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NOAVR=T FNIATHY (BEFHRBEZ) BHAOER
iz > TOERERIZONT

NFGRYRwT FTNIARTHY (BEFHEBEZ) BE (REL o
— Y SEEER 100mg, LT TARAF LV 5.) 20Tk, KB, Mg
EBEOSH % HER2 BHEDO R AEIIERILE (EENRIBENSEERSG S
WZRB) ] ZREXIIHRLE LTEARBLEZE ZATTN, HEEKEER D
S5PNDIENHY, BB IRESINTNHZ LR, ENTO
EBREFIBBD TRONTNEZ LG ZOERICHL> TOBEEEEIC
ONWT, HIRDO LBV HENR, REFRETR ORI OBEEEE (F)
EETCEMLELEOT, ATHNWEES LEBIZL, BEESE~DFAMF X
AL BEVWLET,
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BEEFBEER - AEHLERERMFEETERER
( & H & B )

BEAFBEER - AFEHLERERZEAETRER
( & H & B )

FNFRAVRXT FAIRThHYy (BEEFEHBEZ) HAOER
e TOEBEEEIZSNT

NTAYRX=T FTNANIRTHY (BETFHEBRZ) BE BRFE4 : =
— SRR 100mg, BIF TAH &V 35,) oWTiE, &RB, [ME®®
EBEDH D HER2 BBHED FINFEXIIBERILE (BENRIBESREREES
IZRRB)] ZRRENIIHRL LTARBLEEZATTR, BMEMMHRAR S
bONBI LR RCREEoRFABBEINRTWVWAZ L, KCENTO
BREFIREBED TRONTWVWEZ b, ZOEAICH - TiE, FICTR
DRIZODVWTEESNG X EETOEREBICITIAMEBEVLE
T ‘ ,

R

1. RFOBWEFERIZONT
(1) RENZOWTIX, AFBICEE L, BERTEEZICL2LEMEXIH L
LI-ERAREREZFOSRMGB L LTRILEET &,
[&BS&MH]
1. EERYVA/EHHBELREO L, BUICERTLHZ L,
2. {LERIERED D D HER2 B DO FIRFAREXIIERILERE 25
KICER T OBMARRICE T 2 FFOFEDER VTR EMIC



2N, ERBEBICHEDICERRYET DI L,
. ENTORBREFASED TRON TS Z &5 6 BERER,

—EBOEMCRDT — 2 NEBINDETORBVEES%Z
MBI EARERELER T 2L XY  AEOERBED
BIERPIEET L L BT AFOREMRCAENEICET
57— 2 BRMICNE L AHOBEERICLELEBELHEL
BT, ’

(2) ABOEL, PEXIIHE. AERVCAR, EEREFNERIIIU
TOLRBYTHEOT, REODEEEZBEVWT DS L, 2B, TO
foER EOERIZOVWTL, BIXEZZRINTEVWI L,

[E5]

1.

FHNE., BRABFCHARGTE 2ERERICEBV T, BPA(LF
BRIEIT +’\7’£%D‘E’Ja BBRERFOEMOD & T, AFNOREFE
LU ENBEFICOVWTOARZRET S L, £io, 16RE
BT E . BEXIIE OFEICAF OFHER OERE (K
i, MEEFREOMNPER. REFOEEEER, HETIKE-S
REBIA DD LEICETAER 2+aRAL. REZ/T
PoRETDHI L,

C AFOBEICI Y MEEMRRR S Db, BTIKE - I EPS]
BBESNTWEOT, PRERBICKEELCEMEEHELT

ERT AL, BEFIZ, MHER (FRREEE, Rk, EAE)
DR, EHHRBRMERATE (Sp0,) HRE. ME X &
HERUHEE CT REOERS, BI8EZ+HITo> 2L, BENR
THOLNTFEASICIIBEFRLEL BBRESLVEVEIORS
BB RNBEEZITIZ L.

. AKIRSEAEC. Y CT RER VMBS 2 EMH L. BB
’ﬁ%wAﬁKi%EEﬁ&w:k%ﬁ%bti?d&%wﬁﬁ

FHEECHET 52 L.

(%% - $h32] | |
(LEMEED S B HER2 Bte 0 FH AR FRILE (IR R
AR 2 A 1R D) | |

(m& R &]

BE. BARIZN S AV AT TW&XTﬁ/(ﬁh%ﬁ@z)
L LT 1[ES5. 4mg/kg (EE) % 90 4y T 3 EREIRHIE CRBEHE
T3, ok AEREOIFENBEHF CONIL2E B LFEORER



R30I CEMBTE B,

[EEREANEER]

1. MEBEMERMEBRRD b5 Z L Rb 50T, RAREBHTR
CEETIZ, BRER (FRRE, RRUEREOFE) 2+
SICBEL., EHMICBIRMLEFAME (Sp0,) HRE. MH X
BBREROCHE CTREETS 2L, £, BEELT, o
H~v—%— (KL-6 %), BIARMERSR/7/E (Pa0,) . Fiiln KBIAR M
Ry ERE (A-aD0,) ., Mi#L#RES) (Dlco) FDOMREZAT S
Tl B, BECTRESOREICOVTIR, BRSBRBO
PHICREBELEEMOBEEHBD I L, £, BEICKLT,
MBERD S b HEITZ, BEONCERBELZRT
LOEETHZL, |

(B&)

2. ERHEEBICRITA2EEERICETARAMEEIZONT

| AHZHOVWTIE, EXR, EREREFOLRE. AOHRVZEEOH
REICETHIER (BB EERFE 145 F) BTIRICESE, AR
BEETHIRERTBERICH L, TRIERFTER. —EROEMITIHK
57— BEBMIND ETOMIZ. REFEZRBIHEAREHEL E
T2 XOBEMTZOT, ZOREBEOERIZCTHABEWEZNT &,
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BT 2~8CTRIF

B2HHAR : 248 A

iﬁ 1-‘1- j( % ( % ) Ezsfggﬁmﬁﬁﬁio

MEMAEEH — IHER2*VH1tA _ERES RRFERENE
NRA VX S5—€ [ BRERIESH -

874291

SEESRIE, BIZE, A75EEREREY
ESRAYZATT FILITRTHY (BLFHEIRR)E

I N-Y:=ma::m100mg

ENHERTU® FOR INTRAVENOUS DRIP INFUSION

#1)HER2 : Human Epidermal Growth Factor Receptor Type 2(& b LRISRMET2AH28, BIF : c-erbB-2)
E)EE—ERHSONSBC IV ERTAHIE

1.8& '
1.1 28, FRBCTORNBTERERERICSNT,

P AALRESEIC D RN - RBEFDEMOD &

T, AEOREHNEY S HEIENBESICOVTD

HBETZHT &, £, BERBICKISE. BEX

(FZFORRICHFROEMER OB FT. BEY

FREOEER. BEDOERSEHE. ETICE-

IoERIN $2 T E (T 315 £+ 95BEL. B
BEEBTHIORETHI L,

2 FFDBREC LY BERMERNS S DN, FELIC

EoIEMNMBRESNTVS DT, FIRSEBERRICH
BULEREEELTERTB L, 5P, 1)
R (FIRER, K. RHE) ORR. EHNGT
BIRMBSREIFNE (SpO2) RE. WEXRRARUKE
CTHRBEDOEEE, BEE T EBED
RHSNEBEICRIESZPIEL. BIBRERIVE
VEIDBRSEOBYRMBZTS &, [7.2, 8.1,
9.1.1. 11.1.1 &4l

1.3 FFNRSEMAIIC, MBCTRENUMBZZREL.

5.2 RAIOMH - MBEUREICBT 2 AR R RUR2ER
HEMLL T 7zL, ‘ '

5.3 [17. BREBSIOBEONEZRAL. FRORHERUER
22 +5I BB L LT, AR OBROEREICD
VWTHEBEICRI L. BEBEOBRZITS &

aﬁ’ﬁ:"\ BAZIX NS AV AT T)b7;<7-77 /(%ﬁ?"ﬁﬁ
#$z) & LT 1ES5.4mg/kg (fRE) 29053417 T3 EBEME T
HESET 5, 28, PRRSOEFESREFTHNIE2E
HEUBEOKRSRHERII30TME TERTEZ 5.

7. BERURABRICRET 2R

7.1 ORBRESH & OHAICOVT, BRRRUR2E
R L TV, .

7.2 AFIRE I L D BIEASHERLHEICE. ROBEE
ZHLT. HE-BE- Pk s L, [1.2, 81-8.3,
9.1.1-9.1.3, 11.1.1-11.1.3 B8] ’

& - Fikg EBRGORSE

R R EOEHISIBEERN BN L ZEERL HELL ®BE58
relT. BSouEEEEICHHTAIE, [9.1.1 EERsE 5.4mg/kg
L] —iRBE 4.4mg/kg
—_REE 3.2mg/kg
2. BR(ROBECIF/S LBV E) 3.2mg/kg CRBEN B NA
FEOBRA R VBEROBEED S 5 BE i WiBS. BE5EHIET B,

348 -
3.1 #8R%

PR

BHERICHT 2%, BERUFILEE

ElfeHA RED B

WR7E4

BRERS | TRANA

REEHRS }Q’é«%qﬂﬂ:?‘éo

184 7 JUHpED

IN—YEHE
#HEM100mg

BRE®482mg, L-t
FSAVAXTT FMAFIU476mg. L-t
AT H Y GRETHERR F D VIERIEKMY
Z)E2107mg 21.6mg. KUY NLR—
80 1.61mg

EDINA 7B ) ORAGBIBRTREZ ST,

)Kﬁ‘]%ﬁ%b‘k‘?‘éﬁﬁiﬁﬂﬁli F 4 =—ANAL R —I5(CHO) fifaz My

THESND,
3.2 EFI DR
— — BB ELE
B HAR PH™) | e st )
T3 R AE~REBORL|g | oo 12
EEA100mg [13E i i

W) AL 7 % BRKRAESAKSMLICIER L7 L &
4. FHHEX 330

(ES2REAED 35 5 HER 205 1 O AT REE S I B FETLIE (Bt

HWIFERN EEIRIBEICIRS)
5. $EER BMRICEHET DR

5.1 AV AT T (BETHRR).
HBRUCFSAYRATT TAY VYV (BEFHEZ)IC
J:é(“ﬁ@@&bl%%k:}bb‘éﬁﬁﬂd)ﬁ%ﬁ&vﬁéﬁ
WERE LTV,

®BHME

EEHHR[A0%S|R— 2T |REE2ERT 5. JEBURANICE
(LVEF)|[LVEF|A > #» 6 |@lE#%2fT\». LVEFZHET 5,
ET <45% |0 s 0 fE .

DET<
10%
R—2F|(kEL. 3RMEUAICBREZT
£ v s, LVEFOR—-ZAIFA4 P60
DOHEFETEOE T <10%ICEEL
DETZIWESE., B52HhIET 5,
10%%»>
=20% -
LVEF<40% X |k L. 3BRLUNICHIEE %217
IBR—-2F 4 v, BELVEF<40%XIER—2
o DEED|T A V5 OHXHEDET >20%
ET>20% FRHENLBHE BEED
k3%,

SERES - ®BEF#RET S,
MELAS

QTHIBES |Grade 30184 |Grade 1B FICEIET 5 % TR
=L, @EE. IHBRVLVREE
LR ESERT 5.

& X9 RABEER

Grade 40BH |{#EE2HIET 5,
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i
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reaction

Grade 1084

|REABRRTEOREE THRET 5,

BEHEE#50%HET 5.
DR HE L 2 WBAIZ,

Grade 2084

C [BEEEES0%BHET 5, RE

Grade 1M TFicEET 5T
52 lid 5, BHET 588

DIRES Bl L 7R TIRE T 5.

Grade 3340HA

#EzHILT 2,

fFehEREE D

Grade 3038

Grade 2D FICEET 2 X T
L, @HER. IHELALVER
RizFE—HE CHR5EHT .

Grade 4DB&

Grade 2B FicEIET 5 & TR
L. BER. 1IHRLANLVERE
LTHEEHRMT 2.

SERTLR
RIDIE

BHEY 5 THREL. EERE. 1
RABUVALVEEBLTRSHERT
%)o

#If

Grade 30B&

Grade 2L TRIC@EET % F T
L, NER. A—HETRS
BT 5.

Grade 4DE4

Grade 2L TFICEET 5 £ THK
EL, bER. IHELNLEES
LTEEERT .

T MEEGES

Grade 30BH&

Grade 1M FICEET % F Tk
B 5,

7EUAICEE LB, RA—
HAETHRE5HERT 5.
TH2BETCHOLRELZES
. LHBLAAVERLTERSE
EERD

Grade 4054

Grade 1L FicEET 5 F Tk
L., HER. IHELLER
LTHREERT 5.

BYyLy
>3

Grade 203E&

Grade 1L FICEET % F Tk
g5,
7EERNICEELZBEE. ’—
HETRE5HMAT .
7TEZBETHSEELLES
. IHBLVRLVBRLTHRESH
ERER

Grade 3088

Grade 1L RIiCEIET 5 £ T
Y5,

7EUAICEE LS. 1B
BULARUVBEL TRESERT 5.
TEZ2BETCHSEELEBA
2. #&5%251kT 5,

Grade 4054

#E5&2HIET 5,

TRIXIEAR
i pd

Grade 30384

Grade 1L FicMET 5 % Tk
BT 5,
3EDIAICEIE L gEIE. R—
RETHRSHET 5, ‘
3HZBEFTCHSEEL-EE
. 1JHEVNILVBEBLTRSE
EERAR

Grade 4054

BEZHIET 5,

LRSS D
EIfER

Grade 3Di5&

Grade 1M TFICHET 5 % THK
95,
7TEUAICEEL-BEE. B—
HEBTREERMT 5,
7TEZ@BECHS5EELLES
. IHBLVARLVBELTHRSE
ERD

Grade 40154

#E52HIET S,

) GradeiZNCI-CTCAE ver4.03i28 L 3,

8. EEREFNER

8.1 BEHMERYDODNBEZENHLDOT. EHIHSH

AR OREHRI. BHRER (FFRRE. SR USRBED
AE)Z+THICBEL. EMNICEHRODBREANE
(SpO2) RE. MMXERER VHEMCTREZITI Z &
o BEICBUT, MFv——(KL-658). BIIRILER
o E(PaO2) . MK BRI EE R EBZE (A-aDOs)
iR BEES] (DLco) SOMEZITI T & 4B, BWHCT
REFOBHZICOVTIR, RESEBOBITICHEL -
EMOBEZ/AI &, £, BEICHLT, THIRER
BHobhIBRICE, EPLICERBEZRZ TS &
BT L&, [1.2, 7.2, 9.1.1, 11.1.1 BH]

8.2 EEHWHR(LVEF) WERY 52 L5250 T, KEIRE

FBAICBED DREZERET A2 &, 7. KRS
RILDMEROHRIRRA - EREFICE U THEE DR
E(bra—-F) 27w, BEORB(LVEFOZEE # &)
ZTOIBEL. RE. REFHXEIEZHRKT S
& (7.2, 9.1.2, 9.1.3 &H]

8.3 BHIFIFBS5bNBZ EWH B0 T, KRR SHBH

BRUBRESHIEHNICORREZTV., BEOREE+
FICBETH L, [7.2, 11.1.2 BRI

8.4 KFDHERICH 2> Tk FRIE—REPSELUL TS

FSAVARTROENSAVART ZTAYUIED
WOBXCEET S &,

9. BEDEREFATIBEICRTIIR

9.1 GIHE - BFESFOHHHE
9.1.1 BEMMREDS 2 BEN G ZTOREEDS 3 EE

FEEMERESHEREEEEL., BTICESWREES
5. [1.2. 1.3, 7.2, 8.1, 11.1.1 /8]

9.1.2 EERHE(LVEF) METLTWBEE

LVEFET 28t t‘éio%ih?ﬁ’ﬁ)é
5]

[7.2, 82 &

13 RDOKLSHMEREDE T T BB ZNDHZBE

DALZEOLEENSS5DhEeBEFAYDH 5. [7.2.
8.2 ]

s TURNIHA ) VREROREEOH HHBE

« FIERAOHSHRIGETOBREN I ZDREREDO D s BE
S oMELAREE L BIBAEZ2 BT H2EELRIAEIRD.
HBBENRFOBREROH »BE

- BERER (DHEE. DES) OBREXRZOHE
RBRobH»BE

- BIEEORERIZZFOBRERO H 5 8BE

9.3 FFRERESE
9.3.1 EROHEERERE

KRZBRTE2H 2T+ 57 2 VBEREOEERERER

XHFEZE N LBt cH 270, FFBEREIZS

VAN FUVEREOMTBER LRSS WA

bHb, LB, BEEOBEREREY 20RE LIERK

HERIIEHL TV, [16.4, 16.5 2]

#)NCI-ODWG(National Cancer Institute-Organ Dysfunction
Working Group)Z#1z & 3 248

Q4 ETEREZETT BE

9.4.1 {TYRTIRE/R LML

ARG RO RRE S % — E R 28T £ 1T
3 XS5BT S L. [9.5 2]

9.4.2 N— b F—hYTIRS 2 TEEMDH 551

FRBREPRUBKRER— i%lﬁ‘itiaﬁ’cﬂ&:&ﬂ%
3& BT H &, [15.2.2 BH]

9.5 Him

EFRXIIEREL TWATA D H B ikicid, BELD
ARErEREE LR EHAMSNIBRICOHRET
52k, HIHER2HiATH B P IRV AT T2HE Li-F
BICEKBIFREEI-EOBRESH B T, FEXKED
PHRELLERNT. BR - FIEROBERL. BERETE
T, FEREREEERE. BROMERALESED
b, BERE-SLBABHESh TS, KAZEBRT
LT NFVVERBOREETHBAV I THVER
WEEMIER (S Yy by UHE) BT, BHEEEIE
EEhTVn5, [9.41 ]



9.6 RHE
ﬁﬂb&w_amgibw B b TORANBITICET S
— ¥ X wAs, HHER2HUETH B F S AV AT T %H
w:ib%%%ﬁﬁ(w:a»f FL)TBWT, AHF~OBTA
MESh TS,
9.7 INRE
INBEEENRE LZBRBEBRIIERL Tuia L,

" 11, BIfER
WOBWERSH 5B LBHBHDT, ﬁﬁ%-&ﬁ}t:’?m
BENSE &bBhti%‘*ui&%*iﬂmh?étt:ﬁtﬂ&ﬁ&ﬁ%
F52&.
11.1 EXBENER
11.1.1 BB MHERSER (8.2%)
BELSEERMEREASSDNAI EAHD. BT
BoflbREESNTWVWS, EESRD SNIBEIR.
AFlOBS 2RI L., RRSEBRICEEL B L&
#Bolk, PEICSCTHRCTRE. E~—H1—-%0D
WELXEETHELBIC, BIBHESLVEVRIORE
SR ENBEITH &, [1.2, 7.2, 81, 9.1.1 &
]
11.1.2 SBEINFI(45.1%)
FHRBRBEAD (29.9%) . FEETFRIRBAGE(L.6%)
B inBRERA (19.6%) . AM(21.7%) . M/MrEmD>
(16.8%)EXHS5bNEZEFH B, [7.2. 8.3 8]
11.1.3 Infusion reaction(3.3%)
FEEMInfusion reaction?™®» 5b N7 BEICITEH D
BEFESICPIEL, BYLABETO L& BT, R
CRAEETAETCREORERATFCBETS L,
[7.2 28]
11.2 ZOMOEHER

30%LLE [ 10~30%Ki% 10%K%
] BHBAE *5
(46.2%)
BRBER TR FEHED TV
wikeE  [Bh TR, B, |[HILRB. B,
(76.1%). |OA%- ThE R
g
(42.4%) -
JT g ‘ ASTH#H ALTHE
] AT e N
FEER
BB DERQTER.
BHRED, DAE
Z Dt Y BRREE BHIm, ¥S5171.
(54.3%) & H 1) 7 L dgE.
B RBER
14, BRLEOER

14,1 ZRRBUGOER _

14.1.1 HAERHFESHBAKSmL2ZEEEBY . XFH % a@@b'c
FSRYRTT FAIZATAYEEFEBRZ)
20mg/mLOBE L Lz, DERZIHETHRERY,
B5Iic ARER 5% P BESR1I00mLICART 5
&,

14.1.2 BREBIIB IS TLR2EES Y. R2KBHETS
Z&s

14.1.3%@%1&@32%#0:@%3‘6:<‘:o H., REgCGE
BTRETIEAIE. ROBEL2ZFIP T RIDER
L. 2~8C 24BN ET B &, T2 BRTO
MR UEREIEDE TARFBUPMICIT) 2 &, RRIE
BYWCERETS L, ‘

14.2 EBIgSBOER

1421 02umDA V54 T AN —(KIIZ—F VALKV
BULIAR Y ANA V) 2EBLTHRET ST Lo

14,22 hFlE DREE LW &,

1423 AFlE BAER FEBEEREDESZEI. BAE
BAABEAEKERALCEBS M y2HWERABREIE
Fhuna k,

14.2.4 HENy TEBEXRTE L.

14.2.5 SHEFICEL. BRSAMENMCRNh S &, BERA
B ARE. B KA. BE. BERE0BER
%ﬁc_'g_‘_tﬁ’@é@f%?&ﬁ‘m%ﬂkﬁn&h;')
59T AZE,

15. ZOMDEE

15.1 BEFRERICE D IER
BRRERICBVLT. Kﬂuﬁ?%#%wﬁé#ﬁmén
T,

15.2 FEESREERICE D < &3k

15.2.1 AHI ORI (S Y P RUD= 7 A FL)TELEL
EFRBRERONAMERCTHEOBRBICAYS T HRTHE
%%Eﬁw%?ﬁ%ﬂﬁﬁ%xﬁ:ﬁ4#»fﬂ%%
FHBEFHD)FED SN, 2B, Ty FTRERR
%ﬁ@%wﬁwﬁgumﬁvéméf@@&%#b&
VIEHERY - ZERLRADShTVBY,

1522 H> 7 5 ¥V BREAOBMAREERRE AV - L6
RBEFHBRTREFOBERE. Iy FOBHEAL
T IEREB T/ ISR ESRD s hiz?. [9.4.2 2]

16. FEYENRE
16.1 MAsERE
16.1.1 BOikS _
HER2BMHOFHARIIERALBRERM(BERAEZE
1) I AHI5.4mg/kg 2 0 ERHBE L1 & ED P AY
w7 FNIAFHVROCAS TN F Vo BEBORE
HBE & EYEEBINS A—FIZROEBOTH 723,

BEEERD P IAVAYT FATATFAVROAY LTIV

FEAOREHEBR
(u2g/mL)
1501 - VFRVRTT FATRFAYV
k- BT BT VRME
SRR
i
8
th
B
L]
]
B
Otk ke s Aommo el
0 7 14 21
BE5HRM(R)

BOREBO NI AVAYT FTUIRFHVYREACT TV
FREOENERNNT A —F

Cmax | Tmax | AUClast | ti2 CL Vss

{(gg/mL) | (hr) [(pg:B/mL)| (H) |(mL/H/kg)|{mL/kg)

KSR ‘
2ozl 126 (12'5& 559 | 552 | 102 | 683
ZE7M @ e | 78 |(123)] (399 |(15.5)
(N=48)

Cmax | Tmax | AUClast | ti2 CL Vss
{ng/mL)| (hr) |(ng:B/mL)| (B) |(mL/H/kg)|(mL/kg)

AT h

7““/‘/?7? 8.22 (15.973?~ 35.1 5.582 _ _
Bk (6.21) 75' 75) (24.3) [(1.29)

(N=48) )

SEIE (EERZE) . Tmax © FHRE(BYIME ~ BATE)

a)N=43

— I BEEY

16.1.2 HiEgs

BAAOHER2BH O EMAE T HRIBERESIOICK
#l6.4mg/kg® % AR TRIEEE GERE) L& &
DIIFAVRRT FUNIAFAVROAYTINT I UH
BEOAUCO BRBFEIZL.35KRUL.09TH - 729,
16.3 9t
HY T Fy U EREE e MMIEIC10~100ng/mLOBET
BML-EEoe PIEEA/EARIIBERLETI6.8% ~
‘98.0%TdH - 125 (in vitro). £izs WV 77V VBHREO
M/ AP iE BEE H130.59~0.62T 3 - 729 (in vitro).



16.4 {5 ' 19. BRI ICET 2B{L2NHR
FSRVAXTT FNIATFAHCREELULTCHEAO) Y —B%: I RAYRYT FAIRTH Y CREFREL)
VAt DELEZRZT R LHEEIENBE. AT PFVUH Trastuzumab Deruxtecan
BBEOHRICIRBOFER DTV EHRENEH, FEL (Genetical Recombination)
TCYP3AKL & B2 L HmENTT (in vitro). [9.3.1 BIE] DFR TNV IARTFHY
16.5 Hkit © Cs2Hs7FNoOr3
AT NTFV VBB EVCTIERB L NS AYAST TN HiikRey

TRAFAVEAZ AT NVICERBRARS Lz & &,
BEIZ67%MSEDICHME N, 19%BRPICHE N,
ThicBLTbREBENHE—-DRERBIIH > T F
CHEBETH Y

BVCTHER LIV T TV TR EE, BEI=—2 V2
L3y MCBEIBIRFIRSES LU & &, BETREIR72% A B
ICHREES R, 22% BRIz, 3%sEDICHRE XN, T
NIEBLTHRH S EELRFERDEH > TV UEF
HBETH-7-% [9.3.1 BE]

16.7 EYHEEFH
16.7.1 ZDftk

HER2B W OEITEFEBEE 268 (HAAZ &) 2. KH
5.4mg/kg%#®4 b F 3+ V=)L (CYP3AMHEH) 200mg
(1IH1E) XiZ@Y FFE L (CYP3ARUOATP1BIHEH)
- 200mg(1H20) EPFARELAEED I RAYXTT
FNT AF 5 Y OCmax Kk U AUC174ayD A EHEDO K
(RS R/BMRSE) Q0% EERE]E. #heh®
1.03[0.96, 1.09] ®¢r1.11[1.07, 1.15]. @1.05[0.98,
1.131%0%1.19[1.14, 1.25]1 TH - 7. ARIZ. BT
F ¥ U HEAEOCMax R PAUC17day D A FED i3
#hFh®1.0400.92, 1.181 % 1*1.18[1.11, 1.25]. @
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