R5

* 3% 20244F10 3 LaT (58 3 1)
* 202445 6 JIUGRT (46 2 i RWRESLEANAL, L L OV 22 HE)

Bpik 1 2~8C TIRAF
HHEE 247 1

2 R B

b MMEiike MIL-23p19E/ 7D—j‘)]zﬁ1$§2§ﬂ
BTHREAVY XX~ T (BzFHEz) &F

iz 1 e _ ..® : 1
i : : * I L ﬁ -F '% 3 60“mg 180mg/1.2mL | 30600AMX00142000
L5 A S A J F—MFR—Y — WA

) e A

F A BRI 7 i ) B
873999

TRl
360mg/24AmL | 30400AMX00414000

360mg/2.4mL
180mg/1.2mL

20234 2 J]
20244E11 1

Skyrizie Auto dosers

i) EE-EMEOMTEICIVENTL 2L

1 o= =
. =

1.1 KB EREOBRLELZSCREIBFICTACHRETEIE
BERERICEVT, XFICOOWTO+9 LRSS EEREDT
D - BRELOEMDS ET. FHICKDBEEOFR
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Th BEEISERT 2 5 2 2 BRAEIRATE 2 B &1 532 2
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*7.5 MEFHREICB VTR RIS b v R X< T GEE LR
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WRINFE ) B ICHERETE ()% > % X< 7'360mg % #-5- 128 K,
DRSS & LT THY) AT - 72831, 6438 [ oo Mg 5 397 i
TENZN2/5861 (3.4%) K TY0/58B1 (0%) O EBH L1k
W3 280 % v F X< THAR K O RTUERAFR0 Sz,
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F X< 71200mg % % 5-0. 4% OSSR\ HHIR N3 5-) B2 HEFR
% (VY F X< 7180mg 13 360mg % # 5- 12 1, LU 8H
BT X TS 2170 7281, 64 M O MRFENI <, Hedr
D HE (180mgX13360mg) (ZZhEh8/906] (8.9%) MK1F
479161 (4.4%) DBEITHRGITRRET 550 4> * X~ 7Hik
D SN, 6/90B1 (6.7%) K U2/9161 (2.2%) @ HEF A
PR320 Sz,

HAR NS i VEsz e, R kSR S I A R Rl ) v %
A7 YY) v Y75mg X3 150mg# 0B H. 438 H KO Zh LLRE12
SEIEIC52B E TR MG L7z 2 A, ZREN15/676 (22.4%)
Te U831/10061 (31.0%) DBEITHL) > F X< THARDRD 5
M. 10/6761 (14.9%) K O812/10061 (12.0%) O BEFI AP
FRATRD BN Tz MR R L O EIS 3L R AR AR BRI By Tt
WUVERBEE AN R E LT, VY F X7 Y ) ¥ Y150mg %0
HH, GEHROENDEI2BEGC52E E TR THS L2 A,
263/107961 (24.4%) DBEIZH ) I ¥ F X~ THUEATRD S,
150/1079%1 (13.9%) @ EBFIHRPLEITED BTz,

#15.1.2 70— VB E 2% L L ERERERRB (M16-000
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BT H5E1F) THho Tz
W ER I S xR & U7z E BRI R R B (M16-06638
EiSub-studyl) O#EH. VY F X< 7360mglk TH5-8Tld,
EPEIES 0100 N4ED 72 D O FEBIBEREH B1E 1. 261/100 N 4E (2
Bil), 180mgh Fi%5-HETIE. 0B/ 100 N4 TH - 726
R E 2R L L EN T EE MG OV R
SR BR DR S AT DGR GEBIEL 1672060, FENEFE I
1758 .5 AN%E) . V¥ v & XA THEGHICB W, BEEE F
H R N 2 B ) OFHEIE, 0.6/100 N4 (FEHEE ¢
0.5% 9/1672f1) TH -7z PEMRN COEMIES (FEEM)E
R AR OFRBEIL, OB THEShTwa 5
B (1.42/100 N4, 95% X © 1.35, 1.49) L FBRETH
572V, FEERALIE R E 0SB, 0.9/100 A4E (FEHHIA -
0.7% 12/167261) TdH -7z, —MOEEMEZTHE STV
Sl HL e i B R 8 D FE LB 1.80/100 A4 (95% IS HHIX I : 1.73
1.88) Tho72" [1.1. 8.58MH]



16. EMEHE

16.1 MABE

16.1.1 BEERS5

HANEROR A (6B 120 % > F X< 718, 9075 L < iF
300mg#% Hilal fz FH5-* L 72 & & 12200, 600, 12004 L < &
1800mg % RN G- L7z & & DV ¥ % X~ 7 OISR,
WD RSB L THIIn L 722 Y

fEEHERL NI AHI180mg (2861) X1x360mg (114%1) % Hlalfz T
BH L &) 3 2~ 7 OIiE i I e LTl
U B2 FH5- 55 B s Ml P B I 3E L72Y (AARAK
UHE AT — %)

TEHR IS AFH180mg 3 1E360mg & HLII K T %5 L 7z & & o> MfiLii i e
Hew®

50 4

] —— 180mg BT (28 )
40 4 —— 360mgET (114 41)

m#gh ) 4% X7 JTEE (ug/mL)

0 14 28 42 56 70 84 98 112

FE (B)
TR A AH 2 W T G- Lz & S OSEMEITE NS A — ¥
180mg 360mg

Cmax (ug/mL) 22.1 (45) 44.6 (39)

5.0 5.0
Trnes (day) (2.0-28.0) (2.0-14.0)
tiz (day) 27.8 (6.26) 26.2 (5.86)
AUCe 983 1730
(ug * day/mL) (50) (37)

Cmaxs AUCew @ BAMEY (CV%). Tmax : I (HPH) . tie @ JHHIEY
(G AR 7))
S TG00 & AR O iR 13360mg Td %
*16.1.2 REHRE
70— VBFHIC) Y Y F X7 7600mgE 50, 4. SR
BRNFES- L. Bl &He& ) 4> % X< 7360mek P 5- 1280, DL
ISHEME T LTRSS Lo & EABEN (% 5-8-12:8 1K)
D Cimax J& U Crrough D Iie KA D HYLAf 1345 4 156 2 1838 8ug/mL T
B HEFRREEL (3% 5-40-48381) @ 5E H RAECnax 2 U Crrougn
rhL 2 % 4 28,002 08.13ug/mLTdh - 729 (HAR AR USFE A
BT —%)0
BEME R BFIC) H Y F A 71200mg % #5250, 4. S
WCEFIRNAES- L, 5l &k Ex ) ¥ F X< 7180mg X 13360mg %
PeG 1258, DRI & L I THG- Lz & &, AL
($%5-8-1231F) D Cinax J2 U Crougn O Fie KA O 1 YLl 13 45 % 350 2
U87.7ug/mLTH Y . HEFRFREN (3 5:40-483HF) o g #RE
Comax % O Crrougn® H YLl 12 180m gt 5- T4 4 19.6 % U4 64ug/mL
TH Y. 360mgfts THK439.28009.29ug/mLTdH - 728 (HA
ABOHEAGEET— %)
*16.1.3 BEMEYBRERER
FHEMSEBIREMRAT X 0 . RFET0kgd 7 0 — Vi EH T 51
Y F AR TOEY )T T VA (CL). BHIRESAER (V)
e OSERARTE I8 (ti2) 132N 210.296L/day. 7.68L%
U21HTH - 727 RETOkgDEFEVER M I BH 0 LTI FBk
120.27L/day. 7.35LK022.6H TH o727 (HA AL OHHEAGE
BF—=%)o
*16.7 EMHAEIER
SEVERERE ) ) v F A2 7150me % KR G- L7z L 25,
17 x4 (CYPIA2), 7771 > (CYP2C9), *F A7V
— ) (CYP2C19), A F7mu—) (CYP2D6) KUY ¥V A

—3—

(CYP3A) OBEHZRIIVHFIH CHEETH-72Y, 70— VK
BB ER B SBEIC) 3 ¥ F X< 71800mg % 6 5-0. 4.
WM SEFRNIK G L2 2 A, B 724>, TVT7Y >,
FATIT— ), AP TRU— VR T YT AOREER 6
M CHMBETH 7Y JHEATFT—%),
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17.1 B3RO RLMICEET 5558
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FAERE & TE OB 7 0 — VIR E AR L Liz) o X
< 7 OEABERRD SBAT LR 2 R E L. 7T 1R,
A2 F X< 7180mg 13360mg % 81l = & 12 F %5 L 72 MER:
AR M L 720 AR FEFEMIED & L7z, S ARER
Brc) v F X< TR G &) BRI SGET 3 s iz
BRI BT By AGRBRS 238 W 0 B PR Y 95 72 T O LB Y B
HEPRE SN PEEOEGIE, TEOEBYTHY, wTh
H )V F A= T7360melED 7T L RENIX T B BB AHGE S
7z (p<0.01) 9,

[ 79k [ U X< 7360mg
SRR
I, 39.6% 51.8%°
BRI ERER A & (65/164%1) (73/14161)
o 22.0% 46.5%" 5
Nile o ga] A1)
WRSIRERH & (36/16441) (66/14141)
H AN H
e 50.0% 60.0%
HR B SR (7/14f1) (6/1081)
e g ] A 35.7% 50.0%
BB S ER & (5/1481) (5/10%1)

FEEIA X, COVID-19H# 0 Kl % % EACA 3 THiSE T 2 Bl & Ml AiA
ATE) VL AR Y F—Hi5e i THise LRubin's ruleZ JHWCHH X7z,
FEIR L 7o BRI R B A & R A X S s e,
§ZEMMET TV I Y F AT LTI EROKBKIIB W THREFEFNICE
# (p<0.01)
§ 8L EMMET TV v F AT LT T RDILEIZB W THAEIIC
% (p<0.001)
RBEETIEY Vv F X~ 7360mg % $ 5 S N7z Pk FFlx
163614361 (26.4%) \CEIWEHA RO 5, FRFEIERIZ. Lk
ARG AS163BI 9B (5.5%) TEGHBAL B 2516351 H 741
(4.3%) BAEHAS1636IH4B] (2.5%) %TdH -7

FERTTOLRAX 1 —8E

Pe 5168 DI, SR DTGB M: 0 TTHE K OB B 7 S hE~ — 7 —
DOERIZIED &, FIROBWIFV TR O N EE L, FFEMTT
DVH T FATTIZEBLLAF 2 —HEH (1200mg % HHIRAIE S
L7z, 360mgx 8T L I T#HY) #1To7,

360mgk GHET L AF 2 — (R 2 2 72 BE 0P 5-52 88 0

[ A 1 5 52 e DS P ARL BRI S 35 ) % S A L 72 B O B A 1S

20.0% (6/30%1) J21°34.5% (10/2961) THholzo T7o. 552

SERF LR PR IR A35 5 72141356 7% (17/3061) TH -7z,

Ay F X< 7360mei GHE T, )Y v F X< 71200mg IR

PEGANZE BV AF 2 — B2 2T 20335 16 (3.0%) 12

FIERAZZD SN ([ v TV, ZHHE), VU F X

< 7'1200mg % FHIRNTE G-, 360mg% Sl & & 12 FHG- s 7z

B ERF 28I FR 66 (21.4%) WCRIERZSB® SNz, FREIER

. FEGHBALALBEAS28BIFR26] (7.1%) TH o720

D 1 HPHE R D30% DL B B O/ A4 T H B A 2 7 2530%
YLERA, o b RX=—25 4 Y XIDELL T,

1:2) T HPHERE A2 8L T TR—=2AF 4 ¥ XD ELL T,
POFHIHERA I T I T TR—=2AF 4 Y XD EfLL T
[

T3) ¢ PR E ORI S & A A T 7 g TR 9 o N BLEE I I L
(Simple Endoscopic Score for Crohn's Disease [SES-CD]) #%
NR—=A T4 H550%MD (R IZBF L T 2 g
TR—=2A5 4 YDOSES-CDWADYE. N—AF 4 V95 DWAH
280 F)

(EBEXRER)
*17.1.2 EEFHFIE MBBRRFER (M16-066515%Sub-study1)

TR O B WG BRI R S 2 R e Lz v
FAXTOBARERBD SBAT LB TR EL, 77




R, VYU F A7 T7180mg XiE360mgw 8 Z L I TG L
ToAERR R M L 7z AR EERHEHE & Lz, E
AFERBTY H v F A2 THRNEES 12 X0 BRI S T
RS NI B B ARRERS2IEIE O [ R 1 7 A5
SN EOEAIZ. TEOEBITHY, VY FX<T
180mght K O°360mghE D 7 & REEIZHF 3 % B 2SWeGE X 7z
(p<0.01) ',

RRNE S AL e
77X 180mg 360mg
Adapted Mayo A2 AREER]
TAHES < BRERIY 25 1% 40.2%° 37.6%"
I (46/183f1) (72/179%1) (70/186f1)
EE N il

25.0% 38.9% 53.3%

(8/32f1) (11/2801) (16/30%1)

R

FEREIAE. COVID-19XUd ™7 7 5 4 F &38%8i% 20 5 50 IS c B
IR EGA IR IS X B KA 2 TACALTHISES 2 BLE 2 HLAAA T
YL AR YT —HisedETHiSE LRubin's rule® W CHII S iz, EHRL
TR E B EE R E A & S AR X D B S e,
§LEMRETTIH Uy F AT LTI RORKIIB W CTHAFENICH
& (p<0.001)
§ §ZMMMBT T v F A7 7L 7T ROEIZB W THEAIIC
A (p<0.01)
MEFR RO BRI ST C OB E R O A MRS, #5528 K12
Adapted Mayo A I 712 & 2 FRIRI SR 2 20 L 72 8B o )
AR TRITR L,

e e VHYFAT | VHF I FATT
77 R 180mg 360mg
Adapted Mayo A= MEFFIREE BRI 5 C B i)
TIZHD < R 39.6% 70.2% 50.0%
FEfRE R A (21/53%1) (31/441) (20/40%1)
MEPFRETL BRAGIG  CO IR R (R ™
19.5% 29.9% 34.5%
(25/128/1) (40/134%1) (50/145%1)

FEREIA L. COVID-19X10x ™ 7 5 4 F L3g#Bia 20t 5 JH 0B
W BUA IR A & B KM% 2 ERAECTHST 2 BUEAMARATE
YLV AR YT —Hise i THiSE LRubin's rulex W TR Sz, #EKL
7R VB B A & SEIl A X 0 SR S e

BEVEFEM R DS B, VI v F X< 7180mghE T193651H 36651
(18.7%). V¥ ¥ & X< 7360mghET19561H34%1 (17.4%) (ZEITE
HArBo o, ERalfel 2%LE) &, V¥ F X< 7180mg
FECITEE M RIG 2505661 (3.1%) . FEGHEBALALBED B (2.1%).
V42 F A= 7 360mghE TIEBIEHN %861 (4.1%) TH-o72,
FERTTOLAX 1 —EE

HERRRE B O P G- 160 R DL e R O TG B P BN S S35 DN
BB IE D &, BIROWMEGARD S N7 BErE 1L, FEEM
TTOVH L F XTI L DL AF 21— (1200mg % EHIR A%
L L7, 360mgx 3BT LI T#H4G) 17720 VAF2—ih
WxZT R ED ) B, $5528FF D Adapted Mayo AT 712
X 2 R TERRT T O RIS 2 3 L 728316 % LT IR,

VY rFAT VHUFRART
180mg 360mg
Adapted Mayo 2 27 123:5¢ 20.7% 25.0%
T AR P i 32 ) £ (6/29%1) (11/44%1)
Adapted Mayo A 371235 < 55.2% 52.3%
R IR R s A (16/291) (23/44%1)

Y VARV Mg o TRl zfise L, #ERsEa 2 H L7z,
YA F X3 71200mg RN G-I & B L AR 2 — im0
ToRERE I, 178BIH 2160 (11.8%) ICEIEH RO Sh, F
EIER CBILLE) &, WSR3 (1.7%) . FESEL
SOt i RIEE L R A E N En2f (1.1%) THh -7z,

TED - R=ZAF4 U528, » bk 30%LL LT, 2ol 7
A 27 H1LL T I MAE S 7 2 2 7 OFEHEATLLT
W2) CPHENES T A I TSI T TR =254 Vel v, My

T AT H0. P ONBREHT RS 7 A 3 7 LT TH i E o i

A2\

HMEFRE B AARE & T Adapted Mayo A 2 712360 & iR 19 %57 %

FERC L 72 LR U 20 20 o 7o B

E3) -

18. ERhEIE

18.1 1ERHERF
VY EFATTIE. A vy —a4 x>y (IL) -23123 5L Mb
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