#% 20235 3 AT (55 8 it AIRERH)
* 202241 1 HEUGET (88 7 Bt ZhREZEE)
BRSE 1 2~8CCRE
BEAR - 48f&H

MEMERH — FIHER2™ VA
biRA Y XS5 —F | RERIESH
EYHBRME. BIE. LSEERRT

07

BAEERROEES
874291

ARES ARThHIE
30200AMX00425| 20204 5 H

FSRYRXRT FILITRATHY EILFHERR)E

I N\-"Y=7:2:5m100mg

ENHERTU" FOR INTRAVENOUS DRIP INFUSION

##1)HER2 : Human Epidermal Growth Factor Receptor Type 2 (& b _ERZH#E5HRK T2 2K 28, BIF : c-erbB-2)
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1.8

1.1 FEIF, BIWFICTIINTESERMR(CHVT,
HAAEREUEICT DA - BRZRDEMDD &
T. AEIDRSHEY EHE S NDEFCOVNTD
HEETBDTE, Ffo, BERBICKILS. BEX
[FZ DRIEICAFIOEMER VB (FIc. BE%
FRZBOVHEIR. REPOERHIHE, FETICE-
FEREBIN'® B T EEICET 21E8R) Z 980, @
BZEITHOREITD &,

1.2 AF DR SICK BB MERMEREN G SHhN. FETIC
ESLEAINRESNTVDDT, HIRBREERICHE
BULEEISEEUVTERAT S L. ®E5DE. 4
HAAEIR (IRIREREE. XK. F#AF) OEsE. EHNG
BIRMELZREIAE (SpO2) RE. MEXIRRER UG
BCTIREDEEE. BRZ+HICITSTE, BED
ROSNBEICFIRSZRIEL. BIBRERIVE
VEIDRSEDBEYBNE=ZITI L&, [7.2. 8.1,
9.1.1. 11.1.1 8]

1.3 FEIRSEEHIIC. WBCTIRERUREZZRiE L.
EEUMARBEDGHIFEEEN BV & ZHER U
e £T. REDUSZEEICHIITDI & [9.1.1
i

2. 22 (RDBHEICIFIBS LBV &)
AFND K33 UIBHOE DB D H 5 B

3. #8m% - IR
3.1 #HAE

BRI \ ANl

H7Es

1N A 7LD

B AM482mg. L-k
NS RAYRTT FI|AFYr476mg. L-t
AT Ny GRIE TR A F ¥ VBB IE K
Z)E2107mg 21.6mg. KUYV ILR—
180 1.61mg

IUN—"Y i
#EM100mg

EDINATLH0 oRaRIGERTEREZ &,
E2)AH 2 R T AP IE. F v A =—ZANL Y —IH(CHO) Mifa % v

THEEND,
3.2 RE|DOMHIR
o . #3) 1235 I H )
e HER PH™ T e st 1)
IUN—YEEHAG~FAROIEY
HIEAIL00mg 13K >1~59 1.2

E3)AHINNA 7V 2 AARER T ESHRSMLISER Lz L &

*5 4. MHEX S 3R
O EZFERED &5 DHER2BZ M DFMTAREN (S B FILE
O {L2EEREDSH DHERUEFEIRD FMAEEN (S FEFFLE
O W AALEEER ITIBR U TcHER2BZ DB IR RE IR E
17 - BROSE

REHEE -1-

5. ZIEENIIRICEET BF=
ULEEEERED B DHER2BZF D FMIAEEX (FEFILE)

5.1 b I AV AT T GBIETHERZ) ROY 9 0 R EME
BRIC K 2IRBBEO 2 WEFIIB I 3RAOENEKX S
RRMEIIHEL L TR,

5.2 KE|OMET - MiRIEHEIEICB T 2 EEROLREEIT
ML L Tz,

B ERED & HHERUEFIRDFMIABEN (FERAE)

%53 RRBRICHAAN S NI-BEICB T 2RIHBRESICO
WT, [17.HERBAE ] DIEOWNBZ B L. AFOBRE
MOREEE2+H5ICHEAE L LT, BINEEDORERZIT
ST &, [17.1.3 ]

*% 5.4 RFIOMHT - MBRBEWBELICB T 26 EKR TR
ML L TR,

#% 5.5 HER2IEFERDERIC OV T, [17.EREEI0HEONA
EBHIL. +0uREEE T 5RBEXIIRERERICS
FAHMEICK D HER2ZERBISHIE SN BEICRET
BT, BEICHIZ > TIE. AR S NIARS 2K RS
MY IXEBEKESEEZHWS I &, B, RESINMENE
W R AT BEERER I T 2 EWMIC >V Tid. DR
DI THA DS AFARETHS :
https://www.pmda.go.jp/review-services/drug-
reviews/review-information/cd/0001.html
[17.1.3 Hg]

(D" AR EER ITIEE U e HER2BZ M DB YIBR R BE IR E
7 - BROBE)

5.6 [17. BERRE]IDEONEEZBII L. KFOBENER IR
WA+ EE L BTy KEIDISLOREDERICD
WTHHEBEICHRF L, BICEREOERZTS> 2 &,
[17.1.4 H8]

5.7 I AVRAT T (BIETHIEZ) ZET(LZEEICL BB
BIREO 2 WEFICB T 2 KB OB R OREE L
LTWwizly,

5.8 KEIO—RIEE KR O ZIRIGEICB T 2 BWE R OREME
IIHESZ LT Wb,

5.9 KEIOMi g wEEEICB T 28R RIS L
TV,

6. BiENUHEE
UEBEEEDH DHER2BZBIEDFMIAREX FBEHRIE. 1k
S2EEREDH DHERUEFIRDFMIAFARENX (FERIE)
BE. BACR N IAY YT FL7ATH Y (BEFHE
ez ) & LT1E5.4mg/kg (AE) %9053 » 1 T 3BMERE T
MEEET 5. 8. RS ORBAEENSBIFTHIX2[E
&0 E5RRIZ307 M F Tl TE %,
(D AAE R ([CIBE U T HER2R 14 ;A F Y BR A TR &
7 - BREOBE)
BE. BACR N IAY YT FL7ATH Y (BEFHE
#z) & LT1E6.4mg/kg (1AH) 2904535 1F T 3R T
MHEEET 5. 8. RS ORBEESRIFTHIX2[E
HIUE0#ERRIZ307 M % T TE %,

7. BERUHAEICEET 53R
7.0 o HBEEEA & ORI OV T, AMEROR 2
EHEIZ LT Za L,



*7.2 RERSICK VEEAP B L IBEITIE, ROFEER
ZEERLT, k¥ - @& - k952 &, [1.2, 8.1-8.3,
9.1.1-9.1.3, 11.1.1-11.1.3 2]

BE - ik 2 BE0RE5E

FULAESES

(L2 ERE D & 5 HER2

R5 1 D F M ARE XL FFF

@ (LEEERDOH 5

HER2MEFIA D FHiAEE
I EFHARE

W AACEERRRICHEE L
7zHER2[GHE DR TIFR
ANHEEAT - HFEDBE

WERESE

5.4mg/kg

6.4mg/kg

—KiEE

4.4mg/kg

5.4mg/kg

iR

3.2mg/kg

4.4mg/kg

Hik

3.2mg/kg TREMD G
shzWiga. f5%
kg3,

4.4mg/kg TCRBENE
shzVga. B5%
Fikg %,

BITEFRICN 9 B, BE R U IEERE

BIfEA

R

LB

B AR

Grade 1DH&

BE5ZFRIEL., FElE UTHBL
W, 72720, TRTOFEMHE
L. POBBELOBREDER
HE2KREL BB EHETS N5
HEDOH. |HELNLVEHE L TR
EHET AL TES, HEL
e, B5EHIET 5,

Grade 2~4054&

#E5z2HiET 5,

IR R
(LVEF)
(N

40%=<|RX—RF
LVEF|A > » 5
<45%| D uHE
DET <
10%

hEZERT 2, JEELUNICHE
HIEZ1TW\. LVEFZHERT 5.

R—2F
425
D #axHE
DIEF=
10%5»D
<20%

PRI L. BB ERIE 21T
W, LVEFOR—Z25 4 v H 5D
HIHED KT <10%ICE1E L7z
WIGEIX, %5 2H1ET 5,

LVEF<40%X
BNR—=RAF A~
» 5 DHEHED
KT >20%

REL . BERLLNICERIE 21T
W, HELVEF<40% X3 N—2Z
A 2H 5 DOHFHEDE T >20%
WROLNIEEIE. BE5%2H
k95,

EMEMES -
MR DAZ

K5 2HIET 5,

QTRHIRFER

Grade 3054

Grade 1L RICEIET 5 £ TR
L, [EER. THELNLVEE
LCE5HEMT %,

Grade 405&

#5%2H1ET 5,

Infusion
reaction

Grade 105&

2 533HE % 50%HHE T %o
i DRERAHIR L 2 WIBEIE.
REIDAFEISTEOREE THRE S %o

Grade 2054&

Grade 1Y TRicOET 5%
Exlid 5, BT ABE1
BE5HE #50%BOET 5. RE
DIRES B L7 E TR 5T %,

Grade 334054

#5z2H1ET 5,

fFehER B

Grade 3054

Grade 2L RICEIET 5 £ TR
L, [OER. 1THELNLVEE
IZFR—HE THREHMYT %,

Grade 405&

Grade 2L RiC[EE T % % Tk
L, BEERZ. THELNLVEE
LCEE5HMT %,

FERELT
BRIRAIE

EEd 2 THREL, BIER., 1
AELANLVEEL TREHEMYT
60

HITEA

R

ALiE

=il

Grade 3Di5&

Grade 2L TRICEIET % £ Tk
HEL., NER. B—HETKE
7T %,

Grade 40 5&

Grade 2L TRICEIET 5 £ TR
L, mER. THELNVERE
L CEE5HMAT 5,

/N>

Grade 3D1i5&

Grade 1L TFICEET % £ Tk
g5,
7HUAICEE L2 BEE. F—
HETHRS5EMT %,
THZBEETHPOEELLES
X THBLRNLVEELTREE
B9 %,

Grade 40%&

Grade 1L TFICE{ET % £ Tk
L, EERZ. THELNLVEE
LCEE5HEMT %,

wruire
>IN

Grade 20 5&

Grade 1 RICEIET 5 F TR
g5,
7HUAICEE L2 BEE. F—
HETk5EMT %,
THZBREETHPOEIELLES
X, THELRNILVEELTREE
B9 %,

Grade 30B&

Grade 1L TFICEIET % £ Tk
g5,

7THRAICEE L7ZBE1E. 1H
BLANLVEE L TRESEHEBKT 5.
THZBECHh6RELLEEA
X, BE5&2HIET 5,

Grade 405&

#E5z=Hikd 5,

TR IER

F3 ¢

Grade 3Di5&

Grade 1L TICE{ET % £ Tk
g5,
SHMWICEE L 5EE. F—
HEck5HEMT %,
3HEZ®ETCH»LEIELZEE
2. THBLNIVEE L TRER
ERED

Grade 4D15&

5 z2Hhikd %,

EEDASD
HI1ER

Grade 3Di5&

Grade 1L TFICEIET % £ T
I 5,
7HUAICEE L GEE. B —
HEc5HEMT 5.
7THZBETCHSEBE LSS
2. THELNILVEEL THRER
Bd %,

Grade 4054&

B52Hikd 5,

) GradeldNCI-CTCAE ver.5.01C# U %,

8. ERREANER
8.1 MEMMEENHS5DONDE I ENH LD T, AAFEHIA
IR O G, BRER (FFIRIRAE, R ORBEDR
) 2+ g L. BRI BRI B FR AR EE (SpO2) B

. XX I ERCTHREZITS

Lo Fizs b

BIZS U T, ME~ — 75— (KL-65F) . BiRMESR D HE
(PaOz). fififa’By AR MM 3R 7 E#ZE (A-aDO2) « FififEL

b
Ae

(DLco) &%

-

1152 &,

zB. WEHCTHREED

FACOWTIE, WIRBEROZKICKEE L -EMOS
2B/HZE, Foo BEICHLT, IHERYH 5
BEIZE, EPICEBEREZ 2T S5 EHEET S L,
[1.2. 7.2, 9.1.1, 11.1.1 ]

8.2 KERHR(LVEF) MERT A &EAHHDT. AAEIFRS
BAARTICEREZE OMEEEZER T A L. T/ KAIKRS
R DEIR O FEFIRI - EEES IS U CEEDIERER
BHODITI—-%) 2TV, BEORE(LVEFOEH Z &)
EHAICBE L. R, BEEMEPIE2HET S
Lo [7.2, 9.1.2, 9.1.3 ]

83 BHEMHI A H S HLNB I ENHBD T, RAEIHSHEH
FOESHISEHNICMEBRE 2TV, BEOREEZ T
DICBET S &, (7.2, 11.1.2 2]



8.4 AFNDERICH 72> Tk AHE—HTBHVELLTWVS
RSAVRATTROENTAYVRATT TV VED
EDEZICEET S &,

9. HEDERZEIIEEICEHITIZIER
9.1 GHIE - BHEREZEDSH 2 FE
9.1.1 EMEMMEEDH 2 EFBENIZDEHEEDH B EE
RV MR E SR UIEE L., FETICE S REMED
HB. [1.2. 1.3, 7.2, 8.1, 11.1.1 &H]

9.1.2 EEERHER (LVEF) METLTWVW 2 E&E
LVEFE "2 Bt 2 B2 nW»H 5, [7.2. 8.2 &
He ]

9.1.3 RDKXSIFIMEREDIR T T 2HBZNDH D EE
DAZZFODBENDODNEZBENNH S, [7.2,
8.2 ]
CTYEIHA ) YRERIOREGRO B 2 EE
« BERAORESHHAEF O BE XILZDIRERD & 5 EE
c Do MELARE L IZEEZET 2HELANEIRDO
HHEEXICOMERD H 2 BE
- BEIRER (OHEE, JOOES) O BHE L7 0REF
BEDDH 2 EE
- BIMEED BE T ZORERED S 2 BE

9.3 IHaEEE RS

9.3.1 EEDHEEEEERE
AENZRERT B0 2T T ¥ VFBAOEEHRER
BHEZNA LZHTERTh 27-0 . HFHERERE TN
PTNT Y UHEEOMPEEE FREE SRS
bHB. 2B, EEONKEREREY 2R E LIZER
REEIIER LTz, [16.4. 16.5 2]
#)NCI-ODWG (National Cancer Institute-Organ Dysfunction

Working Group) £:#£12 & 25341
9.4 &IERE= BT H&
9.4.1 IHIRTIREIR L%
AFNH G K O i 1% 5% — 2 HA R E ) 70 i 2 47
H&HEET S &, [9.5 2]

9.4.2 IN— b F—h"1FIRT BTTBEMED & 5B
AR G K O a1 5 — 2 B B ) 7kt i % 47
S&HEETHZ &, [15.2.2 BH]

9.5 1w
R SAEHER L TV A AREE D H 2 i, wE LD
BN EREZ Ol 2 SIS 2B/ICOABET
52 &. FIHER2HUKRTH 5 b T AV X T2 %5 Lzt
RICFEKBOPRE - EOHEN DD, F7-. FKiED
ZRIRULEMT, BE - HEROBEAR, BREREE
W HAERIEIRESERE R, IR OMERAZENITRD
BN, HTIKES 2B HESN TV D, KA ZEKT
B2HYTVT Y UFREOEETHHAY ) THh xR
WBER (T Y b 7)) ICBLT, EEHEEI R
HINTWD, [9.4.1 2]

9.6 =Z3L.IE
BALLZWIENEE LW, & b TORATBITICET S
T =7 x WA, JFIHER2YUEATH B M T AV A T %
WBMER(D =74 FI)ICBVLT, ATANOBITH
HEINT WS,

9.7 INR
NREEINGR E U BRHAEBRIEERL Than,

11. BIfEA

ROBEWERDHO5DONBZENHZDT, BEETTIITV,

BHEDPTRDOSNLGEICEHKREE2HIET 574 St 2 UE %
752 &,
*11.1 BAREER
11.1.1 BEEMMERE(10.6%)

EELEEEMRESHS5DNHET ENDH Y., FETIC
BBl MEEIN TS, BESREDLNTEEIR.
AEIOFS A2 IR U, FRIRESEEBICEE L 7z AT &
DL, BEICS U THERCTIHRE., MiE~— 1 —Z%0k
BA2EMT LI, BIBERERLVEVRIOREED
WY RMBEEITH T & [1.2, 7.20 8.1, 9.1.1 B#]

11.1.2 SEEHINHI (58.2%)
IFFRBREGE A (39.1%) . EM(31.2%). B mmERE R
(26.3%) . MM/NMREGED (24.7%) U > 2 SBREE A
(10.6%) . FHEMEFHIERBDIE(1.3%)EFH 5bN b
ZENBHB. [7.2. 8.3 5]

11.1.3 Infusion reaction(1.7%)
BEE OInfusion reaction?®» 5 b N7ZHBEITITAA D
BE5ZEBICHIEL, BYZABZTY> EEHIT, GE
RKPEETH2ETREOREEZ T+ DICHBET L L,
[7.2 2]

11.2 ZDftDEIER

30%LLE | 10~30% 10% A i
oy ] IR =ENE L. REaREE.
(36.9%) Z O FERE
* | RS HERE R TEE. FEIED 0.
REHR
e EHD T [ERS. | HREREE. HIERR.
(71.5%). |ON%. 8% (BRI, 5.
Mg P =
(36.6%)
*| FF A ASTHEN, IS ASNZ /IR
ALTHH M ALPHE,
v-GTPH#E., FFt
HERE. Rk
BE., FSUATI
F—Y L7
alEs IR RIS,
LGB, R
TEERES DERQTEE.
BRI, DARE
*E 2ot WH IRE R mERRE. B
(49.2%) . LIMAE. BHAIm,
BAEHE FE. KA IR,
(31.1%) K474, Bk,
R, mMH7L7F
= HEm

14. BRALOEE

14.1 EEIFARIFOER

1411 BERZERHESHKSmLEHR XY . AR 2BHELT
FIRAYRXT FAURATH Y CBETFMEBZ)
20mg/mLOBE L Lz, DEEZFHE THERD .
E5ICARER 5% 7 R 100mLICHRT %

&,
1412 BRI ICNA 7L 2O S, BRICHFRT 5
&,

14.1.3 FAMBIIELHPICHERHIT 22 L. 28, ABLL R
BIERETHHEHIT. ROFEEZZFRT WL OHEL
L. 2~8C 24N ET B &, /2. BIRTOD
FBR O 53 A D TARBLINICITY 2 & BRIk
WUICHERET S L,

14.2 ZRI%SROER

1421 02umDA > 54 T4 NY—(RJIZ—FILA)EKY,
RYANVKIIEEBERF A 8) 2 @B L THRE5T 5
&,

14.2.2 fhF L DEFEZ LanT &,

1423 RFNE AAEBFHEEBIEREORAZE T, HAE
BAEHEAEREEICSEET A > 2 AV RERSIE
FbhrnZ &,

14.2.4 SNy 72ENT B &,

14.2.5 SEERICE L., BRASMEMRNS & FEERA
B AHBE. ER. AR, BR. BREOER
ERITIENHHOTERIMEN RN ZNED
KB T 52 &,

15. ZDfttDER

15.1 BRARERICE DB
BRARREICB VT, KA T 2HEOBEENRE SN
TL)%)O



15.2 FEERAREHER ICE D < 1B

15.2.1 KB OBYRIE(F vy NROEA=Z 74 HF)) TENEN
BRRBREROKIERVOMHEOREICHEY 2 HETH
BEE(Zy P TETHREE. =74 PILTHERE
TR RO 5V mB. Ty P TIREKER
BEONIOEOEEICHYE T 2 HETRER 2 D%
WEHIEZN - ZRLBOON TS,

1522 A7+ 7 ¥ VA BAO AL EE R 2 H v - e
FEFABTROAAOBERE. 7y FoRHEZHL
T MG T/ IMEFEFE SRR 5 TY. [9.4.2 BIR]

16. EYH)RE
16.1 MRE
16.1.1 BOig5
(1) HER2B# O FMARE IS HHAIBBEISH (HRAZ &
o) ICAHIS.4mg/kg Z 0D MHEE Lz L ED T A Y
AT TFTNITATFHAYROEAY TN TV VFHBROEE
R EEMFEIST A —FIZROEB Y TH > 729,

BRSO NI AYRAYT TUIRATHYROAY T RTo v

FHERDREHERX
(pg/mL)
1504 - £IRAVRXYT FAYAFHY
O AR 1
PR ERE

T B
g

w1
o
I

BeE KR (H)

OGO ST AYAYT TVIATHYROA YT v T
FHIHEOTENEIEINT A =5

Cmax | Tmax | AUClast | ti2 CL Vss
(pg/mL) | (hr) |(ug-H/mL)| (H) |(mL/H/kg)|(mL/kg)
FFAY
;ZZ 4| 126 (i§00~ 559 | 552 | 102 | 683
FHy (37.7) 6.85) (178) |(1.23)| (3.95) |(15.5)
(N=48)
Cmax | Tmax | AUClast | ti2 CL Vss
(ng/mL)| (hr) |(ng-H/mL)| (H) |(mL/H/kg)|(mL/kg)
VAN 578
7UVH 822 | 00| 351|558 B
ECLUN (6.21) 75'75) (24.3) |(1.29)
(N=48) )
TG (EHEAR) . Tmax : HfE (R/IME ~ Bk fl)
a)N=43
— ST

(2) HER2FBH: 0 ia R R AN BE 22 81T - FF O BREERE 1256
(BARANZ &) ICRH6.4mg/kg 2 907 R mi#sE Lz &
EDNTAYRYT TNIATHYROHY T
FEROEYFE)NF A —FIIRDEBY TH 729,

HMERGEDO NS AV AT FLIATHYROAY T T
BEAROENENREIST X —F

Cmax | Tmax | AUClast | tie2 CL Vss
(pg/mL) | (hr) |(pg-H/mL)| (H) |(mL/H/kg) |(mL/kg)

=Y
2ol 127 (oS e1l 577 | 1040 | 70,69
2077 esa) | D007 (500 [(137)| 291 | (165)
(N=125)

Cmax | Tmax | AUClast | ti2 CL Vss
(ng/mL)| (hr) |(ng-H/mL)| (H) |(mL/H/kg)|(mL/kg)

H> 7T

FyuE 120 | S8 467 [ssov| -
wiE | 479|527 (163) (111
(N=125) '

SEHME (IR ) . Tmax @ AP (FIME ~ ok fE)
a)N=124

b)N=98

- IENET

16.1.2 RiE#%S5

(1) HARANOHER2[GHEDOFHAGE N IS FHHIBERES1HICA
Al6.4mg/kg™ 2 338 I Fe T R EE Qi E) Li- & &
DEFAVAIT FVIATHY KOO T TV
BADAUCH BREZEIZ1.35KT1.09TH > 75,

(2) HER2[G ¥ O BB VIR RE 2 T - BHROBREBE 1250
(AAANZET) ICARHI6.4mg/kg % 338 R FE © rim # (3
E#5) LmEZDNTAVAYT FILZATFHYROH
VTN TF Y UHEEOAUCO BHEGZEIZ1.39K% U1.00T
HotY,

16.3 91
N> NT Y UFEREE L MEEIC10~100ng/mLOEET

WMLz & MISEEAJARIGBERLNETI6.8%~

98.0%TH - 720 (in vitro)e Fiz. WV T +F ¥ ViFEEED

M/ MR REE E H130.59~0.62TH - 727 (in vitro).

16.4
FSAYRATT FAIZATHYIEEELTHREAOY Y
V=LKV RLEZT S EHEISNG, HO TN T VU
HBAOHEEICIRBpOFEZDRVWEHAI SN D, E&L
TCYP3AIZ &K B Z EDmREaNTz® (in vitro). [9.3.1 2]
16.5 HEtt
NPTV VHEEEEUYCTE#R LI NI AV R T T
TATHY 2 AT A FIVICHEEIFRNES Uz & &, gt
BEIZ67% A HERICHRt s N, 19% D RPICHRt s N9, »
FThicBW bR SN E—DBLREIEIH > T T
VHEATH 57210,
WCTIE# L7z h > T v T U iFk%z, BEH=2—L %
L7z v MCHBEFERFRS Lz & &, BETEEIZ72% A T
IRt S N, 22% A FRAIC, 3% EFRICHEEE Y, W
niZBVWTbBE SN RBREHERT I T v T o U FH

BUKTH 7210, [9.3.1 BE]

16.7 Z4HEE1ER

16.7.1 ZDfh
HER2[GH 0 #TEREEE 266 (HAANZET) 12, KA
5.4mg/kgx DA b3+ —)L(CYP3AMHEH]) 200mg
(1H1ME)ig@Y hFEL(CYP3AR U OATP1IBHEHA)
200mg(1H2ME) EPAZE LI EED N T AV AT T
FNT AT H > DCmax M FAUC17day D HEASEIED H
(PR S/ B 5 1) [90% XX, #h2hD
1.03[0.96, 1.09] %r1.11[1.07, 1.15]. @1.05[0.98,
1.131 % 0'1.19[1.14, 1.251 CH -7z, [FEREIC. B> T b
T ¥ Y EEAOCmax K PAUC17day D A FMHED Hld
ZhZ2n®1.04[0.92, 1.181 %*1.18[1.11, 1.25], @
0.99[0.85, 1.14] %R 1*'1.22[1.08, 1.371 TH > 7=,
HY 7 Ty UHEEIIMATE2-K, P-gp. BCRPRE U
MRP1OEETH 3 Z EHRSINZID 12 (in vitro),

EEEFRERE D & 2 HER2FBME O FMI AR I FHFRIEIC B W TORR S Nz HiE
KO R135.4mg/kg (A H) 2 3BEHEEER S TH 5.

17. BRERREAE
17.1 BURURLMEICET 2558
EZEERED D DHER2IZHEDFMIABEX IS BEFRIE)
*17.1.1 EFEERES I 855
NIAYRATT TLH VI UIZKBIREEDDH HHER2
FREED O FMARE I ERIBEE 2 NRE LT, EEM
JERTHEEARR & SE 5 L 72 13), #iBRaE 18441%2) (H AR N304 %
)T, ARHI5.4mg/kg % 338 M MR T rEiE Lz, i
SENFRHIERREIC K D IERRE DRE S N R E 1676
(HARN2661% &) I2BWT. FEFAIEE TH 2%
RHEMB TOFHMICE D < B [95%FEX ] 1364.1
[(56.3~71.31%TH o7
KEIDPBEENTZ184BI (HAAN3OBI 2 &) ICBWT, El
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