% % 2025F9H AT (554hR)

% 20255 A %ET (E3h) NEMESE BAEEERIEES
et s o YXZAFF—t (JAK) F7IFEVAZSHK1E (ACVR1) FEEH 874291
BE | SRR EXOF = JEEIEKIIEE
* + ERHARE : 240 B (14%88)H) - —
ALSivS100
h mg
L] |
]
ALDSiYI5150ng
o |
]
ALSiYS5200ng
al -
Omjjardtablets
FRHEIXS -
LU
W E T 100mg 150mg 200mg
) BE-EMEONES ERBES |30600AMX00155|30600AMX00156| 30600AMX00157
X D FHT A& BR5SRAta 202458 H
f— SHRER (3R
== SEEIRIEEE

SZRIBTHT Lo

—_

1.1 RED 5. RIRICTOWETE 3 EEMS
T. EMSEEUEEOEEICKH L TH005H - Bz
EEDD ET. FHDESHE) & HIEENBEFICDONT
DHEETBI &, Fic. BEFABICTKEIIS. BEXNEZD
RIRCEMERVBEREZT2ICHIAL. ARZETHSK

lc&BL

2 ARIDIREICKY . EEGHEMERED A )LD BRI
FNRRL. ECICESLEFNBRESNTNZ I EN S,
TRIFERRETIBERPEDRIEICERT S & (8.2,
8.3, 9.1.1-9.1.3. 11.1.18H]

2. BR (w@%%k@k%bnu;t)
AEID 125t UBBE DB ER O & 5 &
3. #ARK - MR
3.1 #HA%
B4 F LY v THE T LT vTHE F LT v THE
100mg 150mg 200mg
15+ 188+ 18E
EXTF=T EXUF=T EXUF=T
R SIS EREIEIKAY RIS
121.94mg (€ #|182.91mg (€ £|243.88mg (€ X
UF=—J&lLTluF_TJE&LTCEF=TELT
100mg) 150mg) 200mg)
WETEBEIOYL, BELa—A, K. 7
YT A=)V MY T L, BEEKT AR, A
WAl |77V VBT AL, KU EZILTILT— )L (R
A . <70 T—)L4000. BEF S . F L
7, BEZ"BES KO ="k

3.2 ERFIDMEIR

i 4 FLY v THE | FLTVXTEE | ALV Y T
- 100mg 150mg 200mg
AIE - MR [BEOT A VAT —TF 4V THE
#HAlT—F M 100 M 150 M 200
*
(&% ER
XRE) 408 omm #911.1x10.7mm|%915.7 X 7.5mm
= 150 200
e R —
(B) %4 7mm £94.9mm #95.5mm
HE 312mg 468mg 624mg

7.3 KBRS

MRER [IZNRICEHET BiFR

51 ERHBICHAANSNTZBED ) A7 5, BREOKES

KOEMOREEICONT, [17. BREAE] OBEONE %= 2H
U RAIOFEZE R O Reh 20 @ Lz BT, EISEE
DEREITO T & T, JAKIBEFANC X 210BEDZWEE
ANOBEIZOVTIE, MOBEROEMIC OV THEEICHRET

5T &, [17.1.1, 17.1.2%&]

5.2 WML E 2T\ BHRHEE C 2 S Nz BEICE
AiaZ&,

6. FRiENURE

BE. RAICIEEATF=7ELT200mg% | BIEROHST
%, B, BEOREICK D EEHET 5.

7. BERURHEICEEY 3FR
7.1 fhOFEEBER & OMFAICOVT, AR UL LM IIHE

LTV,

7.2 EEOHEEERSE (Child-Pughf#C) 269 2BEIIRET

%15
i)

a3, RAENS0mgzhtAEE 95 &0 [9.3.1, 16.6.2%
DEWEFRAPHEA LB EITIE. TRE2SEIC,
2&%‘ % PRFE iﬁi’é’é Lo BEMERIC L 2 EER. ABEN

BOHLN, TARMEIRD 5NEVEHEEIE, S0mgd DEET

%) ENTE D,
AlfEH TR LB
M MREA 125,000/mmPlE |S0mglEZ2EET 5.
50,000/mm*ki#  [100mg#% 5 B 0 15 & 1< 1%

(AR A% 5 B tEET O
/MR % A100,000/
mm*LL_EDFE

50,000/mm*EL EiC[EET 5
FTCREEERT 5. KER
ICERY 25HE1213, 100mg
’C@Ffﬁ?‘éo

N—=2ZF 4 > ¥1¥50,000/
mm3l_EICEET 5 E THRE
RERT D, RERICHKT
HEEICE. KERIORED
550mgiEE T 5%,

25,000/mm> i

IFHRERIEA 1500/ mmeR i 750/mmll_EIcEET AT
REET 2, KERICHBRT 2
HBEIIE. KEFIOHED S
S0mgiEET 5",

JEMR 2| 7L — R3LE® | 7L —RFIDTXIER—25

HEBR A ICEET B E TRET

%o IKEMRICHMT 2881
3. RERTO AR 550mg

HET 5%,

F1) RERTOREA100mgDHE121E100mg THET 5
##2) NCI-CTCAE Version 5.01C¥ U %



8. EERBEARNIER

8.1 IM/MRBIAME. B, HHIKBEDEEPHE-DNE VD
5 DT, KAIOKERIGHT, K UHSILEHRIC MK RE
(MEREEE. AmMIRTESE) 21752 & [11.1.258]

8.2 HEMIHIERICK Y., ME. HE. VA VAXIIRRIZL SR
FUEL B RERPREBUIEE S 2 DB 2. FFRTA LA,
EZEPEERIT 2B ENDPH 5D T, KERSITHEIL > T
RKIAIVA, EEFEOBRROEEZIER L. KAIORSHIGATIC
B ZNEDOEELZERT 5 Lo RARGHIIRIVEDFKIH N
FEEICHAERT S22, (1.2, 9.1.1-9.1.3, 11.1.15H]

8.3 WIREENHODONBHZ ENHZDT. KAIDHKSHIRRETIC,
BEIOH L CHRREZOMEERICOVWTHAL. BREFR
SNTH/EITITEDPITEE L, B ZLEZ RS L SEER
TBHI &, [1.20 9.1.2, 11.1.12H]

8.4 HEREEEENH 5 LN 2 I ENHHD T, KRAIDKRGHIGHT.
FOBREHIXERNICIREREZITS Z Lo [11.1.350H]

9. BEDESEEITHEEICHT IR

9.1 SHIE - BIEEEDH D EE

9.1.1 BXDHRLEE (FICHKOBEEDH S EENTIWEL
v N Y HERGBBFIRD$H 5 E8)
EEEESLSE2BENFH 5. [1.2, 8.2, 11.1.12MH]

9.1.2 REiE (BRMAE. BB, DA ILARRE) Z&HULTWDE
=
GEIGERIC K VREBEZELSE BTN b2, HEEE
DBYEZ R L TV A BEIIBERRBR TR STV S,
[1.2. 8.2, 8.3. 11.1.1=H8]

9.1.3 BRIFFR DA ILAF + U7 DEEXNIFHBsHIRIEEHN DHBC
IEE UL IFHBsHAB D ESE
BEIFF R ANV ADOBIEEILICE AR S bNEZBENLH
%o BB REENIBHF AT AL AF Y ) 7 OEEILE
RREBECIIBRAESNTWS, [1.2, 8.2, 11.1.12E]

9.3 FikEEEE RS

9.3.1 EEDIFHEEREZE (Child-Pughs$8C) B&
AEIOFBHAEZEET AL EBHIC, BEORELZ XIVEEICEH
ZL., BMEROFEBRIC+IERT 52 L. ARlOMTEEY LR
L. BWEAD» B HOobNEBENTH D, (7.2, 16.6.2%8]

9.4 &£IEEEZR T BE
RS HATREME D B 5 EI2I1Z. RAIR S T RS54 1E
R B W CE S 2 0B N OB Y] 22 B R IC O W T BB %
Z &, [9.550E]

9.5 TR
RS IEIR L C WA RTREE O H 2 4113, QB oA %
MEkEEE EE S EHE SN AIEAICOARET B &, B
EE (Sv FROYYF) BV, BRAEEE (AUC) O
23f& (T v b)) ROKL.2E (79 F) oks5T. ME. Bt
T, REAERD. BEE, BLEESFRAD 6N, £z,
HDOJAKEER OBMERICB W TEFEEIRE SN TV 5,
[9.4208]

9.6 B7LIF
BALRVWIENEF L, & NTFAOBITIEARHETH 2
. BWER (v ) BV, HRAM» SIAKTET
OROFEICED ., HRBEEE (AUC) 04.2(504E%10HE

ICBIABEMOBERBOKRES T, HAERDEFERED, (AE
BAOEDPRD SNz,
9.7 INR

NREFE 2R E U7 BRRHEBNII R L Tz,

10. #EE{EA
FANIEICCYPIAAICE W RBEN D, o0 FANIAERKT =
F VEEA Y XTF R (OATP) 1BI/IB3OEETH Y. i
fitE s > 7¢2 (BCRP) OMHEEMAZTT .

10.2 HAER (HRAISERTSIL)

HANZE ERARER - 1B | BT - faERT
OATPIBI/IB3EE [ AFIORBIERHORE|IC W 65 O FEF O
#l WHEBmIN 5B Z|/OATPIBI/1B3ME

U ARY v NHAH0T. BE|EFEHICLD. &
TEFEL - NOREZEEICEE FoMmMPEED L
F LA L. BWEFAORRIC|AT AHEEDH
[16.7.12] +AERITHE, |5

HHIZE AR - B A E| BF - BRRT
BOCYP3AFER | AFOEMEIEEE| NS DEFED
ANNTEE Y THBENDDH 5D |CYPIAFEEHIC
T )NLEY =)L | T, BEOWREZE LV, KA O+
T b A V& BICBEET A, (BENMETRIT 50
vt14 34 bMFY BEENDH S,

Y7 (St. John’s
Wort., > b+ V3
— X - TJ—1F) &
HEM

[16.7.1%H8]

7a bRy THEHE

ZNno OEHAN &

Al %EWpHD LRI
FRT5I =)L X0 RBNDBRE
SIS —) BETL. KFHD
SRT 5V — L& MmeEESERNY

[16.7.228] BHATREED D 5o

BCRPOEE & 72 5|2 N & OFEAIOEIE|AFK OBCRPHE

Al RORBPEBRSAWERICELD., Th
O ANZAY F N BBEABHAHDT| S DOEE| O It
2N BEORELZEEIC|ENS LRI 508
IV ANLT 7 EBEL, BIEROR |ESH 5.

DIVE Bic+9EET A

[16.7.32] b

1. 8EA

WOBWERD HHbNBIENHHOT, BELZHFITTH., BE
MEROONTIGEIIREZH 1T 572 S#MUZMBZITS 2 &,
1.1 EXZEIEA
1.1.1 BEEE (2.3%)

EHELMBEE XY A IV AEORBRGESE S RBIIELT 52
EBHD, FECICE S EFIPHESN TV S, KAFESF K
UG/ THRIZEZEDREZ +HICBET 22 &, [1.2, 8.2,
8.3, 9.1.1-9.1.3%H]
11.1.2 SBEMH

M/MERAME (18.3%) &I (5.8%) . HFFREREADEE (4.7%)
ENHOONEEDDH B, [8. 1]
11.1.3 FFEEEREE (6.4%)

[8.4%:H8]
11.1.4 EEMEMESR (HERH)
11.2 ZDtDEIER

10%2LE [ 1%DIE~10%0 | 1%
KRB L ORERE Y4 I UBIRZ
BEE . FEIE O £
R RIEE WV, EEE. RKE
=2 —a/SF—
BB XURsESE \EETED F WV
ARpEE FHR
MmEREE {RIME. L I fiE
MEGER. MERs KO Iz Ik
it P P
. ED Tl M. TR
BlkEE (R
HEERB LS VUfikE . BEETRE
FRkEE
—f% - 2HEEBX W HIRE FEEL
UBSHMLORE
BE. FEs LU 5
[Ex=giignd
*| K B X OR AR Rz
PEE

14. BRALDEFER

14.1 ERRMAFOER

14.1.1 BLK2 BT 2720, LEFIZES LR NVEEROE E
BEICRMT B &,

14.1.2 @R %2 BT 2720, LIRAIZRE LI TORBICTRE
L. HHOEE., BT 5L BEIIEET S &,



15. ZDODFR

15.1 BRERERICE D < 15ER

15.1.1 R ICB W T, FEEEIRIMEEE. MZERLE. PIRImE
fE. BEARIRES OBIRIMBRERENRD 5 N7,

15.1.2 DIMEREFROIVRAIVANFA2EFI 2EEH) Vv FEBEE
WHRELUFJAKBEER N7 7 ¥ F =77 T U BIEO I R
BoME, TEMEEE THAEELLOMERESR (Major
Adverse Cardiovascular Events : MACE) KUEMEE (JE
HEEREELR) ORERICOVLT, TNFHESIBHICNT S
NP —RH (95%EEXRE) 1ZFn+11.33 (0.91, 1.94) KO
1.48 (1.04, 2.09) TH V. BSWEFEXE ERITFOFHREL T
IS —T 1.8 #iBA. TNFHEEAIBIIMNT 2IEL AW
HSNED->/l EPRESNTWVWS, F7-. KEITHEKRRS
ICBVWTDIMERER, EHEEORREIPROSNT VD,

15.2 FEBREREERICE D < BHR

15.2.1 A XOREBRSEEREBRICB VT, BREEE (AUC)
D2.9BFDOHETHE NHNBEOREHEDEMASRD Sz,

15.2.2 v FOREHEBERBICBVL T, HEARKBEER
(Cmax) DORFEZEOHE THRBHIZEZERENIRD 5Nz,

15.2.3 v FOBAFEMERERICBWT, BRIEZE (AUC) D38(E
OFSTRERMR (5157« veiifa) BREOEMASTRD SN,

15.2.4 S v MIZBWT, fETEKREEZE (AUC) OR43EZDOH
57T, ZHBEET.. BHE - BRE EAEEOED. BHEHED.
BEFHEE ISR 5Nz,

16. EYIENRE

16.1 MoEE

16.1.1 BOligs
HA AR A L4612 E A 0 F = 7200mg % BERE OIS L BOE A 0
FoTROEBEFEENREY (M2]) QMBS A — & KO MEEFEY)
BEHEEZER] RIKOR2AIRT .

F1 BFRAERRAICEXOFZ7200mgZE ROHRORS LIBRDOE X
OF Z O RUMIOEYEHENS X —5

. e o EXTF =T M21

RAIE/ 25 = (1451) (1480)
Cmax (ng/mL) &) 958.3 (29.3) 626.4 (40.9)
Tmax (h) # 3.00 (0.50, 4.00) 4.00 (1.00, 8.00)
tiz (h) #Y 4.83 (33.27) 5.65 (31.42)
AUCins (ng -h/mL) #V 7321.8 (44.0) 6305.3 (36.3)

ED) EAPE (RERE%)
E2) hRfE (RIME. FAfE)

10000
Japanese --W--
1000

Caucasian -

Plasma Concentration (ng/mL)

0.1
0123456 8 12 24

Time (hr)

H1 BFEABRRRAICEXAOFZJ200mgZEORORS LIFDOEX
OF =7 OMEFREER : AR —)L (HIELEERE)

36

o
Is]
o

1000
Japanese --W--

o
o

Caucasian |l

1 1

0.1

Plasma Concentration (ng/mL)
>

0.1
0123456 8 12 36 48

24

Time (hr)

X2 BARABRRAICEXAOFZJ200mgZEERORS L ZEDOM21
DIMERFREHR : AT —IL (THIEHRERE)

16.1.2 RiERS
BEEERE ICE A 0F = 7200mg % | B 1 EREOES U7 O E R RE
(2HEB) 1ZBIBEATF =T RUOMADENERE ST X — & KO MmEEH
BEHEE R RBRUOR4IRT HEAT—%),

2 NBEADOBBRMERE ICEXAODF ZJ200mgZ1H1EROEZS L
EROESRE 2BB) [CBIF3EXOF=TRUM2IOEYENEE
INSX—5

HMFREIST A —F e EAUF=T M21
Cmax (ng/mL) *V 20 388.2 (61.4) 362.4 (53.1)
Tmax (h) 20 1.75 (0.50, 9.17)[3.00 (1.00, 9.17)
t2 (h) #D 198 5.63 (39.9) 7.72 (45.3)
AUCeu (ng-h/mL) * 19 2613.0 (60.4) | 3713.6 (39.0)

D) EAPEE (LERE%)
E2) hRME (R/IME. BAE)
3) M21 : 186

1000.0 1000.0

100.0 100.0

10.0 10.0

Concentration (ng/mL)

0.1 0.1

0051152 3 4 5 6 12 24
Hour Since Previous Dose at Week 2

B3 SEADERIREESEICEXOF = J200mgZzREROKZS LI
BFD2BIFDE X OF = J DMEFREHER - AR T—IL (T
{E+1R%ERZE)

1000 1000

100 100

Concentration (ng/mL)

0051152 3 4 5 6 12 24
Hour Since Previous Dose at Week 2

H4 SEADEEHHMEESEICEXDF =7 200mgZRIEROIES LD
2BRFOM2DIMERIREET | MRS —IL (FIHELRERS)

16.2 ORUR

16.2.1 BEDHE
TR AL E A T F = 7200mg % BEFE %S Lz, ZEERS
g 2OBMBHERBERVOBRHERBREICBYS2EATF =T
OCmax X PAUCHDE/N_FHRAFHEOLIZ. Zh2nO1.38K%
1.16 LIC@1.28%T1.28TH D M21DOCmaxk CAUCKD FH/N_F
BAFEEOIZ. ZnZENO1.19% 01,04, HEN2@0.812%00.936T
otz HEAT—%).

16.3 9%
EATFZTROMIOMEES VRV EEERIE, & MR TEAZN
1928 U'14.6%TdH -7z (in vitro).

16.4 X3
EXTF =T IEEICCYPIA4IC KD RF# s, CYP3A., CYP2CS.
CYP2C9. CYP2CI9OKU'CYPIA2IZ X A R#EDOBICT VT NEB{LEES
& BARBERTCMADERENS (in vitro) . BEFEAHNIT“CIE L
7o EATF=7200mg % BHEREOHRS U2, MEEHICIdFICM21I R UFR
BALES B S Nz (MEPRRETEEDAUCHIIKT T 2 &I &1, T2
N64.2K%07.3%) HEAT—%),

16.5 HEtt
R AOBICUCIE# L 72 E X 0 F = 7200mg & HEREO# G U7 k.
HETHED69. 3% S HE I, 27. 5% SRAFICHE S h iz, F72. METRED
12.7%7M21 & LT\ 12.6% D RE bR E LTHEFIT, METREDLL.5%A
M21& LT, 0.6% B RE LA E LTRFAICHRES N SHEAT—%),

16.6 HEDNERZHFI D EE

16.6.1 BigEEEEE
fEER A (eGFR290mL/min/1.73m?) . & SHaERERE
(eGFR30~59mL/min/1.73m?) . EETHEAERERE (eGFRI5~29mL/
min/1.73m?) 1ZE A0 F=7200mg# HEREORS Lk, BERA (9
Bl) 1oxtd HREEBREREERSE (106) BISEXTF=TRY
M21DAUCin®D F/NZF A ED i 2 12 410.867 % T'1.20TH
0. EEERA (1061) 169 2 EEEHERERE (106]) 2B EX
05 =7 RUMIDAUCHKD RN B FHEEDHIEZhZ2h0.839%
UlAlThH -7z HEAT—%),



16.6.2 FTHREISEERE
BERRA. PEEREERERE (Child-Pugh?EB) KU EEHHE
BEEE (Child-Pughs28C) (FEEL06I) 12E X 1 F=7200mg% H[a
REOKE U7, BERIBAICHT 2 OPEERRERERE RVQEEF
HEEREREZICB Y 5T XA 0F =7 KRUM21OAUCin® /N 5% 7] 7
BEDHKIZ. Z2hZ2nO1.08%00.524, AIC@1.97%00.521Th - 7=
BHEAT—%). 7.2, 9.3.15H]

16.7 E4MEE(EA

16.7.1 UT 7 VEYY

ERRALGICY 7 7 > €2 r600mg % BEl#S (OATPIB1/1B3HE)
L. EXOF=7200mg2 %5 L7z, EA0F = 7THMESHEICHT 5
PERBERICE T 20E A 0F =7 RUOM21DCmax % UAUCKDE/N
CREMESEOHIZ. ZhENO1.0KV1.57, ALFICDI.065% .12
Tholz BEAT—%).
F7o. BEBALRGICY 7 7 €Y r600mgx 1 HIRIIHBRERS (3R
CYP3A#HH) L. EATF=7200mgZ %5 Lck, )7y & v HEGf
SRS 20 7 7 €Y REFARSEICBT 20T A0 F =7 RO
@OM21OCmax KU AUCKD TN FEATFHEOLIZ, £121D0.706
T%1M0.539, ANC@L.317%100.854TH»7: JHEAT—%). [10.2217]

16.7.2 A TSV =)L
BEERALL2 FlicA X 75V =)L (Fa kv Ry FHEHR]) 20mgz 1 H1E
6HMRERS L. X0 F=7200mgx %5 LB, £ A 05 = 78
BERIC T 2 AR SR BT 2OE A 0 F =7 R UQ@M2lOCmax Kk
UAUCHD TN AFEO HIE. #h2h@0.645%0V0.667, I
TNIz@0.530% V0.630TH > 7z (SHEANT—%4). [10.2208]

16.7.3 DANRIF VALY DL
BRI LGIICE AT F=7200mgZ 1 H1ESHERERS L. 0 AN
F> (BCRPEH) 10mga#5 L/-F, TANRY F ¥ BIRES RN T
BHRGEICBIT 50 2N 2 Y F > OCmax & U AUCKD /N Fes ([ 7
BEOHIE. TNPN3.23KU2.73TH -7z GHEAT—%). [10.22H]

16.7.4 Z it

() fEEERALGICY N EL (CYP3AKRUP-gpfEEH]) 100mg# 1H1E
THERERS L, TA0F=7100mg=) 2#%5 Lz, EATF = 7H
ISR T A HFABSRICB I 52OE A 0 F =7 RUOM21OCmax
KUOAUCaD B/ N FEMFHEEO L. 2 ZhD1.23% V.14, i
CIZ@L1.30%UL.24CTH > 72 (HEAT—%),

(2) BEERALFICEATF=7200mg#x | HIESHERERS L. 34
524 (CYP3AEE) Smg#i%5 Lizk, 34V S5 LBMESHICNT S
BERBERICE T 5 34V T LADCmax Kk AUCKD /N & [ Fy
EOHIZ, Zh2Nn0.918%00.838TH -7z (HEATF—%),

(3) EAUF=THRUM2IEIBCRPOEBETH . EATF=TIIUGTIAL
ZBHE L7 (n vitro).

F1) ARARIZ200mgTH 5,

17. BRPRAZHE

17.1 BHUERCREMHICET H5HER

17.1.1 ERHEFRSEIHEZER (SIMPLIFY-1515%)
JAKRREANC X 2 GBEEO 2 WEHREEREH 20RE L ZEF
BREEBLLERBRICB VLT, AH1200mg# 1 HIEREO®RS Lz, &5
A6 ARFNEE 21561 (HARA6HIZ&T)] dLF VU F=T78 [217
Bl (HANIBI A &t)] ICBEAICEMITSNSY, FEFBEE CH
B2 IR ARSI R =254 > D 535% L EfE/N Uz i EiE 0|
% (SRR). EIRGFHlIEE Td 524 ORIEKRZA T 7 (TSS) [BIEM
MPNSAF TSSv2.0% W 728Hli] ASN— 25 A > & Hi L T50%LL L
DU HBREOEE (TSSHEEE) RUBIKFMIEE Td 224887
IMmEkEFIMIERRE (RBC-TI) & R4EBDS 5. %EO12EMICHRIMEK
BlA e <. NEZOE SV EBEAg/ALE EDRIEIC H 5 HEE DEIE]
[95%EREX[E] (%) B TFEDEBY TH -7,
EEABCHE (BREMB2GER ST T) OBMEHARBSEE L. KRBT
64.5% [138/2141 (AAN2H1Z&T)] ThHoToo ERBWEMIZ, M
NRRAMELS. 9% (34/21441) . BE3E12.1% (26/214f1) . FEED £
11.2% (24/21461) . Zi10.7% (23/21461) HTH o720 [5.1508]

=1 24BEFDSRR, TSST¥EEIS. RBC-TIEIG

AHIBE LFEVYFTEE
2.5 29.5
[20.7, 32.9] [23.5, 36.0]
2 9 ? !
2[3’5%33;%5 g;ﬁ ]( %) (57/215f1) (64/21761)
PIRRISE 9 12, 16] @
p=0.014"
28.4 422
225, 35.0 135.4, 49.2]
R #H1E (%) © ’ ;
2[355%;7;;;5% ier (%) (60/21141) (89/211451)
OISR 0[-8, 8] ¢
p=0.98"
66.5 49.3
A ~TI#IE (%) ©
2[3;%%;;%? ier G6) [59.8, 72.8] [42.5, 56.2]
on (143/21541) (107/2174)

a) JEFICochran Mantel Haenszeli£IZ & 5L DRI [AAIREE
LEVYFZTEDO0%E DZE ; SRR (KHAHIEE) -0.6XSRR (LFV
UF=TE)]

b) AEKERHI0.05

c) 24BBEOSRRIZHEWVT, BENZEEFIEICED ., 24O TSSIE

e OLF VY F=TEICHT 2ARABEOIESHE) ISV TREIE

RERBELLE, £iz. XR=ZXF 4 YOTSSHOHE, XIENX—=XF14 D

TSSHO0TH % M 24BEEDTSSH0T 7 WE L < IZREITH 2 HEEED

TR R & Sz,

JERICochran Mantel HaenszeliEIZ & 2 IELEDOREREZE [AAIB L

VEV ) FTREDOT%E DFE ; TSSIEEE (KRAIEE) -0.67XTSS

EEHE LFV)F2TE)]

RN REFIEICL Y. 24 ORBC-TIE & DOMET M 2 R

EIXEES NP> 7,

F1) HEAREE

- R ERRAEE. K& OB ME ISR /MR ITE S 54T L7z
BHEMEERE (WHODEUIIWG-MRTE #8255 X 21H7)

< IPSSY R 75 FEOE Y A7 HE-2) 27 OEBEXIEHE-1) A7 T
FERMEORE. FEA, &Il (NE2ZOE 2 BE0g/dLARRE) %245,
RO/ EFIFATRE 2 IRBEIE I RIS T 5 B

- AfEE SR ORES RS ESREIS O BE

- B R ICHEI AT B 2 5cm Bl O MiE 2 H T 5 B

17.1.2 iBNEMEEER (MOMENTUMELER)

JAKIHEANC X 20BROH 5 EIMZET 5 EHEEHEEEEP 205 &

L ZEEREEALLEREBRICB VT, AF1200mgz 1 HIEREO®RS

U7zo AEFLOSBIASARIRE (13061) X4 — LB (6561) 12 HE(E

BICEIFSn?, EEFHAIEE TH 5 24BROBIER AT 7 (TSS)

[MFSAFv4.0% F W7z 3Hl] AR — 25 1 > & Hlt L T50%8L Ewid

L7-#iBaE OBS (TSSTEEIA) [95%EEXE] (%) IEARAR24.6

[17.5, 32.9] (32/130%1). %' —)L89.2 [3.5, 19.0] (6/65(f). Bf

25 [95%EMXR] *1x15.7 [5.5, 25.8]. p=0.0095""T®H > 7z,

WAL (BRERB24ERSEET) OBIFRAFEFER L. A58

T57.7% (75/13061) TH->7zo ERBIEMIZ. M/MRBEADRELT. 7%

(23/130f1) . TFH112.3% (16/130%1). E9.2% (12/130f1) HTH -

7zo [5.12H8]

H2) HERES

- RFEMEEBEIRAEIE. K OVELE 2 ME U RE M I/ MR ITE A & 4T L7z
BHEMEERE (WHOSEXUIIWG-MRTE #8255 Z 2H)

- DIPSSXI3DIPSS-plusY A7 3HEOE Y A7 FE-2) 27 X
f-1U 27 DB

- AEHRMEBEETEL TV ARVES

- FERD BRI Al AT BE 72 Sem bl _E oD I S B {§ A CIARE A7450cm?
DEolEEx=ET 8%

- MFSAFv4.0CTSSA 100 LD RIEREZE T 5 BE

CAEZOE VEEN0g/dLRBORMZE T 5 BE

13) BREARMEE IS 0L S EIIC L CENRAR

1¥4) FEHICochran Mantel Haenszeli#IZ X 2 BRIz [95%(SHEKE] (%)

15) AEKEMH0.05

18. FEZhERIE

18.1 {EFIKER
EXTF=TE. YXAFF—F (JAK) 12RUOT7 7 FE 2 AZER]
Al (ACVRI) Icxt9 2HEERHEZET A2 ESTFILEWTH . EXATTF
=71, JAKI2D RRD ¥ 7 FIARES T (STATE) 0V VEg{bZH
ETLHIEITRD . BESAEEICN U CESHEEINEERZRT &E X
LENTWVW5, iz, EXTF =TI, ACVRIORHED Y 7 F IGES T
(SMAD) DV VL ZIRET 52 & TAT YV VEAZIGI L, /BRI
FOFKEEZENSE, BMZEET S EEZ6NT VS,

18.2 &M{EFR
EAUF=TEJAK2 VOITFERZEA L BEIEEEESET L~ A
ICRAEROHRE U7z B, MR BRI BB ERD . BB 2
WIEAAR MERETERAI AR . BB I B 1 B Hi B A K O R R Bk A BX AT A
DEEMENIRD 5N (n vivo) Vs

19. B CRET 2EEFHER

—fEEFT ¢ B AT F = TIERRIEAKAY (Momelotinib Hydrochloride
Hydrate)

* N-(Cyanomethyl)-4-{2-[4-(morpholin-4-yl)anilino]
pyrimidin-4-yl}benzamide dihydrochloride monohydrate

e

S

ft = %

77 F 3 CsHzNeO: - 2HCI - H.O
7 F & :505.40
{bzEfgEat
(@]
NN
H H
o 2HCI & H2O
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21. EERSRM
EHER A 7B EEREDO L EYICERT S Lo

22, @R
(£ LY +58100mg)
1488 D, NZ. EZBAIAD] X1
3088 D, /NT. BZBAIAD] X1
(# LY+ S58150mg)
1488 DR, NT. BEAIAD] X1
(F LY v 588200mg)
1488 [, N, ETEAIAD] X1
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2) Verstovsek S, et al. : Lancet. 2023 ; 401 : 269-280
3) Tyner JW, et al. : Blood. 2010 ; 115 (25) : 5232-5240
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TI0  AIATTA UIHEAEH
FRHEREX IR IR1-8-1
ATAHN AV Tx A=Y a3y
TEL : 0120-561-007 (9 :00~17 : 45/ HHH KO HHIKEH ZFR<)
https://jp.gsk.com
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