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Stelara® Intravenous Infusion

N KRBT 5| 22900AMX00514000
MHEH - EMS O LY T2 2k W 2004EsH
| ma 5. RBENIIHRICEIET 2EE
11 AREIL-12/230 4 £ RIRE (< I 5 HHIT R et b g o dnseis (o <
D7 BROURY EHAS AR DD & PETE Nk et
foo BROBEEEET 5BE CRENE AR € FRADLERE b, KL 2 B & e Bl
63[%‘%'&75\*&60 ifC\ *ﬁ]t@ﬂﬁi@'ﬁli%Bﬁ‘T(i Kr]ﬁﬁﬁ%% ffx'ﬁT% &o [1 4%%‘3:-]
;{L‘#\A§ﬂﬂ§%;}u§§?#$ﬁﬁigﬂ;“6;L$§)u?;§§ GEEMKIER)
ReSERSERIERTENC EH. ChsD1E ) 20 v 251
£BEHABEL . BEFERL L L ERBLL R R AL
LT RRLOFEESRELE LES CHE S S BIRT 505 2 & BRI DR S B A T 55 2 b
BACOARET D, F. AABRSHICEE (1 4%E]
APRBLULBEICE., ZREICERTILOBSE e
ICEBEEZ25 &, [2.1, 8.1-8.3. 9.1.1-9.1.3, 6. AiERUVHE
11.1.2, 11.1.3, 15.1.58H] HE. HAICIE Y AT F 2T GEEFHIEZ) LT,
1.2 EE L REAE BAFREOMMZ, DUNIORT HiEr B THE T 5.
DAL A, MERVEEC & ERABRESHE S [y ey
hTW378, THLEBEREITI & ERPEDRIEIC -
EETBE, [2.10 8.1, 9.1.1. 11.1.28H8)] 55kglh T 260mg
1.3 BREOBLEICOVISERREETIARED 55kg# % % 85kgll T 390mg
ERME+oEREEUFERATS L, [2.2, 8.2, 85kg% i 2 % 520mg
9.1.2, 11.1.3288]
1.4 ABEOBEEBET 3800, BERBORFEED 7. BERUASICEEY 328
BRZTAMETSHE. [5.1, 5.28H] *#7.1 MEFHREIC OV TR, AHIEHR S O8EE, v AT *
1.5 KEUSDOWT O+ B H EBICHREBEDBEDH X< 7 GRIZFIR 2 ) 2 T 5 A O 5- %47 o e
a - BT S OEMAERT S C o PRI B A - R, VAT F XY 7 GRIZTH
W2 )R TG ARAOETRLE BT 22 L,
2. BR(ROBEICEIBRELEVW L) 7.2 AH| &M ERBR OB IO W TREE R OH R 1%
2.1 EEABIEO BF HERE BL S B0 D T L TR WOTHMZ#IT 2 2 L.
%.] [1.1, 1.2, 8.1, 11.1.2&1] -
° . . . 8. EEAEANEE
Ziﬁﬁéffgiﬁggéﬁwéﬁéb%“ﬁ% 6.1 ML/ T &I CHT DX TH ),
2.3 AROWTIH L BREOBEREDS 5 s L. PR L e oo

RUEEICEER Y 5 2 & BMAEOHBEIUIAERDH 5 bt

3. fHEK - MR t%ﬁuu\ﬁé CEBEICERT D L B R R
3.1 #R 52k, [1.1, 1.2, 2.1, 9.1.1. 11.1.25M]

Wise% | A7 9 — J HiEEEL30mg 8.2 AHIx G255 o TR 5 4 R W3 T OB

- (154 7 v26mLH) XA omz. 1 ‘15 J - ylﬁ:ﬁﬁ”ﬁ%ﬁz AR

HASY WA F % X 7 GEETER2)130me el V) /Jimﬁ*%ﬁvx WHMHCTMASE21T) Z &

BRMH2210mg. L-L A F Y > 20mg. L-k 2 R REBRREOAEEIRT S 2 L

. F O BB KR 2Tmg. &Y VL N— k80 EAN ij%']i‘foﬂP% i 5 XA A A 45 D i b)) 75 W AR % 5

WA 110 dmg, 1A F o+ = 210 dmg. 7 MRS b ) WIHZAT ) 72 ERFEDQ ST Z T 1B L #ifE

v K JKAIH0.52mg %E?Jhlk(?ﬁ;ﬁ“éﬁ\ R A 7"5’“ )N BL LY

KANE~ ™ A 3 T 0 — (Sp2/0) kR & iV C S S 15 S AR IS S & ) MHIHRET 5 2

&o [1.1, 1.3, 2.2, 9.1.2, 11.1.3&H#]

3.2 BAIOEER 8.3 AHIIATL-12/230 Vil % SR | 5051 5 3841 T )

- IR | B~ A O % i EPEERBOTHENED S 1) . BRRBRIC BV TR R
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 MEER L% 8.4 17 7 I v BRI N % Y 5B T R & 75
4 o;iﬁg;:;b, ?§ﬁ®7ﬁﬁﬂ7 O— DAL (BE4h TEXRWVWOT, RENZ X BEBERIL, &7 F > 2
FCHERTHLIBEIIRS) Lzws s, [9.5.288) 0
Oh%iEH 5 BEDRBUARR OEHEARE B4 8.5 b Ay LA 5 A S 5 Yy Ak REYAE O Bl 2 Do
FECHER+9EIELICES) THEOREY IR T Lk,
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- MR G A RIS RIS AT 2 e S B
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T, BEFIBOONEEI3HEG 2 hIET 5 7% &
YRIEEFTH 2 &

1.1 EXAENER

MNAA TF7 1552 —HERH)

BB, BWE., MWEFESERHObNDLZ DD 5D,
11.1.2 FBE B REEE (19%A4m)

T AVA, MBS D WIZEE I X B EE % EE (3
7%, ML B, BER. MR ORBEGE) )
HOobNDLZEND D, BERIBIENEIL 2H4E1C
X, BENRET S FTRAOEGE LrnZ & [1.1.
1.2, 2.1, 8.1, 9.1.1%H]
11.1.3 ##% HEEAH)

FER DI IS AL 2 REMEA B B [1.1. 1.3,
2.2, 8.2, 9.1.2&M]
11.1.4 BEEMRR EEARY)

WLk, BRI, FEE BT OB (55 S0 5
NHAEIZIE, R I XM, WECT, MmE~—7
—EOME L ERT L & MEMMiEPSEDbN 4
WAEHG A2 I U, BB E RV T CH O GE 0w Y)
RALEERFTH 2 &,
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14. BALDEE

14.1 EFARFOZE

14.1.1 BEOEKEICEDS SR GENLOCLELREB O T
VOB ENT 5,

14.1.2 HREFRAE R O250mLSE Ny 75, Bt 5
AH| & RESEHE D,

14.1.3 BN A 7V T L ZARFI26mL % 250mL B /N
UMz, BRe,IZRAET 5. BilEI3250mLE 35,

14.2 EXIZE5RFOXE

14.2.1 HZGHICAHK ORI > DR CHETLZ L. RNiE
BT 2 X B S50 SN A L v &

14.2.2 RAIOHHGE & IR DL L2 T 5356 2 &

14.2.3 FABRIISEER LIPNICHR G52 T34 2 &0

14.2.4 KFNIERE - XA 0V x> 7)) —CTEAEEEDE
WA I T ANE—(RTH A R0, 2um) & HWTH
4z,

14.2.5 MOFEF L [F UFHET A~ CRIEHEAIZ LW &,

14.2.6 RF|O/NA 7T WVAZLIEENEI Y TH 5o KRR
2OV RS 5 2 &,

15. ZDMHOEE

*%15.1 ERRRERICE D 1B

15.1.1 Stz (B Rz A L B2 &) %
KL Ll AT & X~ 7R T RS S o N R
B, T2 EF COYMTEBIN TS, T2, TF
MR R E L2y AT F X~ 7R NG HEH o
SR RER L, SAEM F TOWMMTHEBENTB Y, i
PERIHT % xR & L 2z HE b iR BR 1224 7 H £ TO MM
TEBEINT VWD, T2, 70— 2k OEEERE %
TlE, Z I IEPS L R R SRR (A5 Bl 512127 A
T X X< TR TG A % KA 12, 52:EM F To
R TEBIN TS, TNHOHEEBR /-7 AT F
2= THH ORI G EE ORI L TWin,

15.1.2 SV Gz e AL BB 28T %
KR E LTy AT % X< 7 KT $#%5- HHH) o E P B R
Bz BT, 15360511061 (6.5%) 257238 H £ TIl2Hi™ 2
T XX THURBG M & A Y | SR R K Oz e R
RaexG L LmiRRBRICBYTd, " AT7F X<
TR TG M BEEIE 52 X 0 5.2~12 4% D EHEHPL T A
F XX TR & o720 FLY AT ¥ X~ THikDS
Btk & 72 o 72 BB LI R 2NRES L3 B AA 5 17z,
T 720 BWUEMORF O A5 F 2 < 7B T %5 53%)
OFEGIZE ), sa—vEa R E Lz EREIE R
BUWT2.9%. EEMERE 2R & Lz EBR S E RS
BWTL.6%DEBENFNENI YT AT F X~ THARGE
ol Fiw AT X X THMED I E s o 72 BE T
XD EATRESIL T B W REED D B o

15.1.3 S M2 ot R E Loy A7 F X~ 7R T %5 H
BH| WM IRRER I BT, MR AT A BE T
FETHRGBEOIMET T AT F X T T 7iEE K
<y REDMER A EAI AR B L7z,

15.1.4 KRH| & OBEEIZH S 2> Tld e WAt #hk iz v
T 0 e F1 R R R T (RPLS) OFEBI AN S T\ B,




15.1.5 {phh o s s, S rERIET 45, 2 1 — VR,
EE RG22 R R & L 7B R a3 Es (45 1A K OV45 T A
RER) I2BWT, 7T R AR R o> Ik T 0 BE 7 R A
B HEEIE S OB IL, Y AT F X THRGHED
0.11/100 A4E (1B1/929 N4E) . 7T & RHEG-HE450.23/100
NAE (1BI/434 NAE) Td o 720 I H A0 Bz 18 9% 0 FE BLAH
BElZ. 7 AT F X~ T HGHEAN0.43/100 AN4F (461/929 A
). T T R GEED0.46/100 AR (261 /433 NAE) T
Holze Fro B OIERN I ICB VT, 6709%
(11561 N 12 AT F X THHK G- ENize T DB
O iid ] 04E T, T TERCRE A AT S & L B BBk
TIE3.34E, WeMIEBIET % 00 % & L2 BRR R TI11.0
£, ra— gL E LR TIX0.645, BT
KIGRE e LzERSRBTIRL.0ETH - 72 FEREA
I Rz 8 & B < TEENE S O ZEHIHHE 1X. 0.54/100 A4E (62
Bl/11561 N4E) T, T2 b ORI IERE . A B E, =
wlf, A THolco VAT F A TG TG SN
CIHEVENERS O S B I, — ATl S S S
gL FRETH o 72 LS4 0 0.93[95% B HEX ] -
0.71. 1.2014FE#5, B, AFEIC X W HIE) . JREfaERY
J8 8 O SSBUSE120.49/100 A4 (5651/11545 N4E) TH >
7oo FZFESEIEMNNLE & B2 R A NG O S ER1E3 0 1
THY—AOTTFH SN D IEHMHE & FETH - 72,
[1.1. 8.3&]

15.2 FEERIREABRICE D 153

15.2.1 13 o B OIL-12)% OTL-23125%F L CFRlH It 2 7R &
iz BABPERERIEFER S LTV v, F o B
DEFIVIZHBWT, IL-12/IL-23p40DFHEIZ L b . FEME
JEE OB R HE SN TWBEY, T/, IL-12)% OFIL-23D
WO T2 /RIBIE-wY AT, BRI L D5
IEOFERIAAD R F ) | SRAEHEELHINT 5 2 &2
EENTWDEY,

16. EYEIEE

16.1 MeEE

(GhEEEE)

16.1.1 BEAEI%KE
FERE RS AR H6me/ kg™ % BRI EHIRINTR G- L 72 & & o i
B LEYBRENT A —FIILUTCTHo720 ¥ WHEAT—%)

200 4

150 4

100

mEPEE(ug/mb)

50

O 4

0 7142128 42 56 70 84 98 112
S

SHEIN R A (CAH & BERFRARS L2 L EOMEF T T
F XV T IREHR (THELEERZE. 696))

EMEENT X — 2 SHEAT—4)

AUC» 3132.4%
(ug - day/mL) (690.2)
tiz 24.7%
(day) (6.2)

S (BEHER 22) . 6941 (1) 68%1)

SORFI O MR E I E A GRER &) © AR EBbkg L T =4F#I260mg. 1A HE55kgitd
85kgll F=A#1390mg. AHE5kgti=77#]520mg

(7 a—=29%)

16.1.2 BERS5 (EEEHFERKHER)
AARANROWEAND 7 10— VigEgc, A - BEICEo TRA
HOFIRNES Lz L &, iR 7 27 F X~ 7IREIZ RS 1
FEI#212113(23.7) ug/mL (n=28) & 1U8126(34.1) ug/mL (n=412) .
8iAT%124.04(2.92) ug/mL (n=15) } 10°7.09(4.57) ug/mL (n=292)
R L7ce U PFSME (BHERZE) ]

GEBMRE)

16.1.3 HE%S (ERHEEERRHER)
HARN K OE N OB R 28 B8 10 B - HEICiE- TR
Fl 2 HIREIRNE S L7z & & MR A7 F 2~ TR 51
KRR #212129(27.4) pg/mL (n=39) &% 1°126(33.3) ug/mL (n=273) .
8 4127.40(4.04) ug/mL (n=36) % 1'9.14(5.50) ug/mL (n=224)
R L7ze ¥ [Pl (R E)

16.4 X5
TATF XY TIE, & MgGIHROPUEATH 2 Z &6, D
a7 YOLFEBICRHE SN D LRI N D,

17. ERPREGIR
17.1 BHERCREMICET 5 H%
(7 8—148)
17.1.1 FMEERHFIER AR (CRD300155R)
FEEE 2 & EAEDOIEEIM 0 7 1 — VI EE (H AR NAEBIS661 % &
L) EMGRE L, 7T R, AKAN30mg X IIAER & (6mg/kg)?
%038 B HEE RN S L7238 ARk K0 L 720 PUTNF3E
TREANT G G EBEER oz BB 2SR E Lz, 6AHIC
clinical response™ 35 5N HEBRF OEL X, 7T L KED
21.5%\2/ LT, AAI130mg T34.3%. AHKKER & (6mg/
kg)V#T33.3%TdH o720 10
##1)Crohn’s Disease Activity Index(CDAD) A7 D X—=2F5 1 b
DI00FA » F L EDORA (R=AF 4 2 DCDAIA I 7 H220K A ~
b LPLE248K A ¥ N LUF O#ERE 12D Tk, CDALA I 7551508
A > MR ER L T 724 clinical responseift HAL7z & Ak

L7)
. | CH &=
5 75 kR 130mg” Iﬁﬁ:}g )gi,
Slinical 21.5% 34.3%° 33.3%
€spoise (53/24741) (84/245631) (83/249%1)
rate (6:8 H)

a) @ ARHORE R R GREEH &) ¢ RES5kg bl F=A#1260mg. AHE55kg
HB8bkglL T =7A#1390mg. AHESSkgi=74#1520mg
b) : P RAGE
c) 1 p<0.01. %77+ K#E. Cochran-Mantel-Haenszel 77 1 Z e
AFIN30mghE ORIVER FEBUHE X, 26.0% (64151/24661) Td - 72,
FERRIERE, BIRH760(2.8%) . BAETRESH (2.0%) . S IHEH 554
BI(1.6%) . 5&354651(1.6%) . FAGEREG3E1(1.2%) . 2 9 HAE3F
(1.2%) . #Hkashl(1.2%) Tdh -7z,
AFEE R (6mg/kg) BEO R SEBEE L, 28.1% (70
Bl/24960) Td o 720 EZZRBIERAIE. BEHIBI(3.6%) . MEIL6
BI(2.4%) . BELS5B0(2.0%) . 57560 (2.0%)  E&E &G40
(1.2%) Ch -7z,
17.1.2 S M HEEEHFIERKRRER (CRD3002:ER)
FHEFRE 2 & BE OB O 7 1 — Ve EE (H AR NEGI260 % &
) EMRE L, 7T 2R, AKHI130me XL AE I H & (bmg/kg) ¥
%018 B I R E IR NS L 7238 AR % 20 L 720 BEAFIGHE (2
VF A AT uA FILUIRIEREH) CHRAT G TH Y. o
TNF3EIZ L 2 ERED 2 W JUIPITNFEEGRIEEZ BT 5 0 0D
EART G IR EEDS RV EDTREN TV VBB ZNR &
L7z 638 H (Zclinical response™ 25 & N7z tkErE oEl &%, 7
T2 REED28.7%12xF LT, AFIN30mghET51.7%. AFIKER]
JH % (bmg/kg) Y TH5.5% TH - 72, 1V
#1)Crohn's Disease Activity Index (CDAID) A7 DN—=RAF 4 »h b
DI00FRA » F UL EORA (R=AF 4 2 OCDAIA I 7 H220K A ~
ML E248KR A R LUF O#ERE 12w Tk, CDALA I 7 H3150F8
A ¥ bR & R LT A, clinical responsed’fE S izl Ak

L7)
. ' HERHE
Pk 75K 130mg” ?gf: /fgj f,
Clinical 28.7% 51.7%° 55.5%°
response (60/209f1) (108/209%1) (116/209%1)
rate (68 H)

a) @ ARF ORE R i OREH ) KES5kg bl T =A#260mg. fA#E55kg
H85kg L F=A#1390mg. kHE85kgHi=A4#1520mg

b) ¢ EPRAR R

c) 1 p<0.001. xf7F € AR#, Cochran-Mantel-Haenszel /7 1 —FeffisE
ARHN130mght ORINER ST X, 13.2% (28%1/21261) Td - 72,
TEREEMIEZ. BR7H(3.3%) . EL3B0(1.4%) . HIIIESH
(1.4%) . 5GEEG260(0.9%) T - 72,
ARFNARE G & (6mg/kg) #EOREIVE A FEHAE 1L, 12.1% (2541
/20700) TH o 720 EEREEMIZ. FERE6HI(2.9%) . F&5GERK
Y360 (1.4%) . 360 (1.4%) . SIRTE 260 (1.0%)  MaH-26]
(1.0%) 957261 (1.0%) Tdh > 72,

(EBMXER)

17.1.3 SH I HEEHFERFRRER (UCO30015ER)
FREESE A & FRE DTGB OB K 28 B8 (H AR JGEBIL0761 % &
L) ERNRE L. 7T R, BF130mg AIAEE G & (6mg/kg)?
%038 B IRV 5 U 7238 A GBR % Fafti L 720 ARy 35
(FLTNFHFEIUIN Y X~ 7) AR (2 Fa 27 a 4 R
WESRIETIEIE) CRIRA TG A E WS o o BE T R &L
7o 83 HIZclinical remission™ 35 H N7z WERE OEE X, 7T
YAREEDS 3%k LT, ARHI130mgHET15.6%. ARHKREHIH =
(6bmg/kg)VH#ET15.5%TH 720 ¥
EDMayoA I 7 A2 T, 20T NOF T A7 1B T RWEE



o o . R
e 7R 130mg’ (6mg/kg)®

rcg‘icfln 5.3% 15.6%" 15.5%"
CIISSIO (17/319%1) (50/32011) (50/322191)
(8 H)

a) : p<0.001, xf 77+t K, Cochran-Mantel-Haenszel 7 1 - IEfsE

b) ¢ ARHK OMRE R GREEH &) © KES55kg LT =A#I260mg. K HE55kg
B8kg L = 23—<§'J390mg‘ R H85kgE=7#1520mg

) ¢ EINARAEH

ESl 130mgf-ﬁ?@§| IVEFFEBIBE X, 11.2% (3661/32161) TH - 72,
ERRRIERIE, BERTH(2.2%) . 2 9 FEIESHI (1.6%) . 957351
(0.9%) . EL3B1(0.9%) . FEITED £ \0261(0.6%) . HEJIHE2H]
(0.6%) TH -7z,

AFNRE G A (6mg/kg) BEORIEHSEBUHEE L. 14.1% (4501
/32061) T o7z EERENFHIZ, LAGEEASH](1.6%) . I
GBI (1.3%) « & 9 FAE3B(0.9%) . B35 (0.9%) . 532360
(0.9%). EHE3H1(0.9%) TH - 720

18. ZEhEIF

18.1 fERA#FF
In vitroikBRIZB W T, KAlide A vy —o A4 F 2 (IL)-12K 0
IL-23% W0 $ A pa07z A 7= v MIEFERA A O BAIE
THRIA LY, IL-12% OFIL-23% aﬁz@/*ﬁmmﬁ ZEL 2,

18.2 ZEIREA
In vitroiRERIZB VT, IL-12K% OFIL-2312 & - Ttk E b A
WS —THIBL L O F T 2 T v F 5 — a7 & 5034 L 540 g ool
WY &7 F WAZENE ONZIFN-y, IL-17A. IL-17F J OFIL-2200 %5
WL 72,

19. BRSICREY 2I{LEMFR
—REZRE D AT R X~ T GBI TR )
[Ustekinumab (Genetical Recombination) ]

4130 HEH CoorHsnoNss2OenSiz
LgE  CuoseHis96N2740337S6

g5 1 148,079~149,690

K HITATFAITE, e M vy a0 F 12K VS
— U A F -230p40H 7=y MIxT HEE TRz ¢
MgGlE /7 u—FVHikTd 5,
YATFEXTTIE, ¥V AI T —<(Sp2/0) MLz XY
]ﬂ—_i Y W) o
TATFF AT TUE, 449D T I BRIEIES S e ZHBE(y
$H) 250 T R U214 D 7 3 7 FRERHE DS 70 D LEH (kc8H) 259 ?‘
THRER SN DHES 37 B (43T 0 148,079~149,690) T
5o

20. BIRWL EDEE

201 WILSIRE L 2T &,

20.2 ARANLESRAF T 2 LER D 5 720, FHHERNZIME 2 S B
DT &,

20.3 MG L 2T &,

AEREM
PSR ) A 7 G & HED B, SYNIFERT LI &,
22. AE
26mL[1/3 A 7 V]
23. EEXK

% %1) Klenske E, et al. : ] Crohns Colitis. 2019; 13: 267-269
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