FAS-9.1

20224 A1ERR (B 1HR) 2 bay A/ FEREA HASSER R EHES
TR bT > MESHH 874291
‘ /4 71@ . 0

| J1)07vIA5:250mg
B % 2~8CITTHRE R
AR * A5 ﬂSLODEX Intramuscular Injection 250mg
BISE U SRS )

AREFES  |22300AMX01209

F)EE-EMEONFEICLVERT L& HR7ERAsG 20114E11H

2. F2(ROBEICIFHBES LBV &)

2.1 MR SUIIEIR LTV B FTREME 0 & 5 itk [9.55 1]
2.2 #FR[9.63 ]

2.3 KHIORS IH LBBRE D BHERED & 2 B

3. fHRY - R
3.1 #8rE
HR7E 7 Va5 y 7 AfiE250mg
18 (5mL)H
R TLRZMS Y+ 250mg
18 (5mL)H
; %) —=)1L500mg. XY IL7)La—)
IR 500mg. ZEEHA> ¥ L750mg,
v EE
3.2 BFIDMEIR
HR7e4 7 Va5 v 7 AHE250mg
(R XN e~ HEEA OO
4. FHEEX FFHR
EIRY)

5. FEENIFHRICEHET 2FR

5.1 RAOERRIBICH 72> T JRAIE LTHRILVE  ZEEOF
ROFEZTER LAV E S RAEGPEE TS N ZBEICE
KAEZFERLZNWT &

5.2 REIOFMOMBEE L LT OBMMERVR2EIIFELL TV
W0,

5.3 BRFHBRICHA AN S N7 EEDOHER2DFEFRHFIZOW
T 17 BRBAE ] DTHO WA 2 35 U AB OB/ R Rtk
EHoIcEBR L ETERBREORREZITS 2L [17.1.3,
17.1.42H]

6. AiENURAE
BWHERAIIEHFR2E (7 LRZA RS2 b ELT500mgEH) 2
WE. 2584 41% . Z DB4AE LI E. AADBERICE T O
WA ST 2.4 B FARRTFSICN U TIX . LH-RH7 =& M
ETRTCDK4/6fRER EMHAT S Z &

7. BiERUREICEEY %32

7.1 1E OB ETARRE 2 —RIOBHICHEES L L,

72 BEICEAZENHHOT HEHRUEZEBEEET 54 E+5
FELTHRET 5 & [11.280)]

8. ERLEFIER

8.1 RO &6 FITHERREBRA 2w L 2&FE L T.LH-RHY
T= 2 MEERTOCDKA/ 6B E A O G FI % bk & | BRI R
HEAOMERIET S L,

8.2 RANINFWREHITH U DA T 2EMBREIC OV TH
DA - BBREROEMO S & TAANC K2R EY] &
Wish2BEIIOVWTORMEAT S &,

9. HEDNHERZHIT HBREICHTHER

9.2 BiERERE

9.2.1 EEDEREREDSZEE
HEOBHERERF 2R E LABREBIIERLL TV,
[16.6.1%H]

9.3 FRERERE

9.3.1 FHeElEZEDH 3 2E
MHREN LRI S5BZNH 5 %.%B.Child-Pughs3$ 7 7 2
CONHEREEEZNRE LABRRABRIIEBL TRV,
[16.6.22 8]

9.4 £iEREERT BE
RS A REME D B 2 THEITIZ AFIR G R O EK R GR—E
R GEY) OB 21T D K S HEEY 5 2 &L [9.55 ]

9.5 1w
IR ISR L TV B FTREE D H 2 HMEICIBBRE LW L8
MEBE (T Y PRETIFF)ICBL T RRICB T 2BRBIETE
DOEE MG RS EOBIER FEBER . BT E L THEIRMER X
U OREFOLTEFREN RO 5N T 5. [2.1.9.45 1]

9.6 17T
FIARTIIRE LW EBMER (T Y M) IZBLTIITBAT
PROLNTBY BEOATHEBRESMETRELO LR
SHBHSNTOVR.E 7 BMER (S v ) TRIBICKA 255
L7Ba HERICBWTEAFROEESFRO SN TV 2,.[2.2
ZH]

9.8 SEE
BEOREBLBR LV SEEIKRET 5 L. —MRICETEKEE
PERLTVRSEZENZN,

11. BIfER
WOBWERAH 5 bbb I ENHHDOTBEZTHIITV.EE
BROONIFEICIBREEZHILT 242 EHY R AEEITS 2
Eo

11.1 EXREIER

11.1.1 FFHEEEREE (4.2%)
AST.ALT.ALP.EV L E > O LBE %S FFEERESH 5 b
NaZENH 5,

11.1.2 MMAREEALAE (0.7%)
i ZEARAE (0.4%) \ FEEBERAR MARAE (0.4%) « MR B AR 28 (SR
HEBHo5bNBZENDH 5B,

11.1.3 ;ESIERIDIRIE. iESE (SHEAH)

11.2 ZOfthDEIER

10%LL E 1 ~10% 19%K:1 SRREANER
EHERAL | SRR AL RS A EER
(REHE &
HE O LR
BE)
HILdR BDTR B | BB
B AL | B e BT R
JNEL EINTR{ S EE N
(2]




10%20 E 1~ 10%k 1 1% SHEANE
TR R HER. DTV, | ECEE.R
BERYE A | SEHR
FRAE
MmERE [13TH s
TEBR B E $eOVE
HEER B BN | HEEEE, | B ERE
GO N AN PR NN = 4
EREVEE | HRRE
3] RIE. % D | ZHE JJIt:
IiE B AE
SEBE BERIE (F
REE)
25 WIREFE | KB
IR ER T I ] 1% Bk B HA I
PV A A F R
R#t R BAAR B hNYU 7| Bk
REREE Y RIM%E.
==
a — )LII5E
TS SHBLIE A FL | FLEE . SR RS
B E | Z > P
HA I
itk HIf, 1M1/ MK
BiEA
Z DAth HANE EA | FREEEG A >
TR TLIYHH
EER. AT
N
I FRDN I
. IREZIE . IR
YL IEANE

EIPNEL/ IR X N R E ARG RO R R IBRE 2R E
U7 EBRARISBIMEHBROGEICI VR L.

12. [RFRRERRICKIF T HE
AHIHEBOICT A I VAL EEBLTH Y Filkz RV
IANT VA —NVOREICTFHTE2BZNADPHD EALTE. TR
FIIVF—LNOREMEIEMEERT I ENHLOTERT S
ks

14. BALDEFR

14.1. ZHREFOER

14.1.1 FEIDERTTE
AANET ¢ 2R = 7RSSR & O & WICERET 579
IVERRNOREIBEOEARORER 2T 2 2 &

14.2 FRIZSHOER

14.2.1 HARFEHICOAFERHT 5 &,

1422 IHOBETY) Y INDLEBEBRET S L,

14.2.3 EHNI 120210 TRIRICITD S ENEF LU,

14.2.4 LBEMRFEOEELMRIOEET 2BHEAICS L E2ET
BE59 55X MREOBRBICEET S &

15. ZDMthDFE

15.2 FERGRREABRICE D < 1B
T v~ O2ERBHANBE Y AR ERER T IR O B4 R
TE D FAEIE A 10mg/body/[E (15H Z &) BHICB WL TRD SR
72w AD2EMBOBE D ARERBR T IR0 M RE L E
5 (BHEROEM) 0 FAERMA 150 % 0'500mg/kg/ H% 5812
BLWTEDLNT,

16. YENRE
16.1 MoRE
16.1.1 EOig5
PARE P2 R MR I AN 25 ~ 250mg ™ 2 BEIFH AN S L7z & &

DIMEEH T IV b T > MREHERS K CIEMBIRE NS A — 5138
TDEBYTH > BARGR2~IHICCnaxPRBOH SN ZD
BRI OERZR LT HEIIE35~38H TH > 7eo £/ 0L
ERIREIIR G RICIZITHAI LT L 7z,

(ng/mL)
100

bib AN SN RSNE: 3 =

#5ROERER)

MEgEF7 VR T > MRE#R
(B39 ME = iR H¥E (R Z . n=5)
TR TV NOFEYEREINT XA —F
(B9 ME + 2 ¥R ZE . n=5)
& Cmax tmax® t1/2"
(mg) (ng/mL) (H) (H)
25 1.26£0.36| 6(2~9) NCo 0.48+0.11 NC9
50 2.58+0.42| 6(3~9) NCo 0.97%0.12 NC©o
125 456+1.72| 6(3~9) [35.4+12.5/1.75+0.48|3.00+0.61
250 10.6+4.32| 6(3~6) |38.3+5.12|4.03+1.51(7.85+2.42
a) FhoRfE (FEEH)
b) #5427 ~83H DMFHIREHERE D S B U 7z
c) NC: BHiT& 9 (EERA : 0.25ng/mL)
16.1.2 RiEES
B PR B 240112 ARFI 1 [B1500mg % RAEF AN 5. (F)[0l, 2
B ABBFOBABE T &IT1E) U B S N7z 1408 S o s
TURZA Ty MREZEIC—RFRE#HES2-a 28— M A 2 b
BT & 2 BREE BT 2 EE L TEMERNN T A -5
%%ﬁ L7 (‘Fﬁ) oﬁg‘l 7‘7)5" E @Cmaxx len&UAUCO—T Li&g‘
SHABEHRTEVLWIPREETH Y 517 HE TERRREIC
EBLTWwbEEZLNZD,
HREIEBREICBIZTILRA NS Y FOEYHESS X —%
(BRI BN EART I K 2 HE . S 9 E (B2 5%) )

AUCo-27d | AUCo-
(ug-h/mL) | (ug-h/mL)

= =3 Cmax tmaxa) Cminb) AUCO— T

BB | BRI | 0 (ng/mL) (8) (ng/mL) | (pg-h/mL)
3.9

1 24128.7(27. 17.8(19.2) |13.0(25.9

———z 87Q7.0)| 7, |17:8(19.2)]13.0(25.9)
L 42

37 AH |20(29.4(23.8) (3.9~4.5) 11.4(18.2) [13.3(20.6)

a) A (FiEH)

b) #5#28HD MAEHIRE (#5140 HBIZFIE#5%28H)

16.3 9%
B EE A 6IC 7 VAR + 5 > b 10mg® 2 BRI S L
& ZORHBR(Vss) 1d4.1 £ 1.6L/kgThH -1z (HHEADT—
7)o 7 VRA T ¥ M (10ug/mL) Din vitro MIEEARE &R
988%TH D . ELMEEERIZY REHATH >z,

16.4 X5
#HHREDODHHERD & F 2 RBEHER L 2V R U MRANDBEAL.
17- Bt gt ROV rgfagitchd s eEx o0
HNEADT—4)2,In vitro REFHBFEICBVT.INRZ T
b D ZIVAR MEANORBHCE ST 5 FE % P4505r FfEIZCYP3A4
TH-o7o
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16.5 Bt
TRERRER A 7151 (B4R BARER 23 H1) I 9C-7 VR A R T > b
18mgih) & BEFH NN S (RF & B2 2 MIERA) Lize Z
A 5521 HE £ TISRETEEDI1.1% 0 E 2. 0.6% A R
Rt h7-(EADOT—%)2,

16.6 HEDEREZHFIDEE

16.6.1 BHkEERES
FARBIEEZIIBOVT. IALRA NS Y OLEET) T TV R
(CL/R) 2 Lv7F=>2797 5> A(CLcr) & DRICEHS 27240
BEREFRI1ZER® 519\ CLerA30mL/minbl EOFH TIZ 7 LA
bV P DOENEREIEEREREOEEEZ I aVnEEZI SN
BHEADT—%),[9.2518]

16.6.2 FTHEEERES
fEERER A A M Child-Pugh 37 7 A AR OB FFHREREE &
BETHNZTVNRZ b T > b100mg (AH &1 87 28k
Al 2 BMEFH NI S L7 & &, Child-Pugh AR UBE®
AUCo-tlZ. ZNZNEREBRABOL2MERF1.8EHEMETH D A
KR EDEHEBICL ST INRAN STV M DRB YT TV A
(CL/F)IZF N ZNBERABDE3% R TV60%ITE TN Lz, 8.
Child-Pugh% 7 5 ACOTHERERE BE 2 R & LR
BIEKLTWARLWHBEADT—%),
REMEMBEETNICES Y I 2 L— 3 > ORER, FFHRERE
EOHVWEBEADOS00mgHS & O HEkiZ 8T Child-Pughsy
D 5 ABO R HEEREBREANDOAFSOOMg KEMHANE 567
HHE®DCnaxs CminX FAUCo.z 1&1.3~1.7fFIc LR L. 1 [mx 58
%2250mgIiFE L7z 51365 ~85%ICK T L7z, [9.35 1]

F) AR OERZERER CHRRAFRE(TURZA T FELT
500mg) %238 Z &I 1[E . 4E LR3I 438 & &I 1 EH NS
TH b

17. BRPRREHE

17.1 BHUERURSMICET HHER

17.1.1 EAZEIEEER
W IMEERIREO . T A b a7 ZERGHE O R ZEREY
TERIBREEEZNRE LSIHERBICB W T, FEFHEE
THHEWFIL.SDHSEVEELL.1% (5/456]) . LD 5E B
17.6%(9/514) \HD#: 5 538£10.6% (5/47Hl) TH > 7z,

1) SD(Standard dose)#5 : ARAFI250mg % 48 = & ICHANE S

1#2) LD(Loading dose)#5 : A#I500mg% #IE., A#250mg % 2% . 4

B Z DB & ICHRANKS
##3) HD(High dose)#5 : AAIS00mg % #I[El, 2:@% . 4381% ., Z DHAET
AN S (RFRICB T 2 ERDAE - AR)

HD# 5.8 TR e RAEFI 464552961 (63.0%) I BIfER A
R 5 Nz T BWERI EFHRAIERE 1361 (28.3%) ESHERAL
REFE1OMB(21.7%) K NZT O 7H1(15.2%) TH > 7z

17.1.2 ;B SEIIEEER
WIEEBIER O T A b0y v ZAEBEOBRRBREREX
TERAEEE ENRE U BIEREIC B T3, FEFHbE
HTH»5.RECISTEBICHE DS HENIIHEELFEDLRWVWIETE
TOHE (Time to progression : TTP) ®HufEid . HDB 58
(362%1) T6.54 A.SDIEEE (37441) T5.50 HTH D .SDH 5
B o9 2HDR GO @B S Lz OV — FHO0.80
(95%fE X : 0.68~0.94).p=0.006).
HD# 58 RIS RAER36 151H964 (26.6%) I EIfEH
MR SNz FRBIWERIEESRAER2761(7.5%) 13T
23611 (6.4%) Fe OB 20 (5.5%) TH > 7z,

17.1.3 EFH RS8R (FALCONERER)
WA WRERBRD AL E V ZEBBEA» DHER2 M OB
BRAETE XIS AR EE 2 R AHIS00mg (HD#
)7 Z2buv—)Llimg/H & T 55 IHHRE % £ L
7o (B BLFIE4626] BARN3LH 2 &)Y, T DFER FEF
i B T & 2 W ELZHME (Progression-free survival :

PFS) Dl id . AFRE5816.6 A 7F A ba Vv — LG58
13.87ATHY.7F A baV— LSRN T 5 ARHIREGRD
B ASREE S iz (VY — RE0.797 (95% 5 #EIX R © 0.637 ~
0.999).p=0.0486)
AFNE G228 (HARAN 1261 % &) 9141 (39.9%) 12 BIEF
HERO SN ERBEAIZIETY 264 (11.4%) . BA&iRE 2045
(8.8%) B 1261(5.3%) KR OEH 1261 (5.3%) TdH - 72, (2016
FAA11HA Y v+ 7= 0% [5.3281]

17.1.4 EFHRZENEEEER (PALOMA-3515R)
W IEHEELIEE O L RV E > ZEMABE» DHER2 &Y O BT
EATHE I EREIERE FIRRELZ DL V) 25T AH
500mg (HD#5) &SV AR 7Y 7125mg & O Ht %2 Kl
500mg(HD#5) & 75t R & DffRH & g3 2 HEITHRBR
Ei s Wiz (BIEALHIES216]. BARAN3SH % &), BRI
FEEREIIZITE LY VEERED SRS SNzt R AT R
(20144E12H5HA v b A 7)IcBLW T EEFHMEEE T 5PFS
OFEERIEENED 5 N HANICHE LI 25 U AR
BRIEMHIEE % > 72 PFSOHREIZ ARFI LSV ERT 7)) T &
OHRARI2HAKHE TS REDHARISHATH D AH|
LTS REDHABIIHT AR ESVKRY 7Y T EOHFEE
DEBIEARIE S N7z OV — FH0.422(95%(E X[ : 0.318
~0.560).p<0.000001 (K1)
AENEVARD 7)) THURBRS SN 73456 (BARN2761 % &
T9) H132541 (94.2%) ICBHWER 2 5 Mo . E 2 BIfER X F
BRI RE28501 (82.6%) « A MLERIKAE 19841 (57.4%) EF 114
B1(33.0%)  E1196H1 (27.8%) B8 7H (25.2%) « I/ MR IR AME
80M1(23.2%) AR 27061 (20.3%) ERBAES 71 (16.5%) R GYIE
5061(14.5%) . FHI45641(13.0%) 13T D 4561 (13.0%) R UFZ
4061 (11.6%)ETH 27, (2016FE2H26H Y v F TR O E
) [5.33 ]

18. ESHEIE

18.1 {ERKRF
TURZ T Y MIEIZT A Oy v ZEE(ER) DO R %
THIENED . TAMOT VDOERANDEEZHET A5 0
A RERIZA MO TF VEITHBEZEZOND LB TILRALS
YME Ty VTFEHEREMIMEARCEEEICNT 28R
SR oINS 7 T A MEER 2R S TICHEM D
JEEMHET 5 EEZ 6N,

18.2 ;MITIA MOYVER
TNURA LT Y MEIERNDI A NI VF = LD/ ZBANIC
FHE L) F I TURART Y PRI A MOA U RUITEF Y
Tz ICEBTEEBEIMEAZ2 Y A7y MROHILTHIH]
]\/7-:_7),9),10)o

18.3 #HRiESERES1ER
B RN IERE 2 NRE LZERRBT. 7R bS5
MMESIC KD FEEBTOKI67. ERRVO O A5 0 v RAK
OFEEMET Lz

18.4 HiEBR
TURZA NV MITZ bay vEZEe d @Mk (MCF-
7)Din vitro TOMEE KROFX — R 7 ZAICBE L FER
SefEE (MCF-7 &% O'Brl10) 385 2 M L 729,

19. B ICET SEEFHFR
—RRBIRHR
T NLVARZ b F > b+ (fulvestrant) (JAN)
22
7 a-[9-(4,4,5,5,5-Pentafluoropentylsulphinyl)nonyl]estra-
1,3,5(10)-triene-3,17 8 -diol
AFR
C32H47F503S
ATFE
606.77
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REZHEBEOMRTH B AMEIAY ) =X ) —)L(95)
BRI IKIZIFEAEBIT R0,
{eZEER

20. BV EDEFE

20.1 BB CTRET S L,

20.2 SVFEBRERIGEE L TRET A 2 &,

20.3 KA EEYH TH 570 HHBE CHE LAV &,

204 D) UIVICHBEORESREDOONS EXIIMHHLENWT &,

2053 VIUNPHETAIBENSH S0 HNVEREEITSZ
Eo

20.6 HERIZESICHERA LU RRIIEET S L. .U VD

HRE - BERILZVwT &,

22. @R
S5mLI27L7 1 LYY ¥ Y]
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24. WEEERERUEVWEDE
TANTEXAKRAESH AT AN T A= a s y—
T530-0011 KRFmiltRAHFITIELS
0120-189-115
https://www.astrazeneca.co.jp
26. WISHREHE 5
26.1 &hERRET
PARSCRAD%UAET

ABRAHIEXCRIISE 1S

PI1530_04

BERRSOiEE
Wtk (B & &HOBRIF)

Frv T VWF—AXTI— Ny pzhyT TITVT N

1. 7 —AD 53U Y IREZRDHT.

FE IV —2FoTHIEHS BV L [IN-TF
VX —=DERL. TSIV —AN 0 BERSRET 5B %
b 5.]

2. VI UIVRNTIEREBICLTLY —ax 7y —ineHb. b
H—=HDFETNT —AXRT I —=IZOVIZHBDF v v T2
LU CHIBICED? L (KISHR) IO 42 2KEBIC L7z
BITLBF v TH vy FEEBHIHNT (KR2BR) . [BERSRS
BaBZNDDH 5]

BR: Fry M2 L% V) U YERRICHA TN &,

X1

X2

3. VY YIVRNTIEREOE  ESEHIERL. Y YYD
EREBRER EREEAT B,
FE: IV ry—RBEE VW E MNEBENNDH S,]



