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N ZHR: Ustekinumab Injection
iXIEHHE: Wusinu Dankang Zhusheye
[(Rkfi53]
FERD: SEINERT
el . L-ASRR. L-ERERERE—KEY. BRILEES 80, iE5IAK
[1&1K]
RN AFTBEKEERIK,
[iERfE]
PR ADESRAR RS

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

JLERHRINR RS
AmERTHEMRFEE AT B0 NERENRTEMZR 6 ZRIALIL
ENSOFHEEMRRIREREE.

"B B

ARERTIHES AT BIEAIEE Fo (TNFo) FERFINERE. KNE
B AT Z IR P E R AN S BREE .

[(##5]

45mg/0.5ml/3Z
90mg/1.0ml/3Z
45mg (0.5ml) /#R

[RiZRE]
FmNAFETEE. NFEEKETRT, iSERRREKEIR.
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KmNEEERESREE MEA, EENESARENERNZITR AT E
HA

2L,

RE

PR ABHRIRIR B

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

iafr 28 EHRARNERIBENESIFIEALZA.
JLERRINERERE (6 ZRIAL)

ARETAETBAEEFIBUTR. ARNAES 0 B 4 BLH, 2
58 12 FLE75 10X,

LRI E HEE
<60 kg 0.75 mg/kg
>60 kgZ=<100 kg 45 mg

KB < 60 kg BERTGEFHAIR (mL) RABATANHE: f& (kg) x0.0083
(ml/kg) BB 1. IHEEHAYESHARN IS ANBIHE 0.01 mL, 73X
A1 mL ZIEF59=84525, FUERTEM 45 mg RYJLRHEE, BIfERA 45 mg
LS
& 1: (5 < 60 kg RYRER)LEHEERNS miESHFR

RERIRISE (kg) filE (mg) EHHAER (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
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
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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
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 33.8 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 0.43
53 39.8 0.44
54 40.5 0.45
55 41.3 0.46
56 42.0 0.46
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57 42.8 0.47
58 43.5 0.48
59 443 0.49
1877 28 EIBARNZEHIBE N RIS LEALZ.,
LEdisY s

RfEFRIEANERREAERENSRGEKET (IV) oEAE (R2),
8 Afa 90mg FF TS, LhEENE 12 B TiES 90mg.

x| 2: PmBEIRFIKRGHIEEFIE

LB BERIAE R e 130 mg ZAFRRTSZEN
<55 kg 260 mg 2
>55 kg £<85 kg 390 mg 3
> 85 kg 520 mg 4

a: #3796 mg/kg,
BEUREETEST 8 BleNEABRNEE oI EHES S I TEST.

MRBETES 12 AGH 1 XHERENE, TIBRZERIBINERE 8 F 1
X, XAJRERtBERm.

ZIEEETLE 8 FEE 12 B4 1 )X, BRRAIEFRIRTTRE.

5 16 FERNSERAEES 8 [A45%5 1 )Xf5 16 [, MNREH(ARBIATIK
mAVIHE, NEBELLRTT.

AKmiafr BAE T R RS R ORI/ B RAER. MAmENERIE
A iER AT B EE LR BUAERIATT .

MSATFHNT, EHRFHAATIRAE 8 B 1 MY PN RERSEN
K,
Rix

AN 45mg (0.5ml) /iREg 45mg/0.5ml/32a; 90mg/1.0ml/Zal AT
R EST4A7S,

R BB 1 HE R A e KA R AR e 5.

This copy of the document was generated on 25 Apr 2025 Page 5 of 46
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60390 Version: 9.0 Status: Effective Effective Date: 24 Apr 2025 (EST)

HEEINNEE, BESHEFAESIEISNR NEEERIIE, TiE
SR, BEENBRNBEH TESMEN, HNESEENEEFABRENR
By “ERRA" PRHERESSTIE. FAERSZSREN “ERIRRA" .

S EFNEMRFEEEIRN

R ABBHER, ELE2ERBIRMEG T2 PRIRIRARESY. &
T LE. —RMERIEME—R I TRFEzVESIRs. (25988, SHELANSIER
FREESEA. RAFTRIAMRBERNESERHITEE,

E7ER ARSIV PRAR. K TERR, NEWRE
BRRDHASFHAEEE. ARERNESERTI, TBEXES,
AR EERNEENERR/NTAL, WMMIERNTERRSER. &3
REEEGER, BEHIEIER, B2EMR. 27081, NEARREAREZE
i (FFNE) o FERIERARAER "ERRA" .

EEARFIETEMIR, NEIER 1 mLiESIEE,
[(FRRE]
ZEMHRE

EERSERARIEENE (BEMARBRIIRSEYR) IGRAR
AORSRRHAER E WA RRAL (>5%) ABIRXFIRE. HPASHARE, &
HRIFARAT. BRENARERTENIRRAIFEEHRN, SEER
I8RE (W GEEFEm] ) - FrEENE (BERBmNSRRE) BE&1
R 2RI

FRRMFIZR

LINEA T ZRETSREIRANNRARENRSMEYE, PR 14 I 1 HiF0

Il HAEFSRARRY 6,709 fIRE, IXEHIREIEEIRPARE FAIRIRRERFNEXIRREAN

BZARBEEED 6 1B (4,577 H) 815 (3,253 ) BIFTEENE (B

IRERNRSRR) BEME, UREZTIREBEED 45 (14824)) =55
(838 f5l) HUTRIEREEEIE.

= 3 IR TIEENE (BREMARBRIIRSZRR) IRRARR Lhias
WP ERNSMARRMNY IR, YA RRMZERG B D RBIRS K, e
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g +oER (21/10) ; BR (21/100, <1/10) ; 18R (21/1,000, <
1/100) ; =W (21/10,000, <1/1,000) ; +73FNH (<1/10,000) ; A
(REMIBEEEGLS) . 8 MIREAY, FRRNEEREENSEHEAIIR

FFHER .
% 3: FRRRESIE
RHREDR i ARRM
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C BR. UB. XTE

RERFAER B Bk (BERE. SWE)
F: TmEEHRN (2FEEAI8RN., MEMHK
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AR W D4R
BRHER TR W: k2. LE
W: ERE
FIRES. BRI W OWRZE
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EFTEENE (BIERERINRE ER) BERITRFIRIERARF, SaW
Biar BEMRERIGT BE ZERBESRER ™ BRI, XA
RILEFIRIIRE, SENEATUAT BERREREN 1.36 BINERETF, &
Flinlr BENA 1.34 BEHBESF. SEIRATST BERTERERE/ 0.03
BEHEBEF (930 BEILERESTSE 30 f) , MEEFIATEER 0.03 BiEH
BEF (A34EpEEFE156) (W OEEFmM] ) .

TEFFEENE (E1ERERIIREBR) IIRRARINIERIETIREEN, B
6,709 fIFBE (18T 11,581 RERETF) , PMEHHEA 1.0 F; HPaE
RIERFRAIRESERN 1.1 &, "B BERMRAMESEEN 0.6 F£. SRR
TREFHRRER 091 BEHERET, MmERREEXAN 0.02 SHEIHEESF

(11,581 fEIEETFE 199 ) , IRESHFERREIEALI IR, BERRK,
BRI, BER. BARFIRERER,

EIRFRFART, FREZ SRR ST B AEEREERNEZRAE.
R

EFEERE (BiERERTIRSER) IRRARNLZEFIXIEREA, BRT
ERHEL AR, SENETAT BEIRMEIEAEZ) 0.11 & 100 jEiS
BEF (29MEHEEFEE 14) , KEFATEEN 0.2335 100 fEiHEEF

(434 [ERBEFE 1 4) . SENEATEENIEERBRREREEN
04385 100 EIHEESF (929 EHEEFE44)) , KEFIATEEN 0468
100 FEIHEEESE (433 EHEEER 24 .

EFEENE (BERBRIIRTER) IImARAFAISTERERFNIFXIRREAR,
B 6,709 fIEE (BT 11,561 NEEBEF) , PAFEHEN 1.0 5, He
SIRRBREMFRRIBELEN 1.1 &, B BwHRaIREsHAY 0.6 &, 11,561 BE
IIBEFPIRE TR T IFRRERREIMITEINE 62 §] (RXSERETL
THIBES, REFN0.54F 100 fELRBESF) . SN BE RS
THEIMEAERS —RAR IR MEIEA ERES (FREAIRELE=0.93
[95%&EX[A): 0.71, 1.20], RIBFL. ERIFMFERHT T EE) . BRTIER
SERRES, REVERIRTEIEARSIRE. BEE. ShEmREZLR
. SENsnaTBENIFRRERNERERN 049 & 100 BIHEES
(11,545 BEILBESTHE 56 §1) . ERARMEPAAIRRERZERILLE (3:1)
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S—i ABFRIEIRUELRAM (W GESFm] )
BB N AN S R

R TSI RIE U A -
ESERATNATIRERRBRX T RAIGRIAFIIREAN, £ < 1%H7

BEPURZIRZHISHFE (W (FE=m] ) .
Rk EROEB RS R AT AR S M -

ERZERESIaT R, BREIKRNE A EIREE AT SR N EE ™
ERRRMERE, EXEHRTR, 466 FILRFIATEES 24%NEELL
R AT0 BIERAEFE SRR RBE T 2.6%rIBE IR EERREREIE
TNSARETAREMS (W [FE=m] ) .

s e RLE St (PRES)

FimRiIeRE T 2 HIRNEERERIREREIE (PRES) , BARARIEMER
IINERELRSAE (RPLS) . ELEHEERT, RER. RBRXTTXRIRT R
mEREMRET XN, IRRENEIELE. FRRE. BREM. NS
A5 PRES —HHIRGFNE, ESENRENTRETEHEREHRE L. P&
PHHRSERERN 1 FEERATE, EERSARENRE, BEBTEEIFE
BT BLUERL

FrEEE ARG NBREF RIS HI PRES MEANEIR, &14%E PRES,
R R R4 FiE LA FHERAR.

RERME

ERERMIRBRATRNIGRART, B 124%19%Z SRWERNIET
RBENEETFR. =S RRIRFRIATRT, B2 3%aRZ SEMERNaTT
RIRBENEFETUR., RMERRN S SR BT E S TR AT A E
FEPEREXNE. NSENRERNASRTENBERSEFETHTF. NS5
WERTURBRME BE BT QURRATES, (BRI AR RA R IRRA .

JLEAEE
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6 % RLA ERIBERRIREm) LERE

ERIHEEHHURRER) LERE PR | HIRTHR 7 SR
nZ e, F—IAREAE 110 §I 12-17 ZEESIN, 79H 60 B, FIN
WA 44 0l 6-11 ZEESIN, 7H 56 [, BATS, MIEARHIRENA
REMH (BE 1 FR2HEUE) S/tRERRNIRBRAA R RERRIRIE
SRARILL

AR RRMNRE

AmKETIE, REVFARRNIFFEE. BRI maYRa/ X
AT, ESARMRSEHAITSRERR KA
[££2]

SR AT A SR,

BlnR EEEENMRRNBERR (iEstsam, I [E8E
Il ) .
[(ESHIRN]
SEY

SRR RER I IR B R A S A M RESRAIXE . IImPREAFAIERZ
ERmaTNBRETNRIFENAE. EERSER (W (FRRM] ) .

EEZAmATHNEETERS rStRER, BRERENE. 2
MEERSR (EEFEESRITERSR. FHMTEMRIRK. FREEMANE
TER) . ISEEERR. NSIERsRE (ERRAEE 2 B5RAIMKKR)
MFERRR (BRERSTERR) .

N AN AT EIRR EEERTENEREREE.
BEBIRREERMTRRENEENERTRE (W [(ER]) .

NEF IR @R BN e At hEE REFEEHmNXIeRE =R
FENEEEEENEGEA R, THENEEBENFRRSE, SRERmE.
BTSSR E TR LN B SiEZ niIsiareiEx. MRrE
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BEHTRE, SENERGS (W CT) ISZERRNR, BREEEN
fTy-FIERBY , iRIER MR NSEZo T E RS T 4ieEsEaR
BEiRtde (T cell enzyme-linked immune-spot assay, T-SPOT.TB) & T 4
FEEEEA G AR (Quanti FERON-TB Gold, QFT-G) . i&EmiMEiemEs
MEFRARGET (I [ER] ) . EESAREHZAE, NEaTBAMEZ
B, WFERBRAMSENTEEENEE, EEmAREEEIERTE
iafy, ENEREARGHRRHITNSZwRT. EESAmaTiNaTE,
RIEHIHGREZNEG, EGAIMEZA SRS %, o AE—BiginEshitsE
%, NMBMERAARGR, AT aT.

JNERBE HINFREBEAYMESER , M BDRLEE, NRFBE HIERER,
NS EHTEEN, BERERRIANERA .

kR B RYIEIC KBS

—AKiR, BA IL-12/1L-23 EFEREH MMSTHIE RRERORITE (B
IERDTE. INEDTATE) « DIKE (BEIHMAERER) . BCGREE
M5 [ECRIREAURSR. ELEBET, BRTERSIESHERRIRS.

BRI ABBHARIATHY IL-12/IL-23 HIBFMEMINEE EE 2 A4 LAk
F. WRIEIRKIER, NEBHTEIRNSEMEGE, GIUNEREFRIIAEER.

TEIE

SIEPHIF (NSEIRETT) ATREtEIIEMERERIXBG. IImARETSET SR
BEEAMATHRE LI T RRNRAERREEIE (W [FRR] ) .

BRI TR SE e IR R A faia Ty R LT MR BB A ThA
R. B, WEEEEERARQTIEEESE.

FrEREE, TTHE 60 UL, ARIEZREDHRIIGTNETE8E
PUVA Ry BRIEE, NMImUEESHINERE (W [FRRM] ) .

EER A

AmILhRAEREFEEHRNARE, HP—2REERTHKE. X
WS MANMEM K tEAETRS. IR HIE A B N E E it EE e A,
NEEFESSrFHERTR (R [(FRRAD ) .
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FLAZS Y

RNnFFe VU EST R AE SLRIPIE TR R AR (—MZLEATEYD) HRk,
AR5 [EEXIZLAIT BRI AR AR T BUR AL

B EiE

EINERARE, AR R ERESNE EREREN (PII-R1EBCa)) .
BRiERHHEENY SRS RRBENEE R TREMR. BLEZ AR
i REE B RGBS ERIERE. BNSEZARIGTHNEES
RREZRME , REEMEDERE, ENFENREZREIHFHEREEREN
BEXE, REARREBEEMEE 158, DRERERSIERRE, EM
EmEd 2 Ble, ZUEFFRTRIST . BXENEEESFH{ERREMHF
HESEEMiER, LHhEENSHRSERERmiTAESE.

AEVOTERRE TAMAYE) EHER 12 MR REMEEE (U0 BCG
em) , KEER/ WMRTEENR S SRBTMEKFEZR, AENEREM
mE (W (HEEER] 0 (REEZEIRZAL] ) « RS MEEE)L
BRIRIIARRE, B2 WARTELNEISERBERMENRE, METLEEE
BRE YRS A R R .

BEARmiafr BB T LRI EE e E KRR E.,

KRR RS A HERIIKE S ARSI AN BRI R R N Z

(W0 [HESHE] ) .

SHREINEIST

FAREIRBRAR P E N mSREiER (BEEWHER) Sotram
AL ST, ERBRATXRART, 6 MIX RERENTRNEE
HET AT, ERSRYRART, GRREINHIFISRREREREARE R
MABNLREMETERN. SEEARKAEMREDHFISMEMRE
IPEIEEIRIFISR AR, FIRE (W (HWHEEER] ) .

RBEaT

HAREEZE BRE R HEE U AR TN, AmA i id s
ERrTrERN. IEEREEEERTIHRE ST (THERHNERSHR
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Rr) RIBENIERAR.
FERIBZBRAEIR

IREREE PAEASINSRTST EHINRRMERRARS (W [FR
RREL] ) o ERRRERHEIEN—EED, FIRIIRBREE IR A RMELR%
BiRER, Eink EEERSRBRMERKATERMEX D, (FARNBERBR
RI—8R, EENEHA RRERBRERIIR IR SRAVER. IR HILXLTE
I, MEETFEIRTAT. MRIMENBYIRN, NERRRm.

IRFEIRXER

EZERINBN AT NERE S IRSIREEXERRG, SEKKINIRG
MIRBHGEIE. WRAERR, THERKBWEMEFEXRTRE, BEN
NESRE. REZAIRRHERER, NAERSEIRERFETESAT.

JERR IR

TR EHEMERIRET AKX, BRI IR ARRIECE
il IEPARRIVEATE 1-3 )REGLHRHIMMK. FREMEMERZE. ™
BEREERRISNERERE. ERIERmAT (BRRPiER T KRR
KEFZQT) o, BERETE. URMm2Z, NWELEERARATFRESATS

REARELARFFRHITHR. BT ERHEFIE.
X SRR ENEREE T RI I

RXS S WA 2R FRE N TR N E SN ) REE AL
BB T/ LERZERL.
[ZPAR AL HRiEZ ]
BESREOLE
e HERaTRED 15 AR, BESENNTENEREEZRE
FE.
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28T

ZAERSENRNAEEERTRE. SRR AI AN MR, Eia/
RRILEKS. phEHERABEERSEZIIREER (W [H5ESE]) . B~
BrlE=Sr, IHREAA R R e R A .

SEWSnAFYIRE, ETREEER SRR ETUAT R EE £ 1A
LBl SRWNER. BNERHEIEAE, B2, ERBETSE
REATIRYER) LIEHAE R RERAIXBE PTRES BN,

FEWEANRET ARV ELES 12 MAREMEEE (640 BCG
em) , KEER/WMRTEENR S SR TMEKFEZR, AENEEM
mam (W GEE=m] 0 (Z5YEEER] ) o SRS M) LB BRHRIIGR
iRax, BE)UFATECNEI SERESRRIEXRT, NaL% EER R ER
BAEEE.,

ML

ERRETHIEREIERIFSINBENEAITHTOEDW. BANEES
SNANEERERASES R, BTSRRI IHILEE) Lr=E
ARRAL, FELCFEREIRZLITEE) LRI IAR AN IS EEERIZAL, NTRE
RAREaTHRNATE 15 ARELLEZLIISR IR mATT.

£B5
FARITFN SENEBNS ARESENTE (W [FHESE] ) .
[JLER%]
EARBEARE 6 FLATHBURIRBREET 18 ZLATRE BH/LER
AP ST,
€222 )
EFEEE (65 5RIAL)

CFERELTHTHENE.
SRFEZNEERL, 65 FRUNBEREZ ARG, ©rfilts
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MEAEARMREISAIEER, Y 65 ZRIALBENALERLD, FEAHE D
MNHONEESGSRFRNBETEER. HTEFARRRRERDINEGS,
sy EFBENNSIRE.

[Z59tEE{ER]

ERARANRNSE T EREE (W [FEEm!] ) .

FEMEERBETA@AE) VEHES 12 MAREMEEE (6120 BCG
&m)  EER/MARTERNR S TREHRMEKFLZE, RNENIEEM
waE (W (EE=m] A (Z2EREZERALAS] ) « RS MAE LG
HRdImARIREE, B2 UWARTGECNZE S SRAFUILEKTF, NETLIERERR
RORYB) IR AR .

EREARPHITEYEEERAR. £ Il BiARERHAAS I DZE DT
B, FRTIEBRERERECHENGM (BEFINAERE. i85, JHKZE.
HAXUAR. FIEART. e RIRER) MEERBRANMNFENRE. 55
WERSXEHmMERN, RUBEIER. #TLIOHTRIERME, =/DF 100
BIEE (BERRARN 5%) EZED I0%NARERBRESHER T IXLER.
ERBRATKBEERE BREETD, G MTX AEEARSEKZ (NSAID).,
6-FREIENS . FMIEIFN AR CREREIEE e BT R EE T 11 TNForsFIRG a1l R
MRV NFREFN.

—ISRFARATIRRERAINAR DT T IL-12 8 IL-23 33T CYP450 ff
ETSERIENE, ARERSER, 10 ng/ml KFH] IL-12 F1/8% IL-23 RKZEA
2 CYP450 RUBEEM (CYP1A2, 2B6. 2C9. 2C19. 2D6 & 3A4) ., {BE, {K
SRS IRPRESER MR, FEIBMESRAEH, CYPAS50 EBRIAZAL AT EIF L4
FEEFKE (40 IL-1. IL-6, IL-10. TNFa. IFN) B9AEMmAZERNZE. FHit,
A (—Fh IL-12 70 1L-23 #5455%0) aIfE CYPAS0 BRIV RIREIER. JWF&FH
R CYPA50 &Y (15RIRBTISEUER CYPA50 k1) NEE, TEFiafE
FRARGZAI, MNEBISNZSYIRNET VR (ANEEEN) SR E (IMEEER) |
HFRIESEERE M BN E.

FARTEIRBRIAR P E R mSREiER (BEEWHEIF) 80uTERn
M. ERBREATIMART, G MTX RERENARAIZ S
TRERNN. ERBZRRMART, GRREIIHIFIERREERERERHS AR
RIZEtETrIasmE (W (EEFE|] ) .
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[59EE]

IEAREAR R EIRERIK NS LSHIEREIA 6 mg/kg, RHIFIEMRFIMESE.
MRAAEE, ENENEERSHIE AR RMAVEREARME, FIZRIKE
EHAIRSEEATT .

[imPRE5IE]
{ERHIH
sl [HIESE] BXAS.
HEF
BIHURIR Bim

FE—TUNERZRMER P, IHRER EBRid BRI AR T EIERT &
W, BITEERE 2 E9TFEEME IL-12 #0 1L-23 B9 mRNA FEEAK R ELRERT
BEAEE.

LSV

ERPEREETR, ARaTEEHE C-RMEH (CRP) MG EEHER
RISRIEFRCHIZKF B2 FFE. EAFEERHIREIAREETG CRP, 4E5HAIRINERE)
CRP FHE—RiF4EESs 252 [F.

BHIMHE
i

RN E SRR TEZ 90mg 5, MIEREIAIERE (Tmax) RIPAHESN
8.5 K. RBHREEEIRE TAZS 45mg 5 90mg SEIREHE, H Tmax PII
[EfNRRZNEPIPAERZR.

IRERRERXE MEAR, SRIRATRESENFIRES 57.2%,

£
IRERRERREIKE R, BAREIDHER (Vz) P A(ETEE 57~83
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ml/kg.
LEVPEAL
SRRV BRI AR,

REMBERXBIKERE, BNEBBERE (CL) NPAUETEERN
1.99~2.34 ml/H/kg. FRIEIRBHRIART, SEREHERBREEFARF
= (t2) PAHELR 3 E, SEER 15~32 K, EEHABRENNEDTH, R
[BREERIRWBIRE (CL/F) MRS HER (V/F) 558079 0.465 L/BFI 15.7
L, iHBRFRER (t2) 89703 . SEIERTAY CL/F AR, FiREFPIRAY
2, BARAEINZESTER, MSERBERTMENZERMEREBERIZEYE
CESEILNSS

FIBLIERE

RERBERRFIKGE (FIESEE: 0.09 mg/kg~4.5 mg/kg) EREIREE
TR (RIEEE: 4924 mg~240 mg) 5, SEINERNESEYRE (Crax
A AUC) AEBEFIEESMELLAITS.

BIRGEASZ RGN

BIRSEZRE MaZfE, SEINENNMERE -HathEBREa . £
5 0 BWLRINE 4 AT, k28 12 AETERE, REREENSE
WEHFNMBEREES 28 FARES. BRESMESRENPETEESBIA
0.21~0.26 pg/ml (45mg) #10.47~0.49 pg/ml (90 mgq) ., T 12 AR TS
Zt, RNSENRFMEREREEEHEER,

R RRBEEZHEFENGEIKRNESFIER, SN ERIMLSEREHE
& 126.1ug/ml, M58 8 EFIR, R TESI4ERSIE 90mg SE)iEE T, &8 8
12 [ 1R, FHERESZS 2 RIESFIERN, SHERE 7T SERIESKE.
90mg BEIWETE 8 B 1 X&E 12 A 1 XSS KERERSEE S 5!
2 1.97pug/ml & 2.24pg/ml 1 0.61pg/ml 2 0.76pg/ml, 5 90mg & 12 &
1 REHRSSBIREMRLL, 90mg & 8 A 1 REAESEINRTRSEIRE
SEENIRRERERE X,
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HREXNBNAHMNFRIEE

RIB IR ERREIIEH TR —IEHA SN ZED AL, (KERF NS E]
WD BIRENREENTE. A& > 100 kg BIBERY CL/F AHMEEUIR
E<100 kg HEBERERLY 55%. A2 > 100 kg BIBERY V/F PAHBELUAE
<100 kg EEESS 37%, 90 mg FIEEATKRERENESE (> 100 kg)
S E R MESIRENPAIES 45 mg JIEEPAREREREEN (<100
kg) 1E.

KR NEE

[ERIRG B IRE IR BB NN NFEE.

REZBFRETPHRTIAR. BHABRINNESTERFR
&89 CL/F 70 V/F (BERHIBE A,

SERBARETMNRIETMNREBRES BREBERRRIEAR N RUR
EARIEL

ERHAAGEINZE DT, RO EEGERBX SR RATnSNHMNEE

v

65 ZHIE

6-17 HHUREH) BN EESETHRENRENEATE, SRR
MERESESHANBORARBEEAEEAIRY, T 12-17 SEBRHL
EFE (CADMUS) ES—HUBTAEMMENRATE, SAman
ERE—RETRA.

CYP450 BSHETS

FE—IAIMNARS, (ERAFFEIETEN T IL-12 8 IL-23 X3 CYP450 E§iET
VEFRYEZIE, LERE, 10 ng/ml B9 IL-12 F/a% IL-23 ALHEEA CYP450 fig
BOEME (CYP1A2, 2B6. 2C9. 2C19, 2D6 8% 3A4, T [Z54tBE1ER] ) .

(i1Z35E )|

BHRINIREE (REA)

2 M. WE. REFINERARAE 1,996 fIFEERIREER. HES
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BENTERATRBRETRIT, TN T SERBERNE ST L,
1 BB, XHHNEIRE. EEAYIERIRENIAER, MTX 8 PUVA W&
B, TiEMZEAESHTEENRRREREEPR, R T SEINETR
AMABPE S AT AR 2 1.

RBRBATT 1 (PHOENIX 1) iV T 766 HlEE, EHrh 53%A0EE I Hi
REBT NS . oA EEER. B ESENENANEEESE 0 F
K56 4 E#ES2 45 mg 8 90 mg FIE, 258 12 FEEZHEEFIENZ. B
HWELRFIANBEESE 0 BE 4 FESLER, 75 12 Ff1E 16 FARRX
EZEENETGZS (45 mg s 90 mg) , Z/E8 12 @425 1 1R, SAYIHAE
MR ENEERES 28 FEME 40 YK SR EBRERH S RI2 e

(PASI) 75 W& (PASI IRELZMEZR/D 75%) NBEE, BEAHETW, &
12 B2 1 {ISENENSEREN (BMEE) . 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
fERGAT ANE. TEMEEERET. BIESENBRNANEEES 0
AR EE 4 [B#£% 45 mg 8¢ 90 mg FIE, 1255 16 FITHEERE 1 FI29%. REfL
ELRAERIBETES 0 BHSE 4 BEZLER, €5 12 FAM% 16 FRXE
ZEERBNLGEE (45 mg 890 mg) . FMBNEEMILEERARIATERH
[5 52 .

IREmITE3 (ACCEPT) 1R T 903 BRI EMBRSeiaTr TN E . FoikmIsZak
HEETHTEERBRES, WIMARIE. 1F N T SENRn SIS
TRk RES. EAARIE 2B R, BEMTEZRIES (B
2R, 8R50 mg) , SETEROEMBAEEZ SRR (45 mgak90 mg) .

IRBIAS 1 FIFR 2 heiafr BRESARIFIEEARIL, B PASI T
PHRPLHEN 17-18, BEARERZRER (BSA) PME>20, KRIREERE
1588 (DLQI) Hi{EA 10-12, £91/3 (SRBRHAZ 1) 0 1/4 RIBHIAR 2)
RN E BEIRBRARTIK (PsA) . RBEHFR 3 BRI 2R SR

XLAAFRIERLERNE 12 FRELIRIG PASI 75 NERIBAELLE] (W=F
AFES) .
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#*=4: REWmMA%x 1 (PHOENIX 1) #Iff5 2 (PHOENIX 2) Bl

FRREESE
F12F %28 F
2 R48%5 (55 0 FEFISE 4 F) 3R (0. 5
A [EFNES 16 [A)
LZEF | 45mg | 90mg | 45mg 90 mg
e
AL EERE A 255 255 256 250 243
26 213 220 228 | 234 (96%)
PASI 50 R AEL (%) (10%) | (84%)* | (86%)2 (91%)
8 (3%) 171 170 178 191 (79%)
PASI 75 RIZEAEL (%) (67%)2 | (66%) (71%)
PASI 90 RIZEAZ (%) 5 (2%) 106 94 123 135 (56%)
(42%)2 | (37%)? (49%)
PGAPiES AiEkREREE | 10 (4%) 151 156 146 160 (66%)
BAE (%) (59%)2 | (61%)? (58%)
<100 kg BIEE AZK 166 168 164 164 153
PASI 75 RIZEAZ (%) 6 (4%) 124 107 130 124 (81%)
(74%) (65%) (79%)
> 100 kg BIEE AL 89 87 92 86 90
PASI 75 RZEAEL (%) 2 (2%) | 47 (54%) | 63 (68%) | 48 (56%) | 67 (74%)
REmHTR 2
BB EEE AR 410 409 411 397 400
41 342 367 369 380 (95%)
PASI 50 W AZ (%) (10%) | (84%)* | (89%)2 (93%)
15 (4%) | 273 311 276 | 314 (79%)
PASI 75 RIEAZ (%) (67%)2 | (76%) (70%)
PASI 90 M AZL (%) 3 (1%) 173 209 178 217 (54%)
42%)2 | (51%)2 (45%)
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PGAPIED FERREIRE | 18 4%) | 277 300 241 279 (70%)

BAE (%) (68%)2 | (73%)? (61%)

<100 kg F9RBEAER 290 297 289 287 280

PASI 75 R AER (%) 12 (4%) 218 225 217 226 (81%)
(73%) (78%) (76%)

> 100 kg FIEEE AZK 120 112 121 110 119

PASI 75 RIZEAZ (%) 3 (3%) | 55 (49%) | 86 (71%) | 59 (54%) | 88 (74%)

2 SEJNEAHT 45 mg 5 90 mg SLRFILEELL, p<0.001,

b PGA=EDSAFN

= 5: REMHHAR 3 (ACCEPT) 512 BIGRRE 24

BEmHRER 3
AP SE R
24 JRERTS 2 R46%5 (B0FEME4E)
(BR2R, 8 45 mg 90 mg
X 50mg)
AL EEE AL 347 209 347

PASI 50 ffZEAEL (%)

286 (82%)

181 (87%)

320 (92%)?

PASI 75 NZEANEL (%)

197 (57%)

141 (67%)P

256 (74%)?

PASI 90 ffZEAEL (%)

80 (23%)

76 (36%)2

155 (45%)2

PGA 53 /9B EdR R A
£ (%)

170 (49%)

136 (65%)2

245 (71%)?

<100 kg F9RBEAER 251 151 244
PASI 75 RI&ASK
(%) 154 (61%) 109 (72%) 189 (77%)
> 100 kg BIEEE AZK 96 58 103
PASI 75 N& A
(%) 43 (45%) 32 (55%) 67 (65%)

2 SEIINELT 45 mg B; 90 mg S{KBRFEEIIEE, p <0.001,

b SE)IERTT 45 mg SEAFEEXIRR, p=0.012.

ERBmAR 1, SEar IR PASI 75 o EIRE A TRLHA
78 (p<0.001) . BAISEWBRELAENRIIRIEREM. £15F (5852
) B, BRI CESERRaTrHEE S PASI 75 MERIELHIN 89%, TH
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IXFECELR R (FE5H) RIBEPRILHIN 63% (p<0.001) . 5
18 1B (576 &) Y, BRI ELEFSTrANEES PASI 75 NEHLL
5179 84%, MIERBENWERBAE (BiZhH) NBEPRIELAINTS 19%, 3 F

(55 148 &) B, FAXRETWE4ERNTBRIBRES PASI 75 MZERIELHI
82%. 5 (56 244 A) B, BRBEHULESST By HIEBES PASI 75 NZ&
RIEEHIF9 80%.

BN ELREFIENES, PASI MEEREEREED S0%ERERTIS
BWERTURIT SR, H 8S%HIBEERERTE 12 ARBIXIXET PASI 75

EIRBRIAR 1 9, 52 AKSE 12 B, 81MS5a88niaT4H DLQI B
BENNEERENBEATLREAE. XMNEFEEE 28 F. B, HiRE
WA 2, B4 FN%E 12 ANERIEENE, XMUEFEEFE 248, &
IRERIR 1, 8PS AT BERRER (RIRERTE2EEREE) .
SF-36 RYEIBFIBM A E ST MEFENTENESR (VAS) N EREZ R
AIYERENE. TRERMAR 2 1, 81SEWENaT ANEREEIPE
& (HADS) FIT{ERR#IE% (WLQ) it LRFIABENE.

BHRINIRER (JLE)

ELERSEWBNAILISESFR 26 ZRIERRIRER) LEREIWHMLE.
ERLAR BEREXEERE.

BLFEEE (12-17 %)

—ImzZH. ILER. BEfl. XWE. REFIXNEHAR (CADMUS) HRTS
EIERTE 110 5 12-17 ZHEEHHKRER LEEETHT. BEH
HECTEEE 0 BFNEE 4 BHESE NESRRF (n=37) SEEFIENSERENR

(n=36) BHEFFIE—HRISEINES (n=37) j8f7, WEERE 12 & (q12w)
B 1R, T 128, REFIENBEERIEZSEETTAT.

ESESRAMATHYTE PASI> 12 PGA> 3 FIZ ERIBSAEH 10%
HBETUSINETAR. 98 60%HNEEER ST EMNRFEATEE
7. 98 11%NEEREESEEMFIFLET.
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MRPOFEBLLES 12 FARNAZ PGA DA (0) SRkEE (1) B9
BELH, RELESEIES 12 AR PASI 75, PASI 90, )L ERBREEREIE
#1 (CDLQI) BELAIZZMEN PedsQL (JLEEFRENEER) BRERTD
RELHZWE. 5 128, SERSaTrARNERBRIIEREREER
ENNEEEATLERA (k6).

FrERELTREEXARGRARE 52 B, E5 4 BiTEXRBSREN
i, SEIREATENZEFIZEZE PGA T2 815 (0) SikEE (1) B
BELLHIFHAR] PASI 75 NBELHIHISE, FES 12 BARIEKEE.

PGA. PASI,

CDLQI #0 PedsQL gYpEsS4s

2E52F (58 6).

& 6: 12 A 52 ARNEENMRELEREES

JLERERHA (CADMUS) (12-17 %)
£123 56523
. %ﬁﬂﬂ\%ﬁ?’%ﬁ %ﬁﬂﬂ%ﬁ?&ﬁ
HIE FIE

N (%) N (%) N (%)
BN LRIEE 37 36 35
PGA
PGA o uiEkR (0)
SRR (1) 2 (5.4%) 25 (69.4%)2 20 (57.1%)
PGA 5o Aiskk (0) 1 (2.7%) 17 (47.2%)2 13 (37.1%)
PASI
PASI 75 f&E 4 (10.8%) 29 (80.6%)2 28 (80.0%)
PASI 90 W& 2 (5.4%) 22 (61.1%)2 23 (65.7%)
PASI 100 R 1 (2.7%) 14 (38.9%)2 13 (37.1%)
cpLQl
CDLQIZ 08 1P 6 (16.2%) 18 (50.0%)¢ 20 (57.1%)
PedsQL
BEGRE 3.35 (10.04) 8.03 (10.44)¢ 7.26 (10.92)
9 (SD) ¢
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JLERERAR (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 RZBREER  RAER A R R RIS
RIRZBREI TR, CDLQI 579 0 8 1 R/ LERNEERELTMN,

¢ p=0.002

d PedsQL: PedsQL BEXRFDREN/LEMBOFARTTRR—IIEE
HEXREEREER, LEFIES 12 B8, N=36

e p=0.028

EEHES 12 ANEEFAIENERR, NEERLKE, HEEIEMFE0E
EFRIEREHTSWAES (DB 69.4%7F0 67.6%) , RIBEIEEREBINREM
EEKPRITIRE (B120, PGA Z9iBRRI0]. PASIO0) K&, IriFEiIER
REKER. 58 12 Bfe, MIHFEUEEFIEEEL, #HETEEnTr A LES,
HIFEERA, RUAESN 12 BEAERINKRE, EREFEUHEFIEEN
REPFRERRTHIER. HEFIENFAEE ENR SRS,

JLE (6-11%)

—IRFF . BB, 9. | BB (CADMUS Jr) AR T ST
£ 44 5 6-11 ZBhEENHINRER/LEBETHITH. BE7ES 0 B 4
[EESEEFENSEWERN (n=44) R NERER, ZEET 12 FLHE—IX
(q12w),

BRI RRMATEET B PASI2 12, PGA23 FIFREAIBSAZED T 10%
RBETLISILIERR. 98 43%NEEREEZTERIIARSIE TS0t
7. £98 S%mBE R RIS EYIFIFLAT.

HRPNEBLLESE 12 FARNAZ PGA LA (0) SRkEE (1) B9
BELHI. IRELSEIES 12 ERTAY PASI 75, PASI 90 1) LERZRNRATER
21881 (CDLQl) BELNT. % 12 A, SEREaTESAERER
MEREXEEREERHBIRREXANE (R7).
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B BE LT HERXARLEEAG 52 B. % 12 FARNAZI PGA F5 /45
& (0) SARERE (1) BEAELLHIN 77.3%. BES 4 BEXELE AT
WMMERBTRE (BXJ9 PGAOE 1), 55 16 [ERIAZR PGA 0 B 1 SHISZIHELLH
10, ZBRES 52 FIFEFERIREE.

PGA. PASI, CDLQI IXERFERIZE 52 (KR 7).

FR7: $12 AN 52 AREENMRELEREES

JLEREFRFE (CADMUS Jr.) (6-11%)

£12H $52H1
LN 2 S RJI Rt
billi=s idlh=s
N (%) N (%)
NEREE 44 41
PGA
PGA ¥ 795k 34 (77.3%) 31 (75.6%)

(0) BREEE (1)

PGA #¥5379i5k (0)

17 (38.6%)

23 (56.1%)

PASI

PASI 75 W&E

37 (84.1%)

36 (87.8%)

PASI 90 W&Z&E

28 (63.6%)

29 (70.7%)

PASI 100 W&#H

15 (34.1%)

22 (53.7%)

cDbLQl®

HiLht CDLQI > 1
BIERE

(N=39)

(N=36)

CDLQI 1¥55/9 0 8¢ 1

24 (61.5%)

21 (58.3%)

2 CDLQI: CDLQI Z7E) LE AR I BZBRRIRE S R IER A TR R E RIS/ IMAYRL

AR TH, CDLQI R4/ 0 8 1 =y LERNEERE

RERE (EYMERE)

E=TREL. XE.
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mEs)ERSRE (P REEaEE [CDAI] 1552220 H<450) lABES
AR M. IRIBIRARIATR], So{TRIN 8 FARIEHiKEEESIAr R

(UNITI-1#1 UNITI-2) , Fi{T—IN 44 BRI NiESIREIIR HA4ESHS (IM-
UNITI) , Hitiafr 52 &.

MINESATARIEANN 1409 HIFEE (UNITI-1, n=769; UNITI-2,
n=640) . MIHARKEERSIINE 6 FIFEIRFRNE (BN CDAI 55
£>100) HISHAELLE, WEHOHRIMAREZSE 8 BTSSR, AR
TFREESHEAORERENE. READH. BEkKMEIIAERET, 75%
NEEREFERED—F LR, ERIARY, BEESE 0 AN OEES
BRSBTS ERIEZA 6 mg/kg (WF2) . EEXIE 130 mg &5
EIIERYL, EREREF,

UNITI-1 BBEBRENSTL TNFoiRT R EXZiaT oAM=, K29 48%
HOEBZBRAERT 1 FiT TNFoGETTSEM, 52 %R EBERIEXT 2 8 3 #T TNFosaTr
KW, TZARF, 29.1%NEEVETRNEARE (RRLHEE) , 69.4%
NEEBNBEZRRENE (BRENEE) , 36.4%R9FBEXH TNFORTT
NN

UNITI-2 BB EE DB EN—FMESATT (BiERERETMREREETH)
KW, MR TNFoigfr#lia (68.6%) EER{EEZIH TNFaarmiRA
(31.4%) .

UNITI-1 0 UNITI-2 IXFLHARS, SRS BIREInRNEFI%E
BRBELLPIEERTRREAE (8) . BRAINBNIGTBETES 3 FHER
BEENIRRNEIERE, FEFENEEES 8 . mXEESHRT, B
130 mg XIEH, PEFIEANTIEEEHERHSEL, FILUSHREHIEIHE
FRIRIKR DA SIAT AR,

Z 8: UNITI-1 1 UNITI-2 iESInRN EFNEMFRISR

UNITI-1* UNITI-2 **
ZEH |SRWEAR REH |SRNSR
N=247 | ##FHIE | N=209 | =08

N=249 N=209
ImFREERE, 558 18 (7.3%) 52 |41(19.6%) 84
(20.9%)2 (40.2%)32
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IGPRRIZS (100%)) , 55|53 (21.5%)| 84 |60 (28.7%)| 116
6/ (33.7%)b (55.5%)2
IGPRRIZS (100%)) , 5|50 (20.2%)| 94 |67 (32.1%)| 121
8/ (37.8%)2 (57.9%)2
7095 R, %33 67 (27.1%)| 101 |66 (31.6%)| 106

(40.6%)b (50.7%)?
7095 R, 5563 75 (30.4%) 109 |81 (38.8%)| 135

(43.8%)b (64.6%)?
IIEEEZ%%EE’JEWJ CDAIF9> < 150; ImARRMZIIEN S CDAlFRED

T 100 25, EEIREIRRER

70 53NL KE]’JIE)UJ CDAI FERZEDTBE 70 1
* 1 TNFoiair K
> (EgiaTT KW
a p<0.001
b p<0.01

#EFRFEFT (IM-UNITI) S0 7 7ERSS UNITI-1 70 UNITI-2 RIS SRS
Si87738 8 BRTIRIE 100 DlmRRERT 388 HIEE, BEMDECESZR T
iR 2 90 mg BEIWESTE 8 A—IX, 90 mg SEIENE 12 —REER
BIFIFL 44 .

55 44 B, SRMEBETAT A4ERIRREBRINN ENBE L BES TR
B (W&k9) .

& 9: IM-UNITI FRi5InFRREIER (5B 44 B; BIEEEmMESIaT 52

£3))
FEH* | 90 mg 57 | 90 mg 581
N=131" | WERE8 | BRES12E1
B1R /N
N=128' N=129'
IR R 36% 53%3 49%pP
[RIZ3VES 44% 59%> 58%>
Tl Im AR R 30% 47 %3 43%¢
AT B EIRERIIRRERR
This copy of the document was generated on 25 Apr 2025 Page 27 of 46

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60390 Version: 9.0 Status: Effective Effective Date: 24 Apr 2025 (EST)

USRI TR BRR 46% 67% 56% (44/78)
(36/79) (52/78)2

SkBEHFECRD3002/E " 44% 63% 57% (41/72)
(31/70) (45/72)c

TTNFo#)iBRIERE 49% 65% 57% (30/53)

(25/51) (34/52)¢

kB CRD3001HYEE® 26% 41% (23/56) | 39% (22/57)

(16/61)

EPREERREOTE NS CDAI %5 < 150; WGPRRTAHIREYHy CDAI /0TI
100 73, EREIRIGIRRERE,

* REFESENSENBERENESRRE, LURESR T FHREbE
NEZLZEFINEE.

t fEERR QT FHAR Y SRR ZE Y 100 SHIEE.

tEGATT (AR TNFoRTT) KBS,

S #1 TNFosair e/ AMIZRIEE.

a p<0.01

b p<0.05

¢ BN EEZE (p<0.05)

£ IM-UNITI 5, 29/129 fIBEEESE 12 B 1 JXE7RY, ReEHERXT
SEWRFENNE, FLEFIEEE NS 8 B 1 XSIWRGATT. KL
ZHIEN A CDAI ¥452220 55 BikEL CDAI S AR 2100 &5, ELAESE
h, 41.4%NEEEFEEEES 16 FREIRKRER.

£ UNITI-1 #0 UNITI-2 SRR 8 AR S ENRRESiar %
IBARNEREBE (476 BIEE) HENESFHART (IM-UNITI) BOIEREHILERS
HESIER 90 mg SEWMEBENKE NS, 8 AfE, 50.5%8BEIREIRARN
B MRS E 8 FRIYERAT), MEHESYERHRTIRIRE RS D I LT
5B 44 FERSHERINE (68.1%) FHRIBEM (50.2%) , XMEHISHEAINSE
WERFUE SR T ENERIBE LB

SR RTE SR T EN S B SRR TR EZEHA
B9 131 BIBES, 51 IBEZRRENE, FiEXE 90 mg SEINEHKL TE
598 8 B 1 X, ERNEARESIWRNSTHEETR, KESREAESH
TR 24 BAWNIREIRT. £ 51 fIEED, 70.6%HNEEEREZSENETER
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BTSSR 16 FEREIRARNE:, 39.2%3K5IMRERR.

£ IM-UNITI &, SRR (BHEE 44 F) NEEERESIIHRIZER
HRER G 2BYT . S IEREARVEE S, TNF B KM BB FES AT W
HEBE RO ESIR RN S EES 252 F.

FEARIEKEIA (BERT 5 £R) , RaERZREREEP AT
AR,

HNEEE:

E—IFRRPITHE T BN ERR EERSTVER 252 fIEENA
BTIERT., FERAOATD REEAREITED (SES-CD) KELRZTL,
ZFRNE 5 MNeEFZER NS T RIINE D, BiFRnedETa/ XN Ehe
EMEREAIELH. SEMRMEIMAOEIERELLS], LRIEERBFE/RE,
55 8 [ART, BIRERBX AR T ESHIER, SEETA (n=155, TIGE= -2.8)
B9 SES-CD iU ETEEFIA (n=97, TiYE=-0.7, p=0.012) ,
BENE:

TR HIE iR EEREE A (8.8%; n=26) &, 12/15 ] (80%)
SEWNRTTATHERET 44 BEREEENE (X5 IREEENHERE
SMRELTH>50%) , MEEFIEE 45.5% (5/11) BESE.
BEEXEERE:

(FRXEMFRIEZE (IBDQ) #1 SF-36 A& Mb@EEXeEIES, 558
[ERT, #H5% UNITI-1 #0 UNITI-2 2S5 al L aIEER IBDQ B9F0
SF-36 A ESD AKIAZR UNITI-2 1 SF-36 BARAEESIIERITZ LR
EMETLEFE, HEXRMHERIRREXNNE ., =5 44 BT, IM-UNITI
HRES SNSRI AT RSN EIANENEF BB BN TERIE, 13
B LAEEKHIEES 252 BT, 4HSHEEEXEERENE.

KRHEAEFEFERT=E BEHIRRAR.

(512 51E]

SIREH
SRR RE—FPARLIgGKEBTETR, TS5 ABMENEIL-12/IL-
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23Kp40ER AN SFANTNFRIEES. IL-12MIL-232RAErAIEE
¥, SERENRRNETRE, fIRIEARGAREACD TR LA
AiE. MIMERIRR, BRI AEIT AN SHERERAREIL-12R B1AYE
E{ER, MITBEAIL-1280IL-230 SAYESE SRR EFRIRIR S AL, 1L-1270
IL-233HBERAEBEETR, MIEMERERS BRAvIRE. EABKEHIIE
Birh, SENBEHAMERIL-12FIL-2389p40 AT S{ANREF TR
i, ERERIPER.

SRR
E=ESE
EESAVESEILEEAN N ey == R A
HIESHE

FEuRES DT, EERERERERFIZEHHIEN TEE. 88 2K
BFSENETL, REFIEN 45mg/kg (32 mg/kg IFE, EETARKEE
FIERY 45 12), RIXIHEEESHRIFMm, BRRYSZZEaIERES M
SRR TG,

EEENRES RS, NEEERTIEREER TS, 8 2)R485
F IL-12/IL-23p40 AR, &ESFIES 50mg/kg, RUFSMEMESIRIR
mid,

HiRIRR-FafF A BEMAY, HREERK TS, R 2 XaEkit
5. B8 1 XETFEIWRR, FEEARKE TESHEHREER 100 FLA
£, R FEREEEA BRI, HRIENSENBRMERENTER
TiEST 90mg. BE—IRHE 4 BRMIERER 100 £LAE.

IR InfF R ESENEFsUEREREY, IHREERNFETN
HIFFREESRE 33 X, KT, 8 2 )RETERNER, FIEXAIRK
B TEHAAREEM 100 EZLA L, 22.5mg/kg FIEH 1 R, 45mg/kg FIE
B 1 RIFREFEMFIT, DiFINHEE 6 BiCHAE, XThEE. SERER
BARNSHEAERAIZNE,

B TE
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AR TS AN BN EEELR. EARNNENET, R ERE SR IL-
12 BRIMEER, £ IL-12/IL-23 p40 EREFRAVNEEEE T IL-12/1L-23
P40 FUARVINRS, BEXIIMBAIBLESRAREE. SEER/NEMLL, EEEF
ShIRERY, IL-12 F0 1L-23 TRPEEEE IL-12 BRPERIINEF, BIMEESEARER
REMBERRNRES, B2, XE/NEREFHERSANIIGERS AT LM
EEX B AYTER = A BRH.

Hfth

£—In 26 FsEFKNT, 10 RIER T Y. SFMKIE 26 BLTSE
WERHT 45mg/kg, B 1 R¥RAEMHERER,

)

2~8°CEERTF, ERREREEPRE. B2R%F. FIHRE.
[B%]
45mg/0.5ml/3z. 90mg/Tml/3Z

RanfFmT 1ml B9 | B EEIRRA, FEEEENAHENek, LIRS
FIERAGIR (—FRELARATEYD) ROSHSLORIFIE. LESIRREcEAWaIbhirR
8. TEEMEETEE 1 iR,

BEME: 13%/8 (FrrVEsde=s)
45mg (0.5ml) /#E
0.5 mLiBHRETE 2 mL HEHY | ORISR, RAIRE T EGREEH,
B 1H/8
(B3]
45mg/0.5ml/3Z, 90mg/1ml/3z: 36 MNB
45mg (0.5ml) /#f: 24 A
[hiTiRiE]

ZommEtRE: JS20250016
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€1%:345)|

45mg/0.5ml/37: EZ5E= SJ20170047
90mg/1.0ml/3%: EZhE= SJ120170046
45mg (0.5ml) /#k: EZ5EF SJ20255001

[EHFaTHEAl

#FR: Janssen-Cilag International NV
7EAAELE: Turnhoutseweg 30, B-2340 Beerse, Belgium

[&EF=dEir]

A EFR: Cilag AG
A7k Hochstrasse 201, 8200 Schaffhausen, Switzerland
[IZASRIEA]

B ARmARHIAERAT

it SR EXEERE W EMEZEIEK 19 5, KA
BT E XS 4 SiORERR 17F

MRELRES: 710304

FEIES45: 400 888 9988

tEEERD: (029)82576616

Pk http://www.xian-janssen.com.cn
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{E i AE
EjKi#E45mg (0.5ml) /#R
SEE
g ekt ESARSHMEEHITEIRES. Am, EHENELR]

RESEHEECEAMm. WRBCETAR, BEEZE55E0ES.
KRBTt mAEEELED, FEEEE.

o IR ARSHMETTERES
o BPRESAREAM. XERARZURELSRTESIRIAAY). TI2ER
RIZURIERRIZ5H.
REEHRRSEF EEE-
MIKFERERHZS. Z5AREFELIF/\IT, XIBEEFRIAZIS ASFERYEST
BE (FR).
HEZHRLAGERIA

o ZRAVEIE N AEIEH
o YNREHIFIES 45 mg BLAT, EIGERIG— A mAY 45 mg 257k
o INREHIFIES 90 mg, EIGIRIEMAmEAY 45 mg 2R, MERFE
BECESPRIZY. EERN AR TIESS (F0, —FIES
REBESS, B—FEAKERES)  iEH—FIEREEIRE . &
XTI ERFE AL =,
o EEIRIRIEFRIZY)

o IYIRIBET
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. BRI, EEREE
. BERIERIEEERSIN CHENE), TaELEG
. ERIELEHLEN, MERSLAREH
. EREESHL.
IKE(ET 60 kg HOJLEFFTRIGHIRIET 45 mo. FHREBERBENLET

MENEE ((KR) LIRESHESRREE. RSN SRR EMBAIAREE
EHTERAYEE, EERRREHIES ARIREGESED.

BEFENRERUESE, WE— T FEL. 8F—0F5=5. 5t
k. HSIEAM. wEELm, URGEFRKER (BHE 1),

BIOHAZARD

i Eziih: 3-9E Sh i d R

NI (ZWE 2)

©  RNmMEBRTEST.

o BEERNESIER/IARR EEREER I EL 5 cm BYRSH
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«  REEGAEHIRBRFRIAIRRKE ST

©  NRBAMBIEHITIEST, fb/ibthATLUEE EEEAEIERAL

= (4

* REXIE AR HE SRR

£ 2

I EEIERL

«  (FHARREIIRVKERNF

©  FiESEMET BRI ESTER

o TEESTREI, YIZ0ERREARILEERA

HEFIE:

« NI EEUTHRE (B2RE 3)

s FEHTRE
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FRHSHERMESRE

BEoARMIEFE L.

EiEiEHERHEU T EHE

A ER RSB SRR AR AT ZRE

i P SEINEE eSS

Ko E SRR E

AIANESTREEE, (EEIRRNRREELTTAERIRIAIRR

HEARRRERAE, X_EREE, XEFHALIEILTSIRAHRSE (2

WE4) .
4
MEGHR LB ETK

BEESEEFEESL A, LENREINRAESEES

MRERE, BEEE—N, BERSREENLEHRIREE (SWE 5)
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& 5

- AREHENEEERRENE (MARRK) HX

o AER TN ESIRREETSRAMETYIR.

ESIE5Y:

o RRENTEREMEEE SRR, FERNFE.

o HEREHESLHNEERIREKA

o FIHEHIEEERITSIERIRIR. RISETIHEEE, Saiziz
HoIR{ERZRR

o IEEMERIRES, MERK DIRMESFRTHEERIRAR

TaziE:

o ETRR, RIESEMERE IS EFTEER

o EFEMIAIEEREHMEGEHIRIR. XZIERENS

o IEHLUSTRIKEE I IRIE ESTER AL EFHIFER 10 7D,

o TREERMGISIBRIAVRZER. WMMBLE, ERILEESERALER E—/IMRE]

ang,
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Qe

illg

o FAIRESERAVE LA ZFRIBESS S, AlNsFmisER. A
TENZERERMMANRE, BZESEASNER. EKRAM

MEIE A IR S,

o TR, HEEMIEMYIRRT EALIRAE.

This copy of the document was generated on 25 Apr 2025 Page 38 of 46
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60390 Version: 9.0 Status: Effective Effective Date: 24 Apr 2025 (EST)

{E i AE
EjA#E45mg/0.5ml/3Z. 90mg/1ml/3z
SEE
g et ESARSMEEHITEIRES. AM, BHEERIRE

SEMGETINAR. URETEHAR, GREDINAEES. IRE
ESESAREETEET, EEHELE,
AR SR RRA.
DERTAR TS, RS EsI B TR RAZ,
POl e = v e i

Bl 1 ATFezViESI=zAI5 ML,
H#E  HEREX faj A MEE H £ SR

=1

1. EFMzRNTHRNNE, EFEHH:

HERERIF VTS
MikFEREHTRFE ViR =8, HIFEIVEST e BRI, &L/
B, GEEIHRARIC AGFERTESTRE (FiR) . ARV ESTRIARIER
Z A, YINE T iEaash0st LRI IE.
ERFFe VSRR IS RE TSI EE, e SkORIPIERYETSLEA L.
YIDFEESIRRRIESEL. HE HER, SEtRIPE.
AR RERLE L mIfSRIfEEE,
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XK EELRIPIEZ R, YD E Mz iE5T88 EEUE.
YDRifRETEAGESR (2B 1 RES*RcHD) | LIBhstERmES 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.
TSR IERRRYZSHD,
ALY SUE=EVER
FFEzViEST =R E IRIA.
MFEIVESIRARARNEFER LIS (BIREEE) |, TBREKER,
FEliESI=eRRTERRERBEERER, MEARSEASADEHL
FFETViEST BRI AR ARG,

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

2. R IEATERL :

PR NESTERAL (WE 2)
AR TS (RRTiESY)
EERYESTERALAKHR EEBEEEE AL = 5 cm BIRSER.
RERE HIRBRAERAI A KI5,
INRBAMBNHITIESS, fb/ BRI LISE B F/9 =L
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5

s 8 KA R T A 0

& 2

I EEIERL
FHRAEEIIRVKERNF.
FIHSEMEIE AR ERYESIERAL
EATIERS 2R, WIDREIRARRILEERAL,

3. BXTFEPSLARIFIE (WE3) :
REMESF ISR A BEE T EHSLRIFIE,
SiEfFIVEsRE, B—RFREEI=HER.
MEPEESLORIFIEF R, ST ERI DRSS,

E 3

BB R IV ESRAE— M RIEBEERELRIRE R, B
MWERIRIESR, THEER.
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A ER A TS B R EL R AR TR AL

SNERIFeIVESIRRERS, MEtkRIPIEREEL L, 15206A. IR%
LB, BERREELSHD.

B EHLRIFIB IR BN E5T 254,
4. FHIEEY:

B—RFRPEMREXR IR VTS =, BEElEEEL LS, A%
—RFMBENRERREEESINRK. FAERIFRE.

A HARRERSE LIS ZRAL ],
—RIEREG LR ATRERMEN L (WE 4) .

El 4

HEEESAEYLEIANER, BEIEEL SRR EEREZE (W
5) .
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SEEEHERIRRY, (RISTEINMEAEZEESL EROED, Sk MEZBR BB (W

El6) .

IS SaEREnTTEEL, EEEIRE LB, EEHEREMEE

=, B 7 Fr,

5. iXEiZE:
T5I7eRka, ARiESEMKREEFIALL, R,
EETERMUATRER D EH MEEHRIF. XRIEERSR.
BRI LSRR i T ERAL L, 55 10 7.
TEEEEBRZRR. MNBRE, ERILIEEIERALERG E—/MREUBINE,

6. [RFYILE:
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FRRYESIRR MMM RIS R, FIAIRAMRIER (WE 8) .
AT IENRERRRMARNRE, B2ESEATE. RRSNELER
M EE R,

HERMAEMYIm I ENLIRAE,

***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



