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202551 2R (117)
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EMEAR:36 4 A WRXA I?J v VESES
Y0 ILYV) A5 200m
Inluriyo® Tablets
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el ARBES |30700AMX00259
) R - EHSONSEIC LV EETSE RS _

2. BB (ROBEICEIRSULBVIL)
2.1 KRIDRIIITN UER RIBBRED BHERE O & 2 B
2.2 IR IIEIR L C L B AR O & 5 4 tE [9.55808)

7. RiENUREICRET %R

7.1 fOFBHEEEH & QI OV T, BIERUREEIIHEL
LT,

72 FHIEAEE LB ICRAT 5 LMHBRENS LRT 5 L0 H 5
DT KA LK FRTS & RAZR2ERIIEHEZ LEwI &,

2_‘1 ﬁggfﬁ HEA [16.2.25H]
7.3 EARATAER O BEHICH L TR, LH-RH7 I= A MEEFRT
LEEHRA LVA A BT > b b IVERE 7.4 HEEVIIERE O MRS (Child-Pugh®EBXIIC) 2H
HRDRRSY 265.66mg T2 BEICHRET HHAE. AHIO L EREZ200mg I HET 5
(A LNV A RS b ELT200mg) Z &, [9.3.1, 16.6.18H8]
JUAANAT—AF RUTLA, EROFY 7.5 BWCYP3AZEAI & fHHAMSE T S 2 WIFEEITIE. AFID1
Furtiu—2A, AFT7TY VBT TR EFA&E%200mglcHEdT 22 &, [10.2, 16.7.15H]
IINA] A, fEEtLa—2Z, w7 103—)L4000. 7.6 AEIFEIC X VEWERASRBE LIZGAICIE. DUTROREEEZER
RYEZL 7L IT—LERDT AL, F L LT, R%E - mE - Fikdsz e,
7. BlLkFy > BUWEAICH T 2%, HME R HIRE®E
3.2 SFRIDOMIR EIfeH fEEm bty
HR5E 4 A L)V F $E200mg SR E (BRI AN IEEED | R—251 > NIIEHEE
HEIR - AT B@DT 4 VAT—T 1 2 7% ASTXUZALTO#EMA | EIRO 158 ~ 35T
HEE FROMEE~5 | ICEHET 5 F THRES
KH LiLLy ELIR %,
BT 258ICIIFEET
N | mE o7 o _ ﬁ\‘ﬁﬁf%éo\ |
DVTNHIDOEGZ | R—2A 51V XIIRHEE
W Ee LROEB~3ET
B @ s R—AFA VOAST | IC[EET 5 % THREF
E£:%14.0mm XIZALTAIEHEHEN | 5.
Fif - EE 5E1ZE:597.5mm DBA. ASTRIZALT |HH T 5B AICIX1E
JE & :495.7mm OEMAEMEME ERDS | 200mgiciHET 5.
FE:#9551.2mg &R~ 20fELLF
. . LILLY - R—=Z254 YDAST
#FAla— R 1717 XIZALT A EHEfE EIR

4. FHEEXFFHR
AT WEEEICIEBULESRT B FREZR I3 NILEVRENE
BN DHER2BZ I DFHIAFHEN (I BFALE

5. FEEXIFHRICEHET ZER

51 +03 %% H 3 2RHEENIIRERRICHB T HMEICED,
ESRI BIETERRGUPHRS N BEICRET S L, MHEIC
Hlz->TIE, AR S NIENEHHERER IERER 2 H W5
Z&o B ERSINIARNZEHERL I EREE BT 2
BRICOVTIE, LROT 2 7% A b6 AFARETH 5
https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html

5.2 AFIOHAT - MREIMEE L L TOAMEROREM I L
TR,

5.3 lRABRICHAANS N BFEONFWRERFICOVT,

[17.BRBEE] OHONEZRA L. FEOEDER RN

IR L BT, BISEZFOBREITS L. [17.1.1F5
]

6. RENURE
EHL BRAICEA LA R T > k& LTIHE400mg % 220
RHCREORE T 5. &b, BEOREICK VHEERET 5.

BTV EA.
ASTXIZALT O A
EHEME LRSS

s R—AF5 A YDAST
RIZALT A EHEfE EFR
D1.5FBUEDBE.
ASTXIZALT 0 #EMA
R—A54 O3B L
SIS EHAE RO 8fEHE
DVTNPICEEYT B &
E




BIfEH HEED AniE

fFgRERE | DUTonwTnhhrofHstz
N YA Ta

< ASTXIZALT DM
HEHEME FIRD20MEH
s R—=ZAF5 A4 YDAST
RIFALT S £ ¥ {H EFR
DO1.5ZRFOHAE. H
Ho - TVIZHED
59, ASTXIZALT®D
WA EEEE LR O34
Bk, oY LE Y
DM EEEE ER D2
[N

s R—ZAF5A4 DAST
YIZALT A M B R
D15 Eoiga. B
Ho WA ZWICHLED
59, ASTXIZALT®D
BWMAR—ZAS54>D2
L E, oY Le
> OEMHBEHEE ERO
2f50 =

BE5eHhikd 5,

ZORMOEIER | 1B L T HIERS T
BZXIEEFEDOT L — K2
T, THHERIIR—=2F
A VRIFTV—=FR1ET
IZEE U WigE

R=AFTA YTV —
FIEFICEET 2ET
hRET 5,
BT 258 ICERAET
HMTX %,

7L — R3Xi34
(JHERE 16 1 D B R AR L M
DEALIZERL)

R=AFTA Y RETV—
FIDRICEET 2T
&I 5,

HHdT 225G 1ME

200mglliBEd 5.

#) 7L — RIENCI-CTCAE ver. 5.0IC# L 5%,

8. EELEFHER
AENIAFWEERITH D . WAITHT HEMREEICOVT 5
TR - BB ROBEMO S & T AFNC & 2IBEAEY) &HIMT
SNBEHIIOVWTOAMEAT ST &,

9. HEDERZRIZIBEICHIIER

9.3 FRERERE

9.3.1 hFEEXSEEDIFHEEEE (Child-PughZ#8BX(ZC) D
H3EE
AROIEHBEZEET S EEHIC, BEOREE LD EEICE
£, BFHOFERICTHMERT 2 2 & KRAlOMARED ER
L. BWERPRS H6bNEBENDH B, [7.4. 16.6.15H]

9.4 &JEREZR Y BE

9.4.1 HIRY 2V REME D & 2 RIEICIE, RAREH R UERERE%
LA B W TRIEY 2 B Z MK OSEY) 20 R IS D W T
52 &, [9.52H]

9.4.2 BiTid. KAREGHRUBRKFESRERICBLTNY 7
% (2 F—4) ZAVTEET 20EEICOVTHAT S C
o [9.52H]

9.4.3 FAIOIEABRFERUBWMHBROBRI S 1 LVHRA TV
MIEFERNICEE X EEZRIFIIRENH S, Ty PRUY
Ve iz RIER S HERER Tl AR OSRERHE (%
g, FERUESER) » £/, 7y bERHVERERGEE
FER T E R NS A IR DO SR E R (R T
B BICRERE BE ERERERUHRERRE) AR5 T
2D, [18.1%H]

9.5 11im
R SIIHEIR L TV 2RO S 2 EICERE L sV & K
Bl OVERRE R OB ORERD & . IEIRP OREITKH 2
E595&, MERIOHLTHEEHEERITTTRESH 5. KA
EIRRT Y POBERRBICKRS LZEERT, BABREE

(AUC) ©#0.05f512HH24 9 % FE THRRMBRRRK OTRIX
REEE. AUCORO0.62M5ICHHY I 2 HE CHRARE (S1E.
WEEROEREE) PR shzD, [2.2, 9.4.1, 9.4.2, 18.1

2]
9.6 7R

BALEWIEPEE LV, RElOE FFIHTHFRANDOBITIAHAT

57, LRFHIEN LTARZEML 5,

BWERP RS 2BZNAH 5.

10. #HE{EH

ARICEER

AENZ. FIZCYP3A4IZ X -» TRESh., CYP2D6. P-HEEH
(P-gp) RUFEMMEEH (BCRP) OMHEMFEMAZRT.
10.2 HEFEE (HAICEETD )

HHI2% ERRAEIR - HEE A% W - fERET

HBWCYP3AMEEH] AHIOBIERAASHERS | 26 OEFHCYP3A
4+ 5a+ry—)L N2BZNBHHDOT, | #HETHZ&ICKD,
IV ALYy | IhSOEAEOHA | AF O M REDN LA
RYary—)L&% WEETRE R R D B . | TATEEESD S,

[7.5. 16.7.13H] CYP3AMEERAD 22

FHIXEHEEDTO
CYP3AMERINORE
»EEBTHE, RO
ZBRIHEATHEAIC
X KEIZEET S &
EHhic, BHEORER
HEICHZE L. BIER
DHEBFI+TERT D
Z&,

HOCYP3AFEA| AR OBEMENET T | 2h 5 OZEAHACYP3A
HUNTEE DBENDNDHD0. | ZFEETHIEITELD,
V77 Yy ZhoDEAEDOHH | AH O IMHREPET
=0 VL WETTRE R IR D B . | TATREESD 5.

[16.7.2208] CYP3AFHEMEA D2

BHIIEHEELTO
CYP3AFHEAINORE
BEEBTHI L,

CYP2D6OEHE %S | 2o OREAOREIER | AFIASCYP2D6 % HE

A OFRBENFEREINEB | THI&ICED. Th
FEAMIAMT 7Y | FNAHBHDT. B | 5 0EF O M EE»
13753 OREZHEBICHEL, | LRI 2WEENES D 5.
A bFoo—)L BIEA o FBIC+oE

[16.7.3208] Byal&,

P-gpOEH L5 5FHA | ch o 0FERORIER | A& P-gp2HEET 5
VaFxT v DOFRFEPEHRINZB |2 &I&D, b6
FEHLNIVYITF | ZNBHHOT, B | EHomMPEES LR
v5—+ OREZEEICHBEL. | THAEEELSD S,
IR L% BIEFA ORI+ 75

[16.7.4208] Byaz,

BCRPOEE L2 2%H] | ch 6 0FEHORIER | AFIABCRP % HET
O ANZAY F OFRBRANVERSINEB |5 &iIckD. Thbd
FSIANT7EIIY | ZNHHBHOT, BE | 0EFOMPEED L
UNRYF DREZHEEICBEL., | BRI 5AHEENH 5,

[16.7.52H]

BIfEA O FFIC+53E
B9nlL,

11. EIfEA

ROBWERAPHS5bNB I ENHHDT, BEETFITTH, &
EPRDONIBEICBHRE 2RI 240 EHEPELEZITS

Eo
11.2 ZOfthDEIER

BIFERISYR 10%BE | 1~10%KME | 1% S
ElZl e R Bb. B,

fERs. FEF

—f% - eEEE | K
T O 58RO
N
R O E BARIGR
B A% R T U BE B & O A | HERR
GRS (ELE]
RS B




BIER 5 10%2LE | 1~10%KW | 1%AiH S
IR SR RO ER K IR I A AE | 2K
UHithRiE IZBET

HR (i 2z
%iE)
ME RS 12T
BRARREERE AL T, FU Y E
ASTH#hn Y R

14. BRALDER

14.1 SRIAIHFDER
PTPEEOFEAZPTPY — A 5E D LU TIRAS % & 5 5%
5 &, PTPY — FOREFKIC LD BELSIAR A BB AR
AL BICRELES C L THRIBAR SO BB L & HHEZ HFFd
BIENDBB.

15. ZDthDEE

15.2 FEERARERERICE D < EHR

15.21rasH2 b SV AV 2y 7w A2 W26 ABBOKRS
BAFEEHEBRICBWT, AUCOMILIEZICHST 2HET. Ui
B OEEEAEAAE, o B R OEER SRR Y
HEENRD 5Nz,

15.2.2 7 v b2V REHSHERBICB VT, BEIBIT LK
R OBIT ERBER. I CICIRKERGEESEIZD SN
720,

16. FWERE

16.1 MERE

16.1.1 BERURERS
HARA DS FEAEED B 3HICAF400mg % 1 B 1 [EZ2ERRERZORS Lk
LEoPhEEE (BESMEBIEE) ROERRE (BEMIGISHE) TOMSRRE

R R OENEE/ ST X —Y B TOEBY TH 722,
500

—eo— H5HIEIEE
—0— #®5RIKISHEE

400

300 A

200 A

100

M3ERA LIVR NS NERE (ng/mL)

0oe T T T T T 1

0 4 8 12 16 20 24

B (hr)
1) A#I400mg# 1 H 1[I REZORS Lk & S oEREG7RECEFRRET
O MEEFRERER (L REREZ)
#1) FA#HI400mg#z 1 H1EZERRKERORS L & 2 OHEKREG/RETEFRETO
BN T A — 5 GRITPHME R 0L B R E%)

e S (R SHB1IEE) EEREHESHBISHE)
S 3 3
Crmax 186 300
(ng/mL) 61) (48)
tmax? 4.08 4.13
(hr) (4.02-4.15) (3.93-4.20)
AUC(0-24hr) 1980 3520
(ng - hr/mL) (58) (53)

a) HRfE (B/IME-FRAME)
AEIDOHSE]HI1E200mgA 51200mgk) £ TORBHEM T, CnakUCAUCIZFE
ICHBIL T L 723 (SAEAT—%),

1) AANOARSNIREIHRIE, ATIBEERICHEE L/ ESR] BIEFERZE

G 2 HINE REEGIED DHER2EHE DO FHIARE IIEHAEAETH 5,

16.2 ORUN

16.2.1 BHHINA AT RASEUT «
TEERARA BB ICAAI400mg % ZEERF B ORI 5. L7z £ E DA LV A b T > b st
BINA AT RAFTEY T4 [PE (EEHHRE%)] 1£10.5% (32%) TH-79 (GHE
AF—%),

16.2.2 REOHE
BERR A SHIC R AR R B IEAUZ IS AAI400mg % BAERE O G L & &, 2RSS o0t
THARBEREICBF S LR AT Y hDAUCni O'Cmax D /N =% EHED
HIE2.04%U3.55TH 575 MEAT—%). BEHEBIREO A LLVIA T Y b

DBBIZOVTOT =73\, [7.288]
16.3 9%
BB OME, AH2ABREIROBRE LI EEDS VXA TV b
DORPFOFHER [FfE (E8EH%)] 1343101 (69%) TH-o7d. b b4
BEAKEEIL99.93~99.96%TH V. WEKFEIZRD SNAH 729 (in vitro).
16.4
A LIVFRANT Y M. BBk, CYP3A4IC k(L. HICUGTIAL, 1A3,
1A8. 1AORUIAIOIC K BEH L7 u v At Ic k> TR#E NS (in vitro).
TEERREAOHIICIAC-A LIV A A+ T > F400mg % BEFEO# G L7 & &, MiEHIcizE
WRBAERO TV 0 v Bfad kst S hi: (EEPRKETREOAUCICN T 2 &
&3, ZhZEN19.8%K119.9%TH->7:) FHEAT—%).
16.5 HEitt
FEBREOBEMBEMHEFITOBR, FAHEROBRE LI EEDSLLIAIT Vb
DOHEFERIIEAB0KHE T BATOZ7 Y7 IR ESE (E#HFH%)] &166L/
h (51%) TH->7z3,
TEERASHICIAC-A AL A b5 Y b400mg % BERORE Lz & &, #5820
97.3% (REA(AL LT61.8%) HEMHICHE S, 0.278%A R I HEHE S 729
HEAT—%).
16.6 HEDERZEIZEE
16.6.1 FHksEEESRE
AHA00mg = BEHEOHRE Ui & &, FFRBEIERWERE (96]) 100 2 B P AeR
EWERE (661) DAUCInIKR U CraxD /N REFMPHEOLIZZNZN]1. 23K
1.29TH - 7z ARRICHEEFHEREHSEE (66]) TII2.22KRU151TH>7z, &
PR RER B E (66]) ICARAI200mg & BRI G U & &, AR REIE R bibas
(9B1) 12T BESBHIE L7 AUCKi R U CnaxD R/ N FHEO T Zh 2
N3.06K%UV1.62TH 78 HHEAT—%). [7.4. 9.3.15H]
16.6.2 BikEBEEE
REFEM BT OMBE, BHAEED HSIER (44801). BE (482f]) RUHEE
(108fl) OEWHEMERZFIIBVTALLIA NS Y FOEMBHRBICAZ ZHBIR
SN h o7z,
##2) eGFR (mL/min) #®90L k. @60LL L0 & @30 60K DA
NZENIEE, BEROPEFEE SN,
16.6.3 UGTIAT BIGFZREETHEE
WA T U7 UGTIAL BIET2% (UGTIAL 1/ 28 R UGTIAL28/°28) & 1 A
VA ANT Y - OEYEICERNICERD D 2 HEERITS o >729,
16.7 E4EEER
16.7.1 4 kS3F Y=L
TR A 2061124 b5 a5V —)L (BWCYP3AFREH]) 200mg# | H 1R O#
5. U, AHI200mgH) % HFH L CHERR RS L & & RRIBMESEICHT 51
bS5 aF V= LHABGEO A LR A N T Y b DAUCKi K& P Cmax®D B/ 7] F
BEOKIZ. FNEFN211KRVL87TH 5729 HEAT—%). [7.5. 10.2881]
16.7.2 HILNRBEY
R A29B1IC 7 LN EE Y (BOCYP3AFHMAI) 300mg# | H2EREEO#S
L. AHI400mg#z HH L CHERRO®RS Lz & &, AAIBEBERSEICNT 2037
LY HRBERED A LV FZ b5 > b DAUCni s U Cmax® F/N % EHED H
& Fh2h0.578KV0.710TH > 725 (HEATF—%). [10.220E]
16.7.3 FFZMOXMLT 7Y
R A27HICAFIBO0MEHES) RUFFA a7 7> (CYP2D6DHE)
30mgE M U CHRERORS L & &, RAIFEGHARICN T 2 R A RGO 7%
ARBRAMLVT 7Y DAUCHI LY CmaxD /N _FEMFHEOIIZ, ZhZEhl.33%
U1.43TH-710 GHEAT—%). [10.227]
16.7.4 I3*¥v
TR A 27BN ARI400mg KUY T+ > > (P-gpOHHE) 0.25mg% fHf LT BLERE
D5 L & & ARIEGHA B ICN T 2 RAIPFHK GO Y T+ Y OAUCHi KD
CnaxDE/N_FHAEHEDOHIE. ZhZN1.39KTL.60TH 27210 (AEATF—
%) [10.288]
16.7.5 OANRIF Y
TR A 27 B AF400mg R O’ 0 AN A5 F > (BCRPOEE) 10mg# fHfH L Hi[E
BOBE Lz &, ARIFEOTRA RIS 2 REIMHBGROT 2N Y F >~ DAUCint
RO CmaxDE/N B A EDOIE, Zh2h1.49KV1.65TH 710 (JHEA
7=%). [10.25H]
16.7.6 ZDfth
(1) fEERRRA2061ICAFI400mg % 1 H1E7HEROKE L, 34V 54 (CYP3AOE
H) 0.5mg#Zfii L CBEREO®RS Uiz & &, KHIFEOHH IS 2 A5 B 1 5 0%
DIV T LDAUCHK U CmaxDF/N_REFTFHED L, Zh2h0.929K
LO7TH 71D (HEAT—%).
(2) fEEERRA27BIICAHIS00mEES) LS = F (CYP2C8OEE) 0.5mg% B
ML THEROKS L & &, RAIFERRRICHT 2 REIFHBEGRO LSS ) =R
DAUCIHi KR UV Crnax DI/ N A EHHEO HIE. 2 h2h1.02%00.934TH - 7210
HEAT—%),
(3) fEEERRA27HIICAHIBOOMEES) R UA X 75 =) (CYP2C190EE) 20mg%
PRR L CHEREORS Lz & & RAIFEGRRION S 2 ARFI B EGRO T X 75
V=)V DAUCint K U CmaxDF/N ZREFPHEOLIZ, ThZN]1.10KTV1.28T
Ho710 SEAT—%),
(4) REFEBA32MICF =2 (P-gpbaEA]) 200mg#% 1 H2EREZOHRS L. &A
400mgE A U CHER OIS L & &, REIBBRERICHT 23 =Y U AKRS
REDA LNVHZ BT 2 FDAUCIhT K U CraxDR/N_FAEMPIEOLIX. 2hZzh
0.869%%1%0.870TH - 7210 (HEAF—%),
(5) EEERRALOBICA X 75— (Fu bRy FHEHR]) 40mg# 1 H 1[5 H
%5 L. AFI400mgz M U CHRER RS Lz & &, RRIBEBRERICHT 54
A TS5 = VHREERED A LIV R A NS>~ DOAUCo-tastk U CraxD /N Z 52 s
SEHEOHIE. ZhENn1.05K00.850TH 57 HEAT—%),
#3) AROERRSN-HEROARE, 1H1E400mg 2 R O#5TH 5.



17. BERRE T 69671

% Vg - = 3 RBE~FHADOHR, 25 ) —LRREFIKL, TF ) -, T b=
17.1 BAMERURLMEICEIT SR P U LRT0. I mol/LIEBSISYE I < < o KIZIEE A ST 2L,

17.1.1 ERHEESENTEER (EMBER-3515%) {b2eimat
7Oy —CHE 2 GONAWEREEO 5 5. ERBHEH SHERZESHE O R FHER X
AR 2 H T 2 SUBEESTAR E G, AABRS (RTHEA). BRI
BB UL (FARAL Y LRI FEARY V) (BEHB). BUAFET A
<o) TORMES (F5HC) 2T 5 AL REITHER RS 2 %
L7, HEBHATIEAR400mg (1H1[E), #5HBTIET7 LA FF ¥ 500mg
(1A 7 NV%E28HBE LT, BIYV A Z7LO1IRCISHE. 294 7 )VLKIE1H _
H) XETHEARY>25mg (1HIE) 2HREETENRD 515 T TREFIEEL B RuH245T
7zo B, BUHERUHEROKMEICH L TIR. LH-RH? T=2 FOMERATTHRE L. 21. R
EEMAE T b 2 B S R I & 5 BUBAMM (PFS) I2o\LC, ESRI AU . }
BETERBEERICH T 2 RITERIZED) KON 0LBDTH-%212, [5.35 B )27 BEHEEREO L. BRI 5L,
o 22. A
) ESRIEETERBHESEEIC 5V CTREBBICNT 555 BAD BN 5 RIET 5 - Sk L (TP 2]
Llx, AHBOBEIEATHERNTRA L, HERhTEBRIGEIS .
#1) ERLFASIHERS (EMBER-3RE) 1051 Al (ESRI&ETERIBHAE. 23, TEYH

BSHARUSB) R £ LLAA kT Yk OBERE
EX il 2) #HNER: BRAOIEEZE TOA LIVE A N T Y OBk
TURA T bR 3) #HHNERE A LLVRA T NOEYBETOT 7 AL
;;i;/x IEEARYY 4) HIER: £ DLEA LT Y OB A AT AL TEY 74 RUTANT Y AR
¢ ) (2 58B) BOZLERE) \ \
ey prey g 3800 1186) 5 %2?323%;2 b5 OB RIET BRHORER R EHHE O
A XY MBI 109 102 6) HAEEL A AL R T h OMEEEESHER
4030 T A A RS P A () 7) #NERE A LR R T 2 boin vitro REFER(LY3484356PrelimMetabi )
(95%(EHIX M) 549(3.91-7.39) 3.84(3.68-5.52) 8) HNER: Hix & RO IRIERE L AT 5 BRFCBIH I ALRZ R R
—_— I (ZLGIRE)
#— R
:;S%ﬁgz,aﬁﬁ) 0.617(0.464-0.821) 9) HMER: A LLER LTV ORMBBICRITT UGTIAL BIETSROWE
— 10) HAERE £ AL% A b5 > NROBEREEA & OHEIER (ZLIRS)
JERIT 75 > 2 1E (W) p=0.0008 11) HAWERE £ L3R RS2 M3 55 LOEMBIAEICRIE T HE/ER (ZLKHER)
12) #HNERE 1 203 A b5 > b OEIERE(ZLCRE)
13) AR A LLF R LT b OIIRE
5 RA 24, XEREERAERUEVWEHEL

- 4;{53;53 HARA =540 ) -ttt EEEREAEERD
L T651-0086 MK HEST H %285

1

100 -

751

(%)

L TEL:0120-360-605 (EE#&RAf%HAL))
ﬁ 50 1 medical.lilly.com/jp

{2

= 26. HERTTRES

26.1 SHEARZETT

BARA—S5/)) —tA=1t

#METHPRXE EESTB1%285

251

_‘__1_

L—— _

04 =

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30
Y2 o%E (at risk#) EEBEFHRA)

WE5EA 138 95 74 56 45 35 22 18 15 8 4 4 3 2 0 O
#%5%B 118 74 51 33 19 7 5 3 2 1 0O 0 0 0 0 O

1) fEEELEE R Kaplan-Meierfif® (EMBER-335#. ESRIBIZTARBHEE
M. #%58AKUB)

REWNRERTIX, BREFHAD3I2TH (HARA30MZE&L) H1604] (48.9%). #%
S#B032401 (HAAN24B1% &T) 10461 (32.1%) WEHERANED 5N,
ESRI BIEFAERBGHEATIE., BREFADI3TH (HARALLFZET) 7864
(56.9%). BEHBOLLI7H (HARAN6BIZEL) H3261 (27.4%) ICRIERPRD 5
hize

REWNREHATRO SN E0BIERAIE. REFBATIETA (12.2%). BD
(9.5%). #% (6.7%). ASTHEN (5.8%). ESIE (5.8%) TH 7o

18. ESHEIE

18.1 {ERKR
ALVIART Y ME BEMROERMIZ buy 28 a (ERa) IHET 5
BT 2 b0y > A KIHH (SERD) THV. ERa 24 L CERIKRFEHO#E(E
FOEExEHET S LICE D ESRIEETE RO U T IES /e
HAZRTEEZALNTWVD, BB, A1 LLEXANT Y M KERT v b TTFEERE
TR ZRS Bdr o2 &6, 7 I= A MEER 2R S T I FUEMAR 08 5E 2 M3
HLEZH5NB13, [9.4.3, 9.58]

18.2 HilEEIERA
ALIARA LT Y ME, BERIE NERa 2RBT 5 & MEEHREMCF7 R U T47DA
fark, ZEB (YS537NATFOHEARIIAEHEAT) ¢ FERa 2 HBREE72MCF7&
O T47DHRaKE. M ZERE (Y537S) & hERa %25 T 5 I EREFHHMKSTI41/C
BB U BAEIMEIER 2R L7z (in vitro).
A LA A T Y ME, BERE NERa 2HBT 5 b MEEHRMCF7,. T47DHif
WS A TN T I N U 7 IR B PR/ B A BB R 2~ 7 AR OE REIER
a 2 FERT HIBEEHKSTI41/HI. ST941/PBR (CDK4/6BHEAI KT 5 itk 2
B9 5) BEMEMASE2ZNZRETIBELLZX— Re7 2ICBWT, EE IS
RZERLE) (in vivo).

19. B CRAT IB(LENHR
—fREBIR A LIVFA RS Y b M VERE (Imlunestrant Tosilate) [JAN)
{t % %5:(5R)-5-(4-{2-[3-(Fluoromethyl)azetidin-1-yl]ethoxy}phenyl)-8-
(trifluoromethyl)-5H -[1]benzopyrano(4,3-c ]Jquinolin-2-ol mono(4-
methylbenzenesulfonate)
5 F  CooH24FaN203 - C7HsO3S
®: BRI
“) IML-I001 (RO)



