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Ik B, BEREBZTORKICHEDIERVER
M +2E5AL. ABEEZET,PSERE5TEHE,

2. B2 (ROBEICEBELEWVNIE)

AHND B3R LB BoE DB O & 2 3

3. R - MR
3.1

W5e% | v~ 7 I A$E120mg

HRNs | 15EF Y ~ T 2 7120mg

fEemtova— A, FUHEKRIY . 2 a Ay Aau— A5
M)A, AFTY VYT AT L, R)E=Z LT
Va— GRoF ALY . BfbFs v, v~ o a—
V4000, & v, H = R bk

b1l

3.2 KAIDMIK

{ich el
F#IIE
eS|
VI 4]
A
EiE 16.00mm
K& TEE 7.11mm
JFx 5.58mm
Ha 618.0mg
kg —F AMG

4. FHEEXIIRNE
PALEEEZICHEEL /-KRAS GI2CEERBMHD
UIBRTEE ETT - BROIE/NlRaAE

5. MBEX IR ICEHET 5 R

5.1 T4 8% A3 2 mELE IR I BT
HATIZ L ). KRAS GI2CZ BB AR S 7z
BEIIREG T2 L, MEICHIoTE, KES
NTARI W S IS E R s 2 WD 2 &
S &/ S (WAL N AN LS S AR g i
BT 2 1ERICOVWTIE, UMToY =744
LAFUHETH 5
https : //www.pmda.go.jp/review-services/
drug-reviews/review-information/cd/0001 . html

hVE M OV Ve %+ IS FR R L 72 BTy AFIDAE
DEREDFERIZ O W T HEEICHKRET L. #oES
OFERE2I7H) 2 b, [17.1. 1K)
5.3 ARH| DO —KIEEIZ B D HEVE R O 2 1
LTV,
5.4 KF|OM MBI EC BT 5 A1 K O 4
Ciﬁﬁﬁ Lfb\&b\O
6. AERUVHAE
WHE. BAZIZY T Y7 E LT9%60mg% 1 H 1%
%535, B, BEOREIZL ) EHBET 5,
7. BERVHBAEICEET3EE
7.1 MOPUEMRELH & OBt Iz oW, FRIMER
O EMEIIAET L T,
7.2 REF G LV EMERPFEH L 2561201, D
TOREELEEL T, KRE -z - FIET52 L,
240mg/ H OG22 1% L TEBMED RO 5 v

a5 ehid a2 L,
KA D P E L~V
e L~y i
RS E 960mg/ H
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1) GradelZNCI-CTCAE version 5.012# L %,

8. ERLEFRNEE
8.1 IHEREENH L DLNDL L H LD T, KA

DG FAUGHT e OG- i e B i | 2k s &
fro, BEOIREZ HICBBET L2 L, [7.2,

11.1. 1]



8.2 MEMMEENHEDLNLEIEDVHLHDT, K
R OGN & 72> T IEER (FEF. X0k,
I PR BESS) DHERE N MR XA AT D FE i 1B

%* k9.

10.2 AZEE

*

3 i N

. REDERZHETHBEICEHTIEE
3 R ERE

Eo [7.2, 111

22 ]

3.1 hEEZLU EDOFHKEEEERZE (Child-Pugh®

¥EBX(3C)

WMEZZETHEEHIC, BHEOIREL LV HE
ICHIS L, AEFROEBIIHIEET L L,
AR OMApRED? LR L, BWERZ @S S5 b

LBENDD D,

.5 1EF

[16.6.1ZH¢]

TR IR L CW A TREME O & 4 hicix, 1A
BLEORBZRES S LR S &R SN D58
WCDOAEGTLHZ L, 7HFEHWAE - BIESE
BT 5 RERICB W T, WRBER (AUC) @
2. 2fE DB EICHNL T 5 =T, JRIBoKERA
KO FE BB DR 5T 5,

.6 RILw

R EOFRER OCBILREZEOARMEEZZREL .
BILOMB L PR ZRE T 5 2 &0 RH OB
HANOBAITIIAHTH %,

7 MRS

NBEEZRR E L HRRBRIIFER L TV,

*10. ¥HEEH
KHENICYPIADIEE & 7 ) . CYPSADFHEN K
U'P-gp. BCRPOMHEEHZ/RT . 72, KF D
BREIIpHO EAIC I VKT 5,

(FRICERE D &)

R FRAEIR - D78 | W5 - fab A1
CYP3AFFEH] RHN DA LA GG | S SOFERACYP3A

V77 Y,
A= N BN
WNT P Y i
[16.7.1Z=H]

TEBENDYD LT
O, T2 2
ENEF Ly,

EFHETLILICK
D ARF o I
T B W REVE S
H5bo

CYPSADIEE L 74 %

HH
IFVIAL MY
7V A, IS
[

[16.7.22H]

NS DHEHDER
PEDY RIS S 2 BZ
N 5o

RHIPCYP3A % i
TAHIEIZED,
S OHEHF] o I
JEAME T 9 5 W HEME
N5

HE (v 4

=
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HH & 7 B HEH
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[16.7.3& ]

s K OFEIE
HsMm s b B2
Wb sz, BE
DIRFE & [ |5
L. BIER 5B
ToEETA I L,

AHFN 3 P-gp % FHE§
HZ 2L, Th
5 O FEH| o i i EE
RS B REEDS
H5bo

BCRPOIE & %2 %
FHFH
O ANAY F |
7 MNIVNZ Y F
Y. A MMLF
- b
[16.7.4Z18]

I OFEFOFEIE
AR sns B2
Wb sz, B
DIRAE A HE B
L. EIfEHO5EIC
THEET S L,

KH|/PBCRP % 5
T2 EI2Eh, =
o ORI
JE DS B S9 A ] RE
Do

HWpH%Z 1A 3% 5%
FEH

Ja bRy TH

EH
T AT T =),
ANV AVESD "N
FUITT—
%=

Ho 2 AR FE A
T7EFT. T
—FT U, VA
FU

[16.7.5.16.7.6Z:H]

AH DA DL DG
ThEBEZNDD AT
Lo (NYOF 3R
O % 8T 5 2 &
HEE L,

INHOFEHNZ L B
BANpHD FHIZ XD
ARH O IR AT
L. AH] o i A g
P S B W REME DS
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1. BlIfEA

ROFEWEHDBH S DONDEZENHLDT, BiFEx
FoAT BE DO SN E I3RS T

19 % 7% EEY) R LEZFT) 2
1.1 EXGEER
11.1.1 FrikeelEE

Eo

ALTESN (16.3%). ASTHEM (16.3%) £ iFHk
BEEERDH SbNDL I EDNH B, [7.2. 8.15M]

11.1.2 BEEMHHERSR

fiiligge (1.1%) X obi b eddbb, [7.2,

8.2Z ]

11.2 ZDMOEER

5%t 1% ~5% A 1%
JERPES L O We B e, BHEE R
F A HUE e >3 ¥ %,
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MRS, RAGE
J& e
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L OFEMIASHA
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it B B, SRBE, WZRIE
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5%LLE 19 ~5% i 19% i

RE A, M ASTHIA, 2
IV AFa— )V VF I ba s
£ N 1S S R A P N 1 S P
7= N YIRAKRFF—F
Wi, avFy—
WA, LEMQT
MEE, B pHIL T,

Y 7S — BRI

14. BALDEE

14.1 BFZMHFEOZE
PTPUZEDOHEHKIIPTPY — A LB H L CTIRAT
HEIIRET LI L, PTPY— FOBEAKICE Y, HF
WELAEEATE BRI AT A L, FIZIdZELa B L
THEBIN RS OREELRGHEZ T L2 0B b,
14.2 ZEZIRE5BEOIE
MBI LA LRV &,

16. ZE4ERE

16.1 MeEE

16.1.1 BERURERS
HEATEIERE B E I, A#I180. 360, 7203013960mg % 22 ks
WCIH A RGOS L& X0 Y b5 2 703y ERE S
T A — & ROMHE IR 2 LU P IR T, MiEt S h i &
HPHIZBWT, YV NT Y T DOCmax X CTAUCIEHEASALLL 720
FARYES- L 728, V PV T oEREIBD SN e o7 (U
EATF—%), V
) L AHI QKGRI - JE2960meF 1 H LER 135 5-CTh B

F1 AT B IAHI180,. 360, 720 X13960mg% 1 H 1]

BIOFRGE L2 SO1HH R OSH HOEYEIHE/ ST X — %

15000 -

—0O— 180mg (n=4-6)

—— 360mg (n=1-26)
—— 720mg (n=8-11)
—O— 960mg (n=17-24)

mighy k53 JTEE (ng/mL)

5

4 8 1‘2 16 20 24
B 5% (hr)

B2 EATEFREEE IZAAIL80, 360, 720313960mg % 1H 1 [IHE
eGP L7 & SOSHHDMBE PN (FIofl+ iR )
V) AHI DK - RE2960me# 1 H 1A 155 T 2.
HARNETAEEE LS, AFI960mg % 22121 H 1Ial A RE L
PG L72EEDY NV TOEYFRENT A= ZLTITR
j—o 2>
#2 HANBEIAH0mg % 1 HIEREHG Lok &0

LH B R U8H HOXEMBYRE/ T 2 — 5 FEMFIEME (CV%)]

5 Crmax Tnax' ™V AUCo-24 T2 9
(n) (ng/mL) (hr) (ng-hr/mL) (hr)

1HH 5,190 2.0 47,800 4.59
(7) (50%) (0.53-6.1) (38%) (1.50)

8HH 4,150 1.9 25,400 3.95
(8) (40%) (0.90-5.9) (23%) (0.832)

{ED el (BEF) . 73:2) tn

=5, {i3)  FafE (BEMRAE)

(AT (CV%)]

AUCo-24n

= - Chnax T2 ; T2
(mg) (n) (ng/mL) (hr) <I;§5r/ (hr)

1HH 6,880 1.0 43,600 5.71%

180 (6) (51%) |0.50-2.0) | (57%) (0.815)

8HH 6,440 0.73 31,700 5,131

(6) (67%) (0.50-1.2) (89%) (1.99)

1HH 6,190 1.1 58,4007 6.45%

360 (26) (64%) (0.57-6.2) (63%) (1.80)

8HH 6,310 1.0 38,9001 5.53%7)

(24) (43%) (0.50-4.0) (49%) (1.84)

1HH 7,570 1.2 84,0007 6.45™)

790 (11) (59%) (0.50-4.1) (57%) (1.95)

8HH 5,450 1.1 42,100 4,750

(11) (50%) (0.53-4.0) (49%) (1.16)

1HH 8,400 1.5 67,7001 5,491

960 (24) (59%) (0.25-4.8) (77%) (2.14)

8HH 5,390 1.1 32,4007 | 507512

(24) (65%) (0.22-6.5) (75%) (1.08)

WD) A ORFEHE - HE13960mgz 1H1EE1%5 Th 5, 12) «
dufit (BERH) . TE3) © PIOMH (BEEWZE) . 14) @ n=5, JE5) 1 n=22, JI6) :

n=17. {£7) :n=21, ##8)

=18, {E12) 1n=15
20000 -

‘n=9, #9) :n=8.

#110) tn=7,

#11) ' n

a0 —O— 180mg (n=5-6)
_El —— 360mg (n=3-27)
}n T —A— 720mg (n=8-11)
£ 15000 { ]| —O— 960mg (n=16-24)
0 _
b T
™ =T
AN M
N 10000 - 4
-~
N g
& ol
N 5000
=
i
0 &= T } . . i
0 4 8 12 16 20 2
5 %EER (hr)

B SEFTREIAE A S AHILS0, 360, 7203L13960mg % 1 H1mHE ]
B GV E DI HOMEETREEHER (Pl + )

16.2 DRI

16.2.1 BEDEE
TR ERE (14610) |2 ARH360me % HHHE #5507z b X
R ST A EEAERK GBI L T TO
Comax e NAUChs D It/ N FsATFIGE O L, N 211.03
RU1.38CTH o7 FEANTF—%), ¥
W) ARHI ORI - I 2960me 7% L0 LEHE#5-Th o

16.3 9%
e/ NBaATRE g (2161) 1CAHKI960mg % 1 H 1] KA1
BL7zE &0V NI TOEFIREIZBU L AT o5tz
FEDBATFIGMIZ, 211ILTH 72 GHEAT—%), Y
VST TOR MIEESY L7 iEARIINI% TH o 72 (n
vitro) o ¥V & T 7 O MR/ MR 0. 7TH -
72 (n vitro)o ¥

16.4 38
VNIV TORBICEG TS IR HEEFEIZCYP3ATH B
(in vitro)o ©
TERERE B (86]) |ZMCHEEE Y b T 7720me % HE IR 4%
HE 72k &, %5192 % F oMk, FICRZE L
e M10 (Y AT A4 UAHIME) TeUM24 (EXF V0727
VT3 FOSBLEE L Z2ERLR) 2ER S, IAE R AR
FNENLT.1%.26.8% . U7.81% % 572 HHEIAT7— %) .7
) ARAI ORI - R 12960me % L0 LEHEM#5-Th o

16.5 ettt
REFE RS (861) (ZMC-HEREY b9 Y 7 720meg % BRI
BeHm Lzl &, G320 % F Tlo, 5 S
REDT74. 4% 2, 5.81% R ICHE S h7ze F72, &%
L1928 M F Tz, &G SN2 D53.0% 3z,
1.39% 2SR, ZNENREEE LTt 7 (D1
ANF—=%), 7
) L AR ORI - T 12960me% 10 LIR35S Th 5 .

* %16.6 HENHREHFT 28FE

16.6.1 FFigEEEEE
rREE R O T BERE 4 (Child-Pugh/)#B) 8B KR ONEJED
BIHEAER E B (Child-Pugh4#HC) 561, IO Bg
7B, RH960mgx HAFEIIH%E S L7z & & OIS ERE o
Comax (BFIIFFEBTEILEE O Cmax) D/ IR FIGMEO ML,
TR B 12 R TSR T O E O TRk £ B FE TN



ZN0.955 (2.18) T U'1.43 (6.66) TH o7z Fro, Ik
PRI EE D AUCH: (BHIEEATIREDAUCK) DR/M
FeRATTFIMHEO L, R TR EE R O EE
DIFHERERE B TFN2EN0.746 (1.81) K U°1.04 (6.32)
Tho72 GHEAF—%), ¥ [9.3.120]

16.7 EHHEEER

16.71 U7 72EY >
R ER S (1400) 12) 7 7 Y ¥ ¥ (BRWCYP3AFEH])
600mg% 1 H 1[m15H M MAER ¥ 5 L. A#1960mg % H.[al
RIS L2 &, RFIHEMPES RIS ) 77 v EY
VB SED Y N T Y T D Cmnax L NAUCint D e /N 53
I E DI, ZFZEN0.6471000.487CTH > 72 (Y+E
ANT—=%)o ¥ [10.251]

16.7.2 I4YJ S LA
e NvimBa B R (T 12 ARFI960mgE 1 H 1IRI15 H [ A8
BOGL, 34V 924 (CYP3AIEE) 2mg#k HARECI#
HBL7e &, 34T L B GE 3 2 R H %S
D X 47T A D Crmax L FAUCenD /N e 51 S35 [ D
Hld, #R2h0.52)00.47CTH -7 FHEATF—%), 10
[10.22H]

16.7.3 >d%> >
TEREMERE (1451) 12AFNIOmg Y T+~ (P-gp
HE) 0.5mgx HRREOHRG Lz &, Y TXT v HH
BGEHI T 2 AFPEHZ GO Y TF Y Y DOCua LT
AUCD i /N Mo ik, #h2Enl 91K
1.21CTHo72 GHEAT—%). WV [10.251]

*16.7.4 ORANREZF >

R ERE (1361) I2ARFIGOmg M N T AN ¥ F &~
(BCRP#:E) 10mgz HR#REOHKG Lz &, OANR S
F ¥ B G0 A RIS RO T AN F F v
@Cmax&UAUClnf@BE—l‘/J\:%%&’Tﬂqzi@{E@tt6i\ %'fh—%ﬂ
170Kk U1.34TH -7 GHEAT—%), 2 [10.28H]

16.7.5 #X 75—

(1) fEEEERE (1400) (2F A TS —) (Fa bR 7
FHEH]) 40mgZ 1 H1E6 H M AER OIS L. RKF960mg
2SR REICHLANRE I G- L7z & & ARHH AR G- EE 0
THLF AT T = VEEHESED Y Y 7T OCna kY
AUCks D/ N Fe o ix, 2210431 % O
0.576TH -7z JrEATFT—%). ¥ [10.221]

(2) fEHEWEERE (1361) (2F A TS — ) (Fa bR T7
FHEH]) 40mgZ 1 H1E6 H M AER OIS L. RF960mg
& IR AR LR 9 S- L7z & & AHI B 552
NI AHE XTI VGO Y 72 7T DCnax K
AUCks D/ N Fe M FE o ix, Zh210.349% O
0.414TH o7z GHEANTFT—%), ¥ [10.25H]

16.7.6 77 EFT >
TEHER s (1461) 12ARF960mg % H IR A2 1 HE %S
BT 7 EF VY (HexBAEEIHD) 40mgz £H1¥x% 5
TOWE I AT K O 2RE 2SRRI - L 72 & &0 RHIH MR 5
B2 7 7 EF Y VBB GEEDO Y 8T 2 7 OCrax
AUCs D/ N IEFRATEIGE O Hid, E4-210.654 )%
0°0.619TH -7 FHEAT—%). W [10.25K]

16.7.7 Z0Oft

(1) e (1460) 124 bJ a3+ — (EWCYP3A
FHEH]) 200mg# 1 H 2088 4% G- (24 H B 1 H 1] 5OAE R
CI#5- L. AR#AI360mg % HIEFEHGH Lz & &, ARHIH
MFEGR B4 T ar = VRSO Y b5
7 D Cras . WAUCH DB/ N T P ik, #h 2
N1.04KU1.26TH o7z FHEANTF—%), 19
) AH KSR - AR I2960me % L H AR5 Th 5.

(2) fEEWEE (1361) IZAFIOmg L A MRV I~
(MATEL X U'MATE2-KIEE) 850mg % H. AR5 L 72
L& A MRV VPR S AR P GRE O
X, FNRFN0.996 K 000.985TH o7z FEAT—%),

17. BRRRRIE

17.1 B RORLMHICEId 258

17.1.1 EEHEFEZE I /148558 (201705435888, CodeBreaK
10055%)
AALFIR AR ITIEEE | 72 KRAS G12CZ E G DY A
e AEAT - R OBIEEEL NS E L -ERILESE T/
AR O WA/ S — MZB VT, FE/ NI #E B 126
B (HAR NI % &) I2ARFI960mg % 1 H 1R85 5- L 72,
FEEMMIE E T& ARECIST ver. 1. 11225 gy i g
SR ERBEIC X 2R (F—F Ay b4+ 7 H  20204E9
A1H) &, AR RT12361 (HARAN1061% &)
T37.4% (95%1SHEIX[H : 28.8, 46.6) THo7z0 7
L VERRMAT R EP19061 (HARAN13B % &) H12841
(67.4%) \ZEWER2SZED HAL, E4EIWER (FBIE5% LI
) E T (27.9%) . HEL, ALTHEIN, ASTHSN (%
16.3%). #55 (11.1%). MH7 IV A ) RAT 7 & —LHhN
(7.9%) Wi (7.4%) K 0BG (5.3%) TH 72, [5.25H]
FED) ML ) N AT A VR TR A S e k5

SN730 (AARANIBEEE) Ao S iz,
WE2) 8 T HIR O A S— M 2BV TAAIIS0me % LE B EFE 5 S
7= I/ NS A

18. ZExhEEIP

18.1 1EA#F
v 85 ¥ 71k, KRAS GI2CZE R % A3 HKRASIZA T %
HEEH A T ARG TIALEMTH S, V T TIE.
Gl2CZE B %4 $ HKRASIZH A3 5 2 & T, KRASO{GME:
ILZHEL, PROY ZFFIVGERZHETLZ LI2LD,
JES TR ER 2R L EZ 6N TW 5,

18.2 HMEERE
V571, KRAS GI2CZER %A 5 b b IF/INRG
JEHSRNCI-H358MM itk a2 2 TR L 72X — K7 AIZB
WO, RS E R AR L, W

19. B2 (CBET 2 B{LZHAER
—%4% > b5 37 (Sotorasib)

b4 - (M) -6-Fluoro-7- (2-fluoro-6-hydroxyphenyl)
-1- [4-methyl-2- (propan-2-yl) pyridin-3-yl] —4-
[(2S) -2-methyl-4- (prop—2-enoyl) piperazin-1-
vl pyrido [2,3-d] pyrimidin-2 (14) -one

433 - CaoHaoF2NeOs

= 1 560.59

IR A~ ENEROB R TH D KIZITEALEITT,
LY )= VIZRREITIZ

e S

CH,

SRS Log D=2.44 (n-* 2 %/ —)V/pH7.4 ) Vi
M )

21. EEISMH

211 BEdEan ) A 7 BRI Z RED b GEYNICERY 2 2 Lo

21.2 EINTOBRBREGAPBD TRLN TS Z Lhb,
e, —EHOEBNLRE T — &y PERENDL T TO
I AR R SRR RO A 2 JEf S 2 2 212X D
AHN O EFHEOTFRIEMELET 2 & L b1, FAOZR
EVEROHEMEICET 57— 5 & RN L, AHI0#
EHERICLELEEZHE LS Lo

22. o

56%E [8%E (PTP) X7]



3k k23, EEXH

1) AR 2017054338088 BE BT A SR ENEE (2022
E1H20H %22, CTD 2.7.2.2.1.1)

2) FEPVEEL 1 20170543508 HARABREICBT A IEWH)
fE (20224E1H20H #Z8, CTD 2.7.2.5.1)

3) HEAERL 20190316548  LHFHOBEE MG L 72 ER
(20224E1 H20H 74358, CTD 2.7.6.1)

4) #PUER 15053058 v b T o MiAES %
7 REAER (202241 H20H & 38, CTD 2.6.4.4)

5) AR 150632588 Y M T Y T o b IR/ AT
M (20224E1 H20H7&ER. CTD 2.6.4.1)

6) *PUEHF 1 1505373E Vb I Y T MBI AR
@ (202241 H20H A&Z2. CTD 2.6.4.5.2)

7) KRR C 20190321888 < A NS o AEER (20224F1
H20H%z8, CTD 2.7.2.2.1.2)

8) LR 1 2020036254k FFHSREREE R G ICB I A
Wy BBk

9) HEPVEE: 1 20190319588k SR E R B (20224E1
H20H &2, CTD 2.7.6.7)

10) FLERL 1 2017054358858 MM ESEM Y 7 A 5 74
(202241 H20H %72, CTD 2.7.6.10)

11) AR © 20190315508k WA A 38k (202241
H20H7#&Z2, CTD 2.7.6.4)
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