL, 8., $ERE, SEERIPIE.
EHIRHEEREE L EfEAEEE.
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EEXREsELRIFIEZRT, TS EMFFEliE5988 EEUT,
YDRlfRETERGESR (N 1 FES RCED) , LIstERmES k.
METFEIUESTRE, LRI = E S 2.

45 mg/0.5 ml/3%:

o WREAIFIES 45 mg, IFERIE—> A Ay 45 mg FFezliEsT=5.

o WNRERIFIES 90 mg, EIGIRIEMAGRAT 45 mg FFEzliEsT=,
MEEFEZE SRR, EER A ESALE TIESS (BN,
—FIEEABEES, B—FIEEAREES) | iE—RIEEEEES
BH.

90 mg/1.0 ml/3%:

o MNREHIFIEN 90 mg, BUIGIRIG—ZARAY 90 mg FiFEzliEsT=s.
RN [N EARIESESE YR
LY SUESEER
i WE N g =i
VLSRR RRTERNE R ERTIE (BWENE) | BREXER.
Mzl NRAR AR EHRE, MEAS{EISYIEHL,
i WE NN N S A

BEFENRARIESE, WE— T T#IFE L. XERAEEAESE
M. #REEn, UR— 1 HFmiES.

2. R IEATERL :

PR NESTERAL (WE 2)
RnMEER TS (RRTiESY)
EERYESTERALIKHR EEBEEEE AL 5 cm BYRSED.
REBREHINRBHIERAIR X 8 EST .
NRBADBIEHITIEST, fb/tbth LSRR EEA TR
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SNERFRFEIVESIRRERE, MEtkIRIFIEREEsSL L, B2ER. MRK
FUCER, BERREESZFIID,

BT S RIPIE S 2 BN 53254,
4. 51754

A—RFRPiEMRER IRV =S, BHElEEEL LS, A%
—RFAUBHENRIERTEET IR, AERDFE.

eEERpIN P Iw St s S EIR
—IRMERUEG PSR ATRERIIEA R AR (WE 4)
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SISk BEnITEEL, FEEIRE LR, BEEHEGBIEE
=, WE 7 Fi.

& 7

5. i¥fizE:
TaI5ERE, FIESIEMIREEGTEMIE, D,
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M EE R,
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*+*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



