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F) ER-EMEOMSFZBICEIVHEHRT S & BRESRATA 2023464
1, =& Wi * AR =K TE100mg |+ > A —F FiE100mg
1.1 ARUZER. BMESOBREESCRRC 2 T A b P275— LR
TEBEEMERICSVT., FFICDOVNTDT7H 505 & & REEL
REDBEICTHRBAGE - BRZHDOEMDD ET, FHIC (AR #91.0~1.3
FHBBEOERMENGEMEZ LOS SHIENSBEDHIC X9 5 L)

FERTR &, FEITRBPEDY R T ZIBXE E 2 OTHEMED
HY. FIEROBREEZET 3EETRERZETELTE
DUREMEN' H B, Fle. AEIEDEEMRIFEASHTIFELDY,
BHEZORRENMREINTVS, BEMIBICKIIS. &F|
NERESTTATERERITEVWT LB, FRIOBEMMER
UlekkitZBE(ICT55HBAL. BENEBE U EZRAL
fcetTaBEZRIBT S & [2.1. 2.20 8.1, 8.2, 8.6,
9.1.1. 9.1.2, 11.1.1, 15.1.2&H]

1.2 EFERRIE
DAILAR, HiE. EEFICLDERBRPENHESNTL
. THRBRBEITSRERPEDREISERL. &F
BRE5EICRPEOBIR FERD S ShNIBSICE. EP
NCEIEISERFIT DL OBEZEET DI &, [2.1. 8.1
9.1.1. 11.1.188]

1.3 AR DBEZRIET BRIIC. A7 04 RRIFREREHF
DERZTAICHERIT S L. [5.8F]

2. 22 (ROFBHICIFBES LBV E)

21 BELBRPEORE EREELSEIBENNHS.]
[1.1. 1.2, 8.1, 9.1.1, 11.1.18MK]

22 EHEREKOBRE EREELIEE2BZANH 5]
[1.1. 8.2, 9.1.2%ME]

2.3 RADEST I LBEREOBEIRED & 5 BE

3. #R - MR
3.1 48Rk
i # ¥ R—R RiE100mg| + > A — K FiE100mg
- RO ET LA SO
RS 19Uy9¢EUT177@h?ﬁmm
00mg
JIUBF U LKA 2.35mg
. KT T U 0.385mg
FIAL gy 8.77mg
AR VILR—H80 0.30mg
RENEF ¥ == ZANL AV —IEfMlaE AW T#Esh 5,
3.2 WHIDTER
s % ¥ AR —R FiE100mg| # > A — f Fi¥100mg
- A—b AV sy — Yy
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R - AP DEAICILEE R 29 5 GEHA)
pH 5.0~6.0

4. FEEXIFZHR
thEED SEEDEEEAGROMIERE EFaETHRIT2
BIBSICRS)

5. FEENIIRIRICEDET DFE
BEOBEICBWT., tOEWEE (RTuA R, 7HFE 7
V) FIKAHEUREERTo L. RBIGERT 25 » 7k
BERERDSESIBEICRET A2 L. [1.380E]

6. FiERUAE
IVFRYT CGBEFHEERZ) SAMEMERNANIC X 2 M ARERT
BB, S, EHE, RACIZIVF AT GEETHEIERL) &L
T1E200mg % 43R TR %59 %,

7. BERUHBZEICEEYT 3FR

7.0 BENC X BHERBERICHREIEIE L. IV F AT (BT
%) BRI RAIBEREGIC & D IBENRESEB S NEEIC
3. 3EEHREOGEB D SARFOBRE 2HET A2 & (RIRE
BRICBUAABERCHARIR. IVFAYT (BETHEZ) &
BT OBTRXEZZBIT A &), . FEIC K 5
BIERICHOENET LB EICiE. thoBBEEA0E 2 %
ERTHI &, MRBEERO2RIBUEOMRBIIRIC. I UF
A< 7 GEfnTHfLz) SEEFEAL2EE LIZIBA0REE R
CBE R % 59 2 B ARER T FER L TR,

7.2 IYFXYT (GBETHELZ) 200mgZzH59 572010, K
Al2ARZFERICERET 52 &

7.3 AH LAY BAIE Y X A+ F—Y (JAK) FHEHE OB
FIZOWTRE2W R OEMEIIHEY L T WO THAZE T 5
Z&,

8. ERREFIER

8.1 FAlZ. BRDV RV 2RSS ELARESFH S, TDID
AEOHRSICEEL TR, T+ %BEZTV. BIYEOREPEER
ICERT 2 2 & BIYEOBIERXITERD S 6 b/ HEITIE
HOPICHYRICERT 5 LD BFERET L&, [1.1. 1.2,
2.1, 9.1.1, 11.1.1%H]

8.2 KA GIZFEIL » TRBICH T 5+ L BIRS R U ER X i
WA 4> =7 x0ry ERERBE Y NV 7 ) v RIGHRE
2TV, BEMFCTRESE 2175 JLICKD . BEROFE
ZHERT B . Tio KARRED D, METXEIRES O] %
A & AT D & ER ORI T TER L. Hi e 5
SRR (Rl 9 2%, REBED. HEE) PRALCBEICTHE
RPICHERICHEBRT S LS BHICEET L, B, BEO
HHEPHER SN GEERORREEEL. ARZHRE LZ
WwZ&, [1.1, 2.2, 9.1.28H]



83TV FUEBICLIBRPERTDO) AV EBETE RV
O, AR SHIIET VF U EEETDRVWT &,

8.4 D EMBAI IIJAKHER 2 5 EE T 2154 1L REYYE D BU%
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REZ+DICBET S &, ARBEEGHICALT EFXIZAST L
AFROoN, FRNCHEET 2 HRESERDNIGEE. AFO
K5x2hiET 5 &,

8.6 MRRRERICH WL THE R KB OBEIEE ORI HE S
NTWV3, KAEORREEZIZAEETII R WA, EEEEORKIR
IIFEET A2 &, [1.1. 15.1.2%0]
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Hb. HEGBRENRE LLBESIE, BYENFaY ba—)L

1.2, 2.1, 81, 11.1.1
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14. BALDZER

14.1 ZFBGSHIOES

14.1.1 2 5300R1IWEES, S IO L. EStHEZEIT. =R
WWRLTHLZ &

1412 BERICEYPEErRD SN LW &2 BHRICK DHER
T2IE, BORPERYPROONSBRRIFEH LAV &,

14.2 FRIRSHOIER
BERIIUTORZERET ST &,

< FESTERGIIE. REER. RBEERIE BRERE 9 5. F—@ERTA DK
LERZITbBWI o £/ BEPBUIBREAL. 5. 3R, &
P B BEALIIIEH L &

cBEFERICHRETE a5/, WTHRARD B2 ICRS
U, DERZ0REHZEAE UTAERRTRET 5 &

15. ZDfthDER

15.1 ERIRERICE D 158

15.1.1 3V F X7 %125 ABKES S EBERBREEZED S
5, 23.3% (88/378f1) TIVFA~ T T HHENEES
h, 20>5593.2% (82/88fl) EHHIFUATH 7. HEAARE
FTIE 53.2% (25/4761) TIVF X< T 2HAEDVELE
SN, £0>5592.0% (23/2561) BHMFUEATH 70 LI
F R THUME D LF IO IRERIRIET T S MRS 5
Nizo HL3 ) F A7 THAROFBURG & BBOE IS HEEOH
FEREOMICHBEZEEIIED NG 27z, FIIVFATT
FUADBEE 2o BE TR, MEFR IV F A TRESET
U I6BRVESE T AT H %,

15.1.2 BEM KRB REE 2R E L-ERLFRERAE (BI1HE
KOEINMERE) OHFERITOBE (BIE:144206]. REREH
[:2250.9 ANF) . RAREHOBIEEE OFILRIX0.7/100 AFE

(FHREIE:1.1%. 16/14426]) TH>7-o KARGHOEMLE
BOFRBRRIL, HEERGRBEE TRESN TV HELEE O3
HHE (0.33~1.34/100AF) OHEANTDH 722 I, KEKE
HOIBEEEEROFHRIZ0.2/100AF (FHEIHF:0.3%. 4
/14426) TH o 7z. REIRSHOIEBEERERBOFKHRII,
BEERGRAEECHRESN TV SIERAHEREEOFRIE

(0.28~0.33/100 %) LRBETH 73 4, [1.1, 8.6%
]

16. E4EhRE

16.1 MGBE

16.1.1 HEHRS
HAAROSHEMBRRA (%361) 12A#I200mg % BEE TG L& &, Mgt 3
U R TR 3 ARICREIMEEICE Lz, 11 OMEERIICET Lk,
AUC0- B UCmax® E{ATPHME (CV%) 13, 2h2h210ug - day/mL (29%) KU
11.8ug/mL (39%) ThH 725, ARIOEMEBIIMETH Y AHI120~250mgH
RIS R 2 R SRR R RS U7 & & RS RILF RIS il LT L
726,



14 1 —o— 200 mg KTFHEY

Y % Xv 7¥EE (ug/mL)
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B1) fEERARAICAA200mg 2 BIEIR 5 L7z & SO MiEH ) F X< 7 REHE
(F9E£SD. 661:HAARUSHEAE3H)

F) IUFAVTOERE NI BRI HEMAI300mg 2 438 & & ICEIRMR
5%, AHI200mgz 4B LI TFHRETH 5.

16.1.2 R85
REMEMB R L. BRAROHEANBSEERBREE (12161% 0 1008%41)
12, KA HEROCARBICHE > THRE L&, MIEP I ) F < 7THRE IR TS5
IEESEBE TICERRBICE L7z, AR ZABETLICETRE L& &, HELRER
WEROSN Loz, HRABBEKRBREE (1216]) IKBUI53IVFXTT0
AUC ¢ ssS% U Crnax,ss D H{AFHME (CV%) 13ZN2Nn205ug - day/mL (43%) KU
12.4pg/mL (36%) LiEE SN0,

16.2 IRUY
IVFAYTRETHRE#2~3H CREEEIGEL 7z, BEFREMBEETLD. &
KEINA FTRAFTEY T 1 138944% LHEE SN Tzo LN EEIOBE NI K 2EKF O
TR D FARE 72 ISR SN 7a 2 126,

16.3 9
BEFENBHEBFETLD, IVFATTEREG L L EOFHBMII48LEHEES I
720,

16.4 {3
IVFAT T, b MUIgGAE ) 7u—F ik Th B Lh 5. ARMEREZ 0T
Y v ERBCERRICE DESTFRTF RRO7 I BICR#Sh 3 LRI,

16.5 HEtt
FHEFSEMBIERIT LD, 2527 75> Z2130.02290L/hrTH 0 | 54 HH13599.3
HEfEE N, 7V 75 ARARICEST—ETH 579,

17. ERPRREIE

17.1 EMERCREMEICEIT D55

17.1.1 EFHEESIMEEER (AMBGHERHHIFEE)
FRESED & BIEOEB SRR B E 20 RE Lz IV F 27 7 SRR O &
REARBRZRT Lz BE 2 MR E U WATRER B 2 20 U 7. B ARET
IVFATTORERZV CHENEE 22 L HEE 2 BIERICH VAT, KA
200mgXid 75 ¥R % 4EMEE TR NS Uz mIT TR RERS446] (HARANT72
BlE&EL) IKBVT, 408 (BREARBTORSHK 2 &0 5 L52) B CHIE
REARED B 5 N HBREOHEIER]L) DLBDTHo77,

EL) PHMEEEY 723702 DEBEARBONR—2T A Y H5D1K A~ MLk

DOETR. POEBHEMY 72370, 2ONKREHRRT 7237031 (Fgkz

B<)
#1) 40JAR I CHEIRNERARD o N - f8E Odl G
6 PR B (%) E2) TIREDE
(95%(FHAX H)
AF|200mg 77K piE
23.2
BB 1000 A (152312
(49.9) (25.1) <0.00113). )
23/47 7/25 16.2
HANK (48.9) (28.0) (-6.8,39.2)
mIT AT A

¥2) REF—21E ) Y VAR ¥ —& LT
#3) EAMENRAREOEE, ERBEARBN—ZF714 Y TORT UL FOFRHAE.
i (R, BN Z Oft) . BLARSEAGKER 1 258 B 0O BR PR R O 5 1% 8 AR
¥ & L7zCochran-Mantel-Haenszel##E
H4) HREUKERHI0.05
EREHICBI2EEER, EELAEHR, RBEERSHILICE S LEEHRORB
BEEIREK2) OLBYTH oz, EREINERIIARIB3SMFICB VT, EHHAIESR
4.1% (16f). FEHEMAIRIE2.6% (106]). FEHEAALHE2.1% (8Fl) TH -7

K2) AEFROFBE

AHI200mg TR
(N=389) (N=192)
64.5% 68.8%
HEER (25141) (13261)
3.3% 7.8%
=24
EREHERR (13) (154)
ARSIk E S 2 1.5% 8.3%
HERR (641) (16f)
18. FERHEIR
18.1 {ERKERF

IVFAT TR, Hif vy —uafF (IL) -23k MEIgG4E/ 7 u—FLHATH
0. B FL-230pl9Y 71 =y MIELHMIEEREETHE L, IL-23%8&k L OH
BRI Z2HET 5, thDIL-127 7 3 =X 2 N— (IL-12, IL-27%TIL-35) LOXK
ZERIGHEZFED 5N TRV,
18.2 ZEIE{EAH

7 ZABEHICBVLT, 3YF XT3 ML-23K U ML-2880IC & BIL-175
ARMFI L. £/, & MRMMEZRRICB LT, 3 Y FXT7IEHe FCD3%ifk,
fie FCD28HiAK U ML-23%I#IC & BIL-178E4 % M L 79,

19. B ICET B IBEXEMFR

—fRIBFR I U F AT (GBETHEZ) [Mirikizumab (Genetical
Recombination)] [JAN]

ES B3 F AT, BEFHBEZE MEE Ju—FUHETHD, TR
e b vy —ufFr-23a (pl9) FAEOHEMERER, e b7V —24
T =7k MgGADER P 5% %, H# D223, 229% U230%H
D7 I BEEE. FhEhPro. AlakUAlalicBfshTE . CRi
DLYsIRESN TS, IVFAITE, Fr A =—ANLAY —FIR
Ml K VEASNS, IVFATTE, MIEOT I BEEPS 45
HSH (y48H) 2AROI4EDT I ) BEEP S HL8 (k3H) 2ATHE
RESN2HEY 08 (53 FE:HK147,000) TH5S.

20. IRV EDEFR

20.1 ARNGERRE T 2BELFH S0, HRBERNIIVE, SO T &,

202 HiERRT A C Lo WS LCHBRBERA LW &,

20.3 HIEED 5 H L 7% 1330CE @A R WFFTCRE L. 2BBMMICERT S 2 &
204 ML<IRES LkwnwT &,

20.5 LR OREFESRM 2 S HVWHAIIERET S &,
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R A 7 EHEE 2 HRED b EWYICERT S L.
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*5) HANER: BAAROHEANERERAZ MR E Lz 3 ¥ X7 7 OEHERER (202343
H27HZA&GE, CTD2.7.2.2.1.1.2)

*6) HWEER: IV F X~ 7 OREFSEY BT (20233 H27H%&ZE. CTD2.7.2.3)

*7) HENER: BEERBREE 2R E U EEHRESIIERER (AMBGRE: MR
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*8) WKL I F X7 7T OFEMRER (20233 H27HAFE. CTD2.6.2)
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