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. AU—R, 27T T—L400. | A T —RA, 778 T—1L400.
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I Bl
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EEEEZ SULF AR OMITEE

5. MEEXFFIRICRHET DR

(BERNEBHESFIRZEOBRINEEICH T DHFES

5.1 BEBOOSRNELEER 2 & LBEE cEBU /S h
TVWHEEENRETHT &,

5.2 BERRBICHAANS N-BEICB T 5 A& RN ENRESH %
BU(LEBEER TR, S ERE TOHM (PFI) &I2oWT.[17.
BE PR BGE | DIED A 2 BN U AR 0B R O Z 2t 2 +71
L ETGEICEEDORBIRZITS 2 & [17.1.1.17.1.250]

(BRCA BIGFEREBEDINEEICH (I 3 VO LR E R R DHITE

B

5.3 EEEREARHEE (FIGO) TSI S XTIV O IS &
ZW S, A& RRENEEA 2 & G R b2k TR h R
ENTVLEBEERNRET S L,

5.4 EBENIAEN S HFERR XIS EEEISD 2 L REIC X
D .BRCABIZFERAZET S EPHREN-BFIIHRET S
Z&

5.5 ERBREBRICHAANS N BEICB I 2RAEESICOVT,
[17.EERRE EDO N 2 89 L AF 0B R OR 22+
ST L7 ETEISBEDRBIRZITH 2 E.[17.1.131]

GHEfEIR A EERIEEE T 2MEBICBIFIRNY AT T (BIGF

IR ) ZSCYIE LT E R OEISES)

5.6 EEER ABLES (FIGO) #ITHAEIBHE S II TV O SIELE &
ZH SN HEIMEEBER R ORNY X 7 CRETFHEZ)
ZETELEEECENPHER SN TV AEHEZNRET S
=

5.7 BREBES NI (EH Sl RS IS RS 2 L A IS &
D AHREZEEREBEET S EPERESN-BEICRET
5T &,

(DAL REEED S 5 BRCA BIGFEEBR YN DHER2EEEDF

MAEER (EEREIALE)

5.8 KHOHBEEITIBAICZ. TV bIH 42 ) R ELES
B O 39 0 RRBEEEEA 2 & L 2RER O H 5 BE 2
RETHZ &,

5.9 AIBENIEH SRR IS EEEISRD 2 AL REIC X
0 VEFEMIRERY D BRCA B TER (RNE R IDRNE BEE
W) 2ETBIEDPHERINTBEIRET S &,

(BRCA BIGFZEB N DHER2IEM TEES U X T DIEICS

IF 2L RMEL)

*5.10 RFNOMATHEYEE L L TCOBWER RS E I LTW
2\,

*5.11 EFRRBICHAANS N - BEOEHKE ) X7 DER. ANAE
SISOV 17 BRAE | OO WA 2B L ARE BRI
BRUORSEE+SICEB L LT EIREEDORBIREITS &,
[17.1.65H]

*5.12 AR & N7z (RHV 2 RS S R ) 2 Fl L 7RI
&V .BRCABEFEREET S EPHERSN-BEICKRET
5T &,

(BRCA BIcFEEBGMHDERIELZ EE I 5 22BN ERIIIRE)

5.13 RH| OB EIEE & LT OBEMMER ORI L TV
W0,

5.14 &GRS N7z ARI WG RS 5 SIS BB RS TE) 2 F W - IS
& V. .BRCABEFEREET B EPERSN-BEICKRET
BT &,
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*x5.15 KRB ICHAAN S N - BEORNAEREEICOVWT. (175
PRESHE ] DIHO WA % #H U AR OB MR et 2+ H
fEL7: ETOBICEEORIREITS 2 &.[17.1.7.17.1.85 ]

(BRCA EILFEEBGM DRI THEBEREICH I EHERNE

HEEHZ SULR2EEEROMITEE)

5.16 KA O Fii OFBIEE & L TORMER L2 IIHELL T
Wiz,

5.17 B&RUEEEEA z & G 2R TRERITFRD O N T
WEWEFEZNRET S &,

5.18 iRAER ICHAAN S N BFE O, &R EEESA =
ST FEEOREHMEFICOVT 17 ERRE ] DIEONE %
BAU AR OBMER R 2% 7B L BT UEISES
DFERZITI 2L [17.1.95]

519 KRB S N7 RN LW BRI EREESEE 2 H LM
LU EEMRS D BRCA BIZTFER (RHNERIIRNER
BV EETHIENHERSNBEICRETSZ L,

F) AR SN2 A ERR X EEESR I T 2 B8R0
WTRUTOY 2791 M5 AFARETH S :
https://www.pmda.go.jp/review-services/drug-reviews/
review-information/cd/0001.html

*16. HERUHE

(BERNEBHESHIFRZ OB RIIEREIC S T S HIFEE. BRCA

BEFEEREBHOMEREICS I3 PEL2EEZOMIBFEEL.

BRCA EBIGFZEBMDBEYRTEEREEICS (T 2R NEB S

ERRlZ SOt 2EELOMIFELS)

BHORAIIEA 58 7& LT1E300mg% 1 H2E. E O 5
T2, 4B BEORRBICKVEERET 5.

(HHEHEIR X BERIEZET T BIMEREICH I BIRNY AT T (EIEF

IR R) ZSTYIO LR LR OHIFEL)

NNV R T CRIEFHIER) EOBAICBL T B AR
589 7 LT1E300mg# 1 H2[E REOEES5T 5. 2B BED
REICKDEERET 5.

(WAL EEEDSH 3 BRCA BIGFEERMEN DHER2EEDF

MABEN (FERIE. BRCA BILFEEBEN DHER2[EH THEER

BYU R T DIEIC BT BilikEmEE)

WHEOURAIIEE 59 7& LT1E300mg% 1 H2E . FO#%E
T 57272 LR EMREDOGE BEHMII 1 EME TET %,
BB BEOREBICIVEERET 5.

(BRCA BIcFEEBM DRI ZE I 2 2R IERI1IRE)
BHEOURAIIES 59 7& LT1E300mg# 1 H2E. FO#%5
T3 MOEHEHAT HBEF. TEST O VBRI AT LRY
FLRZvVayEMRAT A E B BEOREBICLVEERE
5,

7. BENUHEEICEEYT %32

(GheEE)

7.1 100mg#E & 150mgfE D AEMZNRIFEHITRSNh TRV
®.300mgZ ¥ 59 HHEICIZ100mgdE 2 A L a W2 &

*7.2 REFBEIZ K D EWERAFRR LS E I U T OREEZER
LT R - BE - kg e &
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Iz FEpgE AL HERO®RSE
=il ANEFUEY  ANEZRE Y| - IREOBEBEOEG
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T 5, A.1E250mg#% 1
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J— - 3EEBOBEMDE
& 40BmE | CEET5F | o Ea0omes ]
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(BRCA BILFZEER L DIISEEICH T A LR E LR DHITE

s

7.4 OB EEEEH & OHFHIC O W T AR R ORI T
LTz,

7.5 A OB ERIBR2EISFEE L RS TREZUHIES AT
LEREICBVWTR AR ORS2HIET S &,

(HEHEIR A BERISZE I DIMREICHSIFIRNY XY T (EIEF

HIRR) ZSOYIOEEE AR OMfHFEE)
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LEREFICBVWTRAFORS 2HIET ST L,

7.7 RNV R 7 GRIETFHBZ) OB EHMFIC OV T 178K
B | OIEDONE 2 BH L AR OB R OReN %+ I R
L7 ET#H&E59 52 E.(17.1.430]
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(BRCA BicFZEEB D ERERZE T 2 E2BN TS

#**7.10 7T I T O VBT AT VX IE TV HFILY I R Xk BI5ERE
DR VWEFIIB T AR BB SOERER REMEITHL LT
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7.1 o HEHEEA & OFERIC O W T B R OER 2 3R
LTWwizl,

722 ARSI ARG EBM & O L2 WIBE OB R RS
IR L T2 L,
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8.1 BEMEI D 5bNB L 1B %D T ARG HIAR KU
SEHi3ERMICMBEREZ TV BEOREZ T2 ICBET S 2
Eo[1111BH]

9. BEDHREZEIIEEICHITIIER

9.2 BiEEEESEE
HEZZBITHEEBIEBEEFOREZ X VEBEICBHE L. FEH
ROFEBICHHERT AL AFOMPEES LRI 2EBZF N
o5, 28 BEEOEREREVIRIABERL(ZLTF=0D
Y75 Y A(CrCL) : 30mL/minbAR) BF 2 MR E LGk
BOREEEEEE UBREBITEBL TWaWn.[16.6.28
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9.3.1 EEDIFHEEEEDH2EE
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(Child-Pugh#iC) BE 23R & LA R OR L2 21518
& U BRI M L T\, [16.6.13 ]
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% & F I RREHFICAR 25T 5 0 KBRS0 BE DT
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DHHAT S £.19.5.15.22 1]

9.4.2 BHICIK KA EF R UBAHRERITARICBLTNY 7
HE(IY F—L)2HVTEBET 20EHICOVWTHATS Z &
[15.22 0]
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ZEDPRESN TV,

15. ZOfthDER
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ENS DR RFERE 2B W T A R EEE R S a Bt e m
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16.1 MARE

16.1.1 BERS

BAANEEEE (7H]) ICAFI300mg 2 BEREORS Lz £ S04 7% 7o Mg

FEIERS R OEMBIE ST A — 5 FLTROEB Y TH - 722,
18 -
—e— & : 300 me (7f31)

® o N oA o

MmiEhAFS/%0) 7TRE (ug/mL)

(S I N

0 6 12 18 24 30 36 42 48
BEHIBE (FRE)
HANEREEE ICAHI300mg 2 BEHEOHS Lk & omiEh s /%) THRE
HeRS (Al P T R HE(R )
# HAANEEEE ICAFI300mg % BEREOREG Lz & &0 T8 7 OREMBHES
T A — & (FAf-PHE £ 1R RE)

" AUC
B | Cmax(ug/mL) tmax (h) * (g - h/mL) tizz(h)
76 | 8.14%291 1.98(1.00~3.00) 54.4%37.5 | 9.43+2.86

xerf o fE (4P

16.1.2 RigiRS
H A NBEFRE B E (9F) ICAH200mgtD K 1'300mg % | H2[E REREO#ES Lz L&D
FISHEICBT 24 7% 7O MR EEMRBEROENBHE ST A -5 3L TOLs
D TH o720 % 72.300mgH 5RF1 B 5 AUC (0-12050) O RREFENIH 1.8 TH 5 722,

AR OAGEAE - ARIZ300mgn 1 H2EHETH %,
16 1
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1200 mg (3431)
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£ HAAEEEEEICARF200mg % '300mg % | H2EKERORE Lz & E0E15H
BIZBI 2 F 580 TORMBIRE S5 X — & (B P9E R HERE)

ME | A% | Coa(ug/ml) tma (B % ?ic‘;;fg)
200mg 3 8.16+3.34 1.50(1.00~3.00) 41.1+20.9
300mg offl 8.86+3.14 3.00(1.50~3.93) 61.9£40.5

KRR (R
16.2 IR

16.2.1 BEOKE
EITERE B (56H1) ICAHI300mg 2 B&H S Ui & & EERRE LB LT A /%Y
7 DCrmaxtE21% (90%EHXH : 14%~28%) T L AUCIZ8% (90%(EHEXH : 1%~
16%) ML 7=9 GHEAT—% )0

16.3 5
* %) TOMPEAKEARIRE N TOCnaxfHE(10ug/mL) T82%TH 5704 /%
V7 OEESREEEHZMET LT IV THY (KEE 1 56%). al-BEBEAEE O
FEARIZ1I0Ng/MLT29%Td > 729 (in vitro FERRLE) -

16.4 X35
In vitro B 5 A 58 T OER#MBERIICYP3AL/5TH B Z LRSS NI,
BB E I UCIERE A 5 /%) 7100mg% /1 72 VEIED CHRERO#RSG Lz & & %5
1 285544 £ TOIMEPICB W TERDEA 580 7 TH - 72 (MAEFHETREDT70%) o 1ML
RO ERBIIMI2(EXRT D U HBRADIMKEILE) MI5 (7 LA TRy DILERO
AF U U EIKBLR) ROMI8 (KRS Y VB OIMKER LK) T d - 72 (ST EED
9~14%) o 5 48¢ 1% & TORK OHEEPICB W TERBWIMISTH > 72 (RRV
HEERHETRED F N EN5~6%)0) FHEANT—%). [10.38]
¥2) 7 TRVANIRBREKETH 5.
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BRI YCIERE A 5 /%) 7100mg#% /1 7R VAIES) CHRERO#REG Lz & & &5
%7 HE TS HETHER D 44% D IRPIC A2% P HEFEFRICEICRE & L THRts Nz,
RELARDRPHEMRIZIS%TH - 720 FHEAT—%).
H3) A TRNVANIARBREETH 5.

16.6 HENEREZRT 2EE

16.6.1 FFEEREDH D EE
JFHHE O TEH 7c 17 8 B 2 30 0N 8B (Child-Pugh 348 A) X134 B (Child-Pugh 5y
JAB) DT RERE 26 3 2 EIBEE £ 0 RUCAAIZ00mg & BEHE O 5 U 7z BT
HEEREEE (OB) TIIFRBEERE (130) ICHAF 780 70 Craxid 13% (90%fEHHX
1 -18%~56%) AUCIZ15%(-28%~83%) mifif & L 7z S EE AP A RERE 255 (8451)
TIRAFBREIE R (1361) ISl A 578 7D Cmaxtd 13% (90%(EHEX M : -22% ~
37%) {EfE & 7R L7245 AUCIE8% (-34% ~ 74%) Bififi 2 7R U 7 o BREE e MR E D JFF A RE
I & 0 BEFR LR S 2 5 BIIED Shizp > 72D GHEAT—5).[9.3.13H]
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5 Uz BE B R ER (136]) TIXERREIERE (1200) ICHAF 5% 7O Cnaxld
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Cinax X UAUCo- ICEIZ R W EHES NIz OO HFEEDOCYP3ARERTH S 7
NaAFT =N EDHRATIEF T8 TDCnax X FAUCo-y I EZNZNF 1465 RO
2. 214588009 3 LHEE SN 7210, [10.2818]
F4)AHIOERRE - FRIZ300mgD 1 H2E#%5TH 5.

16.7.2U77VEYY
[E TR B (2261) 1S3 W CYP3AREHITH S Y 7 7 Y EY >600mgZz 1 H 1@ 13H K
BE5 L %5 10HBICAAIB00mg 2 S L7z &L &4 575 7D Crnaxtd71%(90%
fEHEXRE : 67%~76%) AUCIZ87% (90% S HEXH : 84%~89%) K L7z (SLEIA
F—%),[10.22H8]

16.7.3 ZDfth
#5780 71ZCYP3AICKR LBREMER %2R L0, CYP2B6IZ*t LahifEf 2 /R L7210 (in
vitro iBERAE) o
%589 71 ZUDP/ L7 u v kB EER (UGT) LALICK LBHEER 2R L7212 (in
vitro iRERARAR) o
EEREEE (76H1) % #15UC AHI300mg & ¥ £+ 37 = > (20mgl H1E) . 7+ 2 O
V=l (Imgl HIE) XL 8 Y—L(2.5mgl BL1E) & QPRS2 F>7 &2 5 ([l
22 n 296, 2261 % 02561) B LEE E 2 2 EEER RO sSh ko721
AEAT—%).
+578) 7 AP-HEEAE (P-gp) DEETH - 7214 & 72,4 58 71dP-gp.
OATPIB1.OCT1 KR UMATEL %ZfHE L7219 (in vitro RERRRAHR) -
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BRCA BIZFZRBME T HE&RFUBEIEEH 2 &G pkic £ 20 u < L b 2mBL
LOWRENSH D ASRABEEERIRZEE pOEEO A& RUELEEH 2 &
(LB TR (EHRZINC & 558283 THFEY) RSN W 2 EREREE
BETRIEIN S (R SR K OV ERE 2 & T) IS B R E R NI BE B £ 295
B (RAIBELO6H, 7 2 AR 5 5 HANRAHIRESH], 77 RBE6H]) A H e L
CAA ($EA]) 300mg L H2EH G OB MIER R 2% 7T R & ks 2 MiERL=

BT T A RS MR L RS I & 0 U 7z EEEEIEE T b 2 15 R

FHHIEIC & 2 BEEAFRICB LT AR T 7 2R Ion LEHENICER B ER %
R U7z (N — FH0.30.95% E#EX H0.22 ~ 0.41.p<0.0001) o Mt B A 17 HFE o0 Fh o
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