= B EERENEES
EERYREEHE | 25 MES [ 874201 ]
(RMP) | EEXRUIUEESENREE |

ERRFREDANDSBFEWN

17 SVRNTEIVRURD IR ZET BENERAEZ DR

—REI B 1% ih & B —

FEZSICKY HEMMEENGSON. ECTICES>REFBHREINTVD
DTORDFIRICERLTLEE L,

* FRIDRSICH O T B MMERBROHER ((FIREEE. M. FHF) ZHE5E0.
HIERXERIRB DRIEE. BEDREZ TR ICHRULTIIEE L,

« EENROSNIZEICIF . AR DIRSZHIEL AEICHU T WERCT. MiE<Y—H—
FOHEZRIMI DEEBICOBYRNEZIT>TLIEE W,
e BENRFRKRICHUT. BEUMEBICOVWTCHIATSEEDIC. BEMMEED

PIEAREIR (IR OREREE, R, REE) N RIBUCIBEICIEGEPHICEMX S EEZRZT
TVBRIREPEBICTEB VL KIBEL LTV,

g4
=0

1.1 AFF B2ECTOWMTEREFEMERICBV T A EEEACT DR A0E - RRZFD
EEIDHET AR DZRSHBEYEHIM S NBERIC DOV TDHES T BT & e JBERE
(CHRILB.BENFZDOREICHEIMERURBREZ+0HAL. ARZR/ CTHSRSTHIE,

1.2 BEMMARENHSODNETICESEFNDRESNTND DT, FIHIAEIR (IFIRE 2.
X0, ) OESERUBEXREDOREE. REDREZTDICHRET I L ERED
BOSNEHBSICEF. AEDRSZHIEL AEICIHU T WECT. MEY —H—FDREZ
KT 2ELEBICEBYRUEZTITE[8.2.9.1.1.11.1.28]

2. ZR(RDBEICIIFES LBV L)
2.1 FEIDOED IS UBEUEDEEREDH 5EE
2.2 BN IFEIRL TV DT REME D H L4 [9.58]

TP —Hn a1t

SUSTAINABLE
DEVELOPMENT

5‘“"3. FSC ®AL ink 0 IBN51J001I
G g "‘~ALS wieas  FSC® C000000 J‘ 2025F581E/

BEHDAERRE
bt 9




D REEMmERICHT S EREMR

1. FElIRSFMERIOZEEEIR
© 32 WEXRREDORMEEFICKY . MOEERR RKICAEEMERRDET) 0GRz
LTLREE W, F e BBICHU TIEC TRER UK L-6F DR BEMEREY —H—AES =
FHEL TS WV ARGERAIN SHDEREEN H2BE T A TR FICERL TERBIGE
DEBREZETOTREV. BE. FH6 ORI L BFOMRE - BREZE I 2RETA
& (F) & —ROICERIMRREZREL LT VN EEISNBHERNBETT .

(R : FERIMERTIE S DIFS RIS BEIREF)

« FE60mL L - FIRFEREDIET - NEBMEEEOSHIHARE
- IFORE FICREMMmR) - BRES - BREOEFE &
- P « B~ O EEHHRER S

(B8R BAITREZS EH MBS D2 - BROF5IE 52k 2018)

O BETAXGBREDHICHUCEEBEMMEREICDWVWTEHIATSEEDIT. ARIITLDEEDIC
EE4EBOVIHERTH 22N, [FIREE . B RBEN HOSNIBSICEEREID
’E5ZPIELGERPHICEBREREZR2Z2T LS. CHRECRESV (BEHABEEAN ABEER
[ TSV AYATEIVRUEE25Mg-125mgl ZIRAT NS EE S AETKIEDERAN] 2 ER
<fEEW),

2. FRIESDPDFEEEIR

© BB MR ZIRDOVEAEIR ((FIREEH. R, FEREF) 2B L. WEXIRREDOREE. BE
SADREZTDICHRRUTIEET V. Xl BE(ICIHU T WERCT MY —H—FDRE
ZRELTLIEE W,

© HIRRENFIERFDH TH B ERNMEDH THDEF. EHOEKRINODAMIICSVIZED
HDDT ERRSEBULTLIIEE LY,

.EEDNHFSNIFGEORUSE
O BEMMEENMEONZIERE. XF DRSS ZDIEL, BRIESEMEICOVYILT—YaY
Z1TV, BRI (IFIREE., ZE. READERSE) . HIkEEE (Sa02. Sp02). HIFFR
(BEBX IR E RO BWEICTRESE) RUOMEY—H—F0OREZRICKY . BEMEMEED
ERISZH T o> TLIEE W, ERIZHOMRICIE., [E: HEEMESOERZmIO—] b
SEICULTLREE L,

O FHRIEZH DO BEICIHUTUTOREZRMULTIEET W,

- RBYERE (B - RISEE. RPORR (LI T R5F) RE F)

- MREE (ME. BMRDE.B-D-TIWAY. YA XAOATP IV F T RIF . KL-6.

SP-D. SP-A. CRP. fT#8E. BNP%)

- REXIRRE (REXMRTS. BREMER)

< DHEERE (DBR. DII—RE F)

- (TRETHNE, FRERNETEZMIAAFR C_1—EYRAT 1 AEHFLE - DNARES)
O DKREBLDERZHZREL LT HRGEEFIEDERICLULN>T. RATOA REE

FBURWEZITOTLIEE W,



(B2 : ERES 1ERmR

BoERIZTO—]

. ®sE @5t EEL\BS ,
I I |
fiEIR « BHERRR
1% (45(CE51)
BN - [EIREE -
3 - SPODIET -
p ) . Bl 2 DEEER
fEIR - BFRRR
_ 1% (45(C851)
v BN XS
e PRORERIRE - KIERCT
Rt EREESS FEE - (HRCT)
(B DEEER) SpODIET -
BlIE= DEEEY :
> > - IRFRRE
&, M. BAL
CRP. FFHHE.
RERXIREE RERXREE KL-6. SP-A.
BIZBCT BIZBCT SP-D. DLST
HRCT) | ™| HRCD :
ERIESHT (RS
\ ) | [1n;3]
) . . B-D-2IHY AimiE
S xAOO L RE | HEEETR
(%]
BRRIRET BRRRE MEZ% - 155 - DNAKE
KL-6 KL-6 HMERK - 155 DNARE
(SP-A. SP-D) (SP-A. SP-D) | =1~ EYAFADNAKRE
" - B DHSEEARES
IDEX
DI I—ieEe

sz

(EEIEEE M RRBROZR. JLT5E]

BHARRGEZF=

FRI8F11H

FEAEEEZ0Z2k)

(HHTTFEIRE)

FFIREE
RRSUE

DR

=

Btk fE

A%
RfEE

20
FiifmZE D
=ik

g

A

BAFREPS ZEEMES 02 - BROF5IE 20 2018&WiE

BBROFSIE $H20R 2018
- BEEFHEE SEEWERKRERRINY =177 )) BEEMAMR Rl fEk. FhRiEE)

g BAENAZ FR %HE BE &£

(https://www.mhlw.go.jp/topics/2006/11/d1/tp1122-1b01_rO1.pdf) 2024F1281R7%E



[(BE-RRZSTERFRFFRIFLIDIRZISRLIET

B Iﬁ]?ﬁ%l:&%FsﬂE'liﬂiﬁﬁ%lcout

ANEDEHE(F. AT EIVARSEHEDT —IICEIKBHDTT,
REHREINDT IV TRESNTHITIHIRERTINTVBFIBL SRR DHRIE T,
ATSVREF AT SVRAATCIVEEMFNRFENREINTHIET,

1. BRARERERIC 3317 5 FEIRIR N (FKER0F)

© EEHREZEMEHER (PALOMA-25ER" . PALOMA-35?) [CH T2 EEMMEEZD
FIRINRIEUATDESITUT,

stEp 2JL—K JUL—R3ULE T YIOFRE THORHD
s (%) B8 (%) BEs (%) thR{E [E5E]
PALOMA-2iE&8"
FEIR 58 n=444 4(0.9) 1(0.2) 84 [76-1681H
FSEmRSE n=222 2(0.9) o 446.5[80-8131H
PALOMA-358>
KA S8 n=345 3(0.9) o 0 117 [30-4211H
TSRS n=172 2(1.2) 1(0.6) 1(0.6) 140.5[27-2541H

MedDRA SMQ®D[EE#AERE SRR OLE) | (TR 2ERZEE Ul
F—Shvba4TH:20165%2H26H

2. MERE OREBRR
® 201749278 (FRB) '52019F 128 31BF TIc ENOARERBEICH N\ THEM
MR EREER N 55HI56HRETNELL (B CHEEMKEERUMBAD2ERE
W) o CDSB AP TICESIHERIE L TRESNTVE T SIEFIDHMIC O VT,
TR=IhSDEF—BEZSRL TV,
#¥MedDRA SMQOD[EEMRIEES (Rig+LE) | RUMedDRARAEHfES | (CSFNDEREZES U,

BIfEA% (PT) =5 HER BRI L FaEt
FETS EC

EEERRER 8% 3% 19% 114 51

=S — s — — 1

it ¢ 3% — — — 3%

TRUEH AR At B X8 — — — LGS LGS

st 2% 41 194 121 564

MedDRA SMQ®[HEEMREE S+ E) IR U'MedDRAEAEMIEE | (CBFENZEREES L.
FOiEHRZ2017F9R827H~2019F12B31BEX TICAFUILERICH1722020F1824HEF R TDER

2024484 TSV AN T LIV EATEEIR.

1) HRELERHRESIERER (FLEPALOMA-2) (EREIEHIER)
2) HAERERHERSIERER (FLEPALOMA-3) (EERIREHEE)



3. X HI2 5T & B B MHERnE E 0D BRIV

O R E 1 B 7% 78 D FEAEBF HA

©® 2019F12A31HE CICRABEMAMRBRNRE S NI ERES S5HICH 1T 5. AFIRSHIE
hSEE MR EFRIRE TORHZLUTICTRULET,

20
FIRBIEL

184  (ERHIFETDHIE)
16

14 —

12

2
&l 10

? 2?9 527 8?5 11?3 14{1 16?9 1927 2%5 2?3 2?81 3(?9 R
28 56 84 112 140 168 196 224 252 280 308 336
B =] =] =] =] =] S| = B B =] B

FHEESHELN SEABEEMEERRT TORE"

* AR SHBE R U EEERERIREN TER]F TUNMHIBAL TLWRRWESIC DWW T 158 (1201941281 D15BE. [2019412815H])
EUTEE ARDD TR I BERIF. 5561056 (15~218 1161, 57~848 : 261, 141~168H : 1§, 281~308H : 1#ll) TH >fco
YOEHRZ2017F98278H~2019F12B31BE TICAFUILAERIICH 3 22020F1824HEF R TDIEHR

© HEMMEROFERFEANHIIAL TV IICH VT KNI SFED S BB MR RFHE
RETORADPRIEFSSH (R/IVMECH. RAIE329H) TUT,

® FENIESHBH S7HUAT4BLA. 21BUAICHEIRUZAESIIFZ NZ N6, 461, 661
TUI. RIRFHICHASH AR B L AR SEENSHIFRICEEMRMERERD
FIRUERBERHONE LI,



QHEBEMMEEICH T aREEER
® 2019123 1BF TICRHBEMMRB N RE S NcEREFISSHIICH T 2 8BRS
RUERZEUTFICRUE T 5561308 TAFOA R (RF 04 R/SILRABEEZD) [CHD
BEDMTHONTHY, ZNSOBREOERIGEE ). ER1F. KEE3H. FEL 46, T8

3BITUIE,
( i IR

e TR "om | mm | xom | s | @
25704 RDdH> 17 8 6 1 0 2
25704 RINILADFH 4 1 2 (0] 1 0
MERIDH 4 0 2 2 0] 0
AT70O0A4 R+H1EH] 3 0 2 1 0 0
25704 RNV R +HIER 2 0 1 (0] 1 0
25704 RNNIVA+Z570O4 R+In&ER] 2 0 0 (0] 1 1
2704 RNN)VA+R5FO4 R 1 0 0 (0] 1 0]
25704 RISIWA+RAFOA4 R+ JORRT7IR 1 0 0 1 0 0]
BER L (AF|PLED) 3 2 1 (0] 0 0
RAF 18 6 2 0 0] 10
#ost 55 |17 |16 | 5 | 4 |13

#OEFRZ2017F9RA278~2019F12B31HE TICAFUILERICH1F52020F1H24 B R TDETR

G BEDFER

©® 2019F12A3HE CIcAEMMEBNRE S NICERER S58(CH1T 5. BEDFER
DIEUTICRUE T . FEmHHIBAL TV Z 496104486 0ORULTHY . ZDS55

27BI0" 70U LT U,
EFHREY B (ERHFECDFIL)
0 ~39#% 0(0)
40~498% 1(0)
50~59i% 4(1)
60~69i% 17.(1)
70~795% 20 (1)
80~89i% 7 (1)
901~ 0(0)
B 6 (0)
fost 55 (4)

YOEEHRZ2017F9R827H~2019F12B31BEX TICAFUILERICH13 22020F1824BIS R TDER

@ERATR
© BEMEMESREFOEROFE TR CNETHOEH THRESNTV S BE( LR

(OP) . BEIERX (HP) . UX A MRRRIES (DAD) FHICKRLIT DEK/NY — U h'EE

=X

o

n

FUID  ANENR SAER IS 13 B EE MRS BN BRI R IFEER SN TLE E A,

0 BB HET —INFSNIAHPITORFNTH B D ABRZHOTHEHBK/NT —VIC
DWCHEmftF D EIETET B Ao

KE=ZBDEFFMIRICKL B



- - Rch &%t gm - EHUTIEER 0S B | ®z | 9L
- - £:N2 Hisk - EHHWRIEER - Hse | HiSe | SL
— (HoCBE) S J-OLY Jreh &% Hisk BvSl EXURER Scl Bk | 2 | Pl
- - Hask 5N - EHUTER - Y09 | ®z 2L
- (XIAT) R T Teh &% BE¥ Sr44] EHUTER Scl Y09 | iz | cl
SIS0
auIT pig (o M32) S S OLY Tch &% o - EHUTIEER Scl MOL | FZ | LL
FEALEY (HaH32) S S OLY IRch & ek - R - YoV | Fz |Ol
(sd) d»0OLx
L2YrL£ | (1SdW) FEYANH 0L Jch &% 2126 BgLL EXURER 00l YOS | #x | 6
(EHHEH) ((— 041 - 2:N% 5N - EHUTER Scl Y09 | ®zz | 8
(M) eV IC
e FEEYANE S OLY
ST (X LD) FEEFH Tch &% WiEE B.L EHUHER Scl YO9 | 7 | L
(EMIMEN) e vaic
F R PR IREl
ST - b &% ek Biv EXUTIEER Scl YOL | F& | 9
LV LCEAN
N=ELULNA
- (Isd) d,40OLx TchEFHEMRE 77| ByL EHUTER Scl YOL | F& | S
(MM << AF00MAN
(M) eV IC
L2Y /L
SHTE0Y
aulT 93en (sd) 4 0<LY A& HiEE B9¢ ERURIER el YOS | #z | v
(EBEMEH) 1(— 0NN
LT
(AE£EN0C)\) BHOSHUTEER
TrRuUIT W9 (sd) d0£LY JchE% o HLOL EXURER Scl YOO | #zx | £
FERS RN (sd)d»O£Lx
SIS0 ErEd Teh &M% g)o B9 EHUTER 00l Y09 | ®z | ¢
FERE LN FEEYANE S OLY
el E5iEd Teh&% o Heg EXUREE Scl Y09 | Fz | L
- MRS B MY REO2 2HBEE (g2 E) (B/5w) 5
7 =14 R ™ m M i i1 |
HEOH Fe LRI OBUBLYIE B ToummemEy Ld VHaPaW maHEy | o |4 8

H—OMEFEEEHUNERYETAULFHIIFNU N




(EMIMEN) eV Iic (HaM2) S S OLY £:N2 HE H8. N - Y09 | Fx | le
LY L
FERE RN
eeh
S50 - Hch &3 HE Hcse EEAEI Scl Y09 | iz |02
FERS N - Tch &% 5@ - EXURER - MOL | #z | 6C
(WZV) HEiEF
(OdId/Z V1) ek
(dIWL/XINS) ek
gl | (1SdW) FEYAN/H 0Ly Jrch & 134 B8 EHURER Scl }OL | F | 8¢
febh (HEM32) § S OLY
T SRR Tch &% W =514 EHAHWRIER Scl Y08 | fz | LC
(EMIEH) ((— 0N
L2Y /L (XY LD) FEHEF Tch &% HE Hove EHAHWRER Scl MOL | #z | 9¢
- (A& IOLY) — Hch & 5@ B8l EXURER SclL B | #Z | S¢
(OdId/Z V1) ek
(dWL/XINS) ek
(Osd) J+0£LY
AAOCcAcN | (SdW) FEYANE»OLY JchE%H 1 B89 =20 00l Y08 | #xz |vC
FERE N (dWL/XINS) FEliEFLE W BOS B
ShI5U (Osd) Jd40OLY Jreh &% W BOS EHAHWRIER Scl Y09 | x| 2C
(M) £EREY
L2Y /L (EEEE) Y Tch &% 5@ HioL EHAHWRER 00l Y08 | #z |CC
L2YLrE (EEBES) N Tch &% A B6ce EXURER SclL YOL | Hz | lC
(FEEHEH)
GATNEST N AR AL ALNL L
(EBEMEH) 1(— 0N
(B/%072) £0¢ : ##&#
SHIEU
(HoN-MAE) BROESHUHIEER (Ho-HE) S S OLY Jreh &% =) BHOlL P Scl YOL | Fz | OC
- (Ha-32) 4 O0LY Jreh &% A - EETE - Hise | ®2z |61
(ETEREH) 1(— 0NN - Tch &% A HZ9 EHURER SclL MOL | #z |8l
ST (sd) d»OLx Tch &% HE BHeee EXURER SclL M09 | Fz | LL
- HHE B0 REO2 2HBEE (g2%E) (B/5w) 5
< o R | i o L
HEOW e L RIEIE OBUBLYIE #8 | oummeniy Ld VHAPOW magmy | o g

H—OMEFEEEHUNNERYETAULFH2IFNU N




LAY E

BV E2E 450-9
felH (EEMBE2) S OLY
NebhFlE (Hsk M£2) FOE 14 £:N2 ek BHel EXUTIEER Scl Y09 | & | VY
(EEMMEH) e aic
ST (HeeB#2) O£y Tch &% E7EES Hsrl EHUTER SL YOL | F& |2V
GEVMBH) Tork ooy
N—OTLANLAT T oM
(ETEREH) 1(— 0NN
FEL L]
aip Tt} - Teh&% o BOZlL EHUTIEER Scl Y08 | x|
F R FER IR0l (WZV+Xd1D) HEiEF1 Tch EEHEMRE %S H<9 EXUTIEER Scl YO8 | iz | Ly
(EBHEH) (—0N1
ST (HoseB#2) O£y Jreh &% xS BH88 EHUTER Scl Y08 | iz |OF
(R GO O N
(B YV IC (sd) d»O£Y
P ile] ErtEd Teh &M% 7G| B9/l EHURER Scl YOS | & |62
(HaxkME) #HSOEHWTER - Teh&% Hok - EHUTIEER - M09 | Hask | 8¢
Jrrdu yi9 - Bll==irit: Hie - EXUTIEER - YO8 | iz | LS
(EEMIMEH) e aic
AU
ST | (HaskBES) FREZ AN /H S O0LY Jreh &% xS B/L EHUTER Scl YOL | & |92
FEE RN
(X 7NOvI) BHOEAUTHER ¥ Hch & WiEE Hivl EHUTER 00l YOL | F& | SE
RSN
TSN T (Isd) d»0O£LY
SHTE0Y Asdw) O£y Tch &% o BHé6v EHUTIER (o]e]} YOL | #E | Ve
(EHMEY) Y 7nONVT
(FEMBY) LY Xa+T
LY L
(Z7n0ONT) BHOSEHUWRER | (HkBE2) FEAN/H)0LY
ST EEEd Tch &% 13 - EXURER Scl Y09 | FE |22
(CEIEMEH) L2 /L
(B eV aC (OdWV/VAD) FHEFL
FERGLERIE | BN LLLNNXONYL +:£
(FEET ) BHE) DROEHWHER LYY Hch &%t E7EES BO/L EXUREE SclL YOL | #E |2
- BHE B REO2 2HBEE (g2 E) (B/5w) 5
v =14 R ™ m M i o |
HEOW Fe LRI OBuBLYIE B Tounme ey Ld VHaPaW magHEy | o |4 8

H—OMEFEEEHUNERYETAULFH2IFNU N




CEPRNRUR2CURUSM RASEUUCECHAIE Y E nR2ULSUGTOLBE 6 QO BEIO2HMBYCHIFO0C0CS AR 2AGTUNEY AL RHICHCIE610C~HLCH6HLL0OCZBEIOEG C

CEDOFVIEVLUSE BRI —] 'L

(F)
— | (HocBEER) FEEYANH I OLY Tch &% xS Hlec EXUTIER Sl YOL | Fes | SS
- - N2 N - EHUFIER - YOL | F& | ¥S
FEYANMA=LLNDLE
(Sd) J-0£LY
— | (ISdW) FEYZANH »OLYL Teh &% o BOZL EHUTER Sl YOL | #& | €S
- - BE Bk - EXUREER Scl Y09 | #E | S
- - T3t Hak - EXUTER - Hise | F22 | LS
- - Ipch &% 77| - EXUTIER - YOL | F& | 0S
(GEEMMEH) e vaic
L2Y /L (Ha-BE) S JOLY Tch&% WiEE HSSC EHURER (o]0]} Y09 | iz |6V
(M) eV IC
A - Teh &% B BS8 EHUHER 0Ss YOL | F& |8V
(1sd) J4-0£LY
(EMMEW) ((— 041 (ISdW) F&Y A\ »OLY
ZHTEU (XANT) 1 Wb &3t Hisk BHiL EXUTER Scl Y09 | F& | LY
(Isd) d}OLY
(OdId/ZV1) FaliEFY
(ANT) HEEF G
- S5 Tch &% E7EES H6ll EHURER Sl YOL | F& |97
(EBHEHY) Teac £
(ETEREH) 1(— 0NN
HE O
AN QEENF L 2O BEWGFHEET) - Tch &% Bk - EXUREER SL YOS | #z |Sv
- BHE B REO2 2HBEE (g2 E) (B/5w) 5
v =14 R ™ m M T i1 |
HEOW Fe LRI OBUBLYIE B Tounme sy Ld VHaPaW magHEy | o |4 8

H—O4TEEIEHH BRI HE Y UL S W

10



MEMLEREH] (CDK4/6BEEA])

1S5 %"

IBRANCE®25mg-125mg Capsules /SILRyoUTHT )L [EifEEHkR]
(| WA ZERS] 2E—EMSOLHECSIERTIE

HEX E ¥ @ &R 5> 8BS 874291
_ _ 25 mg | 22900AMX00963
x R B B 125 mg | 22900AMX00964
& = & A 2017498
X i & ¥ B K & AH 2024448
R 5 il ) F A 20175128
53] B 14 & F A 2015428
B z i A ] 84 (20254 98)

& ERRT BIER 3688 (173 ANT/L25mg) 486 A (175 AN 7+)L125mg)

1. &

1.1 FEliF BRI HINBTEIEREMRICE VT, DAEEEICTD
TRHE - RERZ R DERIDH & T AFIDIRSHNET) & HIRT SN BRESIIC
DWTDOHEET B E, Fic, RERRICHKIIE. BE XIEZDRIEIC
BWEROEREZ DAL, ARZE T SIR59 52 E,

1.2 FEMEMEENH SO, FECICE STHEFBIRESNTWSDT, #H
FEIR (IR ERIZE, IR, F35E) OHER M UMEIXIRRBEDO XS, BE
DIREBETDCERIT DL, EEDROSNIIHEITIE, FEIDKRES
ZHRIEL, BEICISUT, BERCT. MBENY—H—FDIREZE T D&
EBlc, BYRLEZITSIE,[8.2.9.1.1. 11.1.25H]

T

9. REDERZAIDBEICHIZER

2. AR (ROBERCRESLBWIL)
2.1 KEIDRD K UBBUEDEEEEDH B EE
22 FEXIFFEIRLTWS AIREE D B2 X1 [9.55 ]

3. - R

9.1 AHE-BEREZ0OHZEE

9.1.1 HEMMEBDHZBERBZOREEDHZEE
PEEMEENEET268ENHNH2.[1.2. 8.2, 11.1.28K]

9.3 FFEREEH

9.3.1 EEDFHBERENH2EE
REZERIDEEHIC, BEOREBZLIDESICHRREL. BEBRORRICTIEETS
& ABOMFEEN ERU. BERNRHSDNEEENI$5.[16.6.128]

9.4 L£IEEERTBE

9.4.1 HIRFIRERZMEICK U Tid. AFI OB SRR R OEEE T M S5—EHR 3B U /08 T =
T5&51EET 2L, [9.58K]

9.4.2 )\—F—HDEIRT ZAIREMEDH 2 BB EICH L TIE, AFDERSHIR R RABFRIET
MNE—EHREIGERBEETSLSEET I L, YRR (SYRRUAR) ILENT

&EE&%T&\ BEEERRICEVWTLBRREFRMENRHSN TS, [15.2.1, 15.2.28K]

9.5 i@
R ISEIRUTWD AR DB DL MEITIFIR S LW &, BIYRER (V) ICBWTHES
M (E1R) ENRHENTWNS,[2.2. 9.4.18 K]

9.6 #AIR
BIUBNZENLEE LWV, FHIDE MLTHRADBITICOWTERETH 5hN A5 IZBCRP
DEBETHZIcH. AABTORREMENH S,

9.7 INR
INBZEN RE LI BRRBRIEEMH L TR,
3.1 #ER% 9.8 EiE i
IR5EH A7 SV ANTEIL25 mg A7 SV ANT=IL125 mg —RRICEBBENMETLTVSIEN S L,
Th7eiLs Th7e/Lh
AW JOLRYZUT 25 mg JOLRSHUT 125 mg 10. HHE{ER
RO —R, IEKIY, 77 (R t)La—X, AERnY, 77 FFHIF. in vitroREE& D, EICCYPIARUMEEBEFR (SULT) 2ATIc k> TR EIZh. CYP3A
>0 TIVEF UL, B »703 TIVEF UL, BRI (o U R R BB R E R T, F/e. in vivoitBRE D . AHIIECYP3AITH LTIV IEE/ER
% i Al TAB AT TZIVBIYIT RV ILTABR ATT7IVVBIT RV T A %59, [16.4. 16.7.358]
I U5 s oo B, == | Uo7 B P =—miun e | | 102 HEEBGAICIETEL)
Bl B i I A3 i o <EHIE % ERER EES - BRET > @CYPIAREA (ILVRASY k. TILE
” - FHSEN. AYIFEN. ARSAFI—Ib, UNFEIL. F5FLEL RITFI— L.
3.2 WA DR IZVAARA IV, T L—T TN =YV 1—R, RIL71FEIL FFFEILE)[16.7.188K]:
iRe5% S (mm) HAIO—R RS AEOMPEREN LR L, BEFBORRAERVCEEENENT 2EZNIH DT,
CYP3AMEERDBWEAINOREEER T DT L, INSOEREHCYPIADKBSEY
© EIREY 1, AFIOMAEED LR B PIEEEN 52, @BV CYPIAFEH (7T =h 1>,
3 53] _ HRREEY, UTP IS, UT 7T Fo, T2 /IILES— )b, A A hF UV EH
AT SVANT e Pfizer Frov T RiEE BR%)[16.7. 28R FAOMFEEMETL., AROEMENRBET 2H5ENHHZ0
25 mg «—14.3—] PBC 25 N7 IRE T.CYPIAFEERHDOBRWXIEHVWEANORBEEERT DL, . TNSOEAEN
42 EHT LI CYP3ADRBLEUZFHT 57, AFIDMPRENE T BN 52, @CYPIAD
BEERZER(SFYV L 7109 =ILE) [16.7.388] :CYPIAICL DR NBEH| &
HATBAR. CNSOEROMPREN LR B TEEEN B2,  AFIDOCYPIARE/ERA
= Ik D, ZNSOEFDRBEHEES NS,
76 2 28 —
4TSV ANT I = | > Pfizer | Fvv7 KB 11. BI¥EF
125 PBC 125 SR
ma 217 —— T aE RORWEFIN G SN ENBIDT, FEETHITITV. RENRHSNIRAICIHES2H LTS
0SBAT I BREBYBMBET>CE,

4. BHRER ISFNR

FMFRER ISHRIE

5. BRERIFRICEIET BER

5.1 AFIOMIHT - M EMEREE UCOBMERFREMFHEZLTLEW,
5.2 FAIDKRSZTIHBBIIE MILEVRAAEBIE HER2BEDEBEENRETHIE,

*11.2 ZODEIER

6. BiERUAE

R BECEA E DHFRICEWT BB, AR/ ORI U T LTI A1E 25 mg% 3B RES
UTRRBICEOKRS L, ZOR1TBBRET 2, IhE1T17LELTREZRDIET, BE. BED
RECLDEERET %,

11.1 EXENEA

11.1.1 SE60F
SFARERIEA (81.4%) . AMEREA (46.9%) . Bl (23.6%) . M/RIFKA (20.0%) . F#
MEAFHRERCRAME (1.4%) E0'H 50N 2T ENH . [8.18 8]

11.1.2 HEERRE (0.5%)
EENDBOSNIIFEICIE. AEIDRSERIEL REIISUT, BERCT, MEY—H—%
DREERET DEEbic, BYRLBEETSZE.[1.2.8.2,9.1.128]

OFE  REAE (20%LL L) F2 (20%Ki10% L E) . REEzIR, FRAEMRRE (10%:K7H)
SRALBE (SREAHA) @R SRR, 18, BREZIR (10%:K7) @FUH: RARREGR (10%:K7H)
@R KR RE (10%5K7) @M Rkas : S (10%K) @H{kas B/l ORI%(20%
BUE), THI(20%K710%LE) | Bt (10%:K57) @B i BikaefE= (s L7 F =&
HNEE) (10%K57) @Z DAt 55 (20%L0 L) | BREE (FREGERSR, ESUBRSE, OFEAJLARA,
BEPaZ. EIRERZEE) (20%K510%L 1) EIE, Fh. ASTIHENN. ALTHEN(10%K5%)

14. BRALDZER

7. BERUAEICEEY 5ER

7.1 AT RN BEERIZICOWT, M7 BRREE OEONBZ A L. FRIOBMERVR LM
ZHCEBR U LT BIRETSTE[17.1.1-17.1.388]

7 2ERHERALHBSONIBE . UTOEEZERL T KRE BEXIREZHRIETDIE, BE.
AHNF75 mg/BRBTHELEWT &,

BEUTRS2#]ETI5ADR5E

<HELNVBRSE>@BEHRSE 125 mg/H@—KHE: 100 mg/H@_XFHE:75 mg/H

SFHRIRIEANE R U MM AMEIC K 2 R SR

<EIfEF:4LE >@Crade1 X (32 H—&K 52zt I 5. @Grade3 AE L, 1EBMURICIIAIRE

(MIRMETE) 2175, Grade2 A FICEE R, F—&k5E TR 5 2B %, Grade3DIFHIRRL D

Bl B%EET 2154 (BRI L) 2R Y12/ TCrade30FFIRFEANBH Y 215813, HEE

E @93, @CGrade3 FFFEEANCHRELT38.5 CLLEDFE B LRELAEN HZ15E)  Grade2

MTICEHET 2 THIET 2, O, 1LANILHE LIRS £ BT 5. @Craded : Grade2 LA T ICEHE

TEETHRET D, BlEE. 1LNIVRELRS 2B Y 2. @G6radeldCTCAE ver. 4.0/c#9°%,

FEMRFRDOEIERICK T 2 =R

<BUEF:LE>@Gradel X132 A—1k 5 2% #5595, @Grade3 M £ GAE LU THIERN ST

T3158E) :Grade1 LUF X dGrade2 TR MICRIEN R WREEICEIE T 2 E THRET %, @EHE.

1LRIVBE LR 5% E59 %, @CradelECTCAE ver. 4.0/c#9 %,

14.1 FRRNRKOER
PTPEEDEAIPTPY — M SEDH U TIRAY 2L 51EHE T 5, PTPY—MDERARIC
LD BV AMHEERBEARIAL. BICRFAZE U HBRAASOERLRAHIEE
HETBED BB,

15. ZDthDER

15.2 JFERFRERRICE D <1

15.2.1 Sy MRUAXZAVRERSSERRICE VT BFHHERICEITZEMRE 7l
BB ERE AR OIENN, ¥ TSR OSSR ORI 6 U <)L UHRIan 2k
LB ET 2, BB LROEMENRBH SN, 7Y MNRUA XCHBITBINSDELIEA
i LDEDMICEIR LT, [9.4.25 8]

15.2.2 BEHEABRAEN S FAIERBIEZRIEAIROSND DD, ERRMERIFRER
BEREFRMEIRIAN o1 [9.4.22]

15.2.3 v hD2FEDARMERERICE WT, D30 mg/kg/BHEF THIRHERIC/NBHEZED
FAEDIBIMHEH SN, RABRDMICEH T ZEEAEI0 mg/kg/H(AUCICED<ER
BREEDH215) TH ol

21. AR

8. EEREFRNIER

EEMRURAVERHBEZREED L BYICKET I,

22. g%

BRIPHINH 50N 2 ENBBD T FAIDER S KT RS PIEERICIRIREZTVN.
BEOREZTDICBRRITEIE[11.1.158]

8.2 FEMMREN B SONBENHBD T, AAIDESICHTc> T, MERER (WIREEE, B,
FIME) DERBRUOMBXRREDOREE, BEOREE+DCHRI DL, £e, BEK
BMERICDOWTEBA Y B e bic, BBEMMRBOMBIERNRIRUISSAICIE BPHICER
HBRERDIBLOFATHIE[1.2,9.1.1.11.1.258]

(AT ZV2ATEIL25mg)50h 7L [10H 7L (PTP) x5]
(AT ZVZ2ATEI125mg) 21 h7EILITHTEIL(PTP)x3]

*25. REERATEDER

20245 3A31 BEBEERRRBTICK D, EMEELSHIFR.

O 'ELE-RREEVIREREBR
DOYETITIF A TBRELIEELY,
O HIFEF LShichfiXEZ

XtARERVBEOMUVEHER:
L%A‘E\<T&_é\l\o

https://www.pfizermedicalinformation.jp

wemn 7774 F— A

T151-8589 RR#BHEAXK2A3-22-7

* 2024412 BT (554hR)

RFEHREREHICHTIER:
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MELEREH] (CDK4/6BEEA])

TSI =27

IBRANCE’25mg-125mg Tablets /SLik2ouTs
(B MAZEER] 28— EMSOLHECSIERTIE

[RITEERE

BF £ 8 & %8 &% | 874291
_ - 25 mg 30200AMX00033

= R & % 125 mg 30200AMX00034
& = F A 2020418

X ffi E ¥ W & £ B 2020458

|3 5 il b F A 2020478

E B B & F A 2015428

B =z = ] ] AR (202549R)

Ik ERRE AWK 36EA

Illllﬂ

1 &=

1.1 FEliF BRI HINBTEIERMBRICE VT, DAEEEICD
TRHEH - R DERID S & T AFIDIRSHSET) & HIRT SN BRERIIC
DWTDOHEET B E, Fic, RERRICHKIIE. BEXIEZDRIEIC
BWEROEREZT2EAL. ARZETISIR59 52 E,

1.2 FEMEMEENH SO, FECICE STHEFBIHRESNTWSDT, #H
FEIR (IR ERIZE, R, F35E) OHER MU XIRRBEDO XS, BE
DIREBZETDCBRIT DL, EEDROSNIIHEITIE, KEIDKRS
ZHRIEL, BEICISUT, BERCT, MBENY—H—FDIREZE T D&
EBlc, BYRLEZITSTE.[8.2.9.1.1. 11.1.25H]

9. REDEREZERIZBEICEHIZIER

2. AR (ROBERCEESLBWIL)
2.1 AEIDR K UBBUEDELEEDH B EE
22 FEXIFFEIRLTWS AIREE D B2 X1 [9.55 1]

9.1 GHHE-BIEEEDHDEBE

9.1.1 HEMMERBEDHZBEX IS ZORTEDHZBE
BEMEMERENMEET2EZTNNH2.[1.2.8.2, 11.1.288]

9.3 FriaERRE X

9.3.1 EEDHHREREDH2EE
HEEE/IDEL DI, BEOREELDESICREL, EEEROAKRICHIEIRTS
Z& AROMAREN LR L. BEAN R HB5DNEBEZNDH2,[16.6.125]

9.4 LIEREERI BE

9.4.1 FEIRFTBELLIE IS LT, AAIDR SIBHRROTERI T H 5 —E RIS EY) 8T %
I5L5EEIBHE[9.588]

9.4.2 \—hF—DEIRT A REDHZBMEBEICH L TE. AR DR SHB D ROERIKT
MES—EHRBIGEYRBIEZTSLSEL T BYRBR(SYRMRVAI) ILEWT
BESE BCEERRICBVTREBEREFRENBOSNTNG,[16.2.1, 15228 8]

9.5 #iF
FEIEXIIFERL WS I BEMEDH B LIEICIFR S LBV &, BYRER (DY) ICBWTHES
T (REiR) EnRH5NTNS[2.2. 9.4.158]

9.6 R
BRALBVZENERUL FAIDE MLHRADBITICOWTIERIATH DA AH|IEBCRP

4. BHRER ISFNR

INVEVRBGEENDOHER2IER D FITREER B RIAE

5. BIREX IIFIRICREIET BER

AREIDITET - MR EYEEE UTCOBRNERVREMIEHEIIL TR,

6. BiERUAE

R BECEA E DHFRICEWT, BE. RAICIZ/ VLIRS 7Y TELTIATE25 mg%z 3iBHEfE
LTROKRS U, Z0R1BRARET 2. InE1T17ILELTREZRDIRY, BEH. BEDIKREIC
LDBEERET 2.

3. R R 07 Ij\ggg‘@@%tm T BITORREMEDL H S,
INBEERRE U BRRRIFEHBL TN,
3.1 18 0.8 EHhE
iR55% 175525 mg 1755125 mg — R AT AME T LT WB T E M N,
18 15E+H
BRI JOLIRS ST 25 mg JOLRSZUT 125 mg 10. HHEEH
EREIO—X BEEKTA(B U | RO BEEKTE. 0
B RERY . B 2ar o | LARE Ry, Ay BB, 27 rh i | | AFlE. in vitroRBED. EIcCYPIARUHMIEEREE (SULT) 2A1 IC &> TRES . CYP3A
A | YORVUA ETOXA—RBLF | YT RITA EFOXO—R, BILF 1T U O RIRE R B EE A RS, £/, in vivoREREL D, AAIIFCYP3AICH LCB W RE/ERA
5 NITEFY, BE2BTIVIZY | I, NUFEFY, BEB287ILI=Y %#79.[16.4. 16.7.358]
LL—F #HEBZ Btk LL—F ZZEbEX 10.2 $HFEER (BHRICERT 22 L)
3.2 WHIDMER <EH| B BRI - BB AR S BRET > @CYPIABEH (AL YRSy k, TILE
= . PreT— - FOSEIAVIFE ARSTFY =L URFEL, FFTLEIL RUAFY =L,
RS S (mm) #A—F BHE SSURARA SV, TL—F TNy a—R. RIT4FEl HEFENLE) [16.7.188]:
AFOMPREN LR L. BEBORBEERCEEENEMT2EZTNNRHZDT,
CYP3AMEERDAVEANDRERERT DI L, : TNSDEFENCYPIADRBEEE
. s PBE , KigE ZIRET B1c6h, AFIOMAEED LR B IEEN 52, @V CYPIAFER (7T =h 1>,
1TV AR Pfizer SLL AWNRREEL VTP EID UT7TFo 72/ ILEY =)L A TVARFUYIEE
25mg 714 PBC25 | = g BR%) (167 22R] AAOMTRENMETL, AAOHWENHBE T 2ETNHH20
: = I3 T, CYP3AFEEADBVWREBVWEHANDREEEBT 5L, TNSOEREH
CYP3ADRBLEZFET 27, AFIDMPRENE T A AN 52, @CYPIAD
BEERZEA(IYV T, 75 =IVE) [16.7.388] :CYPIAILDRBE N ZEH &
HATHBAR. TNSOEROMPREL LR BTEEMEN B2,  AFIDOCYPIARZ/ERA
I Ik, ZnSOERDRHHEES NS,
~ 2 )|8.6 s
AT VRER Pfizer HRE 11. EWER
pZIIN . B
125 mg 162 PBC125 | _ 00
@15-7 ROBEBEHBSONBZENBHZDT, BRETHIITV BENRBHOSNIISEICIHESERIET S
BREBYBAEEITS>TE,

11.1 EXREIER

11.1.1 SEai0H
SFARERIEA (81.4%) . AMMEREA (46.9%) . EIf (23.6%) . M/MRIHA (20.0%) . F#
PRI AME (1.4%) 0B 50N 2T ENH 2. [8.128]

11.1.2 HEERRE (0.5%)
EENBOSNIIFEICIE. AEIDRSERIEL REIISUT, BIECT. MEFY—h—%
DREZRET DL bic, BIRLBEETSZE.[1.2.8.2,9.1.188]

*11.2 ZOMDEIER

OFE  FRFBAE (20%LL L) F2 (20%Ki 10% L E) . REEZIR, FRAEMRRF (10%R7H)
SRALBE (SREAHA) @R SRRIENN., T8, RSz (10%:K7) @ RARREGR (10%:K7H)
@R KRR (10%K) @M kas : S (10%K) @H{kas Bl OR%(20%
BUE), THI(20%K710%LE) | Bt (10%:K57) @B i BiaefEs (o L7 F =&
HD%) (1 O%iﬁ/ﬁ) @Z DA %(ZO%L,(L) W%E (PREGRRZE. L—UEEE L CEEA) I/\Z

7. BERUAEICEEY 3ER

14. BRAEDER

7.1 GRS 2RDMFERIZFICOWT, "7 FRREHT DIERONBZHA U, FADOEERVR2H
T DICEBRUI ETORIRETSCE,[17.1.1-17.1 38 8]
2 BEAABSDNIISEIE, T OREEEZEEL T, ARE,
AEE75 mg/BRBICHEBLEBVI L,
RELTRSZHET 2I550KR5E
<HELANLRSE>@EFEIRSE 125 mg/HO—RFEE: 100 mg/H@—XKFHE: 75 mg/H
SFPERIRAME RO TUVMRRAME IS X 9 2 FRE SR ET
<EEFALE>@Grade | XI32: F—& 5 8% it 9 %, @Crade3: fAFE L, 1BRLIAICIIRIRE
(MIREETE) E17 5, Grade2Ll T ICEHER., A—& 58 TR 5% BRI %, Grade3DIFHIREL D
EEICEHEET 258 (1BEU L) P RY17)LTCrade3DIFFIKRAN BRI 2155, HEE
895 &,@Grade3 (IR AIFEL T38.5CUEDHRBR (SRERIENHS155) Grade2
HFICEES £ THREY %, BiER. 1LNLUBE LIRS 2B %, @0raded: Grade2 XU FIC[EIE
EETHRET B, BEE. 1LANVHELIRS 2B 5. @GradelSCTCAE ver. 4.0Ic#9%,
FEMRFRDORIERIC Y 2 FRERE
<BIEF:ALE>@GCrade1 X132 FA—k 5 2% #5195, @Grade3 M E (AR L THERA ST
9%350) :Grade 1 LI T X EGrade2 TR M ICHEN R VREEICEHE S 2 X THRET %, BIHER.
TLNIVRE LIRS 2B Y %, @CradeldCTCAE ver. 4.0IC#9 %,

HEN R EERIETEIE, B,

14.1 ZRARNRKOER
PTPEEDEAIPTPY — A SEDHUTRAY 5L 51589 52 E, PTPY—hDIRMIC
LD BWHAHEERBEARIAL, BICEFAEELTHIBBAZOEEREHIEE
HRETDENH D,

15. ZOMDER

15.2 FERRERABRICE D <1E5R

15.2.1 SYhRUA XAV RERSEEARICEVWT BFER LR ICK T2 EERE 7l
HRSIE RSB O, & TSI O EHARE DR S UL d )L N U MR Dz
(LERFHET 2, BB EROEENRD SN TV MRUA RUCHIFBITNSDEbIEA
EICLDEDMICEIR LT, [9.4.25 8]

15.2.2 BESERREENS. AFERBEFHEFNRHENZHO0, TREMX EREHE
BERBFRMEFRIBD 7. [9.4.25]

15.2.3 2V hDO2EMHAFRMERBRICE VT, #D30 mg/kg/BE THIREE R IC/BHERIED
FAEROEIH RO SN ARBROMICK FDEEAREIG10 mg/kg/B (AUCICED<ER
BEEOHN2(E) THof

8. EEREFRNIER

21. AR

BRIPHINH 50N DI ENBBD T FAIDER S HRITR RS PIFERICIRIREZTL.
BEOREZTDICBRRITEIL[11.1.158]

8.2 FEMMRENHBSONBIEN HBD T, AAIDESICHTc> T, MR (WFIREEE, B,
FME) DERRUOMBXRREDOREE, BEOREETNCHERI DL, £e, BEK
BHERICDWTEBY B e bic, BBEMMRBOMBIERNRIR USSR ICIE BPHICER
BRERDIDLOFHATHIE[1.2.9.1.1.11.1.258]

EERURVEBHEZRED L BYICRETEIE,

22. A%

(175> Z8825mg) 308k [108t (PTP) x3]
(A7 SV R8125mg) 75e[ 75 (PTP) x1]

O 'ELE-RREEVIREREBR
DYETITIF TR TBRELIEELY,
OFHIFEFLShichfiXEZ

XtARERVBEOMUVEHER:
L%A‘E\<T‘_é\l\o

https://www.pfizermedicalinformation.jp

wemn 7774 F— LA

T151-8589 RR#BHEAXK2A3-22-7

* 2024412 BRT (554hR)

RFEHREREHICHTIER:
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