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RIZSENL D | B XL E DFEIRITARHF O A 0L OfERME (5
(2. MEMEMEEOPFER, &5 TOEEFEE, ETIZE-
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NoEGT LT L,
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##1)HER2 : Human Epidermal Growth Factor Receptor Type 2 (& b _ERZH#E5HRK T2 2K 28. BIF : c-erbB-2)
H2)EE—EMEOMSFEICLVERT S &
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FET LTz,

5.3 117. BRBFEIDEONE 2RI L. KAOEIMHEROE
22 +SICHEE Lz BTy ARIDSORBOERICD
WTHHEEICHRET L, BISEZEOBIREZITS &,

6. RARUAE
BHE BACR NI RAYXYT FL7 AT H Y (RIETH
#az) & LT1ES.4mg/kg (A ) 29053 213 T 3 FE T
RUHERES 50 2B, MRS OREWEH RIFTH L2
E ORS00 M & T TS 5.

7. BERUAEICEET 2ER

7.0 O FBEEEH & OHFRICOVT, AR OR2NE
ERENL LT 720

7.2 ARIEIC K ORERNRR L 2BAICE, ROHE#EE
ERLUT, R - \E& - Pikgs &, [1.20 8.1-8.3,
9.1.1-9.1.3, 11.1.1-11.1.3 4]

WE - hikd 5 BEOREE

1. 85
=0

1.1 FEIE, BEIWFICTIWINTESERMR(CHVT,
HAAEREUEICT DA - BRZRDEMDD &
T. AEIDRSHEY EHE S NDEFCOVNTD
HHEETBDTE, Ffe, BERBICKIS. BEX
[FZ DRIEICAFIOEMNER VB (FIc. BE%
FRZBOVEIR. REPOEREIHE, FECICE-
FERERIN G B T EEICET 21EH) Z 980, @
BZEITHOREID &,

1.2 AF DR SICK BB MEREREN G SHhN. FETIC
ESLEAINRESNTVDDT, HIRBREERICHE
BUEEICEEUTERAT S L. BE5PE. 1)
HAAEIR (IRIREREE. XM, FFAE) OEsE. EHNG
BIRMELZREIAE (SpO2) RE. MEXIRRER UG
BMCTIREDEEE. BRZ+HICITSTE. BED
ROSNBEICFIRSZRIEL. BIBRERIVE
VEIDRSEDBEYBNE=ZITI L, [7.2. 8.1,
9.1.1. 11.1.1 B8]

1.3 AR SEREETIC. WBCTRERURZZREL.

BEMMEREDEHNSBEEN RN & =R U WE LU s |
LT, BE5OUEZEE(CHIITSI &, [9.1.1 EERER 5.4mg/kg
SR — R E 4.4mg/kg
pow—— ——— — —IRiEE 3.2mg/kg
2. ZR (RDFBECFEELBVLT L) 3.2mg/kg CRARNBENIx
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Tynewg P T AY AT TV AFY 4.76mg, L-k (i) <45%| O #xtE
%%ijzﬁﬁlooﬁ;; 7 AT v CRIZ TR 72 HEEIE /KW DIE TR <
Z)E)107mg 21.6mg. RYVILR— 10%
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EEA100mg  |138R e ) 5 OHEHED|F 1 > h 5 DOHHEDE T > 20%
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e 538 % 50%HH T % o
DR HIR L 2 WIBEIE.
REDIRE ST DHEE THRE T 2,

Grade 20154

Grade 1M RICEIET 5 F TH
Exdid s, BT S5AE
5 E 2 50%RE T 5. kE
DI S ok L 72 3 TR 59 5,

Grade 3134054

5 z2HiEd %,

i A ERBR D

Grade 3Di5&

Grade 2L TFICEET % £ Tk
L, [EER, THELNLVEE
NIIFR—HE THREHEMT 5,

Grade 4D15&

Grade 2L TFICE{ET % £ Tk
L, mER. THELNVERE
LU CEE5HAT 5.

FEREST
BRI EE

EfEd 2 THREL, BIER, 1
HAELANLVEE L TREEMYT
%)0

AIf

Grade 30H&

Grade 2L TRICEET % £ Tk
L, WER. F—HEBTHRS
HH T %,

Grade 4DH5&

Grade 2L RICEIET % £ TR
L, HER. 1THELNLVEE
LCE5HEMT %,

i/ MEEED

Grade 3DH&

Grade 1L RICEIET % £ TR
I 5,

7HUWICEE L -EEE. F—
FETk5HEMT 5,
THEZBETCHSREIELLZEE
2. IHELVARLVEEL THRESH
EERAR

Grade 4D5&

Grade 1L TICEET % £ Tk
L, @ER. THELNLEE
L CHS5HEMT %,

wmEyLe
> s

Grade 205&

Grade 1 TiCE{ET % £ Tk
g5,

7HUNIZEE LZGEE. FB—
HEckE5EMT %,
THZBETCHOSREIE LSS
. TABLNILVEE L CRER
ERA

Grade 3D1i5&

Grade 1L TICE{ET % £ Tk
#HI 5,

7THYWICEE LA, 18
BLANLEE L THREREHET 5.
THEZBETCHroREELEZEE
Z. &5 2k 5,

Grade 40 H5&

5 z2Hikd %,

THRIIE K

e 5¢

Grade 305&

Grade 1L FRiC[EET % % Tk
g5,

3HMAWICEE LGEE. F—
HETHEHMT 5,
3HEZBETCHLSEBE LSS
2. THELNILVEEL CHRER
B9 %,

Grade 4DH5&

#E5z2HI1Ed 5,

=P L)N)
BITEH

Grade 3054

Grade 1L TRICE{ET % £ Tk
#HI 5,
7THLAICEE LG EE. F—
HETR5HEMT 5,
THZ2BETCHroRE LGS
3. THELRNILVEELTREE
EEREE

Grade 4D15&

5 z2Hhikd %,

) GradelZNCI-CTCAE ver.4.031C# L %,

8. EELEANIR

8.1 MEMMERENHS-DOND I ENH LD T, KRAEIKRSH

IR R O G, BRRAEIR (FETRCIRRE . R O FEBE D
BHE) 2+ ICBE L. E B AT B R 0 B 3R AL AR
(SpO2) . MEXIMER CWHCTHREZITS 2 &
F/oo BEIE U T ME~Y— 7 — (KL-6%) . BiRIME
#E(PaO2) . fififa 5By R M B 3% 7 E 822 (A-aDOx2)
[ififik#HE /1 (DLco) FEDMEZITH T &o B, WICT
BMEZEDORHZIZOWVTIE, BREFREOBWNITEE L7z
BHMOBEZB2 L. £/, BEIH LT, FHRER
PHobNIHBEICIE, B ICERKEEZXZ29 5 &
SIEETHZ &, [1.2, 7.2, 9.1.1, 11.1.1 BH]

8.2 EEEHR (LVEF) HMET I 5 2 &NH 2D T, KFIKRE

BATARTICEREZE O DMREEZHER T A 2 L. T/ KEIKRS
R DEIR O FEFIR - EEES IS U COlEEIDIERE
B DII-%) 2TV, BEORE(LVEFOEHZ &)
ZHoICBIE L., (RE, BEEMEPIE2HET S
Lo [7.2, 9.1.2, 9.1.3 2]

83 BHHMH A HODOND I ENHHD T, KREIKRGHIMGH]

R UOHESHIEMNICMEREZ TV, BEOREZ+
TICBETH T &, (7.2, 11.1.2 2]

8.4 AFIDEHICH 72> Tl AHIE—HRBPELILTWVS

FIRAYVZAI TR DNFAYRART TLY L ED
BOEZITERT ST &,

0. HENERZHT IFEICHT IR

9.1 GHIE - BIIEEZEDH D FE
9.1.1 BEMMKERDHDEENFZDEEEDHDEE

FIEERRE PR IHEE L, FETICE S Al etk D
bHB. [1.2, 1.3, 7.2, 8.1, 11.1.1 ]

9.1.2 EEBHE (LVEF) MET LTV EE

LVEFETZEBLsE BTN H 2. (7.2, 82 &
]

913 RDKLSIFMEREDE T T B2HZNDHBEE

DAZEDLEEPHSDNE2BENNH 2. [7.2,
8.2 2]
T RIHA T CREROREGED D B BE
 BERAOREHRERH O BE 3T DWRRED H 5 BH
c Do MELAREE L IGREET 2 BB L ARBIRO
HHBENIZOBEREDOH 5 EBE
- EEIREE (DHEZE, JODES) 0 BE £ 0BT
RO H % EEH
RIMEEDERE I ZOBRERDH 5 EE

9.3 FteElESERE
9.3.1 EE D HEEREESRE

KRN EERT 2027 b T2 VFEEEOFEHRERE

BFEZE N U HRCH 2720, FFREERE X

YT T Y UFREOMPEEE ER S S REES

Hbo sB. EEOEEREREY 2R & LBER

HEREERLTULR LV, (164, 16.5 BIE]

#)NCI-ODWG (National Cancer Institute-Organ Dysfunction
Working Group) £¥#12 & % 5388

9.4 LiERE =BT 2E
9.4.1 HIROIREIR L%

ARAN P G- Je O e e 45 5 4% — 78 S ) 13m0 7 B 22 AT
DEIEET S L. [9.5 BH]

9.4.2 N\— b F—H'EIRS BOTEEMDH B H M

AN G R O e i 45 5% — 2 1 R OE U 70 B A 22 4T
S&HBET B &, [15.2.2 BE]

9.5 114F

FIR I IER L T WA ATREME 0 & 5 otk icid, BB LD
Bt EmEE LR 2 MM SN B5HICOAZRET
52 &, FIHER2HATH B N T AV AT T2 %5 LIz 1E
RICEKBOPRELEOREN DD, T2, FKBED
EFRPUIEFT. BR - HEROBERLE, REREE
W, ETA RREIRES EEERE. BB IRORERAEE S RO
5N, RTICESFlbHESN TS, KAIZEKT
BAYT TV VHEBEROEETHBEAV) ) THYEH
WBIER (S v b 7HF)IcBWT, BHEEESH
HI3NTWb, [9.4.1 2E]



9.6 RHA.Mw
BALEWCENPEE LW, & b TOATBITICET S
F—=7 30 A, FIHER2HATH S b T AV X< T2 H
WBMEB (=74 FI)IcBWT., JITADOBITH
WESNTWVD,

9.7 INR
NREE R E U BRREBRIEER L Thin,

11. BIfEA

WROBHERD D 5B ENHHDT, BEZTDITITV,

BEPRDONIHBEICIIBEG 2T 274 E#EY) 2 0E %
Fr2 &,

11.1 EXIFEHER

11.1.1 BB MRS (8.2%)
BELSHEEMEE S 5DbNEZEAHD . FETIC
BozflbHESINTWVWS, BEVPZEOSNIGEIX.
AEOFGZpIEU., PRIGESERIEE L 72 AT & 8
oL, REICSCTHHCTHRE., ME~Y—T—F0D
MEZEMT &I, BIBKERILEVFO®RS
Eo@Y LB ZTO 2 &, [1.2, 7.2, 8.1, 9.1.1 &
iz}

11.1.2 SEEHNHI (45.1%)
TP ERER A (29.9%) . FeBMELF R ERIFAME (1.6%)
H MR (19.6%) . &I (21.7%) . M/MRERD
(16.8%)ENHobONBENH 5, [7.2. 8.3 2R]

11.1.3 Infusion reaction (3.3%)
EE oDInfusion reaction?® & b N7z BEITIEAH D
BExEESICHIEL, WY RMELZITO EEBIT, E
KAPEETZ2ETEEOREZHHICEHET S L,
(7.2 28]

11.2 ZDftDFIEA

30%LLE | 10~30%1H 10%A: 3
g JiH B 35
(46.2%)
RRR SESR FEED F L
Hbes D TR R, |EERR. IS,
(76.1%). |EOH% BREREE
Mg H:
(42.4%)
JiT i ASTHN ALTHNN
AT P PRI, 2D
FRERG
TRy DENQTLER.
R, DAE
Z 0t W5 BAEGE BHi, FS47A1.
(54.3%) &) 7 A IRE
FE, BRR

14. @R ELDFE

14.1 EEIARIFOEER

14.1.1 BAER A RS HKSMLEHE XD . KR 2EHELT
FIRAYRXT FAURATH Y (CBEFMEEEZ)

20mg/mLOBE L L7z, DERZEHFETHEID,

E5ICHAER 5% 7 B RS 100mLICHRY 2

Z&
14.1.2 ERRIZEPICNA TV AT S, TRIERT 2
Z&

14.1.3 FAMBIIELHPICHERHIT A2 L. 28, ARBLL R
BIRETHIEEE. LOEEEZTIPTVLOEL
L. 2~8CT24KMILINET B &, /2. BIRTOD
B O 5 & DY TARRDINICITS 2 &, BRI
TWEUNCEET S &,

14.2 ZRIGSROEE
14.2102pumDA > 54 T4 NVY—(R)IZ—=FT VALK
BIIR) ZNAVE) 2B LTERET S &,

14.2.2 FEDEFEEZ LW &,

14.2.3 AF & HAREFHEHBIER & OREAZH#T. HAE
BAEHEAEREBEUCSEET A~ 2 AV RBERESIE
FbhrnZ &,

14.2.4 SNy 72T 5 &,

14.2.5 SEEHRICE L, BEASMEMCRNS & &G
ICBUAHLBE. B, RERM. BB, BRS0HER
ERITIEFHIHOTEBEIMEINICFENZVES
59452 L,

15. ZDfthDER
15.1 ERAREAIICE D BER
BRRAEICB VT, KA 2HAEDEEFTRE S N
TWd,
15.2 FEERARHERICE D 1B
15.2.1 KA OBMAE (Z Y PROA=ZT A L) TERER
HRRERONME RO 7THEOBREICHE T 2HETH
¥aEtf(Zy b OETFRREE. =27 A4 P THER
FHREAD) PR 5NV kB, Ty b TIRERKRER
BEOWINMEDEREICHA T 2 HETRIELR 2 b 7%
WIEHIEAN - ZEEbEROONTVEY,
1522 > 77 VFBEAOHABE R E H V- R e
FEEHBRTROFOBERE. Sy tOoFHZRAL
T2/ IMGHBR T/IMERERIE RO 5 72Y, [9.4.2 B

16. EYIENRE

16.1 MOEE

16.1.1 BOI%S
HER2IGH O FHAREX I HAEIAEBEZL86] (HAANE &
o) IZARHIS.4mg/kg %2 90N T MM EE L7z & ED b T AY
22T FNVIATFHYROA YT T VHEAKOBE
HEFB D M BIRE IS5 A —F IZIRD EBY TH - 723,

HMOBEHO N T AYAYT TUIATHYROA YT vTFT v

FEROBREHERK
(prg/mL)
150 - LSIRYXYT FAYRATHY
-k VT NT Y URHEE
S AR R 2
il

T

Pk Nyt

H 5% (H)

BMEHREGHO NS AV AYT FLIATFHY RO T T
FHERDOEYEREINT X —F

Cmax | Tmax | AUClast | ti2 CL Vss
(ug/mL)| (hr) |(pg-B/mL)| (H) |(mL/B/kg)|(mL/kg)
7%
?-;\17/;1 126 (i'é)00~ 559 5.52 10.2 68.3
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)
h> 7 578
TV 8.22 (1'93~ 35.1 5.58? _ _
Bk (6.21) 75'75) (24.3) [(1.29)
(N=48) )
SEHE (R 2E) . Tmax @ FPofi (B/IMiE ~ FoRfE)
a)N=43
- T

16.1.2 KRS
HARANDOHER2BGME O FHiARE X T HFRAEEES1HICA
#l6.4mg/kg®) % 33 i fe ¢ sl Rk Bl 5) Lz & &
DNFTAVRART FIVIATHYROh Y TN TV
BARDAUCO BREMRENI1.35K U 1.09TH > 724,

16.3 91

Hr TN Ty UEREEE e MSEIZ10~100ng/mLOEE T
WMLz Z0ke MIEBZEGRITHEELETI6.8%~
98.0%TdH - 725 (in vitro). £izv H > 7T b5 VFEEED
M/ 85 A BE IR BE H120.59 ~ 0.6 2T & - 720 (in vitro).



16.4 {03

FSAYRAIT FAIZATHYIEEELTHRAOY Y
V=LKV ELEZ TS EHEISNG, T N TV
HBAOHEEICIRBpOFEZDRVWEHAI SN ED, E&L
TCYP3AIZ LB Z EMRENTT (in vitro). [9.3.1 ]

16.5 HFittt

N T ETF T VR UCTE#R L NI AYRTT T
TAT AV % N7 A FIICHERIRA®RS Lz &, G
BEIZ67% DR ICHRE s N, 19% D RPICHR s -8, »
FThICBW bR SN -0 BLREIEH > T T
VB TH 5729,

WCTIE# L7z h > T N T v iFk%z, BEH=2—L %
L7zTy MCBERIERNES Lz & &, BETEEIE72% A5 ETT
ICHRiE S N, 22% A FRAIC, 3% EFRICHRE S =8, »WT
niZBVWTbBE SN FZLRBREMER I T TV U H
BATH 729, [9.3.1 B]

16.7 ZYEEER
16.7.1 ZDfth

HER2[GH 0 #ATEEEE 266 (HARANZ &) 12, AKH
5.4mg/kgx DA b5 325V — L (CYP3ARHEH) 200mg
(1H1[E) Xix@V b FEIL(CYP3AKR U OATPIBHEH)
200mg (1H2ME) EHABE LI EED T AY AT T
TNT AT H > DCmaxk OCAUC17day D R SEHED H
(DER 5/ B 515 ) [90%EHEXE] L. #hZh@
1.03[0.96, 1.09] % T*1.11[1.07, 1.15]. @1.05[0.98,
1.131%0r1.19(1.14, 1.251 TH > 7z, RIS, BT b
T ¥ VFHEROCmax M WAUC17day D A E D I
FhZn®1.04[0.92, 1.18]1 %X 1r1.18[1.11, 1.25]. @
0.99[0.85, 1.14] % 1*1.22[1.08, 1.37] TH > 7z,

N7 Ty HEEKIEMATE2-K, P-gp. BCRPRU
MRPIDHEETH 5 Z ARSI N0 D (in vitro),

) AR S N AR KO HRIZ5.4mg/kg (R E) 2 BREMERERE TH 5.

nF

19. B S ICRI T SIB(LRHFR
—fBZ: NI RAVRATT FUTRATFH Y BIETREEEZ)

Trastuzumab Deruxtecan
(Genetical Recombination)

PDFER FLVT AT A

Cs2Hs7FNoO13

EAIREN: o

Co460H9972N 172402014844 (% > IS 7B 57 4458H)

H#H C2198H3391N5850672S16

L#H Ci032H1509N2770335S6

TV ARTHY

1,035.06

EiINESE (Van
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