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9.1.1. 11.1.1 888] ‘

1.3 ARG SELHIC. WHCTRERUEBEERL.

5.2 I O#HET - &%%%&amuéﬁ%ﬁ&vféﬁa:
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6. BiERUEBE
BE. BARBYSAVATT FALI7ATFHY(BETHE
#2) & LT1ES.4mg/kg (RE) 29053417 T3EMME T
HEBET 5. 48, VERSOBAEFBRFTCHIII2E
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- 70 hoRBRERAE ORI OWT. AWERUREME

BRI LTV, | |
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3. 48RY - R
3.1 488

BWERIC I HHKE. WEBRURIER

aEH BEY nE

HREr | Nl

HERARE BEEHILT B,

s 154 7 UERED

B E%¥E482mg, L-b
FSAYZRTT FARFV4.76mg. L-v
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8.2 EERMR(LVEF) METT 22 & HHBDT,

83 BHISISHODINEZEHHBDT,

8.1 Fﬁﬁgﬁﬂﬂiﬁﬁﬁﬁfabhé;t#a‘éé@‘( Xﬁ]&%ﬁﬁ

HRIRREHIE, BRER (FRRE, BRURRED
BE) R +S5ICBE L. 09I B IR IR R A
(SpOL) A, MEXBER UHRCTRERFS 2 L.
F. BERISLT, 0Ev—h—(KL-6%). BIRNE
FERE(Pa0,). FilKBIRMER S ERE (A-aDO).
=B BECT
BESORBICOVTIR, FREREOBIHIOEE Lk
EROME4B52 L, T/, BECHLT. DEER
Mo obhiBaic, BEorCERREL ST L
HfEHT S L, [1.2. 7.2, 9.1.1, 11.1.1 28] .
FAIRS
BbBE I BEO DB ERERT 52 b, S, AARS
IR DEERORIRT - BEESIE U COREORER
E(DII—%) 20, BEORE(LVEFOEH#&ir)
BHACEEL. K. BEBEEXEPIEENNTSC
&o (7.2, 9.1.2. 9.1.3 2E]

A 5 BIART
RURSHREHNIMRRE 2T, BEORES+
FIEBTAHE, [7.2. 11.1.2 BE]
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0. BEDEBREST EHECHT B3R

9.1 &HHE - BIEESFDH 2 HRE
9.1.1 HBMHMREDSH 3 BEN I ZOEEDS52E

MEEMRBIRAIEEL, BCICES TS
H5. [1.2, 1.3, 7.2, 8.1, 11.1.1 Bl

9.1.2 K=ERHE (LVEF) METFLTW3EE

LVEFETzEBLzsEoaBthP¥H 5. [72 8.2 &
Sy

9.1.3 RDK SBDEEEDET T 3B ZTNDHIBE

DAZFOLBEFHSDIS B%hﬁ*%é
8.2 2]
*TUEIHAL ) VREROREROHHBE
< BERAOBSRIEETOBENIIZOREROD 5 BE
-9cﬂﬁm$éab<mﬁﬁégféiﬁt$gmm
HEBEIIZOREEOHZBE

[7.2,

BB (DR, ROES) OBRE L E O

Bob28%
- BIEEOBERIIZOBAROH 5 BHE

9.3 FrRERSERE
9.3.1 EEOHEtEERE

EAREBRIT BH TN BB EOTENLREK
BHEZN LEETHRETH 2720, FFEBEREIRH
/7b7//%%ﬁ@ﬂ¢é§%iﬁéﬂé?fﬁﬁ
Hb. BB, EEOFBERSEEY 23R E LBRK
SBIZEBLTVAL, [16.4. 16.5 2]
¥)NCI-ODWG(National Cancer Institute-Organ Dysfunction
Working Group) #£#ic & %ﬁﬁ

9.4 £TEREERT BE
9.4.1 HYROTREIR &1

FRREPRUBRRESR—EHH LB BT 2T
ORI EETEIE. [9.5 BH]

9.4.2 N\—hF—HiHRd ZTHEEDH BBt

FRBREFRUBRKEER—ENHIIBY 2 BE 2T
SE58EBTHI &, [15.2.2 B8]

9.5 Hiw

ﬂﬁXuﬁﬁbruéjﬁﬁwﬁékﬁku‘ﬁ%k@
HREsaElE LE EHKESh B IcORRET
3¢, HER2FETH 2 b IRV AT T2 HRELI-E
BICEKBLPRELLEOBRENS DS, T FEXKBD
EZRFALEMT. BR FHEROBTA2. KRERTE
E. FiERRREEERER. BROMERALENRD
bh, ALK E-FIvbFEIN TS, XEZBRT
BHYT T VEREBORETHEIV ) THVEA
WEBER(Ty b, YHF)CBLT, BEBESR
EEhTws, [9.4.1 2ME]



9.6 AW S
BALEWIEHFEE LY, B TCOAHTBITICETS
F—F 3 avH., HHER2AETHZ N SAVAT2H
WhEEMER (I =74 FL)IKBWT. it~ OBITH
HEShTWS,

9.7 INRE
MREZHRE UABERBRIIEBL THEW,

11. BIfEFE
- ROBMEEBEHB5bNBZ ENHBDT, BEEFFITTV.
,Eﬁﬁ%bBnt%Akm&5%¢m?é&tﬁW&mE%
TFHT &,
11.1 EXBEHER
11.1.1 FIEEMEAIEREE (8.2%)
EECHERNERSS5DNAIEPHD, LK
EoflbBEESh TS, REFRDSNBEI.
A OIEZPIEL. FIFSEBICEEL-EMEE
#o L, PECECTCHECTRE, MFv—H—%0
BREYERTIELDIC, BITRERVEVRIORS
EOWUZNEBEZITHICE. [1.2. 7.2, 81, 9.1.1 &
&) :
11 1.2 BEEIDH)(45. 1%)
FhERBR A (29.9%) %ﬁlﬁﬁqﬂﬁkﬁd‘ﬁ(lﬁ%) .
BB (19.6%). BIM(21.7%). M/MREED
(l6.8%)%f)‘ﬁ6bﬂ62&7b§55e [7.2. 8.3 2]
11.1.3 Infusion reaction(3.3%)
EE D Infusion reaction®®» &5 bh 2B ICIIEA D
BEZESICPIEL. BYZABZIT L EbIT. &
ﬁﬁ@@?éi?$%®&%%+ﬁkﬁ§T% b
. 7288 -
11.2 ZOfthDEIER

30%5LE | 10~30%kKiE 10%kit
5 ] RERE Rz
: (46.2%)
BREER | B BEED TN
Hikss E=) TR, ER.  [HERE. B,
(76.1%). |OA% BRERE
gt
(42.4%) -
e ASTHEM ALTHM
TFRIR 25 - FRIR PRI, MR,
: EEERY
Vg e DERQTEE.
: BHRBD. DAL
FDith Y BRREE BHf, FSA71,
(54.3%) B V) 7 A ISE,
R, BER

14. BRLODEFER :

14.1 EFIBHEFOER

14.1.1 HEEBAESTAKSmMLEREMD . AR 2BHLT
FIRAVXTT FAZATFAHY(BETFHEHBRZ)

20mg/mLOWE & Li1g, DEBEEHECHREMY.,

E5IBARRAS% T KV REESRI00MLIZFHRY 5
, z&,
1412@ﬁﬁu¥#kh47wéﬁﬁéﬁ\nék@ﬂ?é
&
1413 BUBRERXPICHEHATE I L. 8. ANESPLE
BIRETIEAE. ROBELZ IR TVAHEL

L. 2~8CC24RRILIAE T 52 &0 S, BETO

ARRUBRSEEDE TARRMBMAITS 2 &, BRI
BYICERIT B L
14.2 FHIREHOIR

1421 02umDA V54T A MY —(RKYZ—FNANEKY

ﬁimﬁuxndwéﬁéﬁbfﬁ5?é;to
14.2.2 fs#l & DREZ LAV &,
1423 AB L HAERFEHAER L DRE 2B, AFE

RAEEEREEREFAURBI A Y2 AVLRARRER

TbirwZ e,
1424 SN T2 BERTH &, -

14.2.5 RFBEICEL. BREAMENMRLS &, RERA
ICBHKHE. . RARE. B8 BREOBER
FRITIEPDHLOTEBRSMENMOBLEZLLD
KKRETH &,

15. ZOMDFE
15.1 BARERICESKESR
BRRBRICBVT, AT 3 Hid0EELBES
w3,
15.2 FEERARHERICE < ER
15.2.1 ZBOBYWHRRBR (S Y VRUD=IAFL)TEFIFHO
BEEBRERONAMERUVTEOBBICHEAT 2HETHE
BEHE(Ty P CRTHRREE. V=74 YL THEE
FHEARD)EED ORI, B, Ty FTRERR
BEOWNIBROBBICHENST 2B CREEZEDR
VWEHIERE - ERLBOHLENTVRSY,
1 5.2.2 AT VT UBEERORAEERMREAV I RE
T BREEFRRCRABEOBERE. Sy roBEEAL
t/J\ﬁ?ﬁﬁﬁ'@d\#ﬁ%ﬁﬁﬂw 5hi=2, [9.4.2 %FB]

1 6 EYENE
16.1 MPRE
16.1.1 BOs ,
HER2BHEDOFHAREX B BRAAEREBH(BEAEZE
&) ICAAS.4mg/kg 20T ERREEL L ZD M T RY
L ARRT FNIAFAVRUAY TR T O EREORE
EBRERNBE ST A—FRROEBY TH o1V,

$E&5ﬁ@b71/277 Tw717ﬁ/&vh/7FT//

BEAOBEHERR
(p2g/mL)

15044 - ’ - }IRYXTT FAIAFHY
-k AT TV UREMGE
FHEERS

Pt g s
Q
(=]

o
<

0 Mkkecmckoenorcrnnn e nmennneanaaae o
0 7 14 21
BEHRR(R)

BERSERHRO FSAVART FAIRFAVROCAY T TV
BEEOENERNNT X —F S

Cmax | Tmax | AUClast | ti2 CL Vss

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

FSRY
;ZZZ 126 (12'5000~ 559 | 552| 102 | 683
20 | B gz | A78) [(123)] (3.95) | (155)
(N=48)

Cmax | Tmax AUClast tiz CL Vss
(ng/mL)| (hr) |(ng-H/mL)| (H) |{(mL/A/kg)|(mL/kg)

H¥ T b

FyVE| 822 | 070 | 31 [ssed| ||
ik (6.21) | - 75) (24.3) |(1.29)

(N=48) ) '

FSE(ERREZE) . Tmax : PRIEB/ME~BRAME)

a)N=43

— I EET

16.1.2 RERS

EiA@HERZI%’E@%ﬁiKEEX!IE%%E BESIFICE
Hl6.4mg/kg® 23 EHARB CRABREGRBZE) L L &
DIYSFAYRTT FLNIATFAVROAVT AT UEHE
BADAUCORRBREIX1.35KUL.09CH - 7%,
163 9% _
HVT T UER AR L FEEIZ10~100ng/mLORE T
WML Eoe P IPEELE SR ITEEDLETI6.8% ~
98.0%CH =725 (in vitro). iz BV TV ERED
In#E/ MRS REE E HX0.59~0.62TH - 729 (in vitro).



16.4 134

FSRY XS T»azrﬁ/uzabfme®U/
VoAl XVELEZZIBLEBRAESNS, AV LTIV
BEOHRIZEIRBMOFSZPEVEHERAESNE P, &L
TCYP3AIC & B Z EBFREND (in vitro). [9.3.1 BE] )

16.5 HEitt

WY TNTFYUVBERERUCTERLEIIAVAYT FiL
TRAFAVEAZTAFNVICBERBRARE Uiz &, RS
BEIZ67%FEPICHME N, 19%SRPICEhtt S h 8., v
ThiICBLTbRHEh -0 RIERBIH > L7
VEBETH Y _
lmrgﬁbtﬁ/fbfy/ﬁﬁﬁ%\ BEH=21—V2E
L7z5 vy MCBABIRARE U- & &, REtEEIE72%5 8
CHRltE N, 22%BREBIC, 3% EPIcERES h =8, Wi
hLbUTBﬁ&éhtI&ﬁ%ﬁﬁﬁﬂﬂ/TFT//ﬁ
BETH 7% [9.3.1 BE]

16.7 EYMEE{EH
16.7.1 ZDfth.

HER2BHOETERREE 260 (BEA2EE)Ic. H
5.4mg/kg 2O F T 35—V (CYP3AHEH)200mg
(1B1E)Xiz@Y FF L (CYP3ARUOATPIBHEEHR)
200mg (1 H2M) EHARELEEEDFIRY XS
FLNT AT H Y DCmaxKUAUC17dayD M FHEO M
(HRAZER/BEMBRESE) [90%BHEEMIX. #hAFh0
1.03[0.96, 1.09]1 %0*1.11{1.07, 1.15], @1.05[0.98,
‘ 1.13]1 % U1.19[1.14, 1.25]1 CH -7 @RS, A>T H
T BEBOCmax kU AUCrday D B FIGE D .

ZhFh®1.04[0.92, 1.18]1%f1.18[1.11, 1.25]. @

0.99[0.85, 1.141 & 1*1.22[1.08, 1.37] TH o 7=«
NV 7YV BBEIEMATE2-K, P-gp. BCRPRU
MRP1DEETH 5 Z L ARE N7210 1 (in vitro).

19. BT 3B b2051R
—EZ: FSRAVRTT FNTAFAYEETFHREZ)

Trastuzumab Deruxtecan
(Genetical Recombination)

BFR TV RTFHY

CszHs7FNgOis
- HlkERS
Ceas0Ho972N172402014544( 7 > 7827 Eﬁ“} . AREH) -
H&4 C2108H3301N35850672516
L3# Ci032H1599N277033556

DEFEFNIATHY

1,035.06
RN G
#7148,000
FSRYXRT FNIRFHY
#157,000

B: +S5RAYRXYT FAVRTFHVE., FEEYESE
ThHh. BETRRXE/ 7 0—F AHBOFEMED
- CysBREIZ, AV b FIUFBBEEY U —P ok
B5FNT AT H 2 ((3RS)-1-[(105)-10-RY P L-1-
{[(15,99)-9-TF V-5-7 LA B-9-€ FuF¥-4-X F
N-10,13-¥# % v-2,3,9,10,13,15-~F ¥k Fuo
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