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1.1 AFNFIL-12/23DIEFAZERNICHNH T 5 FEFITH
B, BROVRATZERS B ZURENNH D, &
fo. BROBEEZEIZBECRHE/REEHELSE
DUEEMN B D, Fle. FHEDREEHRRBFASH T
BULY, BHEEBORRIRESNTND, FFIHE
RETETERIERITRNCLEHED. INSDER
ZEEICTHHAL, BENERULIEZRELE
L+7T. aE OB ERMEZ LOD LHIFITND
FEICDIMRETBIE, Fle. FEIRSRICEIER
HRBUIBEEICIF. EEEISEBTSLS3BEICE
BEZE52%2&, [2.1, 8.1-8.3, 9.1.1-9.1.3,
11.1.2, 11.1.3, 15.1.6 &H&]

1.2 EFERRFE
DA, HERVEEICKLDEEBBRRENRES
NTVBe. THBERBZEITS I8 ERFIEDFRAEIC
ARTHT E, [2.10 8.1, 9.1.1, 11.1.2 2]

1.3 BREORBRIECOVTEERRZET 5RRED
EiiE+oixESZEVERTS I &, [2.2, 8.2,
9.1.2, 11.1.3 88g]

1.4 AEDEEZRFIGT R1IC. BRERBRDEFEED
BihETORIZERT ST &, [5.1 2]

1.5 RFCOVNTD+H B HHE & BLIRBDBEDA]
i - BRZED OEMNERT D&,
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2.1 EELRBIYEDRE ERZELSELBINYDH
%.] [1.1. 1.2, 8.1, 11.1.2 ]

2.2 HEERERORE ERZELSEL2B8ZWN D
%0] 1.3\ 8.2, 11.1.3 2]

2.3 RAIDORI I UBBREDRHEED & 2 &
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3.1 #8m
HR7e44

T AT F X2 TBSE FEFE4HSMgT Y v [F)
1>y 2 (0.5mL) #

BRS TATFERXYT (BEETHEBEZ) [TATFX<
TH5El] 45mg
13> (0.5mL)

s AR 38mg. Lok XF U Y IEBIEARNN

0.507mg. L-e XF T > 0.122mg. FY V)L
~— 180 0.02mg
AHNETT A ITa—~ (Sp2/0) fifatkz VTGS N5,

3.2 REIDMEIR

HR7E4 T AT F X2 7BSE FEFE45mMgT Y v [F)
i - R s~ M EOBHOR

pH 5.7~6.3

ZEE 240~320mosmol/kg
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OZD4EBICRE L. DEIZEMBETRET %,
722U SRR aHEICIEIOmgERET 5 2 &
T& %,
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L TWRWLWOTHAZETSZ &,

7.2 RANC X B RBRICHBE S NG WIEE. BRERHBED 528
BELNICIIEEZED CIREHHEZEE T2 &, £z,
HWEZT>Tb+a2fBERIEVPESNTVWEE. KFIO
BE#GE2EBEICEET S &,
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BROY AT #ERSELUEEND S, TOD. KH|
OFEIZEL Tk, o287\, BEEDORIECE
BHIIERT A&, BEROHEIERY D 5 b5
I, BHICEREICERKT A2 EHOBEZEBET S L,
[1.1. 1.2, 2.1, 9.1.1. 11.1.2 BM#]
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BEICIZ, A >y —7 20 -y EHERB LY R 7Y
VRISBEZTVL. BEMFCTHRES 275> &I12XD,
ERROEREZERT S &,
Fio. RREEF S EXERESOMY) 2% E N
IZITD 7 EREEDFHIBICE T+ ICER L., K28R E
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R ICHYEIEET 2 X O BEFICEET S &, (1.1,
1.3, 2.2, 9.1.2, 11.1.3 &Hg]

8.3 AANIIL-12/23D/EF %2 B IRAICMEI T 2 A TH D |
EEEERBEOWEE» DO .. EERRBICBLWTEBRY
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RERIIHABETCEZ WY, BEREBORBICIEIERT S
Eo [1.1. 9.1.3, 15.1.6 K]
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. BEDESEEEITIEECHAT IR
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BENDH B, [1.1. 1.3, 8.2, 11.1.3 2]
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W, BESROSNLBEICIEBEEZRIET S E., HE)
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1.1 EXZEIER

M1 PFI745Fy— (BERE)

HE, ERE. MEZESENHODNEIENDH 5,
11.1.2 EERRPE (1~5%Ki)

TANA, HIEHD B WVITEFEIC K S EELRYGE (BRER,
BHER, BHR. BBR. MARUCRBERE) »"do5b
NZZENDHD. EELBRIENRBE LGS I, RS
AEET 2 ETARFOKREEZ LT &, [1.1. 1.2, 2.1,
8.1, 9.1.1 /]
11.1.3 #&% (BEEARHH)

AR NIIEEELT 2 EE D 5. [1.1. 1.3,
2.2, 8.2, 9.1.2 &H]
11.1.4 BN GREAH)

Nk, PROGIREE, FE, EORE (182Y) E0/R056
NGEAITIE. FER D ICHIERXAR. BIERCT. Mg~ —H —
EOMBEZEMT A2 &, MEREMRIPEDLDNIIGEICIE
BEEHIEL, BIBRERILVEVHOBRESDEY) 508
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14. BRLOIEER

14.1 ZRPIZSHDER

14.1.1 HESRNISWEEL SO HLERICELTBLL LN
BE L,

14.2 EFIZSEOFE

14.2.1 BZREPBURBAREAL. REICREN D 20, 2RO
FLICIZES LW &,

14.2.2 H5EAIE. ERER. EE. RS SUIBERAEE L
Vo F—FEINRDEBELEFHTAZEILBTS L,

15. ZDthDER

15.1 BEFARERICE D 1ER

*15.1.1 SFELE (CREEESHRZ2EHL-BEZ2ED) %
WRE LT AT F X~ TR NS HEHE o E AN R R
3. 7CEME COHBTERS N TWS, oo BHMEE
BEENRE Lz AT F X v 7R N5 R 8H] O WL R IR
RERE, SEME TOHBTERBSINTBY . ERMEREH%
EXRE LI RRERII247 B COMBITEES N
TWb, INSOHBZBAI T AT+ X< 7THAIOER
BEEORLMIIHETLL TRV,

*15.1.2 SFME (CBEEEREZEHL-BEE2ED) %
R E L-ERNBERREICB VLT, RARRSIC LD 15344
1061 (6.5%) A7T2EBE E TICH Y AT F X~ THAABMEE
70, SEEGER O RIEER R 2R E Ui SR
HEEICBWTH, AFEEICXD5.2~12.4%D BEHBHY
ATFF X THAREE R 572 i AT F X< THMAS
Gt & 72 > - BETIIWEFIBEILT 2RI A SN,
W ATF X2 THEDPGHE L % - - BE TSR
LI 2HREED B 5.

15.1.3 BEMHGEZNRE LEBERRBICBWLW T, K
FEEHTA2BETIETREBROMBERIATFXTT
DT TREMEL . FRMBEVERDS G SNz,

15.1.4 SEHEDE I UayEBimsl R SO LR S L7z
BAEOREE R OB L TR,

15.1.5 AH| & OEHEEIZH S A TR AWA, BB WwTH
Wi B MERERERE (RPLS) OEFISRE SN T W5,
#15.1.6 N OZEHEE., BEEAGR. Ju—-FY B
BHERBRAY 205 E U-ERRE (5B IHEROEIHER
BR) 1IcBWT. I AR o Ik B GIE K EE % <
EHEBEORFEE L. AFES5E20.11/100 NFE (141
/929NEE) . T T RS EEA0.23/100 A5FE (141/434 N4E)
Thotlz. FERBLRBEOFRIEE X, KFKRERS
0.43/100 N5 (4B1/929NEE) . 7T RE%58410.46/100
NE QBI/433N5E) TH o720 T2 RHE R OFEXT HEHAR
IZBWT. 6709% (11561 NE) ICARRIPEE SNz, 2D
B AREIX].0FE T, SEEEZEEENRE LBERR
B TI33.34, EmEES R ENRE LKA TIZL.0
HF, ra— Y 2xtg & U ERRBTI0.64E, BB
KIBR® 2XRE L-ERREBETI]L.0ETH -7z, FEEM
i Bz e % B < BRSO BB 1X. 0.54/100 A4E (62
B/11561 ASE) Ty XS ORRIIE. BEERE. 2



&g, A TH -7z, RFBEHTRESNZEEBED
HEEE L, —MAOTFHShS2RIEEEEMETH -
7o (FEHE b3 0 0.93 [95%fEHEXM : 0.71. 1.20] 4
. MRl ARICKVRIE). FERGERBEORIEEIX
0.49/100 N5 (56M51/11545 N4E) Td > 7z, FZEEEMIE
¥ & AT RE O RE LRI TH D - AOTTH
SNAFFHE LR TH -2, [1.1. 8.3 2]
) RAIOREE - 2R [SEMEZE. SREESR] T
H5o

15.2 FEBRARERBRICE D < 1EHR

15.2.1 F > WEDIL-12% OIL-23120t U CHFIEEZ RS 72
W7z, PARERBIIERSNh TRV, TomEDE
FINIBWT, IL-12/IL-23p400HEIC L D . BEHEEED
BRAPMESINTWVEY, T/, IL-12KXTIL-230 T 5 D&
fZrERIBEEEITATIE. SR KDREEOFRE
BHAPSREE D, REFHELHINT 5 MBI TN5EY,

16. E4ENEE
16.1 MEE
e.y-1)
16.1.1 BEEIRSHF
BBV T, HEAZ SOBEBRNICAKR R OEITNA
FEERY 2T AT FXTT GEEFHEZ) & LT45mg
ZHMAEZTIHE L. EWEE (PK) Z2MEF L7z, PKEEHTR
R OCKA : 96H1. FEATNNA FEFER : 9761) 1B IFBPKIY
‘3)“‘& (Cmax\ AUCO—u AUC(»-mf\ Tmax&@tlﬂ) %%”:ﬂf\'
T 20D BCXUAUC.O#EMER/N_F (LS) FfH
HD90%EHEX I V9 & A1 22 1 [B] S5 o HE i N
(0.80~1.25) TH -7z,
LD FITNA A EES RN TERRBINETATFXIT

|
£l KAROHT A A EEROPKIT X — 5
Cmax AUCO’[ AUCO*mf TmaX tl/z
| (ng/mL) |(h-ng/mL)|(h-ng/mL)| (hr) | (hr)
n n n n n
N IME AN AN
AL 1961 g ) 0] 09, 366) | ] 10667290 | %] (88.639)| %] 124.766)
pe
’ 300 | [3.0m07| | 30678 | | 1502 | | w675
%%;D T 2.4 t0a3.159) || 10190 | 7| (78.838) 77| 109.936)

n: BERER. FHEE (FERZ)
7z A D ME YR HERS 2 X 1ITR I,

(ng/mL)
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16.1.2 SR MZERUEIERIEIN
(1) BEgs

WO R CARHI22.5mg, 45mg K 10M90mg & Bl F N
BELI-&E, MBEPFTATF X TBEIRRE6.99
~10.49HBICREIBEIGE L 2%, MBEDOHERFYR
WTETR Lz, IEFRT AT F X7 T DCru XTFAUC.
12, 22.5~90mgo FREE I B\ T ARICIZIEHAIL
THmMLLY T,

T T
600 800

SEEIREINT R — &

& 22.5mg* 45mg 90mg
Crax 1.44 2.77 9.58
(ug/mL) | (1.21~1.70) | (2.63~3.38) |(7.23~10.20)
T 6.99 10.48 10.49
(day) (4.76~12.24) | (4.73~14.00) | (6.98~13.99)
AUC. 61.3 109.4 242.7
(pug-day/mL) | (49.2~75.8) |(96.9~171.9) | (195.7~272.3)

WOl (PO RrER) . #6f
KAB O ARREIZ1ELIS/90mgTH 5.

(2) RERS

HREREIC0. AERUZFO%RI12BEICS2EE T TARA
45mgXi390mgx RER NG Lz & &, MEF Y A
TH XY TRE RS HA28EE £ TICERIREBICE
L7co AHI45mgXId90mg% KEK 5 LIz & &,
EFREBICBIRMERTATFITTONT 7EE
OFREIZZNZ10.25~0.317%T0.55~0.76 1 g/mL
THH, ARICIIEHFILTERLEY 7,

FEORE

EREBEICB VT, (FE100kgB D BHICAFIOmg %
BELZEZOMERTIATFITTO NS TREIX
AEI00kg L N D BE ICAAI4S Mg 2R G LIz L& LH
BETH-7= BHEAT—%)
16.2 IRUY

(RFS—=F " TFHBMgI UV Y)

W B R ICARA 2 AR S (0.09. 0.27. 0.9,
4.5mg/kg) XIFBEE F#HS (0.27. 0.675. 1.35,
2.7mg/kg) Liz&EDMEFIATF XY TREEZHANT
BH L, VATF XY T 2ETHRE Uiz & & DHEIN
AFT7RATEY T 2 1357 2% EHEES N (SAEA
T—=%) "7
16.4 {35

(RF S-S "B TF:E45mgo U V)
TATFRXTTIE & NgGIHROFUETH B N5,
o ru 7y 0 ERIRICRE SN D LRSI,

17. BRRRGEE

17.1 B3MERUR2EICE T R

€:3-1)]

17.1.1 SHE4EHE

(1) B MAEEER
HFEENRIEEOSERLZHEEENRELTES
1, FEENEIATHE BB EE L -, 5 1EE
(Weekl) ®O1HHBERUIWeek4IZAHIIXEITNA FE
W 2T AT F X7 T ELT45mg ((AEI00kgbl R
OWEEE) Xid90mg ((FE100kgBO#ERE) %, Dl
FE1238 & &£ 1T Weekd0FE TR IS L7z, Weekl6LIRE
WERATNA T EREBEIETNA A EEROMRSR S
NIEARAANG B2 TGS N/, FEFMEBEE ICF
ESNIR—=AF A 5 Weekl2F TOPAST™ &
ROVHE, WEROHMER T Z DISWEHEXE %
TRITRT o 95%BETEX B HRTICHE U7z RIS 7
BHOHF (-15%~15%) ATH O . EHRKESEED
RSNz S HwT L2,
H2) FATNA A BERS  BNTREBS AT AT F X
< 7 BA

1#3) Psoriasis Area and Severity Index

£) R—251 2H5Weekl2E TOPASIKER

(©)

2TOBEE  |FHEI0kgU FORE
FATNA F FfFINA A
AHA B AH R
Weekl2
BEHK 194 383 164 324
Y 87.3 86.8 86.9 86.8
LSPHE (SE) | 73 | (149) | (.91 | (1.64)
LSF9% (SE) 0.4 (1.56) 0.1 (1.70)
95% 2 REIX 8 2.63, 3.50 -3.25, 3.43
SE=fmig a3



BERED S RBKT (Week52) x TAH 2 Hkit#k
B LU7-BoBIERFEIRSEREIE5.2% (106]/19361) T
Hotr. FELBEIERIZ, FREBY3M (1.6%). E
MR BE R K OSBRSS ZFNZF 26 (1.0%) T
Holze FATNA FEEREED S ARFNCYI O E 2 -8B
DO ZE (Weekl6) 75K T (Week52) £ T
OBIERFIFSEEE3.1% (6f1/19261) TH - 7. El
PEADOARIZ. COVID-197261 (1.0%). E&EGE,
HETE AL RS ST BRI AR, RS SRR R OE b
FURAT IF—YIMESZFTNZENIH (0.5%) TH-
7= BMEAT—%) ",
(RFS—3"HTEBMgvY UV Y)
17.1.2 SEHEERUEHEEREEIRN
(1) ENERFRSER (55 1/ MAEER)

FEEY SEEOREREZ 26T 23 HEZRET
EEmtEE R (BEMEERZEORENAEREE (BSA)
D10%LL E. »DOPASIZa7A 1201 ) BEEHRE
L. 79tR. 925 F X7 745mgKk090mg %0, 4
SEICEE L, DBIBEBICY ATF XY T E5058F T
BELE7S e AMBEEREBRBEZEHL -,
1288 OPASIZ I 7 HR—2 T4 > Hh575%L_FiksE
L7-BFDEE (LUK, PASI75) 2 FERITRT, 12
BOARRIRERICH T HPASI7TSER. I RBEHCHA
TERIZEDP 72 TD%. BT LR L7648
HE TIFIF—EDMHETHESL LY,

BE5E TIER 45mg 90mg
s 6.5% 59.49%" 67.7%"
1ZBEPASITS | (a1 | (38/6all) | (42/626)

a) : p<0.0001. {75 tAEE, Fisherd EREHE

AAI4SmgBE ORI FAFEBUARE 1L 87.5% (564/644)
Tholzo EEZBEIERIE. BRIAER27TH (42.2%) .
BEiREO B (9.4%). BEMSHI (7.8%). THI4H]
(6.3%). &SEERE2 (3.1%) TH -7z

AAIOmgH D RIEFAFEBUHARE X, 87.1% (546/62f1)
Tholzo EEZEIEAIE, RIAFHER26H] (41.9%).
SN (4.8%). LXGERGL2B] (3.2%). ERRZ2051
(3.2%). HHpw2M6l (3.2%) TH -7 ",

18. ZERHEIR

18.1 {ERKRF

(RFS5—S "B TE45MgY UV V)
In vitroiEBicBW T, AFlige b > y—a1F> (IL)
—lZ&UIL—23’21§EE?‘ép4O7‘:/LEl*ffl:‘7 MZREEN D
OEVWHAIETRS LY, [L-12KROIL-232 A48 &1kA~AD
EEEEELLY,

18.2 pd0. IL-12RUIL-3HEE:EN:

(&El
In vitro@BEICB W T, KANIP40. [L-12KTFIL-231Tx0f L
THE L. AFOBEEE . BMNTERZENEZT AT
X THEI R OKETER SN T AT F X THEF & [EH
BETH-712%,

18.3 IL-12TEMEDINF- ¥ B ICX I B FREE S

(&El
In vitroiRERICB W T, AFNIIL-12NTEHEDO A v ¥ —7 =
gy~ (INF-vy) BHZHEEL, KAOHEEEEX.
BRINTHAEIRE N AT F X7 THIFI ROKETEITEN
eI AT FR X TRKIEFEETH 5727,

18.4 EIBREA

(RFS—S "B TE45mgY UV V)
In vitroRERIZBWT., IL-12KOIL-2312 & » TiFEHE s
NAENU—THIBIE O FF 2 TV F 5 —Hilaz & D5
LR OMAEAN > 7 F WAREIE IZIFN-y . IL-17A. IL-
17F R O IL-220 53 1 % 1] L 727,

19. B ICRET BIBELEHXR
—ffe I ATFXYT (BEFHEEZR) [(YVATFXT
#fel]
Ustekinumab(Genetical Recombination)
[Ustekinumab Biosimilar 1]

%?Eﬁ : Hﬁﬁ C2207H3410N582067ISI7

LﬁE ClOMH1596N2740337S6

H$4 49,377.29

L#8 23,449.76
IATFFERXTT [TATFFX T THRL] (LR,
TATFFXTTHKL) . Ay —uaAfF
(IL) -12K%OVIL-230p40H 7 1= v MIHT %3E
ETMRA T/ 7a—FLHETH D, & MGl
ICH®RT %, AT F X7k, Sp2/0fiia
ICEVEEESND, TATF XY THELZ. 449
o7 I ) BEELSZHIHE (v18H) 28ED
QD7 I ) BEREN» S HL (k) 2KTH
RENZHEY 78 (FTE - K149,0000 TH 5.

20. RV EDFE

20.1 MLKIEB LW &,

20.2 RANLERRET 20BN H 5720, [HRERNICHED
ST Z &,

20.3 BEELEBEWI &,

21. FEBRM
B 2 7 EHEETH 2 KED b, BYNEHET S &

22. @&
0.5mL [1V Y]

23. EEk

1) Langowsk JL, et al.: Nature. 2006; 442: 461-465

) Maeda A, et al.: Cancer Res. 2006; 66: 2962-2969
)

)

DFE:
x B

tENER BN T A REERRAE (AVT04-GL-101)

BRI ICBI I A MHEEEM (AT 9 —FKEFES Y

Y 20115FE1H21H%EE. CTD2.5.3.2)

5 EANE I HEKRRR (A7 —IF R EY Y 2011
FIH2IH%FE. CTD2.7.6.2)

6) EPNEE I /A G R AR BRERAE (JNS009-JPN-02) (AT
T—IHEREIY Y I2011F1H21IHAER.
CTD2.7.6.7)

7) RERTRERER (AT —IF RETY Y 201141
H21HAGE, EERES)

8) MRHEHICEI 2 BEEFM (A7 —F K ETY >~
Y 1 2011E1H21H&RE. CTD2.5.3.3)

9) BNERAE (AT —FFTEIY Y 2011F1H21
H&R., BEHES)

10) Tabrizi MA, et al.: Drug Discov Today. 2006; 11:
81-88
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