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15) o] oFo 2 X g uk2 Jxfol AlA wuk AFul F A Fo] RHAET('4. o] Rk Hx).
Wk Gl A S-S GAShE S0l UEY e A5 AlEE] A58 BES 3kl A
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AT B A ey eke] 85 o] BT 4 Qi)
6. A5 28
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) =S8R /A (UC-I [NCT01465763] 2 UC-II [NCT01458951])

F A9 Fd3 o AF(UC- 2 UC-I)oll A 1139 o] skatE(Zt 598 1,
4:1 o] v H| = o] %F10mg 1 Y 2 3] FE+= 9 oFrol F-219] u A = Aot
o] F N = FH5 -5 A AU HEdd(E Mayo F56-12 1 WA A
sl A4 24, A =8 sk a1 3)0] i, Aol v F sk
ool A PAY WS Holx ke FxEo]l TFHAT: A HAEH
-

=, o}AE| @ 8l 6-m| 2 7HEF el ( 6-MP) T TNF ] 4] A.

aqm¢§oa§ﬂﬁmﬁﬁﬁw#@%guW@ﬁ%Lﬂﬂﬂﬁ%@%ﬂi
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A

| el 74%, UC-II el A 70%)ell ¥F-g-o] fIAY WeFd o] gldtt.

A NED A=E A8l 47%°] ShAtol Al A5 Z2E A2 Zo| =7} W &5

ﬂ?}&ﬂﬂ(uc-l N 45%, UC-Il o4 48%), 71%<] F-xfoll A o}v] =ikl 2l Abo]
fFo] FATHUC- ol A 71%, UC-Il ol A 72%). Ho] ~gkelol A o] A E4 &
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LER AT
[ 5] Al 8 5ol YA} E =8 o2} KA F7PATE 5% S84 v &(F=249 UC-
| 2 UC-IAE, T4 UANTE &5)
uc-1 A g
oot ] % 10mg | 9j°F tjH] X & 2pe]
71 B 1923 (95% CI (A= 731))
xﬂsToﬂlﬂ a2
A =T N=122 N=476 10%* (4.3, 16.3)
8% 18%
o] ol TNF A Al ol 4 ujj & 2=} b N=64 N=243
2% 1%
ol el TNF A Aol Ao Aol gl=| N=58 N=233
3hx} o 16% 26%
Al 8 FAA WA RS A Fde] A
RS N=122 N=476 16%** (8.1, 23.4)
16% 31%
o] ol TNF Al Aol 4 uf g+ =} b N=64 N=243
6% 23%
ol dell TNF Sl Aol A3 FF o] gl= | N=58 N=233
3=} o 26% 40%
uc-l A 8
°] 210 mg A7 A}o]
B7paS 1F 1423 (95% Cl)
A 8 T A #3f 2
REE =S N=112 N=429 13%** (8.1, 17.9)
4% 17%
o] ol TNF Al Aol 4l uf g+ k=) b N=60 N=222
0% 12%
o] Zell TNF oA Aol A3l F3o] §l= | N=52 N=207
3hx} o 8% 22%
A 8 Fo A WA RS Ao B Al @
RS N=112 N=429 17%** (9.5, 24.1)
12% 28%
o] Aol TNF | #l| o] A o) & $h=} b N=60 N=222
7% 22%
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o] Zell TNF Al Aol A=l F3lo] §l=| N=52 N=207
37} o 17% 36%

p-#k <0.01, ** p-%k <0.001.
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et A EY S AR 0 0w Fo
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w\u og 7(441;4 1:}
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w1 E9 R A,

A2 WS-8 UC-| A&l A okt e] 33% thH] ©] 2F 10 mg 1Y 2 3] Fo]-9
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Arksto] S gl th(tapering). B AAA (F+ W92 EA = AESTH AA)9
W82 385X &t
UC-IIIl A & ¢] Ho] A}l ol A &=
* 179 4 (30%) 2] $-AL7F #3l) el oAt
+ 289 4 (49%)%] A7 A ZEE I AHZO|EE Fo] Folth
* 265 ™ (45%), 445 H(75%), 413 H(70%)2] 217} Z}7t o] dell TNF S AA] 8.9,
FZE I Z o=, A A A o] Asljst AL, ek o] gl

A} FI7PHS= A 52 Tl el el 3R} v STl 2 Jfe] Qo o]xf
H7MH 4= Al 52 ol WA 82 /IS 2l 3k vl E-3, UC-IIl Ag 9]
wo] gkl 3] AEFE FAE T A 24 T 2 A 52 F EFolA
IZEIHZO|E HALE T E A EHH 02 G x9] v & o] QT
Zo4 WA = Ayle] 7]ukek UC-II A8 o] a4 23+ % 6o YeER|ATH
[Z 6] AL UCHI A -dA dxt L F2 o|x} 85 H7/PHSFE 53 33} v & (TS
WA B
X & z}o]
(95% Cl)
°]2k5 | o] %10mg | °] ¢%k5mg | ©] 210 mg
S 9] oF mg 1423 1423 1423
14 23
A 52 F T3 2
R N=198 N=198 N=197 23%* 30%*
11% 34% 41% (15.3,31.2) | (21.4, 37.6)
o] Aol TNF <jA|Ao] a3k | N=89 N=83 N=93
A} b 1% 24% 37%
olde] TNF A4l 2=} | N=109 N=115 N=104
A o] gli= 37} o 11% 42% 44%
A 52 F YA 4 Ae A ) @
R N=198 N=198 N=197 24%* 33%*
13% 37% 46% (16.0, 32.5) | (24.2,41.0)
o] Aol TNF <jA|Ao] 233k | N=89 N=83 N=93
3}7} b 12% 30% 40%
o] TNF <AA A= | N=109 N=115 N=104
Aol gl 3} e 14% 43% 51%
o] 2l A 3 FERE FAE F A 24 F L A 52 F EFoA Z2E|FZAH ZO|T HIALE
B E A EH o2 AT HS-
2 A mF N=59 N=65 N=55 30%* 42%*
5% 35% 47% (17.4,43.2) | (27.9, 56.5)
o] Aol TNF A Ao Aa3st | N=21 N=18 N=18
3} b 5% 22% 39%
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HZE53]719:2018.12.03
HF WM 73] 719: 2023.10.19
X & z}o]
(95% CI)
o] ¢k 5 ] %¥10mg | °] ¢¥5mg | ©] 210 mg
s 9] oF mg 1423 1423 1423
14 23
olxe] TNF 9AA4 Algf | N=38 N=47 N=37
A3 o] §l= 3hx}e 5% 40% 51%
* p-%k <0.0001
a gl = AdA Ball(Mayo A5 24 olstolH, oJw st AT E 1 73S 2shA &+ AE)<}
A =d s dT 0oz Joyd.
b o] TNF SAA A3l o]t TNF A A Ho AdshA] &2 w3, FHbg Ee ok
o= AHoH.
c o] Hmare FAAEL S I o]t FAH SH(EEHIAHZOE, ofxE XA,
6-H 2 EF ) Aokl o), o] dell TNF JAA] 8ol Aslff 32 gl A=)t
d U A 7 A ut o] sl ad o] 2k Mayo WA 78 SF9l A 0 H( 7 B vl g A8 = 1 H (&

A K R=A R -
FAH R0 = HALE T2 TA
477 ARE I A R0 52 A 4514 koton] a2 A e Ao o|H.

rN ® N
5
Y e
o
K
[
o

dasAd A 9 el k0 B 1 AR B2 o))
A - A= Pl o 20%00 A ¥ Wb, o] of 5mg 1 2 3] fFof e

(an
Q
>
jucd)
1o
=
-
[
k)
[-40
=

S~

9 el e E 21 179 H(H 2F 59 1, ©] °F 5 mg
19 23] Fo 651, o] F10mg 1< 23] FoJ 551) &, 52 50l ¢ k9]
° 3] Fol 9] 46%<}, ©] 2F 10

WA AA e Aol AAFstE Mayo WA SHIAES 0 Hom Aoy glom,
A 52 FFoll ] Fat2] 4% A FaE v, o] 2 F5mg 1Y 2 3] T2 15%, ©] oF
10 mg 1 ¥ 2 3] FoJ9] 17%0l| A =5 ATh.

(3) T/ 47 A1 (UC-IV [NCT01470612))
UC-IV Al g ol A, 3121 914 T 5 156 -2 ©] 2F5mg = 1Y 2 3] Fof wkekal, 758 -2
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HxE531714:2018.12.03

HFW43714d: 2023.10.19
o] F10mg & 1Y 2 3] Fojukglr}
8T =8 Al F(UC-I == UC-N)oll A] ©] F10mg 1 ¢ 23] Fo = ul % ¥ 905 1§ 9
g 5 3220 LW ARS R oY A e EAsHA X o
3227 %, 2919 &A= A% o] k10mgS 1Y 23] Folgonm ),
UC-IV Al g ol A F712] 85 Fo] o] & 7158 AR5 Al A 8kt o] F71 8 F-oll (F
Fol71Z2 16 5°) 149 o] A= A4 RS 2@Adekalar, 256 B2 =S
DA A THE S WA 7 ol whE). A 16 Foll A W3-8 DA alaL, A 52 F0]
o] & 7}sdt AR E A 144 W o] FAE T 65> 52F et ol F10mg1 ¥
23] Fol & A&S & A& DA ATHE A WAIE F=o )

[Z424]

10 mg: 28 /"

(478 3]

718871, 42(1-30°C) B3

AH-7131

AR ¥ L xS

[A1=2H

A Z A}

Pfizer Manufacturing Deutschland GmbH

Mooswaldallee 1, 79090 Freiburg, Germany

TYAk
3= 3}o AHA| of

NEEHA S5 HAZ100,5F,6F
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