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*20265E6H E&?T (100, FEXRUHEER) BREERRIEES
e ABMESA RETE) SSHRF OV Y+ —HEEH 87 4291
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Lk JyE€ nrtiaomg
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LiwhJyE nrtnsomg
Retevmo® Capsules
I3
AT SR EE G ED 40mg 80mg
) FEE-EMEOMTBICLVEHTSIL ERBES [30300AMX00448|30300AMX00449
#2) RET : rearranged during transfection BRSSRAMA 20214124

(=

=50

AR, BRIFICTIWSTERIEEMRICSNT, PALFE
BAICT S - BRZFOEMDH ET. FEDESHIE
P EHERENBEFICOVTDHEST B & e, BEH
JRICRILS. BEXZOREICENERUBEREZ+58HA
L. BEZBTHSIRETHI &,

2. 22 (ROBEICFBS LBV E)
KADBEHH LT F 7 4 T F 3 —B0 EE 72 BERE D B
DH5HEE

3. #HERk - K
3.1 #m
. Ly b EHTRL|ILY VT ' TEIL
MR5Es4
40mg 80mg
147 1 7E
AR LA HF = T40mg| LIV A F =T 80mg
WA BEHAKTr (B BEtlo—2
WAL e ks 7. BILF S Y. BEEE
(A0mgD &), 15 B0mgD HEH)
3.2 SFEIDOMIR
. Ly v I AT EILILY FT o EHTEIL
e 40
mg 80mg
[T JRERFEHD BRAREHD
e - Al W% 7 LA W% 7 LAl
()] ()]
NS £ NH £
we | CSLED | CSLED
25K en 05 h N
F£2:#18.0mm E£:421.7mm
S - EHE FE1E496.4mm WEK7.6mm
HE:#9194mg HE:#363mg
Bl — s, 3977 e, 2980

4. HHEENIFZHR
ORET RSB FIZIEDELT - BROBERES
ORET B FERBZEDIREYIFRTEE: RIAIRBERE

5. MEEXIRICEIET B/

(RET RGBT FISMEDEST - BROIF/|liaihE)

5.1 +5 4B H T 2 MEEIREBRICET 2REICLD.
RET R BEFHREI RSN EF RS T L, REK
B> TR ARSI NAFN B M ERR I ERHRT &M
Vs,

*5.2 [17. BRI OHONEZBAL. ARIOEMIER R4
eI L7z BT KRS OBRBEOEIC OV T LHE

IHRET L. BIDREOBIEZITS 2 &, [17.1.1. 17.1.280E]

5.3 A OB MEEEICB T 2EDEROLEMIIHILL T\
[

(RET ASBIGFB L DET - BROPRIRE)

5.4 +35REBE2ET AREEIIHERRICBI AHREICKD.
RET & BIZFIEAER SN BFHICRET 52 &, BEIC
Hizo T, ER SN ENZHAERER IIEERSSD 2H
WabZ &,

5.5 MaHEI T RIC X 2 BBOHEISE R HBHEICBVLTIX, Mk
BeBEITAZ L,

(RET RIS BT B EDET - BROBWES GE/IMBiafhEN

UBRRIREZERL))

5.6 +0%EBE2ET ARHEEIIRERRICBITAHREICEXD.
RET Bh&BIEFRBENIERSINT-EBEFIRET S &, HEIC
Hlzo T, ERRSNIAH LW ERER L RS 2/
W3k,

5.7 HMBEERE IAROBRENRELZ VB 5,

5.8 BRRBICHAAN S NIZBEOPAESEICOVT, [17. B
REE] OEONBEZBM L. AFOEDEROEEEE2 DI
MR L7 BT, ARIUSNOBEOERIC OV T HEEICHE L.
WEEZEORERETS &, [17.1.1. 17.1.25H]

5.9 KHIDOFEi OMBIEEICB T 2 AR ORI LTV
2\,

(RET BIcFEEB M DIREYIBRT AL IR IRER R )

5.10 +73 7% %2 B9 2RIBEUIMERFRICB T HREICKD .
RET BIZFAERFHER SN -BFICRET 52 &, AR
HDORET BIZFERNIEM X IIRADB AL, AREBE NS
W EEE R I EREREE) 2 W TREZITY 2 &

«5.11 [17. BERERE] OEHOWNEZPHAI L. ARIOBEMER TR
etE+SICHER L BT AFIDSAOBEOEREICONWTD
BEICKRE L, BICEZEORRZ2TH>2 &, [17.1.1, 17.1.28
]

F) AR SN2 ERR I ERESR ICBE T 21BHICOW
Tk, ROy 27941 b5 AFARETH 5:
https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html

6. ERUAE

BE. RAICRELRLAF =T ELT1E160mg% 1 H2EREO
#5939 %, 4B, BEORBICLKVEHBET %,

BE. 2RUEO/NRICRERARICADE TROKREGE (LR
WAHF=7ELTIHEN184mg/m2) #ROK/ET 2. &b, B
FHEORBICKVEEBET %,



NEOHE HIfER TR JuE
ARmER KRG8 QTHHRERE QTcREkE>500msec | QTcREkE<470msec
0.33m2B0_E0.66m2A 1[E40mg 1H3[E ICEE T 5 £ TR
0.66m2_E1.2m2k 1[E80mg 1 H2ME L. [EAEA 1 ] B Rt
1.2m2B) F 1 6m2ki 1E120mg 1 H20 fbf&g‘mﬁ?g
1.6m2BL k 1E160mg 1H2[ BN L7 T
7. BERUBERICESET 38 BN mE LS
7.1 MOFEHIEEH & ORIV T, AR O S 3T SR °
LTz, EECARNYIRZES P 5.
+7.2 KRG & O EWERAFE L 841013, MFoREs 28 AP RERATERD &
LT (kS - i - kT BT k. niHe
I E 2 L— R34 T 5T THREL,
RADEE AHOHBOHE (14845 | 1 BB L
WEL AL B58 THREHEMTE 5,
EERER 1[E160mg 1 H2[E @@5(7‘3‘74‘7 7L —FR1~4 @E?éi’{fﬂiﬁb\
| BB 1E120mg 1H20 gégfg;ﬁ)%@ fg;gi;;;é;
2B 1[E80mg 1H2[E [11.1.38H] 5. EERITEIEK
SEXEH R 1[E40mg 1 H2ME BAFOA K%M
Lo 3B
NROBE FEOHRBOEER B3 LT 5T
, : = %%,
IR | BB A5 B 27 B DL 5
BEERSE 1[E140mg 1 H3[H L nigaic i, 16
0.33m2Bl k| 1BREEE 1[E40mg 1H2MH B> SR O FH B2
0.66m2KiH | 2ppEEE 1[E40mg 1H1[E FTHBTES, B
BRI 5k BBICTHN EEREL
BHRER 1E80mg  1H2M m‘*’%?‘:‘i\i”%
0.66m2BLF | 1B 1[H40mg 1H2ME %ﬁf 2 QT TrrEE
L2m*Ai | 2B 1E40mg 1H 10 MR | 7L F2 WS 5 CHREL.
3B G HE 17845 13 | B ME i im L
W5 R 1[E120mg 1 H2[E THREBEMTE 5,
1 BB R 1[E80mg 1 H2[E 7L — R334 FIET B,
1.2m2Bl k 1[E40mg 1H1[E LRERUSNORINER | 7L — F3Xd4 5% THREL.
Lem2kil | 2pmEE RO1ES0mg  1H1E (G145 45 1 1 ER RS it L
(1H&120mg) THREBEMATE 5,
BB EED 1E40mg 1H1ME %2) 7L — KIZNCI-CTCAE ver. 4.0312# U %,
SR 1[E160mg 1 H2[H] #3) AFER].2m2LL EoBEDH
Leme | LEmEER 1[H120mg 1 H2[H 8. EEREANTE
QBRI R 1[E80mg 1H2ME 8.1 FFSHEREE N H 5 bh B DB B0 T AAIDEEHIAN
IR 1[E40mg 1 H2[E USRI RIS TR ERE 2TV BEOREZ T2

F1) BBEHRBRRO A GRABUELIL C2EBRRICE W TEEE
PELNLWGE, REHIL)

BIERICRT T B REE, B R Ok 2R

BIfEM

R

ALiE

ALTSIZASTHENN

7L —R3Xi34

7V —F1LRIicEE
ITHETHKREL., [
ERII2EERE LT
BEHBTZ %,

%I 2E D BT
FELEZWEEICE. 1
BEEET &N
T&E 5, BIZ4HEMLL
EEFELZVWESIC
. B 1IEREHEET
BHIENTZ D,

HEL-HETKRSE
HICHERELLZBAI

. H1kd %,

Bl#EI 5L, [11.1.13H]

8.2 QTHIREENSH 5HLNB Z ENDH 5D T, KFOKSHIAHE]
IIXEBREOQTCRIEA R A470msec. 125%AKiiE D/ NE440msec
URTHDHZEZ2MHRTHEEDHICMBEBRERE (T4,
ITATILE) BITH &, DBRRUMEBHRERE 2 %5
FtRM LE R S R O S5 5R%6 » ARIZEA LEfTV. DIED
RBIZIRCTITHZ L. Fzy BRERR U CEBREMERZITHZ
&, [11.1.2, 17.3.1%H]

83 BIENHS5LNBZENDHBD T KFDBRSEHEICIE
PHEPDICEEINTVWS I E2HERT S L, AERSHIZER
FICMEZRIET S &,

8.4 BBMMEENHODLNEIENHHDT. KEIDEKEIZH
Too T, WHEER (PRARIRISEE, MZk,. FEEE) O N O
HSEREOERSE, BEOREZTDICBBT S L, /2. B
FICEERICOWTEHHT 5 & & b2, MEMEREBROMEER
BRERBE LB, B ICEEKEE2Z2T5L53HHTS
Z &, [9.1.3. 11.1.52]

9. HENHERZRIZBEICHIZER

9.1 GHIE - BIEESFDH5EE

9.1.1 QTERERNBZNXIEZOEHEENH 3 BH
QTERERAFERT 5 BZh A5 5. SR/ BREQTERSE



BB Z OMABIROERIC 2 2WEELET 5 EEICITEEIC
BE595H L, [11.1.2, 17.3.15H]

9.1.2 SMEEDEE

BIMEPBILT 2BZNAH 5. [11.1.45H]
9.1.3 MEMMEREDSH 3 EENIEZDOEHEEDS 5 EE
FEMMREPRR BB T 28N PFH 5, 8.4, 11.1.58

]
9.3 FFiEERERE

9.3.1 EEDITHEREDSHZEE (Child-Pugh 2480
BEEZEZERIT 2L, BEOREEZ L DEEICBEL, BIfE
RAOFEBFIHTERT 52 & KRlOMPRES LA L. BIFEA
PHEBRINDBENNH D, [16.6. 28]

9.4 &IEREZR T 3E

9.4.1 JIRY 2 REMED & 2 RHEITIE, KA G H R OBERE5R
Ly AMIZBWTRIES 2 BEME KRBT 28 EE IOV TEHH

T2 &, [9.55H]

9.4.2 BHICIE, ARBEGHRE#RBESRELEBICBVWTNY T
% (Y R—4) ZHOVTEET ZBERICOVTHAT S C

&o [15.2.12K]

9.4.3 BEMICH 2 HEFEBHENIIBRICKRET 2 5EI1013, EHEE
ROBTYH5DNLAREENHHIE2EEBITHI L, YFE
Ty MIBVWT, BROKERENR, BREAOKETMHE. BT
EEREME, BEEEBRTHRSERUZBEOETIRD S
N, BEEOCEE HMEOFRICOEERIIED s hTuinl,

9.5 #HiF

PEIR SR IENR L T B TR D & 2 I I3 L OB RN E
Btz b5 YIS BHBEICOABRETSHIE, Ty b2
WZRE - lRBEEBERERICBL T, BRESZEE (AUC) LH
BREOCBREZEECHARXTRUFATEIRBOLN TS, [9.4.1F5

LSy
9.6 {ZFLIW

BV EAEE Lo SUFBFICHET 57— 5 1320,
AAIBCRPORECH 570, FLiHBIT ORI 5 5.

9.7 INR

9.7.1 BEMICH 2 EFEZFIIBVTIE, BREICOVTUTORIC

FETSHI &

c BEHRICEES VWA TDICBET S5 L. BWMBRICEENR
BONIIBEITE, BEMREONTE 2 EEICHIMT S &,

s BEEROSTREICDVLWTHAICEET S &, KEEET
ROEZEOBHEFI D SbNBIEDDH 5,

[15.2.25H]

9.7.2 2IRMD/NREZNR E U BREERITER/ L TLawn,

+10. 18E{EH

AENZ. EICCYP3A4ICk > TRE SN,

P-gp X U'BCRPDH
ERICEDETT 2,

EEFHEZRT. Fo.

10.2 HEER (HAICERTD L)

CYP2C8. CYP3A.
AEI OB G pHD

[16.7.52H]

HoOFRBIC+3ERT
5l &,

HHIZ% HRRAER - 1EE R W - falERET

CYP2CBDHEB L 2 2%A] | h & OEFORIEA | RAINCYP2C8%HE
LSZY =K WHEERINEZBENN | THILILED. Th
SR A AV HDHOT. BEOWRE | 5 0FEF O M IREH
EVFIH R MNE EEEICBHEL. BIE| LAT S0 EENH S,

[16.7.62H] AoRHIC+ERT

5T,

CYPADEBE L2 2%H] | 2 h & OFEFORIER | AAISCYP3AZEET
REAAFN DWHEBINEZBEND | B2 LICED,. 2Thb
rNITVS L HBHDT. BEDORE | 0EFoIMmFEED L
o3Iy RE EEBICEHZ L., BlfE | AT5WMHEES DS,

TyROYA U8
[16.7.1. 16.7.2%18]

IFATRER RV BT 2
L, RUE/ITHAT
BB/EITIE. EHOH
BEERTHELEBIT,
BEOREZEEICH
2L, BEAORIIC

R % BRRIER - ' W - fERERET
CYP3AFHEH] AHIORERAAPERE | 2h5DHEHIHACYP3A
Fl S 2=E IV NE2BZNPFHHOT, | ZHETHZLICKD.
II) ALYy | INSOEREOHH | KO MAFREN LA

T HAREETH S,

YheYa-—rvx-

BRLULEZVWESIERT

+HERT S &,

CYP3AFEEH| REOEHEIBHT |2 h & O EHFH
V77 oYY 2BENDSHBHDT. | CYPIARFEETHZ &
TJrz=hAV INSOREAEDOHA|ITED . REDIMAE
Rery % W EE AR E .| EPETT S REN

[16.7.3. 16.7.4%18] CYP3AFHEERHD 2\ | H 5,

BEHANOREEEZRT
BT L,
A IATA XYY Y | RAOBMEHSREIT T
(St. John's Wort, £ |2B8ZnLHZD T,

SYITITI—)
IVATIV &
[16.7.7208]

ZhosDFEFEDOHA
IFATREZ RV BT 2
L, RUE/ITHAT
HIEEICE. KFlE &
LICAERIIBET S
Eo

HoZ B4R HUA
TFTYV
TrEFIV
VRAFV

[16.7.8%H8]

KA DR TS T
2BENNHBLDT,
NS DEA DA
IATRERRD BT 5
Lo RUEBIHAT
AHAEITE. AA LR
KBz TE(T

VN = N >

—F VU ERARE10
R T AT % O 2B R A L 9%
=N R -20F.N- 1Y}
FEEANDEEIIRE
HTH-72)o
HIEH AH O DTS T
REEH I L D5BENFHBHDT.
KB 73T | 2h o DEHE D/

WA RERIR D BT B 2
Lo RUTEB/IMAT
HIBH I KA E R
FAREZET 59 2 & (i
B 2 A #5252 W FE
iRk Ic G L
& EDOARAE| O I H R E
NOEEBIRENT
Ho1)o

7 — M ERES 5Tk,
Ta bty R THER | AROBHEIEHT | Cho0FEAICLSE
FRTSV =) 5BENDHBOT. | ApHO LFICKD, &

AORIRAET L. &
AloMmpREFETY
BHHREENDH 5.

BRBOBRVP-gpDE | Ch o OEFIORIER | RFIHP-gp%HET 5

g & B A WHEBINEZBEINN |2 &ICLD. TheD
= S HBHOT, BEOWRRE | EHOMmMHPIREY LR
A=DNN 3 ZEBICBZE L, BIE | T5ENDH S,
ROy LA HORBIC+IERT

[16.7.9%H] 5T &,

BCRPOEH & 7z 53 AHIHPBCRPZHET
Al LIk, 2hs
O ANAY F DO M EEH» E
AMMLFEH—F AT LA DH B,
fvF =T
[16.7.102H8]
11. 8IfER

WROBWERADNHS5bNBZ ENHLHDT,. BEZTDIITH, B
EORDONIGHICIREAFILT 22 EBYRNEZITH Z

Eo
11.1 EXZEIER

«11.1.1 FHgaEREE (37.8%)

[8.150#]




11.1.2 QTHRER (13.9%)
[8.2, 9.1.1. 17.3.1%H]
*11.1.3 BHHE (4.9%)
RE. HRAFOERZH D EREOBBIEFHS5DNEH I END
%, [7.22H]
*11.1.4 BIIE (28.0%)
[9.1.2%0#]
«11.1.5 FEMEMEER (0.6%)
(8.4, 9.1.3%H]
11.2 ZOfthDEIER
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MmFEFEILIVHF

JJ
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1) ELRVAF =T Hh TN 160mgx BEREO#REE (Bl 7 LVEIHE) O

MEEPIREEHER (CPI9ME £ IR RE)

#1) YL AF=TH TN 160mgE BERO#KLSE (FE1V+A 7ILEIHE) 0%

MIBIREIN T X — % (R PIIER OB 5 5%)

RIER 28 20%BL Lk | 5~20%KiiE 5% SHEERNEA
* JHILA Nz ER. B, | IEH:
(31.9%). F|OW%. 8
| ]
* it - 25 W VFNE FEEL
KO 5ERAL
RS
Al gHim. K
®
RYYRE PR IR
P53l B AR 1 B
& RE
R - RE BAEGR
=
TR BN FEHED F
[
4] 12
X R
ik 3 /MR [ ) > 78 BR
HILEREA . | 2. &l
FHEREA
*| HE PRAR AL me 7Ly (&~ 7 x>
HE FZUEM | LI
7 L7 3
> E . K
DR/RNSi|
GE. E AL
vy A E
*| Z it FLOEK AL

14. BRALOER
14.1 SRIAIHFDER

PTPEEDEAIIPTPY — b BV H L TIRAYT 5 & SR
T2 &, PTPY — FOREEKIC LD BELSIAR A BB AR
AL, BIC3FLe B L THRIBAR SO ER L A HHEZ HiFT
BIENDHB.

15. ZDMDFER

15.2 FEERARERERICE D < IEHR

15.2.1 ARV AF =TI, Ty MNERBICBWT, BEAE
160mgl H2[E T 5 N2 CrnaxD5.2MEZICHE T 52 HE TEIESE
HEABETH -2V, [9.4.2818]

15.22 R (RERSHELTVEVWSES Y b BRI Y
FROERI=ZTY) IZBWT. KAIORERSICE D BHRKE
WORE (BHKEOEKA. BEREVCEER) . & M
160mgl H2BO AR THRE L7z L ZDMKBERE LD L EVE
BETRDODONT VS, /. BT Y MIBWT, BRRER
OEMICEELT, BEERVCARREEEOKMEDL. & M
160mgl H2EDHE THRE L1z L ZDEKREBEDZFh£h0.8
EBROLMETRD SN TS, [9.7.18H]

1523 v FZ2HVE2EBPARERBKRICBWLWT, B b
160mgl H2EOHE THE L L EDEKBRERICHYT 51
BCHICEBEFIRDONTNS2,

16. FYENRE

16.1 MARE

16.1.1 BEIRURERS
EATEFNESBEIABICE LRIV A F =T H T 160mgs BERO#KEG Lz L &0
MEEFEEEHER ROEYBIE/ ST A =S ELTO LB TH o723 HEAT—%),

Bil% 94

Cmax 1120
(ng/mL) (85.7)
tmaxtED) 1.96

(hr) (0.50-7.83)
AUC: 74301%2)

(ng + hr/mL) (67.5)
1) APRfE (FIME-RAME)

H2) FIE=71
T ARG (120 H)

HARADHESTETENEES B E S8BIC L L~V h F =7 H 7 160mg% 1 H2[E K EFEC
BE Lo & EOEFHREICE T 5 M DRGSR K CENBBNT A —F B TO LB

DTHo73,

6000 -
2 5000 -
N
ol
£
#4000 -
2K
0
th 3000 A
EN
=2
é 2000
]
3
#1000 -
g

0
0 2 4 6 8 10 12
B (hr)

2) EARLAF=THhTEN160mgx | H2ERER D55 (81Y 1 7 LESH
H) OEHEIRBICHT S MEEPREHER (CFEHE R )

#2) ARV AF =T HTN160mgk 1 H2EIREROKSH (8191 7 IILESH
H) OEFHIRBICH T 2HEMEIE ST X — 5 EAITIE K OEBHEE%)

B 58
Cmax,ss 4060
(ng/mL) (34.4)
tmaxssd 2.08
(hr) (0.00-8.10)
AUC< s 37100
(ng - hr/mL) (39.3)
CLss/F 4.31
(L/hr) (39.3)

E3) HRfE (R ME-RATE)
TSR (121H)

AR I RER G %8 H & TICERRREIC

FELZ. £y EARMAF=THT

L 160mg# 1 H2E RER OIS Lz BOREIHBICBIF 5 LIV AF =T 0%

BHI33.40TH o720

16.2 IRIX
16.2.1 EHBNAF P RASEUF 1

RBERAGHIZ L LU A F= 7 7 74 L 160mg & BRI L7 & & ORI/
T RATEY T 1 ORTTIIELTI2%TH 79 GHEAT—H).

16.2.2 BREDHE

TR A 206112 € VARV H F =7 5 72 )L 160mg % ERgH BB I B AR %5 L



fob &, BERERGIINT 2 REBREICBT 5 LA HF =T DCraxk FAUCin D
HAEEEO I E N ZN0.862K% U.09TH 2725 (HEAT—%).

16.3 21

16.3.1 EE#E
TRV AFZT O MY S FEERIZN6%TH D . WERFEIRD Shi
Moz (in vitro) 9,

16.3.2 MK/ MmighEEL
TR AF =T O M/ M BEIER0.7TH > 72 (in vitro) Do

16.4 {5
ARV AFZTEFEE LTCYPIA4IC K VRIS NS (in vitro) 8. fEEERA6H
12 [MC] -2V F=7160mg s BEREO#RSG Lz & &, 51688 HE%EE TD
MRS FICRE RS R S N (EFRRETRE I T 251 &1k. 86.2%) 4

HEAT—%),

16.5 HEtt
B AGHIIC [14C] LR A F =T 160mgZ BEREOHRE Lz & &, #5432
% E TSRS L SHREDRI69% (RELEKIZHI14%) SEFEFICHRES .
24% (RELFIZH11.5%) sRAPICHREs 7z GHEAT—%).

16.6 KEDERZEIDEE

16.6.1 BigHEEEEE
TARUAF =T H TN 160mgE BEFREOKRS Lz & &, BREERKERE (10
Bl) T 2 BEOBREREERE (86]) OIRBELLL VA F =T OCnax kT
AUCin D&M PEEO I, ZhZh1.30K%T1.07TH 7. BMEER KRS (10
Bl) 1ot d HHEEOBREERERE (86]) OIEEELILRLAF =T DOChak
AUCin D&M PEOIZ. ZhZN1.67RT1.89TH > 7. BMEEEH L (10
Bl) T2 EEOBREREERE (7T6) OIBELLL VA F =T OCraxk TV
AUCn D&M PEHEOIZ. ZhZh1.04K%T1.54TH 79 HEAT—%). MK
BNOEEICELST, KPAFREBEICHT ST 7340,

16.6.2 FTHEREERE
TARUNAF =T H TN 160mgE BEREOKRS Uiz & &, FREERKERE (12
Bl) 1T 2 BEOMBEREEE (86]) OIBELLL VA F =T OCraxk
AUCini D&M PEO I, ZhZN1.78RT1.33TH > 7. FFMEEEH RS (12
Bl) 1oxtd HHEEONSREERERE (86]) OIEEHLILRLAF =T DOChak
AUCini DA FHEDHIE. Zh2h0.989K1V0.991TH - 7z, FFHEREER HibRE

(126) \ohtd 2 EEOERERERE (86]) OIFREATELL A F =T DCnaxk
CAUCiD&IFHEDIE. Zh2h2.32K03.28TH-7:210 SEAT—%).
[9.3.12H]

*16.6.3 IR
ERRALFEIS]/1AHRER (LIBRETTO-0013#8%&% O'LIBRETTO-1215k) IiAANS
N72839%1 (18®AKMOBE34F 2 &) OF — ¥ ZAVTRERENHEET L Z
WL, ERICE DRV HF =T OEMBHBICHKICEKOD 22RO 5N
Bl ROV LRV AF =T DOVe/FRUCL/FIZHEM L7z, 8RR
HEMPEETVEHNT, REBEORREEROEEERICE O EMHES I 2
L—> a3 v RFERLUIER. OFERZO0.33m2L 10.66m2kiH O BEHI1240mgl H3
[, @FXHEK0.66m2LL E1.2m2Ri0 B 1280mgl H2[E, OAXE].2m2L k
L.6m2AK D B#12120mg L H2[E @FFREHK].6m2L Lo E#EIC160mgl H2[E % %
NZNRERORG LIZBEO, ERREBICBIT 2L RLHF =T DCmax (ng/mL)
KUAUC24n (ng - hr/mL) oHR{EIX. O3120% V57700, @3360% 058300, @
3190 V586003 M @3550% 166400 & HiEE S 71D,

16.7 SEYWEELER

16.7.1 4 k5aF Y=L
EERRAL2BIICA 535V =)L (BWCYP3AFREA]) 200mg# 1 H 1[ERERZC#
5L, ¥ WRLVAF=THhTenl60mg#BEFREORE Lz L&, ELRUAF=T
N T VBB SR T B4 b T 3 F Y — LIFHRSRO LRV F =T D Crax
RUOAUCKhO#AFHEEO . 1.30K%102.33TH 712 WEATF—%). [10.2%8
i)

16.7.2 Z)bAFV—=Ib. IWFF7EL
AHPNEMBEET VK SV I2ab—Ya itBLT, VRV AF=THTS
)L (160mgz BEREO#S) BHESHICHT 5703+ Y —)L (PREEDNCYP3A
FREH) (200mg# 1 H 1 EREROHRSE) HHRAREROZILANHF =T OCnaxk D’
AUCOMAFHEOHIZ. ZhZNn]1.20%U2.48EME SN0 CLRVAF =T A
T (160mg#x BER%S) BMEERICHT 52 YLFT7EL (HEEOCYP3A
PHERA]) (60mg# 1 H3EREROKRSE) HAKSREOLIL LA F =T DCraxk
AUCO#MEHEOHIZ. ZhEN117RU2.18EHES N1, [10.258]

16.7.3U77EYY
BEERAL2B1ICY 7 7 > ¥Y Y (BWCYP3AFEYA]) 600mgz 1 HI1ERERORS
U, BARUAF=TH TR 160mgxBEROKE L& &, RLRUAF =TS
TVBEEEGRICNTHY 77 Y VHARERO LRI F =T O Cnaxk
AUCins® ¥ FHED I, 0.301%00.133TH - 7212 (HHEAF—%). [10.2%8
]

16.7.4 KEV9Y. EFT4Z)
AHPNEMBEET VK SV v Iab—Ya itBLl, VRV AF=THTS
L (160mg#% BEREO#S) B SRICNT 2Rt Yy v (PREEOCYP3AFHY
Al) (125mg# 1 H2ERERO#E) PREERO IRV F =T DCnaxk TAUC
DMFAFHEOIZ. ZhZN0.71RV0.53EMES NIz VRV AF=Th Tt
U (160mg# BEREH%5) BMB SRS 5E5 7 4 =)L (REEOCYP3AFEY
#l) (200mg# 1 H1[E7HEEO#54%12400mg% | H 1 ERERO#S) RS
DENARNAF =T DOCrax X CAUCOEFAEGED L, ZhZh0.86%0V00.64 L
EaN13, [10.22H]

16.75 29Y'S A
RFERALOBIC LRV AF =T H )L 160mgE 1 H2RREFOBRE L, I5YT
L (CYP3AOEE) 2mg#zBEEOKG Lz &, I35V I LRBBERICNT 51
WRVAF =T H T2 VHRREGRD I 55 L O Cnax X O AUChD (A FH4ED H
& 139K UL54TH 7219 FEAT—%). [10.288]

©)

16.7.6 LINTUZR
RERALOBIC L LRV A F =T H 7 160mg# | H2EREROZS L, L7y
= F (CYP2C8DEE) 0.5mg#xBEROAKES L-L &, L7 = FREIMHERIC
W BENRVAF =T H T VGFRBERO L7 = K O Cnax & AU Cint® #7]
FEEMEOHIE. 1.91U2.88TH»7215 FHEATF—%). [10.280H]

16.7.7 AXFS5V=b
BEERRA20FICH X 7S5V =)L (Fa b rRY FHEH) 40mg# 1 H 1[ERERD®E
U, vV F =T h T 160mg % ZERHCBERR RS Lz & &, L
NF =T Hh T VIR ERINT 24 X 75— VARG LRV F =T D
Crmaxt CAUCin D&M EHED I, 0.123%00.313TH o720 Ty ARA TV —
L EREROBE L. LA F =75 7L 160mg % e R IR 1< B E#E O
BELEE, RV HF T H TRV BB ERICNT 54 X 75V — LG
D E LA HF =T DCrax & CAUCintDEAFIIED HIZ. 0.586%100.938TdH >
Joo ARXTSV =N ERERZOHRS L, LAV HF =T H7E I 160mg % B &
BER ICHERORG Lz L &, UL AF =T H PV BB SRS 54 X 7
IV = VBSOS F =T D Crax & AU Cint® A FHHEO HiL .
0.782% U 1.00T#H - 72510 (HEAT—%), [10.22H]

16.7.8 S=FIV
BERARA20BICT =F ¥ (HoRAEEHA) 150mg#% 1 H2BRERZOHRS L. 2L
RVAFZTHTN160mgE T =F ¥ %5 1 ORI K U 20 R AT 12 225 R 12 B [a]
BOBE L& &, YR HF T H TRV BRSNS 55 =F Y VARG
DX AN HF =T DCrmaxk CAUCini D EAFED HIZ, 0.818/%1V0.932TdH >
7210 (SEAT—%). [10.258]

*16.7.9 FEH RS VIFFYS—bH
BERAISHICE VRV A F =T H T N160mgRh TS EH TV ITFFTT— b
(P-gpD#E) 150mgZBEEO#KG L&, FEH TV IFF YT — MEME
BRI 2 VRN F =T h T VHER SO T EH b T > OCnaxk AUCint
DEAPIEDOHIE. ThEN]1.43KT1.38TH - 721210 (HEAF—%). [10.2%
]

*16.7.100ANRIFY
R A28FIC VAN HF =T H TN 160mgk’a ZANZAY F > (BCRPOE
H) 20mgx BMEREIHE Lz & &, 0 ANRY F 2 BMIESEICNT 52 LV hF
=T H T VHRAEGEO T AN A Y F ¥ O Crax X FAUChOEAFESEO ik, &
NZNLT7IRTLB0TH 7218 UEAT—%). [10.25H]

*16.7.11 Z Dt
(1) ¥V HF=TIMATEI ZBET 5 (in vitro) 19,
(2) BERALEIC) 7 7>y (P-gplEA]) 600mglk LRIV AF=THT
L 160mg % BEROHREGTHA LI L&, LR AF =T 5 T VBB GRIC
NI BY T 7 Y UHRARERO LRI A F =T OCraxk CAUCint® 37 F3
O, ZNZN1IIKVL.06TH 7212 (HEAT—%).

17. BRPRALE

17.1 BERURLECET S5

17.1.1 EFFEESEI/IMEEER (LIBRETTO-001515%)

(RET S BIGFIBEDEST - BROIEIBRFMERUPRIRE. RETECTFERBE

DIGEVIFRTEE S ERERBEHRTE)

OALEFERED B 5 RET B e BIR TR O VIR RE LT - TR OIS E
13461 (HANEZE250 2 &) RUOLERERED % W RET & BIE TR0
THEZHEST - BROINMIRIHEEE3SH (HAABELF2EDL) ISV LhF=
TH 7 I1E160mg % 1 H2EREO#S Uiz, EEFMEE TH SRECIST ver. 1.1
ICED BV FHEZE B SHEIC L 2EMRIE, Th2hD55.2% (95% 548X [H:46.4-
63.8) RUQ@71.4% (95%(E#EXH:53.7-85.4) TH -7z,
12/ L OOL2EFRERED & 2 RET BEnBIZ T O RIBTIBRARRE 4 BRI R E 10
BIED (BARANBELIFIZET). OLEFEEREO % RET M EBE T B ORIETIRA
HEZs BORRRE R 1 2002 . O(LEFEER D H 5 RET 85 T ERBHEOWIAYIBR A fE 22
FURIRBERRE R EOTH (AARANBE L2 ED) RUOOLERERED 2 WRET BIZT
ZRBHEORIGTBRAME 2 FRIRBEREBRZEIOFICE LRV AF =T H TRVl
160mg3) %1 H2[EREO#%5 Uiz, FEFHEEE T35 SRECIST ver. 1.1ICEDI <l
VAR ESHEIC L5 BWRIE. ZThENB50.0% (95%(EHEXR:18.7-81.3). @
100% (95%fE#X[H:73.5-100). ®68.0% (95%(EHEX[H:57.8-77.1) KU ®63.3%
(95%(E#EX:52.5-73.2) TH-73, (2020E3H30HT—% v b4 7) [5.2,
5.11%8]

1) Kbl Kbz &t

H2) BabELf &,

E3) 12U /NI T AR OKRAE - AR, (1) ARERL.2m2kiEo 8

1280mg. (2) #FFEML.2m2L El.6m2kiEDHHIC120mg. (3) ARER
Lem2Pl EoEHIZ160mg%E Zh 2N H2EREOHE TH 5.

RN RI00611CBD SNz EBIERIE. ONER (35.3%). ®IME
(31.8%). ALTH# (28.0%). ASTH#M (26.8%). &% (25.3%) FTH oo
(20204E3H30HF =% H1v b % 7)

(RET MEBIGTFIREDEST - BROBMIER GE/)iMERUVRRIREZR<))

RET Bh&n@IZ I OMET - BROERES b/ MifiiER O HRIEL K<) &

HELT, ¥WRUAF =T AT VORBEOFMZBRNE L-OFEHE/S—+ (&
WRVAF =T HTEN20mg# LHIEIX LV HF =T H 7IIV1E20, 40,

60, 80, 120, 160, 200% L < 13240mg# 1 H2[E#EO#5) E49) D56, LA
FoTHTENOENEROREEEZRFT S L2 BE LB — b (LR
MAF=THT2INV1EL160mgx 1 H2EEOHRS) 055, QILEREREDSH 5 EHE
ERRE LT A— b0336 (HARANEHEFIZEDL), OILERERD 2 VEEEN

REUTR— 0206, OEBMMEAENNTRET MeBETHESHES W B

HEEMRELIZTR—PO126] (HAABE3f2ED) »"WEDEOFENRE S
720 BEIH/S— b O EEFHMIEE Td A2RECIST ver. 1.11CED < Mz §HTiZE B S¥HE
L& 28R, TNZIO®57.6% (95%FHEXR:39.2-74.5). @0%KUVW16.7%T
Ho73, (2023%F1A13HF =AY b4 7) [5.82H]

1#4) ARSI - ARIEAR1E160mg% 1 H2EREO#RS5TH 5.



#1) AMEOFINRICHT 22 AR OENE

A R/ TG %L ESES
PN 73 4/13 30.8%
JRERALES) 7/13 53.8%
R R A EO) 2/4 50.0%
P 1/3 33.3%
JISEEE 173 33.3%
JRFEARNTIRE 1/3 33.3%
P ZEEES) 0/2 0%
FLREES) 2/2 100%
B 1/2 50.0%
HNF I AR 1/1 100%
/N 1/1 100%
AR N 5 IS EL0) 0/1 0%
DB 1/1 100%
i ez AR 0/1 0%
RPN 53 WA 1/1 100%
N et 0/1 0%
E5) EARVAF =T H T EN80mgE | H2E THE M S N BE 12 &,
*6) HIERRREDOZVWEELfEZED,
7)) MR PE, 2TEPAER OEEEERESRAES AN S h SR E I
BLIENHFRD SNz,
F8) WINBRERRRE D VW EE

19) BUHERGAEUNOREE FHAR) RORRETFEEE AN, BlEREE
DS OB RERE GEIARE) 2BV TEIPRD 5Nz,
E10) BRIV AF =T HTEIV120mg#E 1 H2E TG MBS - BE

REWFHINRS3GICRYD S ERBIERAIE. ALTHM (35.8%). ASTHM
(28.3%). CIHHZMR (26.4%). THI (17.0%). ®IME (17.0%) HTH 7.
(202341R13HF =% H v + 4 7)

*17.1.2 ERHELSE/I185K5R (LIBRETTO-12158) (jRCT2080225127)
RETBETREZET HHT - BROEREESO/NEEE (E%6» AN 215K
T) ZRRIC, CARVAF =T OENEROREEEZRET Lz, ARERICEDET
TR AF=T1E92mg/m? (FeA# 5 &:160mg) %1 H2EHEO#%S L ED, F
FEFHIIEE TH HRECIST ver. 1.1ICE DN FHEZEAHEIC L2 EHRIZ. B
I R 366 (HARABE3GI2ETL) T52.8% (95%IEHXR:35.5-69.6) T
Ho7:20, (20245 11H8HF =% A v b4 7) [52, 5.8, 5.112]

H11) AREShAE - AR CMNE) & FREE0.33m2L E0.66m2kiEOH &1

[El40mg# 1 H3ME. 0.66m2ll E1.2m?RKilDHEX1ES0mg% 1 H2[E. 1.2m2L
Ll.em2EKiGOBE 13 1E120mgE 1 H2ME, 1.6m2Ll EoEid1E160mgz 1 H

2EREOHRS TH .
£2) AIEOFHINRICB T 22 AR OB LE
PAME ESulibvES it ZIR
IR AR BE AR E12) 9/15H#15) 60.0%
IR AR FLBRAEELS) 8/15 53.3%
SR ER L) 2/61E16) 33.3%

¥12) RET®ETERBE

¥13) RET &8t

¥14) RET Bh&BIRF B30I R O RET IR R B3]

¥15) RET @henBIZ B0 FRIRBRE L £ & T,

E16) FLRARMEANIE, EHARMREIE. SNE. MSUHAIE. AP E & O
REBEESLIHSHAANS N, S5, FLRARMERIE KR O AP E B
BLTEHFRMM»ERO SN

RN RI6FICED 5l E2RIERIE. ASTHEM (36.1%). ALTH#M
(33.3%). T (27.8%). MY ILE VM (25.0%). MHFA7ILAH)KRRT 7
& —EHE (19.4%). 9% (19.4%) HFThH-7z. (2024F11A8HT—%Hh v b A
7)

17.3 Z0fth

17.3.1 QTHEREIC T B RE
TR A32BIIC LRIV H F =7 H 7 I32013640mgEl7) % HERE#E Lz &
. QTCHIBONR—ZF 41 VP 5DE(LBDOT TR EDEIIBT H90%FEXE D
EIRfEIR. Z2hZ2Nn11.87K%1V12.47msecTH - 722D HEAT—%4). [8.2. 9.1.1.
11.1.228]

E17) BRAICKT 2 AR ORRME - ARIZ160mgD 1 H2EHERO#%S5TH 5.

18. ESHEIE

18.1 {ERER
TRV AF =T RET. MENEEERETZEE (VEGFR) . S a5 R
T%%(k (FGFR) H0XF—YiEkZHEET 5. tAUAF=T1&, RETHASY ¥
NoEDY) VEEEBEEL, TROY 7 FIUEESTO) VBLEHEET S Lick
D, EHEEMEIEREZRTEEZONTVS2),

18.2 HEEEZIR
YR AF =T, in vitro \ZBWT. RETRAY >822 259 5 & b IR/l
FEHKLC-2/adMifatk Uk b HARIR LB BR TPC- LA AR 3L O ICE RBIRET
(C634W KR UMI18T) %2 ZFNZNHIHT 5 M FRIRBERBHRTT R OMZ-CRCL
MR U CHImHIER 2R Lize 720 R URLVAF=TIE, in vivo iZBW»
T+ LC-2/adffifatk. RETHELE ¥ > /%7 2 FH 9 5 IE/ Ml Rafitig 8 Bk CTG-0838

SR R O T TRk & 2 W E M R U - EEE A TIGEAR-R—Y 237 X
RFR— R I 2TBWT, EEEENHIER 2R L7z22.

19. BT ICE T 2B EZRAR

— BRI LRIV F =T (Selpercatinib) []AN]

{t % #:6-(2-Hydroxy-2-methylpropoxy)-4-(6-{6-[(6-methoxypyridin-3-yl)
methyl]-3,6-diazabicyclo[3.1. I]heptan 3-yl}pyridin-3-yl)pyrazolo
[1,5-a ]pyridine-3-carbonitrile

53 F :CaoH31N7O3

45 F H:525.60

i3 RBEE~BRECOWMKRTH S, 0.1mol/LIERICPLRB I, T MUK
LY ) =D THEIFIC K KITIFBEA EBIT 2V,

fetig =t
ch\ N L
HO CH
@ o
il K208
wu\%{q:

21 .1 [Eiuc'n YA EHEEERED L, BYICERT S &,

(RET MiSBILFISEDEST - BROPIRIRE. RETELFERBEOREYIRTEER

ERRERBERTE)

21.2 BN CTORBEF PO TRON TSI &R 5. BEHER. —EROEMI IR
BT - HPEBMS N2 ETOMIE, 2EMZNRICHEARMBALEZEMT S5 LTk
0. AHOFEHABEOEREREZET 2L & 010, FHOREMEROENEICET S
Ty ZRMICE L. ARIOBEIEMAICBERIEEZHE LS &,

22. GO
(Ly hF 1 EATEILA0ME)
5677t 8717k (PTP) x7]
(Ly k4 EHTEIL80ME)
56h 7t [8471 7L (PTP) x7]

23 FEHR

HRER: LRV AF =T OFMEREE (202242 A25 HAR.
2) HREERE LA F = T O ARMERER

3) HMER: BTBEEENRE L LA F =7 OE/IHERE(LOXO-RET-
170015%8%) (2021469 A 27 H&#B. CTD2.7.2.4.2. 2.7.6.12, HEH#HEE) (202242
A25H&R. HEMEEH)

HWNERL CLRVAF =T OMHMMNA T TRAFTEY T 4 ROV ANT ¥ AikER
(LOXO-RET-18016i5%) (202149 H27 H&#&. CTD2.7.6.3)

HAERE E LRV AF =T OEMBEICRIETTRFOHERVTI A TS —LED
HEMEA(LOXO-RET-18015#5%) (20214E9 A 27 HA&:8. CTD2.7.6.2)

HNER: LA F =T O b EEAREE(LOX0-292-DMPK-060#5%)
(20214F9H27H#%FR. CTD2.7.2.3.2)

7) HAWER: LAV AT =T Ok I/ g EE  (LOXO-292-DMPK-0133
BR) (202149 H27H AR, CTD2.7.2.3.3)

HHERE LRV A F = TOCYPRE(LOXO-292-DMPK-017:%8%) (2021 ££9F
27H&. CTD2.7.2.3.5)

HNERE Mr o EEEOBHRERE L AT AHBEICB I 2LV F =T 0%
Y#HE(LOXO-RET-1802375%) (20214E9H 27 H&R. CTD2.7.6.6)

HNERL: Mr EEEOFRERE AT AHBEEICB T2 LRV F =T DOF
PERE(LOXO-RET-18022785%) (20214E9H27H &, CTD2.7.6.5)

*11) tHNERE LR AF =T OREFENBERT RO I 2L —Ya

12) HHER: E VRV AF =T EAL VN TAFIT=LETY 77 T Y OB
(LOXO-RET-18014#5#%) (202149 H27 H&#&8. CTD2.7.6.7)

HENERE 2LV K F = T DL BT T ILET (LOXO-292-DMPK-052
RER) (202149 H27HA&FR, CTD2.7.2.2.12)

HHER: BRIV HF =T E YV S LOHENER(LOXO-RET-18017:#Ek) (2021
HEIH27HAFE. CTD2.7.6.8)

HAHER: LRV AFZTELRTY = FOMEEMER(LOXO-RET-180263# )
(20214F9H27H#%#R. CTD2.7.6.9)

HHER: EVRUAF 2T ESZF IV RTARAT SV —ILOHEER (LOXO-
RET-1907538%) (20214E9H27H&#. CTD2.7.6.10)

HNER: LRV AFZTEFTEH T OMELERHER(2G-MC-JZ]Vitsk)
HNER: ELRLAF =T Eu AN RS F 2 OB (2G-MC-JZPBih&)
HHER: B LU AF=TIC LB+ T2 ZR—FHE(LOXO-292-DMPK-035%
B#) (202149 H27H &R, CTD2.7.2.3.8)

*20) HNERE NEEITHAREZNRE Lz LRIV A F = 7T OE/IHERE(LOXO-
RET-1803675%)

HHERE LV HF =T OQT/QT il (LOXO-RET-18032354) (2021 ££9 A
27H&R. CTD2.7.2.2.8)

22) HHERL LIV HF =T ORI (2021 4E9H 27 HA&RE

24. WEFERERUEWEDEE
HARA =400 &t EEERBA&EED
T651-0086 HFATMHRXE LESTHIE28%
TEL:0120-360-605 (EE#RLRERLY)
medical.lilly.com/jp

CTD2.6.6)

&

5

Sl

8

)

10

13

14

15

16

*17
*18
19

21

CTD2.6.2)



26. BUSARFERESE
26.1 BHEERGETT

BARA—S54)) —#HA =1t

#WETPREE EEST BH1%285

®: B
(7) RET-1001(R9)



