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(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
THmMLLE Y,

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)
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KAB O ARREIZ1ELIS/90mgTH 5.
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45mgXiF90mg % RIEKE F G Lz & &, MEH T A
T ¥ X7 T EE RS HG28EE £ TICERIREICE
L7co AHI45mgXId90mg% KEK 5 LIz & &,

EEREBICBIZMBERFIATFXICTONT 7ERE

OFREIZZNZ10.25~0.317%T0.55~0.76 1 g/mL
THY. ARICIZZHF LT LR LR,

REOHE

BRI EICBWT, AEI00kgE D BE ICTAHI9Omg %
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B L7z, VAT FXYT2ETHE Uiz & & OMRtigN
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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 SHwT L7z,
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
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FELZEWEAIL, E5ERG36 (1.6%). LIEER KT
FEHERA RIS E N2 (1.0%) TH o7z FITN
A AEERBED SARACYI OB R HOYE K
(Weekl6) »5iE&T (Week52) F TORIWERZH
SHEEI33.1% (661/19261) TH -7z BIERAO R,
COVID-19%%26 (1.0%) L5GERBG. FHHRAIKIE.
FEHTERALIMAE, FHEREEROE T VAT I —F
MENZNENIF] (0.5%) THolz GHEAT—) Y
(RFS—=F " TESBMgI UV Y)
17.1.2 SEHEENRUEBEEER
(1) ENERREER (55 0/M4E55R)

FEEP CHEORERNEE 2HT 2B HEHER&D
HREREE R (REEEZORENARERE (BSA)
D10%LLE. »DOPASIZ 72120l ) BEZEZWHRE
L. 779K, 727 F X< 745mgk*90mg#0. 4
EICERS L, DRBIZEGICY AT F XY 7 252H%T
BE L7 7 RANBEEMI R FE L7,
12BBOPASIA AT HR—=ZAFA4 D 575%LL FikiE
L7zB&ZEDOEE (DUR. PASI75) %2 FRIIRT. 128
BORFEEIC BT HPASI7SIE. I REHICHA
TERBIED Tz ZD%. PP LR L2048
HE CIZIZ—EDETHERL L,

K58 TR 45mg 90mg
. 6.5% 59.4%" 67.7%"
1ZBRPASITS| () 31)) (38/6401) | (42/62651)

a) : p<0.0001. ®7FtAREE. Fisher® EREHE

AE45mgREDEIEFFEBARE 1. 87.5% (56/1/64%51)
THholzo EEZBEIEAE. RIEER27TH (42.2%) .
BETEOH (9.4%). BEMSH (7.8%). THI4H]
(6.3%) ZSEEARE2H] (3.1%) TH- 7z

AANIOmgHF D RIEFAFEBUARE X 87.1% (546/62f1)
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—fBeB VAT FXYT (BETHEEZ) [(TATFXT
#iel]
Ustekinumab(Genetical Recombination)
[Ustekinumab Biosimilar 1]
H@H C2207H3410N582067ISI7
Lﬁﬁ C1034H1596N274OJ37SB

FFR

STE CH#E 49,377.29

L#4 23,449.76

ATFEXTT [TATFFXTTEREL (LI,
TATFFIXTTHEEL) . Ay —uaAfFr
(IL) -12K%UIL-230pd0H 7 1= v MMIHT %3E
ETHZE) 7u—F A Th D, b MgGl
ICHET 5. W AT F X< 7KL, Sp2/0fiHa
ICEVEEEND, TATFIXTTHEFELL. 449
o7 I VBEREL»S R AHHE (y18H) 2KKT
QDT IV BEED» S AL (k$H) 2K TH
RENZHEY 78 (5 FE :§149,0000 TH5.
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21. GRS
EFm) 2 7 EHFE 2 RED L, EYICEET S L.
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11) BRI ICE T 2 BHEFHE (R T 7 - KT EZY ¥
T 1 20114E1H21H%EE. CTD2.5.3.3)

12) WAV RRER (AT —F K RE> Y > 201141A21
H&R, BEEHMES)

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

14) HNERL © gL ARG R ARBR R (AVT04-GL-301)

15) 1 - MAHHE (77 —FKEMEIY > 20114E1H
20H &GRS, BEBRES)

16) Luo J, et al.: ] Mol Biol. 2010; 402: 797-812

17) 927 F X< 70Ok FIL-12ROIL230MERERE (25
T—IHEREIY Y I2011F1H21IH KR,
CTD2.6.2.1)

18) ttNER « HHEIER ICB#E T 2 B—p40. IL-12K 0
IL-2312x4 9 2 & & rEtE—

19) &R SEEEFICBEE T 2R B—1—

20) VAT F X7 T Db FIL-12K% OIL-235F1/EH O HERER
MR (ATFT—=FFFETY P 2011FE1H21 HA&AR.
CTD2.6.2.2)

24, WERERERVTEVEDEL
BEREETEKRASE < IOHK=E
T939-3515 &R E LITi/KIEL &+ E1515%H
(TEL) 0120-956-792
(FAX) 076-478-0336

26. BHERTERES
26.1 SGEARZETT (BIA)

C SrRET &N

ELREILHKE L2151 5&M

K H:

3)
4)
5)
6)
7)

— IR TFEIY T 1 20114]



