H % 20224E7 H LT (BB4M0)

% 20214E5 e ET (AE300)
B & SIRGET
HREE : 3%

BFEEmasE8ES
874291
ARES 30200AMX 00435000
BRochata 202046 13

MEMEER/FOY >3- —CHEE
7 KF = TSR RGR
B DA BEESY

FO =% 250mg

TEPMETKO® Tablets 250mg

) EE-EMSEOMTEIIL VT L

g

A

A KFNE, BRBFCHAMETE3EEMFICEVT,
PAEZEEICT D LA - BREFOEMDD & T
AEIDOFERASEY EHEEh BEFICOVTOAEET
3528, T, RERBICEILSL. BEXIZTORKIC
RV ERMEE AL, AE2B8THrLHRET
5 ¢&,

1.2 BEMHEBRIFIFHS5bh. REICE > HERHEHE &
hTWaNDT, YIHAGER (BRYIh, MFIREEE, K.
#%) OERRUOCEHNLMBEGRREOEKRE. BE
EHRICITHIE, 2. BEIFBOShAEHEICIER
FDHE5EPIEL., BIBREHRIVE CHDBREEDEY]
EREBEEITO &, [7.2. 8.1, 911, 11.11BE8]

1
1

2.2 (ROBHFIZIIBELEVWI E)
KRHFN O R UEBUEOBEREDO H 5 BE

3. HERK - MK
3.1 #Rk

I 5t % 773 b 3§250mg

LEEfI

A
IR | 7 47 = stk 250me

WNEY :D-v Y= bF =), bl a—A, ZOARE K,
ATT) VEE T Ry AL BRI A R

WA Sy e Ta -2, AR, 70T
4000, MU TRT v, BILF Y v Z2AbEk
3.2 BEN DMK
IR 5t % 773 b 3§E250mg
F )i TANLT—T 1 v 75
& FADRD 6DV
LAy~ ]
bASiE

<>

C

SR AT @
)

e 18mm

E & J9FE 0 9mm
JE = 6.9mm
O 854.16mg
Mg — o M
— —
FO=kF1250

4, WhEER IZ TR
METE&EGEFIVYV14RZ v ECTERBHOYIRTEEL
EIT - BROIE/INAEME

5. 3MBEX (IR ICEET 2 ER
5.1 KA O HAWIFRE N BT 5 GMER O T LT
W\,

#5.2 1o e EBR & A 2 BRI SUS A FERE 12 B 1T % MAr s &
D METHZF L7V VIAAF v ¥ v VERPHER S NI
BTG T 5L MEIZH 7o TE, KRS RS
RS OIEFER T W5 2 8, BB, KRS N K4L
W R i S AR AR B § B US> Tid, BUTF o
77 A NS AFHRETH S - https://www.pmda.go.jp/
review-services/drug-reviews/review-information/cd/0001.html

6. AiERUVHAE
WL BN T AT = TIRERIEARRY & L C1E500mg % 1
HIRERISRIE ST 5. k. BEOIRIEIC X ) EE K
w35,

7. BERVHABICEET RS
71 MOFEMIEER & ORI DWW T, AR LAt
FEST LTy,
7.2 RFEGAC X D RIERI S EL L 723611213, DT o 2EiE%
ZELUTHRE - s - Pk 52k, [12, 81, 11.112H]
W B B OS5

P Ly G
S 500mg  1H 1Al
1Bz I 250mg  1H 1A
2B W Bk
BIVE I SEBURE O A5 0 JH o i B A v
EIVEH [ JLiE
R Pkl A Grade 11 F x5k
Grade 2L T 2[5 % & TR LIE1EL
Grade 3 P LTG5 3428, 72, 21H
R HWELET A3 RIS
R S DAL 5k,
Grade 2LLFICHE T % £ THRES 2 2
Grade 4 |k. F7-. 2IHA M 2KIELET 2
BEllidhikyaZ Ll

1) GradelZCTCAE versiond.0lZ#E 1> %

8. EELEXRNIEE

8.1 BB MEMIEEERD S HbNDL 2 EWHLOT, FEHEE (B
i, DR, Rk, SEEAE) OHERR N ORI 22 Mo m
BHAEOFERS, BIEL2 T 2k T2, BEICTL
T WHHERD S &b 7285120, MR IR % %
ZIHLO|ETLI L, [12, 72, 911, 11L11ZH]

8.2 NTHSAEBEN D 5 b D 2 EAd L DT, REES BET
T O G- EI I I R A 2 AT BB OIREER 15
ICEigE 5 2 b, [11132]


https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html
https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html

8.3 BHEREMEN D HbND Z LW H L DT, KA G-BAEHT
K UOEG G EMI BRI A 2 T BB OREL +5
WCEBIRT 52 L, [11L142H]

LEENEEEETIREICHT AR

9.1 &fHE - MEEZEDH 58 EF

9.1.1 HEMMERBDH 2BERXIIZDERERDH 2 BE
VR BB EST 2 B2 H b, [12. 81,
11.1.1z81]

9.3 FrREREE RS

9.3.1 EE D #EEE=EEE (Child-Pugh%$EC)
AHFNIET 2 AL CHRlE S A, ShosoBEETRE L7z
FEIRERERIZEM L TV eV, [16612R]

9.4 £JEREEH T 5%

9.4.1 TRIET e 2 W VE B 121E . RFNFG-ih R OFe 54T o —
SEMIRNLE ) 2 T 2479 X ) 3RET 5 2 Lo [952 ]

9.4.2 /8= N F—DEIR L TV 5 IR 2 W ek H 2 5
PEREIZIE, RFFE G R OB T HR—ElIE, Ny 7
B (aryF—2) HWALOWRETAHZ L, Bz LT
G EE NI T RN D 5, (955 ]

9.5 1143
R SOZIR LT A ATREVED & 5 LI iE, HF L Of
PAfE itk % Bl s E W SN L5 ICORFKEGT LI L,
A RIS E RIS BV T RBRE R R
AN 2 HE T, RIEEBEE oMY HE ST,
[94.1. 942, 9.6&H]

9.6 BRI
BA LW e E L, FLHBITICET 27— 713w
. FLEDFIT R A L CARBI Z B 72354, FLBICEE.
BWER DT 2 BENDH 5, [952 ]

9.7 NRE
INBEE R TR & L 7 BRI L T v,

10. HHEER
AHNIPHEREE (Pgp) OMEEHZRT
102 HrREE BRISEETS L)

Bk FBRRAEAR - 1 7 i B - el

P-gpDFLE & 75 2 HFH|
FEHNT T XY
A NN N
AT DAV IVE 3
[16.7.1%H#]

S OFEF ORIER D
WMESND BT DD
DT, BEOREZHE
WEgE L. RIEAZEBIC
TEETAIE,

KRFHIDP-gpx HET S 2
P e ) BN A SYOF 5]
D IMLEE R E AN %
TREMEDSD % o

1. BEA

ROBWER S S D Z WD LDTHER 01247V,
BRSO S NGRS Pk 5 7 S R LE 2 AT

)Tk,
1.1 EXEEHER

111 EEMMmERE (38%)

GINER GRS N TN

APPSR S b D = &

Hbo BENED SO NIHEIIIAK OS2 Pk L. BIE
FEANVECVHOEGSEOBY 2 LEYIT) 2L [1.2,
72, 81. 9.1.1ZH]
11.1.2 F&ErE (61.5%)
KR IFIE (53.8%). K7 V7 3 viniE (10.8%). fizk
(4.6%) SDEKBITENHH5bNDL LD D, BMeikE
OGN, T R SR O FLH AR S 72 A I AR H 0% -

T 2 % S R LEEIT) Sk,

11.1.3 FF#EEREE (131%)
AST. ALT, »-GTP, ALP® 5 55% 49 FHEREEENH 5
bbb b, [828MH]

11.1.4 BH#EEEE (200%)
M7 L7 =80 (138%). HAE (23%). AEmE
(15%) SEOBEERENH SbN D Z L0id b, [835MH]

1.2 ZDOMOEIER

5%k
—i% - A FEEED & O, RS
b JOARLINGS

19%~5% il
MR I

e ol WL BIEESE (EAR. WERL. R, WA
BLERUIRT NG

b L OsEE | ikl A b Y Y AdE

i R A A 7 37— BRI ) 8= | REHRD . RERN.

Reaseplll LEMQTIER, A
B2 3 X O T Lk BEBIE, F85. € 9 HEIE,
& SVERRELIG 98, BTN,
FLBE, BUR B IR S
WP PRI, ol

Wk ER . BES s L OHE

PRl

R REE RERE . Kk = 2 —
T/8F = FEEIED E
SR

MR TN

JEYHE B £ O A JUE Tk

Mg s L OV v SRk I N

=4

B & OLE A BHE BERS

14 BRAEDEE

141 FHIZARFDZEE
PTPOEDHEHIPTPY — P A SIY ML TR % & ) 3R
Wy 52 & PTPY — FORREKIZ &0 B HEA A A A,
BEAJA L B3 2RAL% B3 2 L CHERRI 9e55 D L 7 A 0F
EEPRET LI END 5,

15. Z Db DEE
15.2 JERRPRRERICE D < 53R
A R w7 RS G- aERERIZ BT BRE S A 12
MY 5 HET, JHERICEE - 20 B o FLE RGBT K
G~ — 7 — B TlEd 5 O, 39ADE: 5 CTlX[E
BMHY) BHEEShTWVEY,

16. EERE

16.1 MiRE

16.1.1 BEIE S
TEHE A ARHIB00mg 7 i I B %S Lz & 07
F =T DM EEER R UOPKST A —F LT LB
Tho7" GHEAT—%),

(AT P39 E TR 22 N=12)

MAEFE R (ng/mL)
s
E.“g
1 | 1

H‘H

250
200
= = 4
N ot
0 p 48 7 36 120 144 168
BE (h)
AAIS00mg & ERHEEREITHST L7z & & 07 RF =7 O Mk R

AHI500mg % BERHEFEHRG L2 L EOT R T = 7T OHEYHEHE AT X -5

INTA=% AT (BATCV%)

N 12

Coax (ng/mL) 559 (17.0)

AUC,... (hxng/mL) 30118 (255)

toa (0)* 80 (6.00-12.0)
tiz (h) 299 (145)
CL/f (L/h) 149 (255)
V,/f (L) 644 (26.3)

L (SHH)



16.1.2 R1E#H%E

H A A D HEAT BT BB (2 AR #1215 . 3007 3 13500mg % £
BAICITHB AR G- Lz & &0 T RF = 7 O Mg gz
WML UOPKIST A—=FIZUTOEBY THolzo AH
500mg% ARSI H IR RAERORS Lz & 2085140 HIiZ
BB FRF =T OERRIZ245TH - 727,

1HH
) o G )
450 —| _
ER. 1 \
;b;f 360 / ¥
‘iE( L
% s i “‘H\
2 40— F——n,\\
| ~ : | N I
120 - / L
b ® 500mg
] j L A 300mg
A m 215mg
’ T T T 1 T T T T T 1
0 ) 8 12 16 20 24
R (h)
14HH
1500 — e e
(BT I AL R )

B

:;1(
R

i

(n,

M

| A 300mg
m 2]15mg
’ — T T T T T T T T
0 4 8 12 16 20 24
5] (h)
W AR E EHICLH LIRS L7k 207 KT =70
A R

FEEE I AH 2 ERICIA MRS Lo L SO 7 RF =70
HWENRE/ ST X — 5

MR WA RATTFIGME GRITCV%)

(mg) (H) N Cinax [— AUCq24n
me (ng/mL) (h) (hxng/mL)
1 3 2444 8.000 4060.8
(29.9) (792-803) (30.7)
215"
14 3 807.5 8.000 16088.6
(115) (7.98-8.02) (122)
1 3 3013 8017 5412.7
300" (426) (8.00-10.02) (450)
14 3 610.1 9917 133134
(84.8) (1.95-10.23) (825)
1 6 4424 10.000 8235.0
500 (275) (3.97-23.85) (30.9)
14 5 996.8 4133 21509.0
(175) (3.87-9.87) (16.7)

HrefE (AR

W) AR QKGR - e [ 787 = 7IERIERAY & L T1R500mg %
LTHIM SRS ] Th b

16.2 BRIR

16.21 BEOEE

fEHE N (1261) ICAHKIS00mg % B x5 Lz & &, 22
JERERE G120 B SR ARG BT 5 TR F =7 DChn

Tt OAUC o DFAT /N FFHME O IE, N 2N200%
163THh - 72" FHEAT— %)

16.3 9%
FRFZTOL MY VN7 EAEIZISUTH - 720
(in vitro) o

16.4 {34
FRF=TIEF + 7 0 4P450 (CYP) 3A4) UF2C8I2 & - T
RNz (invitro), BEKN (66 12 [M'C] 7HKF=
7'500mg % HLARE G- L7z & &, %5240 % £ Tolll
R E R fRE & L CMSC2571109A (7 + vk (REK))
DR S 7 (IS AR RE M VR LR D AUC 40012 XF
FAHEEIE, FNENA04% % U749%)Y BHEIANT— %) 6

16.5 Bttt
EHE A (661) 12 [MC] 7 A F = 7500mg % Mm% 1% 5-
L7z& &, #5360 M % F TICEP R PIRPIZBWT, &
NN G HETEEDT7.9% (KRR & L T45%) K U13.6%
(CRZALR E LT7%) H3f & 72 GHEAT— %),

166 JFENERE2H T 2HBE

16.6.1 FrieEE=BE
AHKI500mg & BRI B MRS L7z & & BFARRE 7 Bk bk
& (6f6) (x93 A8 (Child-Pugh/3HA) O P& RERE & &
%‘ (6@]) DT RF =T DChuX UAUC()_MO)%%{N‘BEQ‘/J\:%E’Z
BEORIE, FRENL02KU095TH 720 F 72, FFHERE
EHEWEE (661) (2h ¥ 2 (Child-Pugh%HB) OKF
BreE B g (66]) OFHEF =T DChul FAUC . D AT
RN FTPIEO I, F I EN0T10K 00879 TH - 727 (4
EAT—%). [93151]

16.7 EWHHE1EH

1671 4EH S ITEI5— b
fEERERE N (20081) (2ARFI500mg % 1 H 118 H [ AR 14% 5-
L7zte, FEH Ty I27F Y F— 1 (P-gpD#EE) 75mg
FHEOREIHS L&, FYEHT NS v 53y T — MNEM
PR 2 RFIOEHI G FICBIF Y ESN T Y 2T F
2T — F DOCou L VAUC . DA IR/N O, 2
NZNL38K U145 TH - 72Y GHEAT—4) o [1025H]

16.7.2 Z Dfb

(1) s A 1260) 12F A2 TS5 =) (Fa bRy FHE
#1) 40mg# 1 H 1M5H M AR 35 L 72 . A5#1500mg %
BRICHEEREORS Lok & REIHEMP G20 5 4+ £
75 = T GEED 7 R F = 7 D Ca . IFAUC o D 7 Ail]
RN TIEEEOIE, FNEN104% 01.10TH - 727 (4
EANT—%),

(2) fERER A (1261) (2AFIS00mg 2 11 H M SRR 85 L 72
. IV I 24 (CYPSAOHEE) 75mg# HREIIHxE L7z
L& IV T ARMP GRS T B ARG RSB
% 35T ADCrp X AUC) D A /N e I EO
3. FNFNLAKRLOLITH - 720 JHEATF— %)

(3) 7RF =7 EP-gpOLETH Y. FIIKIMBEEHE
(BCRP), HHHFF > 5 v AKR—%— (OCT) 1. ZHl#H
WA (MATE) 12 O'MATE2-K % [HEE 7= (ICxfi 1.
FNZFN19, 23, 36 O1.1umol/L), F 7z, MSC2571109A
(7 + & (R1K)) 1ZUDP-Z v 7 u v BenfeREs (UGT)
1ALl, HHE7 =4 Vi) <75 F (OATP) 1Bl, OCT1,
OCT2}, 'MATE2K % [l L 72 (ICyfiEix. #2111, 0.79,
0.60. 0.04%% 1°0.36umol/L)™ (in vitro)

17. BRERRIE
171 B4R UORLMICEE Y 5558
*17.1.1 EEHERFZE I#E:ER (MS200095-0022. VISIONEHER)

METEIZF-T.7 V) V14AF v ¥ o ZERGIEDOIEA R 7 1
1T - HROIFMEMEELE L RE LT R— MIBW
T WeBRE13061 (HANEBEZELTBZ &) IAKI500mg% 1
H1mbgEO$S L7z, F2EHiliHH Td S RECIST 111230
<M ERAMHIE L X B ZREIE, AR RV 9961 (H



KNEEIE % &) T424% (B5%IEEIXM © 325528) T

B o 7m0 FAVEEFMIRT R 13060t . BIEF o 56 B 1

84.6% (110/130%1) TH»7-0 EHBEIMER L. KRV 2NE

53.8% (70/130%) . FE..23.8% (31/130%1). K T #i120.8%

(27/130f) T o722,

ED) BRI RO D 57— 4 v bk 7 A T35 H 2L
EHT B RED S RRERIEEZ 72 LTV hho 21 R B 7
L DHE R PERM R & Sz,

18. FERhEIE
18.1 fEF#RF
FRFZTIE, TRERFOY XS — Y THh LW LR
K+ (MET) (239 5 HEEH %263 2855 FLam <
Hbo TRF=T7IE, METD) VERALZHEL., THRD Y
TF NV mER HET S LI L) R EIGEIEN 2R3
EEZHNTWAEY,
18.2 HIEE1EH
FRFZTNE, METSEZTF O V) V14D A X v ¥ v 7755
A3 5 e b IR E R 596 I ARtk & K TF A2 A L 72
FIEGATIRIEARS <Y Y 228\ T, RS EPIHIEE %R
L7=,

19. BRI ICRET 2 E{LERFR
— AR © T ARF = T HREREEKAIY) (Tepotinib Hydrochloride
Hydrate)
1t 2= % : 3-{1-[ (3- {5-[ (1-Methylpiperidin-4-yl) methoxy]
pyrimidin-2-ylf phenyl) methyl]-6-0x0-1,6-
dihydropyridazin-3-yl} benzonitrile
monohydrochloride monohydrate
. © CaoHyNGO, - HCI- H,0
w1 547.05
RAREOABOHKRTH 5,
LW

CN

« HCI - H,0

'\O/\
Hy,C”

el AT #9150-200C

21, F&EDEH

201 [B3Eah) A 7 EHETH 2 RED L, #EYIIET 52 &,

21.2 EIN COBBIEGI SO TN TV D I e Hb, ik
TR — EROIESNARDL T— F BERMSND FTOMIL
SHER 2 X GUE B ERT A2 L2k D, ﬂsﬁl
EHEROTFIEREEERET S & L D12, RFOZE&ER D
HIVECE T 57— 2 B ENIUEE L. ARHFI O IE I Y
EnEE#ELAZ &,

22. ‘a3
10 [10%E (PTP) x 1]

23. FEXHE
)ﬁlii R © RFO48054ER & USRF54003 5k (20204E3 H 25 H &
28, CTD26.6.6)
2) &R 1 13-DA009-NORER (202043 H 25 H A& G2, CTD
266.39)
FLPIEEL © MS200095-004458 8% (20204E3 8 25 H &2, CTD
27122)
4) 1 AE R 1 EMR200095-00373 8% (20204£3 H 25 H&#E, CTD
27626)

5)#LNE R : DMPK 94-113E% 5 O'DMPK 55-123 5%
H25H &z, CTD2.7.2.32)
6) # AR 1 EMR200095-007 265
2.7.227)
TFEPIE R 1 MS200095-002854 8% (20204E3 A 25 H #&FZ, CTD
27.229)
Q)AL NE R - MS200095-003250E% (20204E3 H 25 H 2 2.
CTD2.7.2211)
FE R - MS200095-0039:E% (20204E3 H 25 H 7 G2
CTD27.2212)
10) 4R MS200095-0030738 8% (202043 H 25 H #&F2. CTD
2.7.2.2.10)
1AL ER - XT185024 38k (20204E3 H 25 H &G4, CTD
264.71)
12)FEPIE R - MS200095-00225485% (202043 H 25 H &2, CTD
2.762)
13) #: A& EE - PSR-ONC-EMD1214063-0013E% (202043 H 25H
AR, CTD26.2.2.1)
14)# A &R - ONC207-1-83MFHEER (20204E3 H 25 H 7 32,
CTD2622.2)

(20204£3

(20204E3H 25 H K32, CTD

24. XKFEKERUBWEDHESE
AT NA F 7 7 —< e
ATFTAAN AV TF A= a vy
R BRX THEITHSELy 7Thasy T —
0120-870-088

26. BLEIREEE S
26.1 BIEER5EIT

RRAHEEXTEREITESELIS 7)ILa87—



