k2023410 AEET (58 1 hi, AW, HEAH)

BPSE © 2~8TCIRAF
B 607 A

MHER2™ & MEE/ ZO0—FI)Liils FERMERH
hSRAYVART (BLEFHERR) [FSRAYATTEE] W

F32'WZX V7D BS#Eszm 60 mg INK |
FS5AUA V) BsmmazA 150mg INK |

Trastuzumab BS for I.V. Infusion 60mg-150mg "'NK

APPSR WL SR SR T

7£1) HERZ2 : Human Epidermal Growth Factor Receptor Type 2
(b b ERZ B R F-2R2 . BIFR @ c-erbB-2)

H2) EE—EMEOMFEICIVEHTAZ L

BRI EES
874291
60mg 150mg
ERES 23000AMX00467 23000AMX00468
ARTREMA 2018428 H

1. BE

1.1 AFZSTHAEZEEF
EEMERICENT. DAERRUEIC TR - £z
BOEMDB®ET. FAIDEY EHBRENDIEICDL)
THOHRIET DI L. Fle, BERAKICKIS. BEX
[FZDORRICEMERUEKRMZ+DHAL. BRZES
THoIRE5T DT &

1.2 DAREFOERFOEENSHSHN. FETICE>HI
HRESN VDD T, MFFFIRSEIBEICE. BE
DIEREZIERT DT Lo e,
BERE (DI IJ—%) ZTVEREORE (EEREX
(LVEF) OZ#HZZD) Z+RICBREITDT L. I
TOFRECOVTIF, DEERE (DII—F) Z5RE
[CIT5C &, [8.1. 9.1.1-9.1.7. 11.1.1
T YRS AOU VRER ZiIRSHDEBRENIEZDH]

ARFC TG TED

v PR

FERSHITEEOHE

263

=

BEEDSDEE

- BER AR Z SRS TR DERE

CIDAEIERD B DEE

- BEIIRARE (DEEE. JRVES) DORENIEZOH]
EEDSHDEE

- BIMEEDOEEXIEZDEHFEREDSD HESE
1.3 BB SN FAFESHEIREARBUAICE<H 5
HNBInfusion reaction®>5, 7F T 4S5+ —.
ffEEE0EELRIER (RExEE, EEDMERT.
SEMREEERESE) DREIRUFETICE > eplhishs
TNTVD, CTNHSDEIEARIF. $FICRERIFITIN K
(AR, BIRESEEEICKD) DHIEENIEZDELE
BEDHBDIEEICEVWTEELLYPTVDT., BEDIRE
ZTHICHRULENSEECERSETDHIE, [9.1.8.
11.1.2. 11.1.3 8]

o =

- ZINICN

(ROFBEICIFHRS LIENT &)

ARFN DR LB BOEDREAEE D & % B E

3.1 #8m

3. #m - MR

b5 A X~ 7 BS ik

b5 A X~ 7 BS ik

L-e 257> :0.93mg
K1Y VI X—= k20 :
0.26mg

BOEY | fi60me [NK FEF150mg [NK.
154 7 LD 154 7 LD
NIAY A< T (BT NTFAYAYT (HEET

BRG |MRz) O |AlImz) .
[FT AV X THhfEl] ¥ |[ b T Ay X< THhfEl] #2
64 .5mg 156mg
1N A TV iED 1NA TV D
oo — 22Kk | bLao—ZAK[Y
128 .8mg 311.6mg

gl (LB AT Y VHREEEARAN L AT 2 AR

W 1.44mg W 3.49mg

L-e X5 :2.25mg
KV N— h20:

0.62mg

WD ARFNE HIRESHK GEEFEHEN60mg @ 3.0mL, &
T H10me © 7.2mL) 23 EHY . 1N TIVIZE

LIRS N T AV Ax 7 (EETEEZ) [V Ay
A= 7 5451] EEA2lme/mLE 725 X9 I EEE S
n<Twb,

H2) RANL, F v A == AN 2A R 7 — I % v ¢k

Shbo
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3.2 RAIDMEIR
b F A X< 7BSpiik

b9 A X~ 7BS M

L% i fi60me NK #E/150mg [NK]
T FERAL (54 7 V)
PEAR F &~ B OB

BN Lo

(ESORIL (i AR O H R S C )

HIREHAICE R EROERIE TR LB

2N O~ OO, B2 O DT IO
pH 5.6~6.4
12 110~140mOsm/kg

4. REX ISR
OHER2BRIFIRDFER S NI L=
OHER2IBR|FIRHFESS S NIRRT EEITELT -
Bk
* ODAEZEEER (TIEE U It HER2BZ M DAY BRI RE TS
17 - BROEE - ERE

5. MEENIFHRICEHET HiER

(HER2IBRIFIEHO SRS NICELED

5.1 HER2:BF HH OMA L, 5 % fEER% A5 A WREE X
WA BV CTERT 5 2 &,

(HER2IBRIFIRMHEER S NICTABYIBR T EELETT - BRODEB

=

5.2 HER2BFIFEHOBAEIE., T &% H 3 5 mEE I
A BWTE-T A2 &,

5.3 AHNZ X A0 &M LT
W\,

5.4 BEATBFHIBII BT 2 AL, ARSI L C [17.
IR ] OTHONEZ I L. BISEEHEOEREZITH) 2 &,
[17.1.11 =]

(DAL ERBICEE U EHER2IE 4 ORI BRRNRE L E

17 - BROWEE - BIEER)

5.5 TR A AT 2R AIMAT R BT A A
X0, HER2GMEDHERR SN/ BTG T4 2 & Bl
B7zo Tld, KGR S NI ARYL S F R 36 5 DU R B %
b Z & BB, KRR S NSRS I IR 38 5 3 R
BRI T A ERICOVWTIE, UToY 27914 b5 A
FUHETH 5,

https://www .pmda.go.jp/review-services/drug-reviews/
review-information/cd/0001 . html

6 RASHE LT ZRIEEDBE KT 5 KB OE N %
SPEITAET L T eV,

#5.7 7 v L) I DU RPUEMESEH. A XY TIF R
O A T VIR X 2 HREDO R WEREICE
1 2 ARFNOFE R VL EVEETET. LT,

8 RANC & 2 i MR L OB K N2 3L LT
WU,

9 MR EICHA AN SN2 BE OFIERELSIZOW T,
[17. EREGE ] OEOWNE P L, REOG ML %
EWE T I L 72 LT RFIDALOHEOFENGEIZ D v
TOMEE KT L, BISEEORERNEZTH) L, [17.1.12
ZH]

BEOD

*b.

*5.

*5.



*6. FENUHREE

HER2;BF SEHAHERR S N7 7L 1 I F A UIBE: = i %,
HER2:EFI FEB AT R S W7 B YIBRANRE 2 64T - O E
FE MO PUEME R & OB TBEEZMHT 5,

DS AALSEFRE R (BT | - HER2F5 M 00 iR W) BR AN BE 70 1
1T - PO EEFIZIZ VY A< 7 GEfE TR 2)
EOPEHCBE T %,

A dlE, AR LCTIHLEL, b AV AR T GEIET
Mz [h9 Ay X< 7HEL] & L ClakGEI
I¥4mg/kg (FE) %, 2[8 H DX 2mg/kg % 9045 LA
b2 CLEMBNECEEEET 5,

WE . AN LTIHLE, s Ay XY T GEET
M z) [FI A A< 7HEL] & L TR I
1¥8mg/kg ((KE) % . 20 H LI IZ6mg/kg % 9045 LA
A C 3 I I B C R T S o

B, MEESOFRERRIFTHIUL, 20 H DIEOF S
FEEMIX3040 1 £ CTHEMETX 4,

7. FENUAZEICEET IR

(RhgEHE)

7.1 RFZHGT L5 MSPOBBIZE ) FESI N
FEDENBIZIE, UTOEBVRGTALZENET L,

7010 B5FEH L) LEAMMAORBNLTHRG T LB, Ak
Tld2mg/kg% . BiETid6bmg/kgx %53 5,

7.1.2 %5 FER LV AN EBZ 2RICFG T 58T, G
T G8 (AFETId4me/kg. Bi#ETld8mg/kg) TS
21790 B, WIMLEEIZAH Tld2mg/kg% LARK HET.
Bk Cldbmg/kg % 338 [E @ T 59 %6

(HER2IBRIRIZHOHER S NIELE)

7.2 MitcEYEEIc B TCE, UTOMIEETLZ &,

7.2.1 VEZRBZ 25 5- OB OIS L T,

7.2.2 RFNE T17. BRREGE] OB AL L THE535 2
ko [17.1.10 1]

(HER2BEIFIR R S NIC/BBYIBRT RS ET

)

7.3 RHNL, MoPrEEEEA & OPEHIC L VRGBT, 2 &,
AH & BT A PUEEESEHNZ, [17. BREGE] omEoW
BRBHL- LT, #BIRT 52, [17.1.11 2]

8. EELEANER

(RhgETE)

8.1 LEENHLDLINL I ENHDLDT, KRAFKS-BHETIIZ
F. LI EEOLHEEELEEST S 2 & REFG PITOIE
ROFEHIRM - EEES 20 U CGHE.OEERT (LT
a—5) AT, BEORE (EEEKEE (LVEF) OXH)
EEde) AT L. R 5. LIkl
HIMAZ 8, [1.2, 9.1.1-9.1.7, 11.1.1 =]

8.2 Infusion reaction®FEHIALEESEZ Hig & L /zaifxsE (fie
A% I UF BIBRERIVE SRS BT S A
HEN TRV,

8.3 EHIEEMREENH L bLNL I ENH LD T, MEHE
P R e VB R REM AR 2 1T e & BEORELY T4
By e, [11.1.9 1]

8.4 RENOMHIZH /2o TlE, REI L —fEPEPL TS
FIAVAYT TZAZUVURPNTAYAYT FI
JATH Y EORDEZIFEETHI L,

(HER2IBRIRIZHHESR S NICHL &=

8.5 firansERE (Atk, Bik) . MHEWRED AT L O
PFIEOBEICAF # HH T A 5120, Bl ek ([E#E L
O LENEDOE VKK - @IS/ ERET S SRR EEA
DFFLHEIR DGR 19 &) 2HGT LI L,

9. REDEEZEITIEEICHITDER

9.1 AHIE - IEEEDHDEE

9.1.1 EERDEZEDHDEH
BRERPTEE LV EH SN 2GE2KRE, 5 Lew
ZEo [1.20 8.10 11.1.1 1]

9.1.2 7V hSYA U U RERIDFTEEREDSH 255
IAREHOLEENSD L b v, [1.2, 8.1, 11.1.1 %
jiH

Bk :

- BEDB
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9.1.3 MIE~\BEHRZ B DEE
B~ O HCFHE RS & O fF 20, TR o0 W4 70 5 95
Al 2% E L7z LT, LEEORBUICEET LI L, LA
EEQLEESH bR T, [1.2, 8.1, 11.1.1 2]

9.1.4 DARIEIRDH D BEENIIZDEHEED L HEE
SEIRDEAL T 2 BZNDH 5L, [1.2, 8.1, 11.1.1 =]

9.1.5 E=EBRHE (LVEF) METULTWDEE. J hO—
IVARBEEAEIRDH DEE. BREEXFDEFRIED D
SEE
SERDTEALT 2 BE N D S, [1.2, 8.1, 11.1.1 ]

9.1.6 BENMREE (DEEE. PIMEE) ODBRENIEZDEL
FREDHDEE
FERDEALST B BENDDH L, XIZOALEEDOLEEND
bt v, [1.2, 8.1, 11.1.1 ]

9.1.7 EMEEDEENIFZDEIEREDSH 2EE
IAEFEOLEEDNS L b T Vv, [1.2, 8.1, 11.1.1 &
i

9.1.8 ZEFIFIFIREE (Fhinie. BRSB[EZREFICLD) Db
DEEXFIZDEREEDSDESE
Infusion reaction2¥EHEIL L3\ [1.3, 11.1.2, 11.1.3
ZH]

9.4 &IEgEZE I 5F
RS A A HETE D & 5 M2 id . AFIFE G- K O 54T
BT AL, #YaEEr v b L9 fRET 52 &,
[9.5 ]

9.5 1TiF
Il TR L C W A WTREME D & A LtEiid, iR LEof
WML LR S L HIT SN HGEIC0AEGT 5D
o RENZR BT L 7RIS EAGRAD AR & 72 L OEDT D
bo T2, FAKBLEIBLIEF T, BB - RO
Rax, WBRSEERIE, Hi4 RITEsaE R, BIEomE
BAEEDTD SN E S 2B REEN TS, B
W FEEE (v) 128V, fRgEE (1. 5. 25mg/kgf
¥e5) BHEENTWLY A5, BIBEANOEBEIHE SN T
Wirvy, [9.4 2]

9.6 I
BELEOFBEROBAFREZEOG T ZEE L. BILOM
WX AIPIEERE T A L, B N TOIITRITICET S
F=F1Z% s, b MgGEEFLHICRITT 5 2 L s &
nTwas, 72, BWERE (Hv) 1I2B8WT, fLiT~0R
1T (25mg/kgbUi8H55) 3 STw59,

9.7 IR
NEEEN R E L2 IREBIIERL Tz,
9.8 StnE

RIS OHERE, T - BHREMAE, MM 21T 2 &EFO
WELBIR L 20O EEISRG T 5 2 Lo Hil#E TlaAs
FREDME T LT,

10. HHEEA

10.2 HAER (HAICERTSHIL)
e PRRAEIR - F5 8 5 i

T b7 A LEEDFEBMES AT L

7)Y REANEPHRE SN TV LDOT, FHZ

EETHI L,

W - faBA T
LEEDY X7 %
HEsEsrBLh
NHbo

1. ElfERA

ROBMWER DR H S bbb Z ENHDLDOT, BEE 51247
W, BEDPROSNGAIIERS R P A A )
ExirH 2 L,
11.1 EXIFEWER
11.1.1 DE=

ARG (4.5%) GEME © MR RS, T, B, E
R BE S3FErY oy 7, BT, RMEES) . O
FEY =3 vy GEHEARE) ., MiEE BEERE), OZEiRl
H(0.1%) ORE (0.4%) . GRS BHEEAH) . AREEHR
(1.4%). ik (0.1%) FE2HRE SN T D,

FENRRD S NHAIIE,. BFELEOFERESEREE B
[ % & RSN DA ORI GHkG2 BE L, sy 2
BEITH) T &,

7277 FERAEE LRSI, S A RIE L, EY) 2
Bxfr) 2k, [1.2, 8.1, 9.1.1-9.1.7 =]



11.1.2 Infusion reaction (JHEEAEH)
RFN P G- I3 H 5B IG 24 LI IC 2 X b S b b
Infusion reaction CGEETK @ F&Zh, HEZE BLL. MErE, J&9H.
U, K. O F . BB, BIES) AN40%0 BHEICE
WTHE SN TS (HERBF I DML S N /zinfg AL
FEORKRR) . TS OFERIE, BEIRE~TESETEICAK
K OWMEFGEZH 5 DI T
¥ 7z, Infusion reaction®9H 6. Y3 v s, 774 7%
-, MiEESoOEE LGN (REEY, EEOIME
T, SVEMU ARG RE, SR, PHIREIE, [, B,
IO RT3 . Wi . Wl MU PRAE . MRUERRE . RUR RN 4
JELFVENFIE, Mk, (RMRIES) PEBLIETICES
TeBIDHAE SN T WD, REFEGHIZZNS ORE RO
SN ICIIEHICEG 2T AZE, BB, 20X
3 RIERD D S b BEICB W CHELE S OWE & H W+
BRI LTV e\,
BEDFRO SNGEICIE, B R LE (BERA. -7
T b - BIBREARIVE A, BEGEER, Pl 25 3
CHIOYREE) 2479 L L L IERDSEET S THRED
REEZ P IcEET A2 L, [1.3, 9.1.8, 11.1.3 ]

11.1.3 FEE MM - HEE
MMM 25 (0.2%) . BifRAEE CEEARB) ., %k (7L
F—MEikEx2 &) (0.3%) . SEFFRAREESREE (0.1%
Fii) HOMEENH SPNDLZ EDBH B, [1.3, 9.1.8.
11.1.2 =14]

11.1.4 gmEREA (4.4%) . FFHEGES (6.9%) . MM/IIRE
A (1.9%). & (3.7%)

11.1.5 FFR2 (0.1%#i) . =E (0.1%). FX (0.1%).
FFEZE (0.5%)

11.1.6 BEE

4 (0.2%). HEEE (1.0%) BdobndbI b b,

Eﬁx N

11.1.7 S6E (BEEAN) . RNMERE (0.2%). BFE (HE
)

11.1.8 BOAE (0.2%)

11.1.9 EBFRERE (BEAD])

BEDPED O N3G e ik L, @) 2l (4
A, BIRBRIEGERSEORS . #%) 217H &
EDIZ, FERDEET L T TEEORELY 5 ICBIET S
Z &, [8.3 K]

) FEBUE P THER2 B 58 3L O fE 55 120 3 2 M4 B R S5
[HO407gztBk, HO452g3kEk, H0453g3tEx]. HER2:AFIF
HWOER M FLRE 3 3 5 dE/ R BR [HO0551 gk Bk .
HO0552g3t 5%, H0648gi#tEk, H0649gitEk, HO0650g3k5%k .
HO0659g3tEx. H0693g3tEx]. HER2;:\FI FEH 0HEAT - F3E
FLIE 03 5 EN R B [MKC-454-02:%5%]. HER2
) 55 OB AL FL I (23 9 A % B 5T 14 B R SRR
HER2:& ) 58 B o s B VE L (2% 3 2 i F B sl 4
HER2F FE AL S /- 3008 (v seMpiil) (kg
% EPS IR [HERARER]. HER2:MHF 5B AR S
NG BEA B 2 AT - 50 B 5 2 EE 3L FE
SEE [ToGARER]. HER2M 14 DR E VIR A BE 2 4T -
5 OB IR A3 2 EIM R ER [HUON-003-013%
BR] T OHS A LSRR AR L 72 HER 2B 1 0 3698 B s
RHEZRAEFT - IO - I RE %3 2 [ PN i R 5l
[TRIUMPH:E%] #* &t

11.2 ZDthDEHEA

11.2.1 HER2BREIRIEHN RS NIcEBEELE

W0%BLE | 2~10%F | 2%k A
. o % [SEEGE. AR EE)RM . A
- Vo BRSERR L 9 O | R, LU
i WM SO, BRI N (). B
& N 9
INF—
Tl G| T, FOAOR| I EAG . AL
WACE | (16.8%) | #. FI% .| RE, Bk
R, i
TG AR | ML
s WAL, LI
WIE. Bk
— g?gﬁﬁ&wm\%a
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10%LL L | 2~10% A 2% A HHFEANH]
i AR =
! Vi
W95 . BB\ KB, RE .
& iE N O B[RS FLRE %
SRR ([ BEIR BRI,
ST, HEHE
N ASTHIM,. ALT
JHF ik o
i TLIRTEIN . A R
5, bR
ki BRI, BE| RRERG (&
(31.5%) | ¥, 7|9, S EE %% .
i B I o S N Ui e SN =1
Z O] (20.0%) | HEIIRE, FHA| 955) . HaERAS
3 57\ M. K&, B,
(10.5%)  |MHPESFAE. DU PRI EGSAE |
] B, ROYE

) SEBUHEEIZHER2:EF S8 BL O JEHE 1230 5 % WAk i R a5
[H0407gat%, HO0452g3 5%, HO0453gitb#]. HER2#%H 5
H oL 2 xF 5 Wy iR R [HO551 g3t B,
HO0552g#tl%, H0648g#t bk, H0649g7: k. H0650g 7 5%
HO0659g#t5%, H0693g#kEk]. HER2\F FEH 0 AT - F3E
FLFR R 5 EINERR AR [MKC-454-02:%5%]. HER2
B FEB OB VEFUE 133 2 Bk 5T 14 R B O
HER2:&F S8 O g M 7L (x5 A A 2 & .

11.2.2 HER2BRIFEIRHN SRS NIcEEICHIT DT EYEL

1%Lk b 0.2~1%Aii | 0. 2%l BHEEA ]

Bt D F v, G R T N
"R, g = 2 — s
MR, ASHRAE F—=
REERFE . A
SN RCL N
[y A

A
e

IFSR

T ey RHIRTN

RS, 5%

FNEZ B, T
e PR T B
Bz

OW %, M

ke g HALAE

BiE 4 RGN 9 i

He AL

[ 1IEEN 1) LSRR

i IR B

% ] B, B | g 19k

LS
Al S 5% |

S

R, B

g S AR

3 5

pAS

INDREE, 5

B IRFEAE

KLBE, FEIE N7 &1 N
Vol B
%U

BeJE

M HEIR A3

o I,

Z DAt

M) E., HRIE,
B YT
BIETIG . WA
. 47
IR AR
bR R g
(575, SIHEHE
95, NGRS

ERUCRERES N
TR, iR
fis B IRASP
1L K O 9%
iE . BEEIK.
CRCN ORE N
17Ty
¥

FHE . e

oo, Bt
7. PRI

PAE,

iR NITR N
20N SRR
LY ST AN RS
DN
m. .
N Y TN
T B E S
A

11.2.3

HER2IBRIFIRHFESS S NICBMUIRAELET - B

FEOERE

10%2L k.

2~10%Aili

296 Al

1
A

a2 — N F—

v AIRAE,

RIS ¥

B, TEIR

HALER

Aol e, &

SRR, T
[ N )

&S, HIEE

HALRE, B
Vol MR IR

TEBRaE

By, WAL, A2
SR

FEE

Lxo< D,

S

M, I DA

iR}

ANEZ Y VS

|

FH - RIKTER
A SR

JIINDY i A==N
(23

BRIARE . BB,
. B

A




10%L) L 2~10%A i 296 A
HroLvrFr=r -2
T e T Ty AWA, Pk
EvA=PAOZES
PEo7 . MEJTAE . |FE B, IR, PR, R[BBRIE. &7V
Wil e, )7 U 7 AE. K M7 3 CE. &
iRl ’)'7A1[LH“ b S | N
Z DAt Jeo HENE. PRME. R
‘TFH?HE\ A=
YIE. HES T8
AE. HIB, SEUE

*11.2.4 DALREERICIEBER U CHERIZ M DB IR EE

IEST - BRDER - ElRE

20%Lh k. 10~20% A il 1096 A
AT | T (36.7%) RIRES AR
B 395
Z Dt PEEI&

14. BRALDER
14.1 ZEFRREOFR
14.1.1 RFNOFREEFIZIZ. FTREOMEKEDH 72 ) s
PGB ER ) 2Bl T5 2 &,
C A
x4 (mg/kg)
e mg/mL)
x2 (mg/kg)
mg/mL)

WEMY & (mL) = g

ke)

1 (
JRE LM HETRDE (mL) = fgg
- Bi

| AHE (kg) x8 (mg/kg)

21 (mg/mL)
AE (kg) x6 (mg/kg)
21 (mg/mL)

H A B R i DM Al

HEMH= (mL) =

2 E P HEMD & (mL) =

14.1.2 FEERC
HLZWZ &,

14.1.3 7 F oA ERE L-%E BEESHZ B 720
H R 3 5 K (,ﬁ(ﬁﬁ§(£ﬂ360mg 3.0mL. A3 H
150mg : 7.2mL) ICXDVEMRL T I AY A< T (EsT
HI 2
VR ESFECIREIDY . BEHICHRBEMAIER250mL
WZHERT 5T &,

14.1.4 RKENEFR) I NVXR= " E2EHELTBY,
728, R IR BN AT L.
SrERE T %o

14.1.5 RIS L. B8
BIIIBREET 5 &,

14.2 ERIRSIFEDFE

14.2.1 KHIE5% T N oMERREZIRA L6, EHEHEINE
Az, T RUHERRE ORA ERT, REE TR
BIOR Ui 4 2Oz FARGTh e nw &,

14.2.2 fF & DEEFEZ LV &,

& HRESHK,

RRVASE e
FIEPHR D T TH

R PRS2 2 8 E72,

15. ZDMDEFE

15.1 BRRERICE DL IEHR

15.1.1 BHIFEGICE VN T AY A THGESEHE L0
ety (9211161 A3 %A%, MEREGIZ BV TEIVER X
RN o7z,

15.1.2 ZliﬁUUﬂz@mﬁ]ftﬂi il %Tﬂ‘-)ﬂ L7-8
. E BT (MDS)

15.1.3 ﬁf’ﬁ%%kbfiﬁ?
JE 357
L%

E ) MR E] i
FELIZEDWMEDVH D
<. B aﬁ?fﬂﬁ‘l AT B OBUEN
WCARF Z B LG, € OBuUE RS Bk & I
SRR PR A OFEBRD LA L2 L OHED D b o

16. FE4BhRE

16.1 MMANRE

-1

16.1.1 BEIZSHE
TR & o RAAH R OBAT N A A R o &
(HAN1260 % & E3560) 12, 6mg/kg? A& THEFRS L.
MFPREZHELZ. BONTHEYEHRE ST A -5

) [hS 2 X~ 7 #4511 2lmg/mLOERE & L7z,
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(AUCitn AUCust 2 UFCrnax) - DA -39 H D90%AZ T ] 13

\ﬂfﬂ G [V 1880%-125% D #EEFHPI T 1) . THhH] o [A]
SRR S 720,
KA A o+ BRI OIEWAL S A — ¥
ET = A TR
ks 35 35
19.523.05 19,709.36
AUCus (ug - hr/mL) (3796.479) (3602.342)
18,183.73 18,312.53
AUCus (g - hr/mL) (3647 .479) (3600.430)
127.95 132.48
Crax (ug/mL) (23.840) (21.262)
GRATFIME (R ) )
-o- A#l6mg/kg
% 3 BT o BTN RS 6me kg
—~ &
E‘ 150 2
}D M 100-
ki kY
X100 —Em ?
a2 =
T
4
=

0 100 200 300 400 500 600 700
IR§ ] (hr)
AHNNLIATNA F EIEHED O Mg EHERE (Mean+S.D.)
7£1) Herceptin® CKENZBWTHKRIN N T AV AT T
GEfm Tz ) )

IN\—ETFoE5tF60 - 150)

16.1.2 B[Ok 5Hs
HANHER2EFIZEHIAM BEIHN N T AV AT & LT
1~8mg/kg™ % 9047 [l piifiTE L 72 & & O Mg 1L DL
ToEBYTHolzo FTAY AT TOMIEH D5 DHK
R T, BEREFICI-a S — A Y FNEFILE YT
FOTEM L EENEESEoMnE L ICERL, %
H4lmg/kg™ Tl32.4H. 8mg/kgTII5.5H TH - 720
FLE IR (Cray) (ZHEILAIG ZBIMEN 2R L, 2
77 v A (CL) (E#HGmo Mtk TRT L7z, 5%
T (Vo) Tld, #5-m0BIItE ) ZIidRlo Sk b o727,

WSRO N T A Y X< T OSEYEE ST 2 — 5

b eI Crmax ti2 CL Va
(mg/kg) (ug/mL) | (day) | (mL/day/kg) |(mL/kg)
1 5 19+2.8 |2.4%+0.4 16+3.8 55+7.5
2 3 43+8.5 (2.6=0.7 13+1.4 49+12
4 3 7217 |5.9+x1.5| 7.4%+1.0 6315
8 5 17719 |5.5+1.5| 6.8£2.4 51£6.5
Mean*=S.D.

E2) ARSI N - HERW RS- Fdme/kg, 20 H DL
Fe2mg/kg% MRS (Adk) KOS F8mg/
kg, 20 H PIk6mg/kg% M 1S (BiE) THb,

16.1.3 RERSH
(1) BARANHER2SFIZEHIIEEZISFUZ N T AY AvT L L

T1~8mg/kg® % 9047 M sSiddEA21H B X 0. JA1190

AT AR VR L2l & I (Cow) K ORI

FIEE (Cow) EUTOEBY TH o729,

PATHA- R OFAR K O L 1 b 7 20 AR TRIE

HGw " Chmin Crnax

(mg/kg) | EPH (4g/mL) (ug/mL)
1 4 6.72+0.869 26.7=3.18
2 2 2.14, 24.7 60.1, 64.4
4 2 74.9, 116 134. 220
8 4 200%+20.6 327+41.6

1. 8mg/kg : Mean*S.D.



(2) HERZ:BFE FEHIAEOMMBIEMFEICB T, HEATEH
HEEIGIC T AY A7 L LTS5 E8me/kg, 2
H LLF6mg/kg % 9043 A miid ffds 12 C 3 12 1al4% 5- L 72,
EEIREEIZEL 724 2 VI8IZB W T, BT WIS L %
WIRATIZ X ) B L 223 EhaE s A =213, DToE s
V) /C‘i) D 7:9,10)0

KBGO b5 A X< 7 O3 NS A — 5

" Cmax AUCo-214 CLss t1/2tE
FEB |
el s (ug/ml) | (ug-day/mL)| (L/day) (day)
HAN 3 20319 | 2067=551 |0.171+0.058|16.7+5.3
PASESPN 5 2155 | 2289+297 |0.188+0.027(16.3=3.8
Mean+S.D.

113) EHAH O AR

(3) HER2BFIZIA BF213611C, FT AV AR TELT
#Aldmg/kg, 2181 H PLF&2meg/ kg % 8 1[0 S S EHE L 72
& &, shed¥iEl (FEEE 2> & EHE L 7-HER2MM AL A1 5E ) ~N—
ATA VIEENBMETH LIEFD b T A X< THRINLE
HIEEE (Cuin) 13 RMEZ R TEEATFED 517210 (FHE A
F—%),

16.1.4 BEMEYBIRERERT
HER2:#4 ) 58 B 7LH7 B 47661 (16451 0 Ha IEANHH o 4714 [
S &) IS AV A< 7L LCHEldmg/ kg, 2[H]
H L BE2meg/ kg % 11119045 ] SR fim s E (1661110~
500mgx B S) L2k XoMmiE sz v,
population pharmacokineticsf##T % £t L 720 €7 IVERRT O
ER2-T 28— " XY FPEFIVAGRIRE N, 2 (te)
1328.5H (FEFIFY, 95%EHXR  25.5~32.8H) T
Ho72W HEANT—5),

Population pharmacokineticsf##T 2> 515 57z b T A Y X< 7 O3 EhHE <
T A—=F

Cminim) Cmaxﬁ?4> AUCﬁ:A) ti2 CL
(ug/mL) | (ug/mL) | (mg - day/L) (day) | (L/day)
66 110 578 28.5 0.225

14) AFETHRG L72BOER IR (192038 THE) o FHlE

16.3 910

I\—=tTF*F5A60 - 150)
HER2BFIZEHOBES % 2 TRM L2 X — F~w A2, %]
L b5 Ay A< 7 (10mg/kg) & HEIFHRNEZSG L&
&, MR D EF BN OB IIK D - 720 B Ol
BB 133 G- 2245 I ISR 2 R L 721, IEF AR e
ECCHERS Ly I PR LTI TR O I R L 72,
MERHHEDIZE A LR T AV AT TH 729,

16.5 HEttt

I\—=tFF %560 - 150)

16.5.1 HER2BRIFIRIEEE
HA AHER2MFI FEHFLIE B EI8BINZ N T AY A~ T & LT
1~8mg/kg™ %904 [ sTiiE L7z & &, #5240 R0
REALRO R HEIERIE, 0.01%LL T Td - 7219,

16.5.2 IEEY DR
<Y 2 2SHE#R N5 Ay X~ 7 (10mg/kg) » Hi[m#
WRAIFRG- L7z & &, %5570 £ TOMS DR i & 0v g h
PRI ETENENIL% N V2% TH Y. METENERN
28% K V5% TH > 720 G HT6H T TTIRETENZN
83% . UN12% T 1) . METE N2 I65% % 1UN29% Td - 7217,
LA Ly JRHIIZ N T AV A TIITE A LTED Lo 729,

17. BRERALAR

17.1 B3RO R2ECEY 58

(FED

17.1.1 EFRHRSE M EERAREER
HER2BVEFIIFUIREE 2 R & L ALFRaE™ ORI T
AFNINTFAT/ NA B 203 8me/kgix5- L. 2l
H U1 d6mg/ kg% 3R I8 G- L 720 SO GHT . 3
~GHDHEIZ T 25 L, WHEer ez (pCR) % &F
filiL 720 pCROEFIEIX AHIJ USEAT/ N A A EHm™ BT
TNEN46.8% (116/248(1) 2 1850.4% (129/256%1) TdH
D\ HEREOHEEMOISNEH I, FORE L SN
AR [-15%,15%] OFFANIZE £t WAOFMIEIC B
V% RIS IEAHERR S 7z,

5/8

ARHAUZIAT/SA A EH M) FEOpCREVE (DCRATE®D b 7= B/ )

ESil FATFINA A [ 3 i)

pCREI& 46.8% (116/248%1) | 50.4% (129/256%1)

BRI S BU BEARFIBETA7 6% (129/27101) . JetT/34 +
B3R D T52.2% (145/278%1) TH - 720
RFNEO T R BWERNL, B KUGB8.1% (22/27141) .
PRTEHET. 7% (21/27161) . BRHFRAT.0% (19/27161) . 4F
RIS .9% (16/27161) . HE5.5% (15/27141) . TH#
5.2% (14/27161) TH 729,
H1) RHDNLEATNA A EFEGT oG I2HbE T, F
8 ¥ vV 75mg/m? & WAL G- 5 3240, LI
I3FEC (704 a ™53 )500mg/mi+ Ly v
75mg/m?+ > 7 BR A7 7 2 F500mg/m?) % 31842
Al 5- L7z,
7¥2) Herceptin® CKEINZBWTEBRENZ T AV X< T
GEfm Tl 2z ) HFH])
1£3) Per—protocol Set#l%k
I\—=tTF*E54F60 - 150>
(HER2BRIRIZHOHESR S NI EL =D
17.1.2 ERZE | HHERREER (MKC-454-0255%)
HERZ:BFI B O IR B 2 X R, KH &2 #%5 L7
(1~8mg/kg) ™, FUEBAIROBAEIITEDO LB ThH o7,
BITERZ14/1861 (77.8%) 2B L7z ELEMEHIZ, 3
44 4%, ASTHIM22.2%. WErE16.7%. HEIEL6.7%. FBE
J%16.7%% T > 72,

HER2:# 5 FEBLFLHE £ 1205 2 HUMB AR

5= CR PR MR NC PD NE it
Img/kg - — - 1 4 1 6
2mg/kg - - 1 - 2 - 3
4mg/kg - 1 - - 2 - 3
8mg/kg 1 - 2 1 1 1 6

it 2 (11.1) 3 9 2 18

NE : Not Evaluate JEBIE (%)
FRLI8HIIC B B ARAN OG- X1 ~108 (Fpyefl : 10
H) Thotze T2, BEE (65FLULE) NG Th
Nrolz,

E4) AR SN - HEIEW RS- R 4mg/kg, 200 H DL
M2mg/kgx LE M M BB TS5 (A) KO Rl 5155
8mg/kg. 2IA H LL6me/ kg% 3MH g TS (Bi)
Thb,

17.1.3 'B5E D 1BRGRER (HO551g5ER)

HER2:BF ZEH O snfe VEFUIE B E 2R R I, A % Bk 5

L7z (#1E1250mg. 208 H LA 1Z100mg % 7 H 412 10048 [

5y O SRR REBI43BI > D B ERENLSH] (11.6%) T

%Otzmo

BIVE1228/4661 (60.9%) (23 L7ze EREIEMIZ, &

t1321.7%. FEE1T7.4% FHI15.2%5TH o 72,

17.1.4 ;85155 N 4BRGPRER (HO552g5H5%)
HERZ:BF SEH O IR BB 2 xR, KA E VAT S
F PTG L7 (#1250mg. 208 H PR 1Z100mg %
THEICSHEMAES) #0 FHITBEBI37HID 5 HZERHENLIBI
(24.3%) T o7,

BITER1X22/3961 (56.4%) (2L 72. ELEMERIE., &

JIHE28.2%. FE#18.0%. IEA18.0%. S Tri)15.4%. HIL

BRAELS . 4%5%CTdh o 72,

17.1.5 ;B9 55 M4ERGAR BR (H0B48gEER)

HER2MF SR OB AR /G, AKH & fliofb

ek L B THeS- L7 (WIAl4me/kg. 281 B L 1X2me/kg

AR B TS ). FEFMEN TH LKL ETETO

WHomRfix, 7o I 427 v+ 70k AT7 73R

(AC) PEHTEA9.087 H. ACHMEEAG. 48K H, /827 1) %

X VOREEDS6.87 By /X7 ) & F b )V EARED2.89 7

HTdH o7z, HERZBEIZH O ORGEAEST T T W

ORIl ACHEREECIZ3+EED9 . 050 A, 2+BA%9.11

HHL X7 ) 7 FROVBEBETIESHEENT 140 H . 2+8EH

5.300 HTdH o7z HRIENIE. ACHHHTEA80/1435]

(55.9%) . /87 V) & Xt VP HTEH38/9261 (41.3%) T

&)Of:zbo

EIVERIZACH B CI3122/14361 (85.3%). /8271 ¥ ¥ &

IVBEFHEETI278/9161 (85.7%) 1Z38H L1720 EREIEMIX



ACBEHIBETIZ, F8828.7%., ME525.9%. fE/1HE25.2%.
EE1F23.8%. WEH18.9%. THI18.2%. ¥&HE17.5%. W%
H#E16.1%%, /X2 1) & T VBT, S2301736.3%.
HEJJHESS . 2% FEE29.7%. EE23.1%. ¥HF22.0%. T
19.8%. %9517.6%. WEH17.6%%TdH - 72

17.1.6 /BY L MAEEGARER (H0649g5KER)
BLFHEL~20 U A VAT IR ICHIEDS R0 b N7 HER2:#
FRB OB ET 2RI, RKAIZ2ES L (W
4mg/kg. 2081 B LB I3 2mg/kg % 18RI R IR T 5-) o ST
flE B Cd 2 PIEESHC DV, IT TR 5 4 F22201
D% HLEFHNE34E (15.3%) . FEAHTEEBI0761 0 5 b %)
B1X3461 (16.4%) TH o7z HHESEST T TOMIR o Jfl
133.1% A Td - 72 HER2BFI S DOFLEE R DR SE4T £
TOMB P IEIZ, 3+8A3.37 A, 2482197 AT
HotB,

BIERI1X182/213%1 (85.4%) 1Z5BL L 72 EREMWERIL,
38#436.6%. XE01735.2%. HEJIEE27.2%., WHE21.1%. ¥
JE17.8%. BHFE15. 0% TH o 72,

17.1.7 /B5\ERREER (HOB50g5ER)

(LB ARG OHER2EFI FE I O M FLE B g 2 5h 5z,
AFNE PG L7z (#Eldme/kg X 138mg/kg. 2[01 H LI IZ#
NZNn2mg/kg Liddmg/kg# 1A HFE THRE-) , T
fiTE H T & 2 PUEsE s o v BRI BEF O 2551
4mg/kg—2mg/kghEH37/3361 (21.2%). 8mg/kg—4mg/kg
BEASS/29M (27.6%) Td o722,

EIEH 1Z4me/kg—2mg/ kgl T1240/59%1 (67.8%). Smg/
kg—4mg/kghf T1347/5561 (85.5%) 1ZHHL 720 F 72 El
e 34mg/kg—2mg/kghE Tl MEJ19E20.3%. ¥91520.3%.
EE1520.3%. FEE18.6%%, 8mg/kg—4mg/kghETIE, &
1329.1%. FE#A25 5%, #EJIHE25.5%. WES18.2%. H&IF
16.4%%THh - 720

17.1.8 B5EER1ER (HO0659g5ER) [HO648g:ERD S Dk
HEVEE ARG R 3BR (HO648g3BR) (2N L sk 7L
TR SN BE LD RICARF 2 %G L7z (HHE
B ALEEE, SEREE R ONROVE R & o BT EE) o
ST REBI1556 D 5 B ZERhFL2261 (14.2%) TH - 722,
FRBEMEMIE, MIIRE18.4%, ST01T18.4%. FE#416.4%.
E4515.6%%Tdh - 725

SRR G T+ EE I b S B4R G 5T C I BT 3 FE M &
N7zo RFNER GBI BB T IR IS 5
AR NEBEPGEIIUE SN2 REIERGHE & 14
BHBEOEIZ, T 7 MbD120 BRBICER»OEFL
T D WERE AT L CEM S N 7ze AFI2E G RO W L
TR 5 A4 N M EEB#I1323.6% (367/1,553) T. 14E#%
53 (23.6% [367/1,552]) ICHARTHEZWH TR N
o7 (HR:0.99, P=0.86) 2,

F 72, REMIZOWTIZ, 3,35560 (14FE%5-HE1, 68261, 2
EFEGHEL67301) DR R L S, L — F3LIZ4DH
EHG N OB B O REEREE O EEKHE (LVEF)
I, TFER GBI R T 24EH 5B TIBLER A B W E )
BROLNT [V L — F3XIZ4nBFEEFESR  [EKRSE
16.3% (275/1,68201) . 24E3%5-#:20.4% (342/1,673f%1) .
MESE B SO R VE O e BB ERAGT © 14ER -4 1%
(69/1,68261) . 24EH 577 2% (120/1.,67360) 1, [7.2.2 &
1]

##5) HERAREETIE, IR CIRIGN T THETH -
LRSS IR E 2R E Lz B, M) > /35
HER R E TR £ lem U O B AL R s S
N WEZIIRNRITH - 72,

OIS G E b wv) . HFE. LAt
OWHE (8 O FIEANHE & O L g, T=5
B ERNREE R ) OFSIE. BT GERIER DR W)

11:6)

VR GHE R O BREE O M A= AF I B3 5 A X > D FEBIER O Heik

MERTILE = 1N

i 1 , —F it

FEBI % IR (5B NYF— KR PfE
BUSHIM | e | 1603 | 219 (12.9%)
H i - 0.54 |<0.0001
129 F s | LEREGHE| 1693 | 127 (7.5%)
BISIUIM | g | 160759 | 570 (33.6%)
H i - 0.76 |<0.0001
Sty | LRG| 1702590 471 (27.7%)

TE7) RPHEREIIE, PHBTRRIE R OR. AR ORG % Rk

L729EBIA2.1% (884/1,697) & F iz,

11:8) BB rh 12 HIERIC BT 2T D720 7 v b

7 H L) BETHEZ T ¥ ¥ a7 ERE e
END 720, FEBIEIHENH S o

17.1.9 B5BRERaLER (HOB93g55R)
L EZ3IL Y A Y L EATRIC, BEFED LN
HER2:EFFEB DAL EE 2 G2, ARH & FAErE

(HERSBRISIRI R (AR - BROR
2
17.1.11 ERAEEIEHS (ToGARER)

fbead: L R Ce G- L7z (fHdmg/kg. 200 H DRI
2mg/kgx AR BT 5) . "M RERI O ZELHII1X5/154
%l (3.2%) T&H o722,

EIE12240/36061 (66.7%) \ZHB L7z EREIER L,
BE26.7%. ST1F25.8%. MEJIHEL0.6%. WEAL10.3%%T
Holze

17.1.10 EFEHEEEI4EER (HERASER)
HER2#F 8 O FATn GEFLFE B H T FAlr. 5054080
AT B3k e OV R GRS & 2 25 6) &5
TLREEENRS L L, KHl%WE8mg/kg (AE). 2
[8] H LABE6m g/ kg % 33 [ [ b CLAE R 3% 5 L 72 8 33 248 ]
WG LM, Rl EHRG LR WAIEEE & THMEZ ik
L7z B, AFFEGEHICBWCE, S84 LVEFFHIEIC
O E, KH OGS DI RS S L7z,

TR RS S - BRI R R T 12 F B O R R AT A8
WS A, ARFNER GRS RN T, SRAFICr S
b ANy NE) R ANH I E SN, B, KRS
BU B END S OB MRS O RS OBATIZBIT 5 A4 XN
YONEBIRIE, VERS T 3% (3/41) . wHEREEL3.0%
(6/46) TH o720

HERAGEED 9 b AR G- &1 721,678F1I2 BT, EIfE
HA%60061 (35.8%) 238 bz, TRRIEHIE, HEHETS
B (4.5%) . BEFG61H (3.6%). FEHG8H] (3.5%). Elb2
B (3.1%) . #5516 (3.0%). BRHERET516] (3.0%)
HTHholzo TDH B, KRBRIZSIN L 72 ENAEBI41H112
BT, BWERH2360 (56.1%) (2380 51, EREWERIX
EIEGH] (14.6%). FEHGH (12.2%). HE5560 (12.2%) .
TEIESH (12.2%). INOBEESHE] (12.2%) %5 THh - 72,

6/8

HER2:#F 363 (THCHE3+IIFISHER ) oH#FT - 3
OE T E EEEA IR (LSRR RGH) 584k %
RN, ALFIRE (IR A+ AT ITF AT 7V F
O I Y+ AT T ) LALEREAARA % LT 55
AR R R 2 i L 720 AFNEF)M8mg/kg (RE) . 2[m]
H UL 6mg/ kg% 338 M RIME <. 1baegsh it L RS aEAT
MWREO SN L FTH—ORE - AR TG Eiki L7z, 1t
FFEIL, XY F Y 1000me/mioo ] H 218114 H R 135
HE7vAa 5 2 v800mg/m5 H 5t i ik N %
HE) L3 275 F 2 80mg/miD IR RS- % 33 I [ @ T
To7ze HEEA XY MROTEWES ORI BT, L
SR ARFNIACSRE A T, FEFEEE Th 5
EEGFHMICBVWTHELREENRD SNz, b, 1L
HEEOWNFIIEABIT, IR FE L +2 AT T T »H511H1,
TNFAYT T YN+Y AT TF DT TH o720 ENTIE,
45 (10151)) I2BWTHRY Y E U+ AT 5 F VAl
Sy (AN

ToGARERD 9 BLARKIAG SN 7220460112 BT, BIEH
H328361 (96.3%) 2D SNz TAREWEMIZ, 018601
(63.3%) . WFhERRAFELS7HI (53.4%) . W& 12961
(43.9%) . ERAIRI216) (41.2%) . 578761 (29.6%) .
THISSHE (28.9%) . FE - LRI A G AE 3 HET 261
(24.5%) . TIP4%6661 (22.4%) % TdhH o720 TDHH, K
SER IS L 72 E A EE IS 1601 3V BIVEH AS5041
(98.0%) 1ZFBD AL, FEREIVEF I ARAIRLSH) (84.3%)
L1 (80.4%) . BRRBEREESLBI (60.8%) . I rRERIKA
JE30B] (58.8%) . MEM:-29%1 (56.9%). #5729%1 (56.9%) .
42661 (51.0%). L% - < 92061 (39.2%). T4 - &



JRFER A SEBEREL9F] (37.3%) . FEFA186 (35.3%)

HTHol, [6.4. 7.3 3]

F9) 7Fa T VIV OMOPEREER] & O HIZ B

LEINAZHYE: - HE : 7v+aw o2 0LE LT, @
WAL H5~10mg/ kg% M P E B A & ORI L.
HM G 28480738 0, O HEkrIZHEL
~2[ V%,
HALCEHT A6 7V Far 5y )b LT, @
W A1 H5~15mg/kg% s A5 H M H 1 H 1[0 #RA
WS S a5 0 LAE5~7.5mg/kgZ R H 12
THLEFERIRN SRS O THEET 5 2B, Fi.
JERIC L ) W E RS %,

g EF I o Kaplan-Meier i

1.0 =
1 5= — (R R T AV AT
- W e bk
- "
PR - N 1B (95% (IR
% 0.5 oy 1 0.74(0. 60-0. 91)
w . P=0.0046
- 'l-‘.-
i
'\--..\
- kN
-t 111 138 ‘-....\".l'.'" llllllllll
0.0 1 1 L L] 1 1 1 L] L] 1 J 4 J 1 L] 1 T
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36(H)

<URTERDREE>
{LiE+ 294 277 246 209 173 147 113 90 71

:IZ’Z?‘/;;; 290 266 223 185 143 117 90 64 47 32 24 16 14 7 6 5 0 0 0
(DAEREERICEE U THER2B LD AR EE L E
17 - BROER - BEBER
*17.1.12 EAE IEEER (TRIUMPHELER)
{bLEHIREIE O & % O HER2BS 1 O G BR AN RE 22 4T -
SO - R RETED 3062 6 RIS, A E LY v
T e TG L AANZWESmg/kg (AE) ., 2@ H L
Febmg/kg, VY X< 713 #E840mg. 20 H PLE420mg
Z 3B RPE TG L. BT R R 1 2R 1235
% F THkfe L7z FEFHMIEE CH ARECISTver. 1. 1123
O BB S E R E I X BB [95%EMEX ] (X, I
Sk 2 W 7oA THER2B M0 BE 4 T1229.6%
[13.8,50.2] (8/27f). MMMtk % F\v: 7ok CHER2P 1
D HBEETIE28.0% [12.1,49.4] (7/2561) Td -7, H
ERZ24/3000 (80.0%) (ZFH L 720 FERENWEMIZ, 1EA
WZPES BUG14B1 (46.7%) . THILLE (36.7%) . 1445
(13.3%) . #&EER3G (10.0%) Z%TH o7, [5.9 ZH]
10) 7 oAb E ) I VU RMEMELER, A X)) S5 F
Yo AN T YRR KON B B gl A T
Z#Hk (EGFR) PURESE (v ¥ ~7 2033 =
VAR 7)) IRIC IR O EBZ I HAAN S N7z
BB AR I B VT RASEIZFEAERTH S Z &
HHEFR SN TEB Y . A2 B ik %
WAL LD U oWy Fiii 7o 3 B E DR G
EENT, BB SRR VRS RIS
EHAANDS NI 27T B DFISHERETH Y . 9
+ ., THCH: 3+ K U2+13 F 212301 K U4 T - 726
R AL % F V72 - HER21Z 2 W CTIHCHES+ X
FISH&ZE R E
MR % V7o - ki Y — 7 = v — T
HERZ2E(EZ TR GEfzT 3 =552 400 E) »o
RASHZ T B4R (cell-free DNAIZBWT, s
N7 b HEOE CEET AR 5 RASHEIET
EROEEHB0%LLT)

56 43 30 21 13 12 6 4 1 0

11

18. ERhEIE
18.1 {EFE#R
REEIIHER2IZHEFRAVICH & L 728, NKHI., HERZ/EH
Ml & L - PR e 5 45 (ADCC) 12 & 1) $ilE
Beh R ST 5229,
F7:. HER2DFEZ T &5 2 L2 & b fiffatssgs 7+
AR L Z O fE RARIE AT FE 09 12 M 38 5 % 0] 3 5
EOWFELEZ LN LY,
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(CEED

18.2 HER2#ES1ER
iz My NHER2K CHER2E 3 H v b 298 W o kSK -
BR-3D A THER2IZA LTy SB17/3 4 A B GED L [
TR ORABAEZ R L7230,

18.3 fMAEIESEREE/ER
HER2EZEH v b SLEMIPARRBT-4741 2 AH] 3 JetT/854 F
PESEGHED 2N L. SH MR L /2. AEEx+
HIE L7ze TORE, AT/ F RS & [ OMIHL
b A S N DA

18.4 JMKFIEMRRISS1ER (ADCC)

18.4.1 EAIB & U CoRM MBI Z . =AM & LT
Calcein AM% & 57 LOIY iA F 8 7-SK-BR-3%{E& L 72
By REDULTBATNA FEIEMTY 2R L. 4RERIEE L
720 A )Y =T v A12L 0 ADCCHM: % ll5E
L7zo FOREH, AT A FEHGFE & FEDADCCH
‘Ié%% Lf:(ﬂ)o

18.4.2 TEHIMINE & L CHlfsT-#H 2 Jurkat THIRE & . EEA9HE
& L CHER2EFEH b N B HIARNCI-NS7 2 (R A& L 7274,
AREN AL AT NA FEHEGE 2/, vy 75—l
= —=NAFT7 vt A125 Y ADCCIHMEEZME L7z, Z
DRGSR, SEATNA FESREED L RO ADCCHEM: 2 7R L7230,
7£1) Herceptin® CREISUZEUIZBWTER SN2 b T A

VAT (GRETHIEZ) 35D

I\—tETFF51FE60 - 150)

18.5 FEEEMR
HER2E B O X — P~ 2 Bt s 3L (MCF7-
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