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1.1 AflE. BRRBICTONGTEREEERICBVT.
AR5 AR - BRER RGOS
T, FROBRSHE RS NBEMCONTD
HRETHT &, T, BEIMACETS. BEX
FZORBICIAOEHER VBRI USC. BEK
HERBOMBER,. BSPORXEBE. TLICE-
TEAN G5 - SHICHT 2158 21 55L. B
BEBTNSRETEH &

1.2 AFOBRSIC & U MERIFERNS S, BT
B LEAMEEENTVBEOT, FRERSICH
BUCENSEE L TERT AL, 5T, 77
HER (TR, DR, RS ORR. ERNG
ERIBASAE (Sp0,) BE., MEXERERUE
BCTHRBEORRS, BRETHCTS L. BEA
BHSNZSEICBSEDIEL. BERERLE
VAORSEOBIMEETS T k. 7.2, 8.1,
9.1.1, 11.1.1 8]

1.3 AHSSBIAENIC. HBCTRERUERERMEL.

5.2 FAIDHH - FEREWREI B 2 EYRRUREME
WAL LT,

5.3 [17. BRREIOEONELRAL, AROEPLRUE
2 & +HCER LI LT, ARLYIOREORIEI >
WTHHEICHRE L. EEREORRERS 2 &,

6. FiERUAR
. BRACR NS AYXST FAIZAFHY(RETFE
#2) & LTIES.4mg/kg (B E) 29043513 T3EEBRET
HiERET 5. 48, YEREDE gﬁﬁ*ﬂﬁ‘@%htm@
HEBEOoRERMIIIOTHEE CERETE 5,

7. ERUERCSET 53K
7.1 D FBIEEBER & OISOV, RYHERTREL
L LTLRN,
72 FRBE I LD EIERASRER LBAICIK, KOREEE
EFBLT. KE-EHE-Pk7s2 &, [1.2, 8.1-8.3,
©9.1.1-9.1.3, 11.1L.1-11.1.3 £H8]

HE - by 5RG0RSR

SRR EOSHY FEEEN GV & R L BE LA BER
LT ?E%U)"T%"&Tﬁﬁkéﬂlﬁ?égto 9.1.1 BRREE 5.4meg/kg
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—RER 3.2mg/kg
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IuNn—YEE
BiEH100mg

ELLAA 7 s ORGRIGARTERB 2.
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HARTHRSERT 5.
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Grade 40QE&
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B3 FHIMHFHODIEZ EHFHEDT,

81]"1%&%%*7&’5629#1%‘_ FHL50T. FHRSH

BRSSPI, BEER (FRIGRE. BEURAS0
)2+ olcHlEL., EHBCHRNBEANE
(SpO2) . FSXBRERUVHESCTHRESTS C L.
Fio. BEICECT. Mif~—H—(KL-65%), BIRMmE
#AE(Pa0:) . MREKERNERIERE(A-aDO2).,
LR EE T (DLco) S oRfi2{F5 o &. 4B, BECT
BERESOREIC VLTI, RIERRBOREICEREL L
EMolS2E52 &, £, BEIIWL T, WHER
FHODLRBEICE, EPPCEERAZZERTL X
SfRT B &, [1.2, 7.2, 9.1.1, 11.1.1 BH]

8.2 EEFMB(LVEF) BETT 52 LA HHDT. FAlRS

HEscBEODEiEERET s, T, FHES
FILER ORI - BEESICE U THE DSBS
HODT2—%) 270, BEORE(LVEFOEH % &)
oL, ¥ RsERMEFIEEZRET S

. [7.2. 9.1.2, 9.1.3 K]
FRIRES A

BCHRESRITEANCOERE LT, BEOREEZ+
SUBERET A L. [7.2, 11.1.2 2]
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FISARVXT TR AYXTT IA&///ao
BOBLIERT S L,

9. BEDSRESTAEECHT IR

9.1 SHHE - BEESOGSEE ‘
9.1.1 HEEREDS 3 BEN FEOREEDG 3RS

MEEMREFRRANIIER L. CICE S THEEN
H5. [1.2, 1.3. 7.2. 8.1, 11.1.1 5]

9.1.2 EESHR(VEF) METLTWAES

LVEFEF#E X dosBFhitdHd, [7.2, 8.2 &
iz}

913 RD&SBDEEDET I 3HBETNDHLEE

DAZEOLEESHbbhAaBEAEH S, [7.2.
8.2 &ME]
cFrrSHA ) o RERORSREOS L BE

- FESRADHEHEAEDORENIZOBRREOD L BE
S o MELARRELL RBFREET HEE L TREIRO
HHBENIFOHEEECH 5 EE
-ﬁ%%ﬁ$bu%ﬁ£\ﬂmﬁ%ha$%xu%®%ﬁ
BOHoBE

s BIEEQORENIIZOEEREOH5BE

9.3 HHEREEDSE
9.3.1 BEOFHERERE

RAERRT 2 H VTR T ¥ BEMEO X THAER
ZFREEN LBt 5. FBEREES
YT BEREONPRES ER S H SRS
5%, b, EEQFEEREEEY ZNRE LICER

HEIIEELThaW, [16.4. 16.5 2]
EINCI-ODWG(National Cancer Institute-Organ Dysfunction
Working Group)2H#Iz X 230

0.4 HTEEERET BE

94.2 N—

9.4.1 FERAJEEIS

EHFERR U%ﬂﬁ%&—ﬁﬂ%‘ﬂiiﬁﬁ&:&ﬁ%
HEHEHET B L. [9.5 BE]
kF—hTiR T B OREM O G 5B
ZHHEFEURKBRSR—ERRIED LT 21T
S3EIIgETHT &, [15.2. 2 HEE]

9.5 g

FRYIERL TV AT EEOH LI, HELD
AiEErEREE D3 s S MRG0 LBRET
BIE. RHER2AETH S FSAVATT2RELER
BICEKBDPHRE - EOBENE D, T, FKBD
PHRELLEMNT, BR - FEROBIrE. REREE
. $74 RIEIREL BRI, BB ONERREENED
Sh. ELRB-oFbR|ESA TV S, FRIZRET
BHAT YT UEREORETH LAV TFAER
WhBHEE (S b YR EB0T. BHEEESE
EHEENTWVD, [9.4.1 BE]
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BALAWI EHFEE LY, & bCOHTBAFICETS
F—-Fizhrvud, HHER2ZKATH 5 b AVAv7#H
VBRI A FLIEBWT, AHADOBITA
MEINTWVB,
T 9.7 INRSE
MREERRE bf..ﬁﬁk?ﬂ!ﬁli%ﬁ LTz,

11. BWER

ROBHEABH Shha 2 EMHH0T,. BEETSICTL,

REFBD ShBAILBRELRLT 2 L SET RS

’_'5‘_.to

11.1 BABENEA

1111 FREERERE (8.2%)
CERCHEENERSSASDhAZ EHFB D, ?Eth.
ESFLBESATLS, AEFEDSh - HER.
R OREGEPIEL. FFIRSEREICHE L EMRE 3
o k. PELS L CEBCTRE, Ofv—h—%0

BERPERTIEELIE, BIBRERVE/BloORS -

%i’)iﬁw&ﬂﬁ’&ﬁﬁ
11.1.2 ESEHNHI(45.1%)
PFRIRER A (29.9%) . FRAEFFIREDEE (1.6%)
B IEREED (19.6%) . &EIM(21.7%). M/NMEEED
(16.8%)EHHobhd I &AH 5. [7.2. 8.3 BHE]
11.1.3 Infusion reaction(3.3%)
FEEdInfusion reaction?t® & bn-BE&IcizEFRO
BEZESICAIEL, BYLZAB2ITHYE &b, i
RHEEET S TEEORER I ﬁg?é .

Z&, [1.2, 72, 81,911 28

(7.2 8]
11.2 Z04OEHER
30%EL E | 10~30%KH 10%K#
BT REST: 23
. |(46.2%)
BRRER ] EmEDE
WEE B TH. . |BILAR. B
© (76.1%). |1psse BB
B
(42.4%)
T ASTEIN __|ALTEN
TERE FEIRERE. K
LSRR
R DBHQTIER.
EIERD. DA
ol &% ROGEE MBI, N1 74,
(54.3%) L [EnY sl
- ShHh, A
14, @R EORER

14.1 FHIBREFOER

14.1.1 BAERAESAKSMLERERY ., AF2BRLT

FFAYXTT FAZAFHY(RETFERZI)
20mg/mLOWBE L Lictk, BERTHHARCHIMD.

CBESICHARERTS%T FoERSE100mLIzFIRT 5
hlf

14.1.2 BREHIWH DAL T 2NESE, S2i0EKET s
halp

1413 FHHZBIIFESPDICERTAEZ L, 25, ﬁﬂi&%ﬂb‘&
BTRETHIHEGE. XOBEZI TP T LHEN
L. 2~8CCHBMUAET A&, £/, ZHTO
BUEUCHESIALE CTARMMAICTI 2 & Ba
BYHCRET S &,

14.2 BRHR SR DER
142102um®4y§4/74»&—0fUi FNANAg
BYERYANF M) 2B LRSS c‘:n

14.2.2 & OREE Lanz &,

1423 4R & BARRAEBEEREOBRAERIT. AFE
BAEBERERLAICRHT A Y 2ALERERSR
fThiwnc e,

1424 Wy F2EXTAHT &,

14.2.5 AL, ERsngHici@nas &, BEHA:
CBU SN, IFE. MRS, BEE. BRSoHEA
b TPl tﬁ’ﬁié@'@%?&ﬁ’mﬁﬂt:iﬁﬂfn}x 3.
K522 &,

15. FOMDES
15.1 REERICE D &8
ERASICE VT, FAlcHT Mﬁ.{MJEi#ﬁE&é 40
T,
15.2 SEERERAERICE D {58
15.21 AR CBEMRB(Z v P RUH= A FL)TERFL
BARZEROVIMERUTHOBZICEAT 2B CHE
BEd(7 v FeRFREY. Yo 4 YL THER
FHRBEMFERDENEY, 2B, Ty P TREFRER
BEROWIEORBICHNT I AB CHELE 2 #HL
VIEREEE - ERELEDSNTNSY,
15.22 > 7 a3 v BEREOBAREEHNAE R L RE
FREFRCRaEOEERE. sy tOoBHEAL
oMEREEBRTAMVEBRESRD Shi?, [9.4.2 2]

16. BEYEE
16.1 MchiME )
16.1.1 EERS ‘ .
HER2BHOFHARLRIERABRE4BI{EEARZS
tr) ITHAIS. Amg/kg 2 90 RIMIBRHE L L - & T A
s FNIATAVERUHY T 7 rBREDRE
HEEERYBEAS A - IRODEBYTH oY,

BERSHO P FAVITT FNIRFAVRUAY T TV

FRhORERER
(rg/mL)
1504 - FIRYATT FAIRFAY
. ok BV LR
RS =R LA
2 1004 ‘
th
E
»
*
E 504
0 Mkeeredorennenens S MR
0 7 14 R
B5wBRA)

BERERO T ZAVART FAIAFAVRUAY LTI
BUEOENERENS A—F

Cmax | Tmax{ AUClast | ti2 CL Vss
| {pg/ml) | (hr) {(pg- B/ml)| (B) |(mlL/B/g) | (mL/kg)
koA
;.;‘;Zz 126 (ig’(ﬂ 559 [552| 102 | 683
FHY (37.7) 6.85) (178) |{1.23)]| (3.95) |(15.5)
{(N=48) {
Cmax | Tmax| AUClast | tiz CL Vss
(ng/mL}| (hr) ling- B/ml)| {H) |{ml/B/kg)|(mL/kg)
HyTh 5.78 .
7YV 822 (T | 351 558 _
L2 (6.21} 75"75)' (24.3) |{1.29)
(N=48) : ‘
PHEE(BRRE), Tmax : RREBAE-BRE .
aJN=43
- T
16.1.2 RiERS

EZ:MJHER%%%@%ME“K@E%&E BHESIFCE
Bl6.4mg/ kg™ % 3B MR T ol (3ERS) L& &
OFFRAYATT FLFRAFHAVRER YT FL 08
. MEFOAUCOZRBRIZLISEURLOOTH %,
16.3 5310
HrF T EEEEE M0~ 100ng/mLOWET
WLkt zor FIEEARSRITBEDETI6.8%~
98.0% TH 275 (in vitro)s Fk. BV 7 7L HERED
I/ MR T R 11 0.59~ 0.62Td - 79 (in vitro).



16.4 i

FSRAVATT FANIAFAREELTCHRAOY Y
VoAl REERLEHEIShSE, AT TV VB
HEOBERCIRBoFSEbTLEHERS s, EEL
TCYPIAIL & B T EARENSZ (in vitro). [9.3.1 B8]

16.5 HEttt

AT NFUVEREEVCTERLAEIIAVYXTT TN
TRFAVENZT A FUILERBRABRS LR EE, Bat
HEIX67% AP IcHEt S h, 19%FRPIH S, »
Thicbuwrshani-M—oR{t#HmEs > F1r7
VEBETH N

WOER LAY o EE, HE A~
Lz McBREBRARES L & &, MEEEIR72% 8 EH
CHbtt = A, 22%5REBIC, 3%MEPIcHRitE hi®, Y
RicBWw T RS AERAERTRBI T 75
METH-1Y, [0.3.1 ]

16.7 ZYMAETER
16.7.1 Z0ith

HERZIBE O RS aE 260 (HEA 2 &) 12, &H
5.4mg/kgx @4 b7 25— (CYP3ABEH)200mg
(1H1E)XIZ@Y M ¥ (CYP3ARU'OATP1BEEEH!)
200mg(1AZEN L ARG LELEZO NI AV AT
FANL AT H DCmaxk U AUCI7day® BTG ED He
(Bi PR S RE/ BRI 50%) [Q0%BH/EM] X, #hFhD
1.03[0.96, 1.091 & T*1.11[1.07, 1.15]. @1.05(0.98,
- 131K TF1.19(1.14, 1.25)TH - . FERRIC. H#v7h
T ¥ B REDOCMax R U AUC1 7y D BB ED Hild
ZhE2h@1.04[0.92, 1.181%&1*1.18[1.11, 1.25]. @
0.99[0.85, 1.14) B 0*1.22[1.08, 1.371 ¢dH -7
YT 5w HMEIZMATEZ-K, P-gp. BCRPRU
MRPIDEETH S Z ARSI NI Uin vitro).

ERES N AERUARILSAmg/kg (M) % 3MMMRRS T H 5.

19. HRRES CRT 3B ERAER

—ME: FIFRYXTT FALATH - GRIETEEL)
Trastuzumab Deruxtecan
(Genetical Recombination)

BFRFNIATFHY
CszHs7FNeO13
RS g
CoaeoHso72N172402013544 (7 7732 B3 458H)
H# Ca198H3201N5850672516
L8 Cio3aHis0oNa27702358¢

BFR: FLVIATHY
1,035.06
e
$#3148,000
FERAVART FATATHY
#3157,000

E B:bFAVAYT FTAZAFAViE. HEEDHEEE
THH. REFHRBI €/ 70—+ LHREGCESERAD
CysEEIC, #r 77y rEBBEkE Iy h—-d ok
BFNTA5H((IRS)-1-1(108)-10-_> T n-1-
{[{15,85}-9-TF A-5-7 LFua-9-¥L Fax-4-AF
N-10,13-¥F % v-2,3,9,10,13,15-~F ¥k Fu
S1H1ZH- RV [del 52 34 16,71 RO
[1,2-B1F /) »-1-4f V] 7 2 7}-1,6,9,12,15,18-~F
YA 3Y-3-FF4-58,11,14,17-_¥FFHF Yy oy
V23 N2 5-TAF VT Y T34 IS BEES
LT3,
WM. e MEES Zo—FNEET. v IR
b+ EEEERTEAM42B(HER2) =/ ZJu—+ iR
FBOEBHRES. 71V —LAT7—-2#EFL b
I[gGlOEEFFPELD, FrA—ANLZY —JIH
HRICLVEEShS, ¥ 7R E. 45080
FIJERENSEIHE (Y 1) 2ARU2IMEDT

: I/ BRENSEALE( 2R THERShAEY >
17, R : NIBTH5,

17.1 BRI T 558 . RSN I
17.1.1 IS tEE e FIWITATH LD .

FIRYRTT TAYYYVICkAREEDSSHER2
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