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FHRED) PR SN kB, Ty b TREERE
BERONIOMBOBEICHAET 2HETHIERZED %
WIEHIEZN - ZERbEO N TVRDY,

1522 W77 ¥ VA EAO A SRR 2 H Vv - v
FEEHBRTRAEROBERE., Fy toFHZAL
TGRSR 5 7Y [9.4.1, 9.4.2
e

16. EYIENRE
16.1 MoEE
16.1.1 BEI%S
(1) HER2[GH O PR REX I ERIBELZISH (HARAZE
o) ICARAIS.4mg/kg % Q0N T il EE L7z & ED b T AY
22T FNVIATFHYROA YT T VHEAROBE
WX EEYBHEIST A=Y IZROEBYTH -7,
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B R A VS TN
SRR

ATV
g

w
o
I

G (H)

BMERESERO NS AVYAYT TUIATHY RO T T
FHERDOEYENREIST X — 4

Cmax | Tmax | AUClast | ti2 CL Vss
(ug/mL)| (hr) |(pg-H/mL)| (H) |(mL/H/kg) |(mL/kg)
rF AV
;ZZ 4| 126 (12_'5000~ 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)
A 578
FYUR| 822 | o | 351|558 B
ECZRN (6.21) 75' 75) (24.3) 1(1.29)
(N=48) )
SEME (FEHERZE) . Tmax : FhRAE (Ml ~ Rk ME)
a)N=43
R
(2) HER2[GH: DGR IR EE 2 ST - BHRO BREEHE 1250

(HEANZ &) ICARA6.4mg/kg & 9077 i md#E L7z &
EDOLIRYRART FNIRATHY RO T b T
FEADOEYIINT A =T RO EBY TH > 729,

BEHRERO DT AV RATT FTLIATHYROA TR T VY
FHEE O G NF X —5

Cmax | Tmax | AUClast | tie2 CL Vss
(pg/mL)| (hr) |(pg-H/mL)| (H) |(mL/H/kg) |(mL/kg)
rZ AV
;;\17/;1 127 (36903~ 611 5.77¥ | 10.42 | 70.6¥
ey (28.4) 7.15) (150) |(1.37)| (2.91) |(16.5)
(N=125)
Cmax | Tmax | AUClast | tie2 CL Vss
(ng/mL)| (hr) |(ng-H/mL)| (H) |(mL/H/kg) | (mL/kg)
17 b 6.85
TV 121 (3'75~ 46.7 5.50 _ _
EC A0 (4.79) 7'25) (16.3) |(1.11)
(N=125) )
SEHME (MR ZE) . Tmax @ AP oRE (F/IME ~ Rk fE)
a)N=124
b)N=98
- ST
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(1) HRAOHER2EGHEO FHIRGE X ITHREAEBESIHICA
Al6.4mg/kg™ 7% 338 i bR ¢ sl iRk (BE%5) Lz & &
DIFAVART FIVIATHYROH YT TV V5
EADAUCH BREREIZ1.35KT1.09TH - 725,
(2) HER2[GH: D BRI BN HE 22 1T - FFHO BB EA 12564
(AAANZ &) ICARHA6.4mg/ kg % 338 [ RE e T s (3
E#E) LIzEEDNSAVRATT FILIATHYROAH
YT NTF Y UFEAOAUCO BREAEIZ1.39%TV1.00T
Ho7zY,
16.3 9
Ho T T UERAEEZ e MEEIC10~100ng/mLOEE T
WML &0 MIEEARARIIBELETI6.8%~
98.0%TH 729 (in vitro)e Xz > T+ 5 VHEAD
e/ M AT REIE EEH130.59~ 0.62 T & - 727 (in vitro).



16.4 X8
FIAYRTT FAZATFHYREELTHBARDOY YV
V=Ll XVRLEZTBEHEISND, TN T VU
BAROHEICIRBOFERIDRWEHHIESNED, FEL
TCYP3AIZ & B Z ERENTZS (in vitro). [9.3.1 B]
16.5 kit
N TITF T VFREERUCTEELLZ NS AYITT T
TATHYZH=Z7 A PIICHEIFEIRNES Uiz & &0 S
BEIZ67%AHEPICHE SN, 19%DRPICHR S N9, »
FThicBWTbMmHES N E—DB{LREIIH > T T
VEBEEURTH o 7210,
VCTHE#M LAY T v Ty U FEAZ, BEN=2—L 2
L7z y MMCBEEBRNZS L& &, METEEIZ72% A BET
ICHEES N, 22% A RIS, 3% EHICHRtE N9, W
BTl S EaREER I 7T U
BATH 7210, [9.3.1 2]
16.7 EYHEE(ER
16.7.1 ZDfth
HER2[G M 0 #ATERE B E 266 (HAANZ &) 12, KAl
5.4mg/kgx DA b7 a2+ —)L(CYP3ARHEH]) 200mg
(IH1E) XiZ@Y +F I (CYP3AKRTOATPIBIHEH])
200mg(1H2ME) EHRABE LI EED T RAY AT T
FNT AT 51> OCmax FAUC17day D R EEO H
(PE G0/ B 5 0) [90%EHEXM1IE. #h2h@
1.03[0.96, 1.09]1 % ¢f1.11[1.07, 1.15]. @1.05[0.98,
1.131 % T'1.19[1.14, 1.251 CH - 7. ARk, AT b
T ¥ U FHEAEOCmMax K AUC17day D A FHE O H i
FhZnh®1.04[0.92, 1.18]1 % 1'1.18[1.11, 1.25]. @
0.99[0.85, 1.14] % 1*1.22[1.08, 1.371 TH > 7.
HY 7 Ty UHEEIEIMATE2-K, P-gp. BCRPRE U
MRP1IDOFEETH B Z EDRSINID 12 (in vitro)

EEAFEE D & % HER2FBYE O FARRESUS B FRFEIC B W ORR S o ik
O HI&IX5.4mg/kg (1K H) % EHMRER S TH 2.

17. BRIRRRAE
17.1 BNERUZEMEICEET 5558
EEEEREDH DHER2BZIHEDFMIAREX (FEFRIE)

17.1.1 EFHES T18508% (DESTINY-Breast01)
FIAYVRYT ITLY YUK BBERODH HHER2
FGHEED O BHIAREN IS HREABEE 2 RNRE LT, FER
JERTRREARR 2 SEHE L 72 13), iBaeE 1 84451%2 (HARA30%1 %
&)1z, AHIS.4mg/kg % 33 @ C s ERE Lz,
SEENRHIEMREIC K D IRARE PRE S - 1ERE 1674
(HAAN2601 2 &) ICBWT, FEFHMEEE Td 5 MHAish
R TERERE T ORI FE D < BRIER [95%E X E] 1264.1
[56.3~71.31%CH > 7o
AEIDBE SN 718461 (HARAN30M 2 &Te) icBW T, Hl
YEFH7%98.9% (182/1844) IciBd 5N 7-. FEIERIZ.
HEIDT76.1%(140/184%1) . BiERE4L6.2%(85/184%l). &
5544.0% (81/184f) . NEM:42.4% (78/1845) . #FrhER¥L
#A4>29.9% (55/184%1) . BAREGE28.3%(52/184%41). &
MBEORFHE21.7%(40/1840) ETdH o7z F/ow HAR
ANEMICBWT, R EMTERIZ23.3%(7/304]) 123880 5
N7z,
1) IHCHE3+, XIFIHCE2+ 2 DISHEZEBEOBE PHAANS Nz,
W2)&HIA N T AV AT T K BIRBRREDDH B HBETH > 7z,

17.1.2 EFHES M55 (DESTINY-Breast02)
FSIAVRTT ITLY VYK BIBEREDDH HHER2
FHHEED O FBMIARE T HREIABEE 2R E LT, RFlE
IRBRH YRS BIR L 7B (N T AV AT T EHRY Y
EYRIESINFZTEHRY I V) 2 BT % IEEHRENE
FobikBi & EhE L7219, RFNEECIEAAS.4mg/kg % 338
Fe R B AR U 7z BEBRE 608G (HARANTOR %2 & L0,
AEIBE40605]. EEZEFIGER20260) 1B W T, FEFH
TEH T & 53D B EMERE T O R 12 D < g E AT
BB O RIE[O5%EHEX M I ARFHT17.8[14.3~
20.81 1 A, EREIRIGEEET6.9[5.5~84] 5 HTH V.
AEIBETHEZNICERZEREZ R L7z (N — FH[95%
EHEXM] : 0.36[0.28~0.45]. BRIG5> 7#5E : P<
0.000001. FHEKE[MHI]=0.05), F7-. FEFHEE
IR E, BN ARETIEIC LV IRGMENERS N-F
WEHIIEE O —>TdHh 2 2EFHB TH . AFNIIIRREY
AR LRI L. MEMZNICERRERZRL
7o (P OE[95%F X ] - AAIEE39.2[32.7~H#ER

_5_

Heln A, EREFUGEE26.5[21.0~#EARE]l » A N
H¥— FH[95%FE/IXMHE] : 0.66[0.50~0.86]. J@hlu 2~ Z
> ZIGE 1 P=0.0021. A RE/KEE [@fi]]=0.0040) .
AAEIBE40461 (AANASHI 2 & L) ICBWT, BIERAD
97.5%(394/404H%1) IR 5Nz, ELBEAIZ. BD
68.6%(277/40481) . #5551.7%(209/4044) . FiEFRE
35.1%(142/404%1) . 1 HERENEA>33.2% (134/4044) |
MEM:32.4% (131/4046) &ETh 57z F7-v HARAEFIC
BWT, FEMEMZERIZ13.3%(6/4561) 288D 57z,
3 HCH3+, IIHCHE2+ D OISHEBIE O BESMAANS Wiz,

A AR O Kaplan-Meier g

100 —— B
1 ——— EERRARE
so] N TEH 50
2 60
i
§ 404
(%)
20+
-
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48
IR (D)
VR

AHRE 406 359296 239194161132 88 65 47 31 19 12 4 1 1 0

BHEER 0212678 48 322 20 11 8 3 2 2 1 1 0 0 0 0
YRR

2EFHE OKaplan-Meier i
100+ — FHIEE
———- [REGEFUSREE

EER  THP0

804

601

St

S

404 PR rayeromy

204

"""+
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48
i (A)

YATHEE
AFIEE 406390 374 352339306 277215160122 82 51 29 10 3 1 0

%gﬁm 202182167151130114106 79 61 46 29 22 15 7 4 1 0

17.1.3 EFHESE D855 (DESTINY-Breast03)
T AV X T RO F49 2 RUEEEEANC & 2 IREED
» HEVHER2[GEE O BHIARE X T FHRABERE Z R E
LT AKEIE N TRAVRATT LYYV EHET HIES
IREE B LEBR 2 52 L 7219 . AFIBECIEARH5.4mg/kg %
BB T N TRV AYT ThY I r3.6mgkeE3
SEFE PR C REE Uiz #RBRE 52401 (HARA6801 % &L,
AFIEE26 161, xR 2636]) IcB W, FEFMEH T
& 2T T ERERE TOFHM D < S EAFHR 0%
HAH [95%FHX B I ARABETHEARE[18.5~HER
HEl » A WHESREET6.8[5.6~8.21 » HTH V. AFIEETH
FENICERREEZ R U (N — FH[95%EHEX ] :
0.28[0.22~0.37]. BRIv 75 > 7#E : P<0.000001.
H/KHE (111 =0.000204) .
AFNBE257H (HARAN36Hl % &) icB VT, BIMERAD
98.1%(252/257H1) ICBD 5Nz ERBWEAIEX. BED
72.8%(187/257H1). ¥%5744.7% (115/25741) . W&
44.0%(113/25761) . FHEkEEAD42.8% (110/25761) |
JRTEARE36.2% (93/2574) . &EIM30.4%(78/257#1). HIil
EREHA30.0% (77/257H) ETH > 720 /2. HEAAE
FZBWT., BEEMERIX22.2%(8/36%1) 128D 5 iz,
FEDROVTNHOBEFHRE Lz,
 FRRREEERLBICNT 2 F 52V X7 TROY £ RFEEEEH
10 & B IR I AR 5 N7 B,
C RS RY R TROY £ RIEIEEA £ & G RS
TH 567 HURICRBAT AR 5N =B,
JE5)IHC#3+. XIZIHCH: 2+ DISHERG O BE A AN SN,



I EA AR O Kaplan-Meier Hifg

1004 — R
——— R

80 \ EEHR  THE0

it .

2 eo by

& v

£ 0] ey

(%) N
20
e

0 3 6 9 12 15 18 21 24 27 30 33
i (A)
U ATHEE

ARAIRE 261 244 214 183 150 105 53 29 10 3 0 0
KEEEERE 263 163 108 78 51 34 21 8 1 1 1 0

GRIVE VSBEBEMED DHER2IEFRIRY IS BIER RO FHA
BEX (S EBRILE)
*17.1.4 EEHES DEEER (DESTINY-Breast06)
P WMETRIE S 8 D AL 2ERRIRIRE D 72 WO AR L& VS RKG
A DHER2EFEIREY) UL BRFEIRES) O P ABE I FHH
FUBBE 2R E LT, ABRIEYEAER UG5S ()
R, RTZYZFELISZY Y FRL[TILT 3

VIRERL]) AN L IEE MR AL E L

7210, AHIRETIEAHS.4mg/kg 2 330 [ @ ¢ i L

720 FEFMIEE T SHERUEFKBERMT7 136 (KB

359f, ERAMERIAEEEE354051) 12 3\ B 3720 S & e RE

TRl 12 D < b HE A= 17 R oD Fh 9 fiE [95% 15 $E X ]

WBARBIBET13.2[11.4~15.2] » B, EEHERGERTS.1

[7.0~9.0] n HTHO . KRB THEITZNICERLRERE %

R U7 (N — RIE[95%EFEX ] : 0.62[0.52~0.75].
J@Rla 7S > 7 #5E : P<0.0001. A&E/KE[H#I]1=0.05),
¥ 7=, HER2BEFIFEM 15200 (RHBE766]. ERHERE
SERE7O6H1) 12 B 2 B EAFM O P RE[95%EHEX

RAlIE. AHIBET13.2[9.8~17.31 # A, EMBEFIGERT

8.3[5.8~15.2] » ATH V. ERHERIGHERIIHN T 2 AH

BEONY — FH[95%EHEXE]130.78[0.50~1.211 TH o 7=,

AHNBEA34B(BAAN3SHIZET)IcBWT., BIEAD

96.1% (417/434H%1) ICEBD 5Nz, ERBEEMRIZ. B

65.9%(286/434%1) . ¥9546.8%(203/4344) . BiEHE

45.4% (197/434%1) . FHERERA37.6% (163/43441)

NI Y AT IF—¥ EF29.5%(128/4344). &IM28.1%

(122/43441) . WEH27.2%(118/434B) & TH 570 F7-.

HARAEFICBWT, BEEMZERIZ20.0%(7/3561) 1258

» 5Nz, [5.3. 5.5 %]

E6) RO LAY T 5 BENIGEE SN,

- FREE UL F RIS U T 20 B SR A 13 & L 2 |
HEFF AT & 7= B (TP 2 REEIIGH: 24 » F DL I BB T 47380
SNBEIE. U RAIBE L WABREED D s BT I L &S
ni)

- TR S FIRESLAR R L CPISHE & CDKA/6IH A & o B FIEE IS
BRI 6 7 AL ICEER A RD 6 1. OIS B
AN & BBRANEY) SIS N

E7)IHCZEL+. IZIHCH: 2+ OISHEEERO BE A AN S N,

HES)IHCHEOD S &, IEEMDI0% L RICATHh 2 XIE»55 CTRMTE

BRI ERENRD 5N SBENFHAANS N,

R A 77T O Kaplan-Meier iR (HER2EF M)

1004 ARFIBE
———- BEERRARE
80 EEMR  THE)0
%
2 60
S
? 40
(%)
20
L T o S R TS
0 3 6 9 12 15 18 21 24 27 30 33 36 39
HAR(A)
Y ATHE

AAIRE 359 310 265 213 163 131 72 49 28 17 10 6 1 0

%Eﬁ}gjﬂ 354 254 192 118 8 65 37 19 10 6 2 1 1 0
IBHRE

41 T A 72 S D K aplan-Meier i (HER 2B K F IR & M)

100+ ARFIEE
o ———- [EAERFIAREE
80 L MEEL  TH5H0
2 o
E
? 40
(%)
20
0 . . . . : . ; ; ; ,
0 3 6 9 12 15 18 21 24 27 30
R (A)
IETE
AR 76 64 53 44 35 24 9 6 3 3 0
P i R
et 76 52 32 24 18 14 7 6 3 1 0

EZESERED D DHEREFRIRDFMIAREN (FERIE)
17.1.5 EFHESE D455 (DESTINY-Breast04)
(LB D d 5 HER2{EFIFEO O FHIARRE IS FHHIL
FEREENRE LT, IRBEHSERMARIR UGB (h R
VHEY, ZVTIYU FLAYIEY, N7V FFELI
B3SZ ) FELV[TLT I RER]) 2R E LJEE
MR A LR 2 0 L7217 . AFIEE TIEAFS.4mg/kg
% 3RS RS e C R ERE U #iBRE 5576 (H A A8SHI %
El. AFIBE373H]. EMBEFIGER184F1) D> 5. HL
TV RBRGHEERLA945] (ARAIBEI31H]. EAHEFUAERE
1636 IcBWT FEFHEIEE Td 2 M2 R ERRE T
O FHI 12 D < JEHE A FHAR O Hh ol [95% 5 FE X ] 1
AFIEET10.1[9.5~11.5] » A. EHHRINIAER T5.4[4.4
~711 7 ATH . FEBFTHEMENICERZEREEZRL
e N — RH[95%EHEX ] © 0.51[0.40~0.64]1. J&@5I
a2z 7HE - P<0.0001. AEKE[MHEI]1=0.05), ¥
7o EEFMAEEE ISR E . BB LMREFIEIC X D REHE
EMWFER S N-BIKEHIIEE TH 5 &L (KFILVE U ZE
AEEH6341 % &) TOMBEEFM L. AANLIAR
HYEMARIR UGB L. B ENICERREEZ
R U7z (FRE[95%IEHEX ] « AFIEE9.9[9.0~11.3] »
H. EBRFIAERS.1[4.2~6.81 7 H. N — RH[95%
EHEXE] : 0.50[0.40~0.63]. ERIT 7T > Z7#E : P<
0.0001. AE/K®E[MM]=0.05). R, FILEVZHE
SRR O2AERTOREFERRITL . AHIZRE
HYEMASER LGRS L. S ENICER A EEZ
A7z (RIVE VZAEBHEER : N — FH[95%EFEKX
M1:0.64[0.48~0.86]. BRIG5> 7MiE :
P=0.0028., HE/K¥E[WHI]=0.00748. &{KEH : N
P— FH[95%EHEX M1 : 0.64[0.49~0.84]., EHlu 7>
¥ URRE - P=0.0010. BEI/KE[WiHE]=0.00748),
AEBEI7IH (HARANS6Hl 2 ET)IcB VT, BIMERAD
96.2%(357/37161) ICBDH 5Nz FRBMEAIEZ. ED
73.0% (271/37141) WEH547.7%(177/37161) . FHELE
37.7%(140/37141) . WEMH:34.0%(126/37141). EMLO
IFRERER A £33.2%(123/3716) FETh > 72, F72. H
ANEFICBWT, HEMEMZERIZ26.8%(15/56f1) IZF8
»H5NTz. [5.6. 5.8 ]
1E9) FMIARESUIEFFUE I LTy 1UI2DDILEEERED H 5 BE DR
& ENTz (MEUIARTBRBYIREL T2 569 HUNIOERBETPRO 5
725 MEANIEREEZLERERD 1 DEART ). Fiz. RLEY
ZRRBHERE TIE LR ORI T, 12 EONS LR IER
HEFTHERD H N, TRBREYSERIC X 0 E i 2 NPEEOEREIE S 1
2L S AW E N BEAHRE SN,
FE10) THCH: 4+, ULIHCH2+ A DISHIEREHE O BB A5 AN 5 7z



s AR 2 IR O K aplan-Meier i (2145 H)

1004 — KA
———- [RHLEFIGEE
sod | T AT5YD
2 60
i
T a0
(%)
20
o
0 3 6 9 12 15 18 21 24 27 30
A (A)
YRTHRE
KAIBE 373 295 238 183 118 81 42 21 8 1 0
%gﬁ*ﬁ 184 93 60 34 26 13 4 1 1 0

24 OKaplan-Meier fif (£/AL£M)

100+ — kIR
——— BRI
804 T 50
% 60+
03
@) 404 My,
20
01+ T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36
Him (A)
IETZ O

ARAIRE 373 357 338 309 276 214 129 78 32 12 3 1 0

5%521?\ 184 161 146 120 105 77 42 25 7 1 0 0 0
TBHEE

(W AALREEERICIBE UTZHER2 (ERBB2) Bz FEER M D
PIBRTREIREST - R DIE/ HRRTATE)

17.1.6 EEHES I #8558 (DESTINY-Lung02)
He&RMEREEAZ & (L2 EEEDDH SHER2
(ERBB2) BIZTFERBEO VIR RE ST - FROIE/NE
RafiiiE B 2R & LT, MAER LB EEL 219, %
& 1516 (AARANS260 % &) 1. AAIS.4mg/kg i
6.4mg/kg®!) & 35 FE I FE T sl #E U7z RN O RS
B, KAFS.dmg/kgn 5 S N7 526 (HAAN234] % &
&) HTB N T, EERHHIEE TH 2 5 MRz RHE
WEBTOFHIEIC B D < BRI [95%E MK H11353.8[39.5
~67.8]1%TH -7z,

AHF5.4mg/kg G S Nz 101F1 (HAAN37H 2 &)1
BWT. BERA92.1%(93/1016) IcBD 5Nz Fx
BIWEAIE. BEiD59.4% (60/10141) . 4FHhERERA33.7%
(34/10141) . Bl OBEARBERE28.7%(29/10141) . 9%
F25.7%(26/10141) . {Ef24.8% (25/10141) . HIMLBREL
H23.8%(24/10141) . MEHE22.8%(23/10161) & TH -
o F72. AAIS.Amg/kgh iR s S Nz HANEFIC B L
T, MEEMERIZ2.7%(1/376) IcBH 5Nz, [5.9 &
]
H11) A AR I U /- HER2 (ERBB2) I T ARG O UIBR A RE %
SEAT - FFOIENMIFAIRE IS B WL CRR S Wi AR O RIZ5.4mg/kg
(fh#) %2 3HEMERKETH %,

YE12) AAIS. Amg/KgBEIC BIEBICH D (1 5 N BBED S 5, F—F A |
F7 BB ECEIN D 54.5% A LG Ui 8.

(P AIEREE R ICIEE U HER2 R M D AR EIBR R BER
17 - BROBR
17.1.7 EFHES O 485858 (DESTINY-Gastric01)

FIAY X T, BERMBHEER. RT7 v kY 3
DURMEREER A ET2L VX VY EoRECEEY
2 5 N7-HER2BMHED O BB IR AR 2 T - RO
BB IEREESTBERE 2 NRE LT, AAILIA
BRAH YRR AR U718 (1 U ) T 1 VHERRIE /KA LI
STV ZFX) 2T HIEEREMRERILRER 2 EiE L
724 19, RHIBETIEARA6.4mg/ kg % 338 IR T i
HE U7z, #EBRE1S7THI (HAAN14901 % &ir. ARHFIBEL2561.
B A BRI REO201) D > B, M RhRH EREREIC K 0 iE
HIRZE A TE S N7 BB 17501 (HAAN14061 2 & s, A
HIBELLOBI, BRARIVAERSOH) ICB VT, FEFMIE
H Td 2 M7 zh ¥ E MR T ORI B D < EHER[95%
BHEXME. KFBET51.3[41.9~60.51%. ERiHERE
BERT14.3[6.4~26.21%TH Y. AHIEECHREZNICE

—_7—

BIEWEHR /R L7 (P<0.0001. Cochran-Mantel-
Haenszel##i€). F7z. BRRITHE. BENLHREFIE
12K DRFE DS ER S - BIRFHEEE O—>Th 5%
AFHEOFEETTH . RANTIRERE S EMAGER U -
BEICH L. MEHENICERRIER 2R L7z (Rl © ARH|
BE12.57 H. EEBRFEERS.4H H. NY— NIK[95%fF
FEXR] £ 0.59[0.39~0.88]. BHlu 5> 7#E :
P=0.0097. FE/K¥E[Mi{]1=0.0202),

AHENBEL256] (HARAN9l 2 &) IcBWT, BMERAD
97.6% (122/1256) 128 6N Tzo F2BIWERIZ. fFHER
B 62.4% (78/125M1) . EDS57.6%(72/12501). AR
1HE52.8% (66/12561) . &IM40.8% (51/125641) . /MR
A 38.4% (48/12561) . HIMEREHA37.6%(47/125
fll) . BERIEK34.4%(43/12561) . TH#i24.8%(31/125641).
FHERE22.4% (28/12561) . U Y )SEREEA21.6%
(27/12541). WEMH:20.8% (26/12561) & TH o7z, T\
HAANERICBWT, MEEMZERIZIT1.1%(11/9941) i
BHH5NTz, [5.13 2]

113) [HCH:3+, XIZIHCH:2+ 7 DISHIEBIED B AHA AN 5 N iz,

&EFHM OKaplan-Meier i

1004 — KHIB
———- EHEUSEE
804 FEM 50
% 60]
T:?;
(%) 407
204 5 e
I,
0, .
0 3 6 9 12 15 18 21 24
R ()
VAVHRE
A#IBE 125 115 88 54 33 14 7 3
%gﬁ*ﬁ 62 54 37 19 10 2 2 0 0

18. EHEFIE

18.1 {EFEER
NSAVRATT FLIZATFHVIE. HER2ICHT 5k M
B 70—FAHUEE P RA VYRS Y I HEEAZET 5
W TN TV UFEEEE, V-2 AL TRAS SRR
HEMEEETH D, NTAVAYT FILTZATFHVIE, E
B MAaRE FIc3IRT AHER2ICHES L. MAAPICED
AENTBIC) A=K SH, EBELAY T T
¥ UBEAPDNABEERAROT R N — AFEER2RT
ZEHICKY, EEEENEEREZRT EEZSNTNSE0),
18.2 MIERR

FSAYVRXTT FITZAFHUIZ. in vitrollBWT,
HER2BEM D b+ AIEHKRKPL-4% O'SK-BR-3fifatk. W or
12k b BEHRNCI-NS7M Atk It U CHEFEImHIER 2R L
7220, F72. in vivoll B W T, HER2BEH: O KPL-44H Rtk
FIBEBFHRCTG-0708f@E MM . NCI-N87Hfatk. B
JE A HRNIBIO GOl6f@EM. HER2IEHHOFAIER
FHHRCTG-2308/EE K. HER2(ERBB2) &z ¥+DI Y
V20 AEREET A MENMIREHRNCI-H1781
MRk, HER2(ERBB2)BIZ AR (HERERIILI Y
V20 AZR) ZEA U7z b IE/NRATE B RNCI-H322
MRS 2 Z N PR TFBELEZX— R 2B 0T, E
BIEFEINEIEH 2R L7222 ),

19. BT ICE Y 2IEEZHIFR

—_B: NIRRT FUIATH Y (EETHEZ)

(Trastuzumab Deruxtecan (Genetical Recombination))
PDFR:TFTLVTATH Y

Cs2Hs7FN9O13

EREN: i

Co460H0972N 172402014544 (7 > I8 7 BE 5y 4AR8H)

H#H C2198H3391N5850672S16

L#H C1032H15990N2770335S6



DFETNIATHY

1,035.06

FrikER 5

#7148,000

NGAYRTT FIVIATHY

#7157,000

PRI RAYVRYT FATATH U FUREWE &
THY., BIEFHEEZE ) 70 —FILHEAOFEESE O
CyslEEIZ, hY T TFYUFEBAKEY -6k
BFNT AT F1 > ((BRS)-1-[(10S)-10-R> P )L-1-
{[(15,95)-9-TF )L-5-7 LA 1-9-t R F-4-XF
L-10,13- 4% v-2,3,9,10,13,15-~AF ¥k Fu
1H12H-R>V[del¥5 /) [3'4' 6,714 > FU D)
[1,2-b1F VU >»-1-4A V17 3 /}-1,6,9,12,15,18-~F
HAFV-3-FFH-5811,14,17-RVF7HF Y a4
V-23-ANV]-2,5-VFF V) Vr-3-1VE) PiEE
[/—(l(‘éo

PRS2 IZ. & MEE Z7a—FIHE T, v A
b b EERERTZAA28 (HER2) £/ 7 0 —F Ui
HOBEBBERER. e F 7L —LT—7HRETE b
[gGIOEHEEPSRD ., Fr A =—ANLRY —JIE
MRaic K DEEESNS, ¥ UV EETIE. 450D
73 BERED S 2 HHE (v 18H) 2R KR U214EO 7
IOBEREPS LM (k) 2ATHRES NS5y
NWIETH %,

FILT AT HVERIDEER :

C%OI $NJV Aea0 %Jy

n=#J8
MHURER > DO CysHEEDORER T

21. EGRRMF
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