% % 20254E6 H 2ET (BE7HR)
% 20244E11 A e aT

MHER2® EMEE /70— FILHiF REBEESH
hSRYZI T (EEFHEIRR) RE
IBE TS

N=1T'F24::5m60
#1)HER? : Human Epidermal Growth Factor “-tjo*y@;’iﬁ"lm'lf)ﬂ
HERCEPTI N®for Intravenous Infusion

Bp % 2~-8CHEF
ERER 448
Ay R B

Receptor Type 2(& I L H 885 [N T 4542
AL BIFR ¢ cmerbB-2)
TE2)IEE - RS OL LI LV ERT 2L

BFEEmasgEs
874291

FE5THI60
21600AMY 00065
200448 H

TS 1150
21300AMY00128
20014F6 1

CHUGAI

ova HL—7

ARES
BR7ERAE

1. BE
L =

1.1 XEZ2ECHPAEEELL. BREBFICTIHICTE 2EER
BRICHEWVWT., PALEEERICTIBME - BERZFOEMDD
ETXEIDPEY EHB SN BERICOVTDAERT 5 &
i, RERBICEKILD. BEXE ZOXEKEICHEMHERVOER
HE+aHBAL. AEZELPOEBRETE L,
2 DRLEOEELRDEESHS5HI, RTICE- B HE
EhTWVWBDOT, LIFAFIREFMARIICIE. BEOOHEETE
RWEDE, £ FEFBESPIIEEOEERE (DT 2%
ZITVEBEORRE (EEREZE (LVEF) OXEZED) 2+
PMIBET D EFICUTOREZIC OV TR, DBRERE (D
I3—%) #8AEICITY Z &, [8.1,9.1.1-9.1.7, 11.1.1BH]
TR IHA 0 D REREBREROEERIL T DORIEERE

—_

NH5EBEE

- EARERE REPOBRE

CDAREIERD H B BE

- BEIRARE (OBEE. HOES) OBEXEZOBEED
HBBE

- ESMEEDBERIEZOBREEDSH 2 BE

.3 AENR 5 R IAEIR S FRZ24BFENUAICEH5 DN B
Infusion reaction®> 6., 7+ 71 7%>—, HEELEDEE
HEMER (REXEE. EEOMEERT . 2R EERESE)
PRERBUETICES B EESINTWS, Ch 5 OREIMEAIL.
FFICREBFITIREE (Exfs. BIRGBEBEZEICLD) OHE
EXZZOBMARNDH D2EFEICHVTEELLR®PTVOT., &
HEOREZTHMBHEL AP SEEICKRET S &, [9.1.8.
11.1.2, 11.1.388]

—_

2. 2R (ROBEICIIB/ELEVI L)
ARH DB HE LABBE BRI D b 5 %

3. HERK - MK

3.1 #

Wi5e% | N—t 7T Y iEFH60 IN—t 7T ESTHI150
1NA T v 134 7o

BB | Ay AT (Blnfiifk2)® | b7 2y A7 (EETEz) ™
60mg 150mg
1NA T v N 7 ovH
Moo= 2KHY  54.48mg| LT —AKAY  136.2mg

TRINAD | L-e ATV VIR AY 1.34mg | L-L AFY VHEBOKA) 3.36mg
L-kAFT 0.86mg|L-t AFV ¥ 2.16mg
RV R= 120 0.24mg | &Y V) R— 120 0.6mg

W) AFNE, Ty A == ANARY —IIEMEE W TREEI NS,
BLETAEOR M & LT S HBRES (T Y) 2L
T,

3.2 HWEIDOMER

WiTE4 =TT SO0 | =t T F 150
FIIE ESFH] O 7 )
Pk I~

B (H BRSO H £ B AR A T

1.0
(EREERIT A1) | BER)
HRES AR IS B OTEIRIETRED £ B D)

EHELT PR ET 5, B~

Bk -

Ek EBOWCTH 2.
pH 5.8~6.4

ZiEE 55~70mOsm/kg

4. RBERIIFHR
OHER2BRIFEHR HHERE S h /-3
OHER2BFIRIMHFED & W BB TEE LET - BROBRE
OHER2[Z 14 DIRIGVIBRAEE & &EIT - BROMERERE
ON ALZFEERICHEE L Z-HER2BZIEDBBYIRTRE L ETT - B
ROKE - BERE

5. REER IR ICEHET 5EE

(HER2BRIREH HHER & h 72317

5.1 HERZBFIFEBOMANL, 57 % &8 & A7 3 % i BLEE ST A ft
RIZBWTHERT LI &,

(HER2:BFIRIE HHERE & h - ABYIBRTRE AL ETT - BROBRE)

5.2 HER2BEFIFEBLOMATL, 57 % 88 % A7 3 % i BLEE ST A fit
RIZBWTHERT L2 &,

5.3 AHNZ X AR E OB K O &V L T e,

5.4 FEAHHISNC BT B EIEHAL, AAEISE B L C T17. BRIR G
DOHEOWEZPAL ., MICEEFEORINEITH 2 &, [17.1.108H]

(HER2[5 M4 DIRAYIBREE 4 1T - BROMERIRRE)

5.5 T kEER A A T A WBE IMA I BT A MAIC LD,
HER2FG AR S N7CBE G T 5 2 & MAlIZH 2> Tid,
KRS NI EE G SOIERESR T Wb 2 . BB,
HKFR S AR W R 38 i DS R IS B 3 B 1 U D » T
X, Do =794 M6 AFWRETH 50
https:.//www.pmda.go.jp/review-services/drug-reviews/review—
information/cd/0001 . html

(DAL TR ICHEE U ZHER2B M O EBYIBRATEE L 1T - B
Dtk - Bl

5.6 T kEER A A T A MBE IMARR I BT AMAIC LD,
HER2FG AR S N72BE G T 5 2 & MAlZH 2> Tid,
KRS NI EE GO EFRESR T Wb 2 & BB,
HKFR S AR T R 38 i S R IS B 3 B 1 U D »W T
X, Do =794 M6 AFWRETH 50
https:.//www.pmda.go.jp/review-services/drug-reviews/review—
information/cd/0001 . html

5.7 RASHEIGZTZE R ED BE 0§ B AH O H LN 0% 4k id
VAN GRS

5.8 7 v LY ) I T Y RPUEREER, A XY TITF I ROAY
T VIERE AR X B ERBE O 2 WEEIZBU A RAOR
WME R O R IEREST L T,

5.9 KHNZ X B AMHMIHRE OB K R &V L T e,

5.10 ERREBRICHLA AN S N7 B OFNGHESEICOW T, [17.
WEIR G | OTHONEZ I L. KFOEMER V2% 55
(ZHR L7z BT RHNDSL DGR DO FERE IOV T D EE ITIRET L.
BINEZOEIREZITH 2 L, [17.1.122H]



6. BERUH=E

HER2MF SEBATERL S N7z LR I ZAFDLEBEAR T 5.

HER2MF B AR & N7 G WYBANBE 2 47 - FFEOHHICIE

R D PLEENEIESEH] & O TBEZ T 5,

HERZ2FPEOMRIG VI BEANRE 20 AT - TR OMERIIE I P2 &

W L O TBEERMEHT 5.

AR AALFHR R T | - HER2IG ML 1B VIR AN RE 2 HEAT - F38

DRl - BRI E~ vy A7 (BETAHIRZ) & OPHHCBE

=Y %,

A EE. KA LCIHLE, PF AV AT (Efn TR
Z) & LTYEEGEICId4me/kg (RE) % . 200 H DA
132mg/kg % 9045 Lh_ AT C 1A [ i B C it 3 %o

B lE. AWK LTIALE, 52y X~7 (s Tk
Z) & LW GRCE8me/kg (fKE) %, 200 H DI
136mg/kg% 9053 LL_E 223 T 3B R C M EHE S b,

%B. ARG OREMDEBIFTHIUE, 20 H LIPS X

305 M F TEMTE %,

7. BERUVAEICEEY 55

(HhBELYE)

710 AR EHRGTA25E12, Mo20BHEIZ L) FES NSNS
ENEIZIE LTOEBVHEGTLIENEFE LV,

7010 B5FEH L) LAMDNOENLTES T 51X, AETIE
2mg/kg% . BiETId6mg/kg% %59 50

7.1.2 5 FER L AR Z B2 7-3%I12%5 7 5513, Sed Ty
#58 (ATld4mg/kg, BIETId8me/kg) TG %2175, &b,
WA DIREIZ A Cld2mg/kg % LA FIRE T, B#ETld6mg/kg% 38
M TS5 %,

(HER2AFIR|M AT & h /=278

7.2 WHEWHREICBWTIE, UTOMICEST L L,

7.2 VERMZ D5 ORMER ORI L Tk,

7.2.2 NS T17 BRG] oBEEZSML Ecbds 2L,
[17.1.92]

(HER2BFIRIE N FESE S h /- BBV RE L ETT - BROBR)

7.3 RHFNX, MoOPrEEEGA & OBHICE VBT 52 Lo AHI
EPERY A PUEMEES AN, [17. RIS ] OEOMNE % 2L
72 bT, BIRT A2 L, [17.1.102K]

8. BEELEXRER

(haEHE)

8.1 LBEENDH HLNDLZ EHHDHDOT, AEFEGHMBRIZIE, 49
BEOCHERBE MR T 2 2 Lo ARG PILOERDFE UKD - &
TSRS UGB OB (O 0 —5) 217w BB OIREE (F
FEHEE (LVEF) OZ )% &) & T2 Blg L, e, %575,
HHLWIEHIEEHWT A2 &, [1.2, 9.1.1-9.1.7, 11.1.1z#]

8.2 Infusion reaction®FEBLNLEEESE % Hi & L72Ai#E (Jte A4 3
YA RIE EE ARV E CHIGE) BT 2 AR S T v,

8.3 B HIEREBEHENDH S bN DL END LD T, MG PERLE
FE R BRI 24T i & BEOREY T IBIgET 52 L,
[11.1.951]

8.4 RHIDMEHIZHIzo TE, RH & —AVPEML L T A
VAT ZAIVVUROPNTAVART TNIATAHAVE
O #EZNFEET L L,

(HER2EFIFIRHHERE & h 7-3Li8)

8.5 MrmIEE L (A, BiE) . ifadEWitiko AN Ui 7L
FEOBIEICAHK 2 A 2B &, BESCH ([E Lo LB o
T VARIKGEEE - ISR SRR AHIH BN O LIRS
| VY &) 2RGET LI L,

9. RENEREAI2BEICHT IR

9.1 BHHE - BEEEFDH 5 BE

9.1.1 ERGUEEDOH 5BE
HRERLZREVEHI SN AL ETHRE, G LewI L,
(1.2, 8.1, 11.1.1Z#]

9.1.2 72 b YAV ) L RERORIBRED & 5 BE
IAREZEOLEEDND bR T e [1.2, 8.1, 11.1.1ZH]

(2)

9.1.3 BWEAKSREBHEFOEE
B BB~ ORGSR ST & o B R 1E, HH o 8] 2 G5 Tl %
HELI LT, DEEORHIIHET S L, LARFOLEE
WHLHLNRLTV, [1.2, 8.1, 11.1.1&H]

9.1.4 DARIERDH 2 BEXIZZDEEREDSH 5 BE
JERDEALT 2 BZ N H 5. [1.2. 8.1, 11.1.15H]

9.1.5 ZFEHZFE (LVEF) AETFTLTWAEE, J> FO—ILAEE
BAERODSH 5 EBE. BERLEXG VEABEDH 5 BE
JERDEALT 2 BZ N H 5. [1.2. 8.1, 11.1.15H]

9.1.6 BEIRERE (OHEE. HESE) OBEXXIIZOBREED
HBEE
ERDEALT 2 BEZ MDD 5. L OAREZEDOLEEDRD b
30, [1.2, 8.1, 11.1.1=M]

9.1.7 BMEENDEERIEZOBRETFENH 3 BE
LAREHEDOLEENS b T Vv, [1.2, 8.1, 11.1.1%]
9.1.8 REBFFREH (M. BIRBEBZICLD) OH2EH

XIZZDEEEEDH % BHE

Infusion reaction?’EFEIL L3 vy [1.3, 11.1.2, 11.1.35H]
*9.4 £HEREEF T 5

TEURS 2 WREVE D & A L IZid. ARFI G- L O e de 51277 R

BN BV RT3 2 B M OV ) 22 BT 1 C D WG 2 &

o [9.551]

9.5 1T1@

TR SOIEIR L C W B etk H 2 etz i, H# EofEEA
faltEx L2 EHBF SN2 EICOAREG T2 L, KAl %
S U7 kBB E 72 L OMENR D D, 7o, FIKED
ZHEILERT, JBE - IrERBoBALE, BRETEE, Ht
VRN ET EE R IR R ORI A 2RO S B TICE 5 72
Bl s STV b, BIIEER (V) 1I2BWT, JafkEE (1, 5.
25mg/kgAEHT) G SN TV 295, JEIEAO BT HE &
NTwiwv, [9.450]

9.6 &1L
G ORGSR ORISR BOE W% FE L. 2O U
FIEEBETT 52 &0 B FTOIANBITICHET 27— 7 13225,
 MgGIZRELFICRBITT A 2 LB ME SN T b, T2, BE
B (Fv) 1B, FJ~oBIT (25mg/kg G G) AiHiE
ENTV2DY,

9.7 hRFE
MNREEZNRE L 72 MRHERIIFEE L TV v,
9.8 mknE

FHOBERE. T - ERRRERAE . MBMRAE 21T 7% EEF OREL B
B D HEEIIG T 5 2 Lomind TR PET LT b,

10. 4HE{EA
10.2 BRRE BHAICEBTSCL)
FAGE |Gk EEE | BT - e T

Lo E O FEBIHEE DS | LIEED) A7 2 Hiik
TYRTHAT) V| ERT LI EPRE|SELBENND L,
X Sl ENTWDHOT, I
WCHEET L &,

1. BER
ROBWEH B S5 b D Z ENHDLOT, BEL 5TV, B
HHRD BN A S A kT b S A ERIT) 2 &

1.1 EXLEIER

1.1 DEE
ARG (4.5%) CHEM%: - MR PRSE, ACREMp, mokEs, ek - 28
S3F v 1y 7 BRI R M RIE S ORI S 3 v 7 BEEERIA)
JlivENE CREEEA) . LEREETE (0.19) . OHIE (0.4%). LS (M
FEARB) . AEEAR (1.4%) #0R (0.1%) At snCnd,
BEDRO LNIHEICE, HE EORREDGHREY B2 &
HWF SN DHE IO AT RE L, @R RELT) 2 &,
2L ERPEE ARG, S AL L, #Y) e LE & 1T
)2k, [1.20 8.1, 9.1.1-9.1. 78]



11.1.2 Infusion reaction (AHJ%ANI)

ARFNFE G- X2 G- B AR #2240 - LA IC £ < & & it A Infusion

reaction CEEIR @ F&#L, FEFE, HLO. WEM-. JE. B0H. U ©

T, BB, WIES) 40D BEEICBVTHESNI TV

(HER2:8F 56 B 25 78 & M7= U FLIE O ARG o 216 OFEIR

W S EER R~ P T RICARFI ORI GRS S b e,

% 72, Infusion reaction®H) b, Y a v, 7+ 714 5F—, Hfi

EEFOEE ZEER (REEE, EEOMEAT. 2k

fEEREERE, SEDR. PHMRIE. Bog. T, PR, ME. W

WL M TERE, WNEERIE. MRS, JRCEPERTEE. Bk, (X

BEFIES) DEBHLIECICE > MG SN Tw b, KHEFHY

FIZINSDEREFEDO LN EIZREL IS 2 HhIET 52

Lo BB, 2O BIERDD S bNERIIBTHEG O

T fIWrd 2 FEEEIRET LTV,

DO SN2 HA I, MR E (BERA, -7 T=A

b BB VE CH RESEREH], Bl 25 X CAIOBG4)

ZATH L & QIERDMIET 2 £ THRHEDORELZ 5% T %

Z&o [1.3.9.1.8, 11.1.3&%]

11.1.3 BEMMX - MES

FIRMER 25 (0.2%) . FlififERE CBIEARI) . Mgk (7L F—1k

i &te) (0.3%). SVEMAGERERERE (0. 1%Ai0) FEokif

BEENHSDLNLEZ DD D, [1.3. 9.1.8, 11.1.22]

11.1.4 BIMERRD (4.4%) | FFRERIRD (6.9%) . H/IMRES (1.9%)
Al (3.7%)
11.1.5 FFAR£ (0. 1%A:0) BIE (0.1%) FF% (0.1%) . FFEESE (0.5%)
11.1.6 BEE

A (0.2%). BEEE (1.0%) 2"d5bhb I eddhb,
1.1.7 BE GHEARY)., BOEREE (0.2%). BZE EEARD)
11.1.8 B (0.2%)
11.1.9 EBREERE (HEAD)

BT NI A NI G- & Rk L i) 2 U (A 3 AR

R BR MUE G R S O P 5. BITEE) 2479 & & 12, FERATH

Y5 FTREOREZT5IBigd 5 2 &, [8.381]

W) FEHAE I IHER2BEI ZE Lo JEEE 23 2 i R AR SR [(H0407g
bR, HO0452g78ER, HO0453giAbR]. HER2BFI FE B O 4 7L
FExF 3 ARy R [HOS51gitli%, HO552gitl% . H0648g
AEE, H0649g7Bk. HO0650gitE%E. H0659g7 5%, H0693gik
5], HER2:EFIZEILOMEST - FFFINE ST 2 EIPER R R
[MKC-454-0235%]. HER2#BFI FEH OIS I3 53
TEWRSE R ERIRHER, HER2BFI IO I3 A HH
AR, HER2\BRIFEH MR S N30 Ul iii:)
W29 A EIRS I FE SR [HERARER]. HER2:BH S A HERR
SNFHBEIBRAHE 2 HEAT - FFE O B3 2 FERS L F R
[ToGARER]. HERZBMEDMRIGYIRASEE 72 AT - FREE DMK
s L k3 2 IR R AR [HUON-003-015388%] K UNhTAAL
SRR I L Z-HER2B 1 O WGV AN RE 2 (1T - FFFED
KB - R  B EINERRRER [TRIUMPHRER] % &,

1.2 ZOOEHER
11.2.1 HER2BRIFRIR AT S h /-4 ILE

10% VL E | 2~10%ATifi 29% A it B EENBH
T T BRI, AR EERH.
N VLS. . A% 5 |R R
RATHER BEBERE., =2 | >R, IR, | L0 K.
R
oo TG T, FAOR| L . T
Wi i (16,85 DA%, |(LRE. B2%
%) . Wi
M. . R
s WAL, B
B, B
TR, k. W
I 22
iR W, St
. 2= B N = I
JiiiRY3 v

10% 2L E

2~10%A i

2% A

BT

]

%, BE
fE . N0 [E

KLBE . B W2
BEJE 9& . BEIR
IR 2NN
FEIT

JFF ek

ASTH .
ALTHN

il

L AL
%, BREE

Z DAty

%% (31.5
%), HEIE
(20.0%)
957 (10.5
%)

EORTNIZSTN
LT
i MEJIAE
AR ]
i AR
JE . TR

ERGEREG (5
95, SRIREE 7%
IS
JE g 5) . Mo
AU B
WA R
JEYIE . BT

1) SEHHE IZHERZEFIFEBLOMESS A3 2 iy iR R [(H0407g
B, H0452g7b%, H0453gitbk]. HER2MF FEIH O kFL
FELIT A MR R R (HO551g3k8k, HO552g3 k. H0648g
B, H0649g7# Bk, H0650g# Bk, H0659g7tEk, H0693gt
B7). HER2MFEIFEHLOMELT - FIEFLMEH T 2 BN R R
[MKC-454-02:85%&] . HER2:BHFIFEH i VAL 1209 2 L
T I R SR % OHER 2B R S O g VAL 1SR 5 4
JABCRE A % & e,

11.2.2 HER2BREIHIM AR SN 7-ZE IS 1T 2 EYEE

1%Lk b

0.2~1%A:iil

0. 2%
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LR E
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D F . G
5. IR, 1
M. ASIRAE.
LUSCIE SV
Ty D DI,
LR
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2 —HNF—

HILE

Eby TR
Mt -

FIP g8, 5
THILA R

FIEERE.
fER . H

FANEEE, O
JiE P 5
1% Bl
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B

Fen ML AR

UIPZAR:
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ETh,
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ERUAE
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X E
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NFN PSR
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o
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i

INDY N

UINTE N
J& F R
JE s
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HEIR A

Z DA

HEJJRE, TEIE,
NN
BIEA . WA
. A>T
I HRRE A,
IR B G
(B g, BHEA
%5, MNEEAS)

AL FEIE
TR
LN OIS
N AP
GERLTN TN
LT NVL
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I A
BRI
Ji5 e 2%
e, FHi

W, FL
NN N
VUBCHE. i
. AR
. i, &
T KGR A5
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SN

.2.3 HER2BRIRIHFED S N BRI TRE ETT - BROBERE

10%2L k. 2~10%A: 1 2% A1

S — TS REEEE RO T, [BUE. FEIR
\9’—___

LRI EF

AIRAE, $HIEHE
L MR, 5 IR
B,

T A

HILAER, O
WEZHE, WET
L

L 1=

HILE

& ER G
TEER % %, WAL,

2 ST PEA L




10% L4+ 2~10% A 2% A
A Lo, & |BBk. IF0
I i
MM ANEZ OV VRS
FE - BIE|ORLEREE. BLEE. JRIFE
B BRI NORE, 5895, KN
SEGERE |RR
ByLTFoy s
Mk T Ty AR,
T aINY —
P57, M| B, SR, Bk, K 1B B, K
JiE KO | U AlE, KNI A T IV T I U
2ot GORE . ARE | MUAE, FAGEKGY, HEE, . ARERN
A TG, AAHERAE, 5
L7 F = VIE. RS
YUSE, HWG, BEUE

11.2.4 HER2[GHEDIREBVIBRTRE L ETT - BROEBRIRE

30%LL L |20~30% K 20% it
— N ZE. EIEFRE.
M, FARAR
)% v U SIS, R
I RIBESE B FE 3
Fm B BLEsE
JFF I ALTHn
i1 VRN
JiR7E3 ) ¥ SERBOA
R, R AR N, B
2ol PEEE, &7 FEE, AR VT T 4

V73 VIME M i LR K
FEERM

11.2.5 P AILZEERICHEE LU ZHER2GHE O BETIRA
BERETT - BROKEE - ERE

20%2LE [10~20% A 10% A
THALE: | TH (36.7%) | 1A 45 AR
B 3
Z oA BRI

14. BRLOZER

14.1 HAHAREOZTE

1411 FHIOF BRI, TROFED ) OHFTAIZ X
D BHILERREM) BEHNT L2 L,
CAE

BE WEIOE (ol) - TR ;ﬁgimzjm%g/k@
DEIHLE RERDE (mL) = E %g)(mx;m%g/k@
- B

W HENDE (L) = E éligimzfmgg/k@
MBMKE HEHYE (mL) = 1$E21(k<i)lg/><nfu(mg/kg)

14.1.2 FEEHICIE. HREFHK, HEARAERRIIHE
FHLZRWZ &,

*%14.1.3 7 FUBERERELLEG, KOERENEZ

72, HIRES SO H A B AR (ESH60
3.0mL. EHHI150:7.2mL) ICEVEHLTETIAY X
<7 GEETFHIRZ) 2lmg/mLOJENEE & L2, LEE
ZEHHECHERY . M52 H R AR AT 250mL I 7
Wynrz &,

14.1.4 FHNIR) VY NVAR—= b E2EHFLTBY ., {A2ERT
Wi, RREEE O CEBERM L. IRIZEE A D F
THABERES .

14.1.5 ERELL . AEBIEEe IS 28, 72,
FRIIBEHET 5 2 Lo

14.2 EHIRSEOZE

14.2.1 KHNEB% 7 R BB A RS L6, BEHEED
2 DH720, 7TNIHEEREDORGZ#IT, RFE TR

(4)

RS O Ui 7 4 % v 72 FRR 51317 % v
Zk,
14.2.2 L OREZ LV Lo

15. ZOMOEE

15.1 BRER{EA ICED 153K

1511 RFPFEGACE DI NI Ay X~ THUES B L 720
W (92160 1B0) A A%, URHEFIC BV TR
RO LN D57z,

15.1.2 A5 & oy % 6F 5 L2 Bmic. 2in
MR, EREIEEAEGERE (MDS) 2354 L7z & oiEH
Hbo

15.1.3 MR AILILEGRER I T, B8IH 2 A3 2 thobiE
PR HNCAH & BRI U 723, & O PUEE M AR5 41 B Ak
EHE LSS BT R OSBRSS B L 7 E o
%5 o

16. EYENRE

16.1 MAiRE

16.1.1 BEZ 5
HAANHER2BHF ZEHFLIEREIBIZ D T Ay X< T & LTl~
8mg/kg™V & 9043 [ BiGEHE L7z & E MBI TOESBY
Tholze NITAV A TOMFET S DWHEFRILERC T, Bk
BRI 28— b A Y FEFNE L TIO TH L7220
FHEoOMME & IR L, &5 81ng/kg™ Tld2.4H. 8mg/
kgTIZ5.5H T o 70 ImIMIEFIEE (Crmad) (X = ILEIM 258
EmZzRL, 20752 (CL) 3% 5EOHM > TET
L7z0 %R (Vo) TlE. 5 ROBIIME ) 2080 S d,
I ZITIMAE A= A L 729,

ARG HZOMED b5 2y X~ TR

(peg/mL)
200
—e— 1 mg/kg (n=5)
150 F —=—2mg/keg (n=3)
——4ng/kg (n=3)
% —— 8 mg/kg (n=5)
th L mean+SD
" 100
|3
50
(U
0 7 14 21 (day)
Bh% A%
WA 5RO b5 Ay X7 OEMBE T A — 5
5w s Chnax AUCins tiz ’ CL Va
(mg/kg) (ug/mL) |(ug - day/mL)| (day) |(mL/day/kg) | (mL/kg)
1 5 19£2.8 6615 |2.4+0.4] 16+3.8 | 55*7.5
2 3 43+8.5| 154+16 |2.6=0.7| 13+1.4 | 49+12
4 3 7217 544+68 15.9=1.5] 7.4+1.0 | 6315
8 5 177+19 | 1,261£330 |5.5£1.5| 6.8+2.4 | 51+6.5
mean +SD

W) KRR SN - RS E4mg/ kg, 200 B DR
2mg/kg® M1 5 (AL) R OWH 5 F8mg/kg. 2[1 H
Dkbmg/kg% 3B E 1 ¥ 5 (Bik) TH 5.

16.1.2 RIRIR G5
(1) HARAHERZ2EFSEHAMEZIIFIZ N T AV A<vT L LTl~
8mg/kg™ % 9045l M EHER21IH B X b . BA1[EI904) A iE

DR LAz &, MRS HA3H HIZBU 2R (Con) KO

EIMETEE (Cow) BUTOEBY) THo727,
FAGEH: G- D AR O MG o N T Ay A~ T

5 — Cmin Crnax

(mg/kg) AEFIRE (ug/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 +SD

(2) HERZ2BFZEBIFIEOMBIEWHFLEIC BT, HRAAZ GO EE

BN + T AY X~ 7 & LTG5 R8mg/kg. 2 H D F6mg/

kg% 904> B Sl B 1S C3MBC 1R G- L 720 EHIRREICE L 72

A 7 VIBIZB VT, ETIARLE L % WRHTIZ & 0 S0 L7238
MR ST A= 1E, LTFTOLBY) ThHo7e¥,



G GHED 5 A X< 7 DIYBHE/ ST A — %

) i Cuin Conax AUCo-214 CLss t12™
) E (ug/mL) |(ug/mL) | (ug-day/mL)| (L/day) (day)
HAN| 3 | 58.5%21.6| 203+19 | 2067551 | 0.171+0.058 | 16.7£5.3
AUELN| 5 | 71.2£23.2| 2155 2289297 | 0.188+0.027 | 16.3+3.8
mean = SD
H2) IR HAH O

(3) HER2MBFIFEB A BF213MIZ, I Ay A~ 7 & LTy
4mg/kg. 20 H LA%2mg/kg % 10| A s ##E L 72 & &, shed
PUE (B2 & e L 72 HER2MINE/VHIS) R— R T 1 VIREDE
fECTHBIEBD N T AV X< THRARME P EE (Con) (£, KAEZ
R EMAFRS 5z BHEAT—4).

16.1.3 BEFEMENEMHRT
HERZ2:EF S8 I B 47661 (7272 L3BNIFLIE LI O BE) 12k
FAY A< 7L L CHl4dme/kg. 2 H DIFE2mg/kg % #1181905
i BCAE AT EE  (16611X10~500mg % Hlalf5.) L7z & & ol
i EE % BV, population pharmacokineticsf##T % i L 72, &
TR OFER2-T 2 78— b A 2 b ETIVARIRE I, 03 (t2)
1328. 50 (FHEMITY. 95%IEMEX R : 25.5~32.8H) TH -7
FHEAT—% )0

Population pharmacokineticsf##Hr 7 55572 b5 Ay X< 7D

WEhEE ST A — %

Crnin™) Crnax' ™ AUCH tu2 CL
(ug/mL) | (ug/mL) | (mg - day/L) (day) (L/day)
66 110 578 28.5 0.225
TE3) ABTHRG L7zBoE i IRER: (2008 CHE) o7l
16.3 9%

HERZ2MEFFEB OIS 2 R TR L 72X — N~ 212, IR b
72 A=7 (10mg/kg) % HEFIRMIRS Lz &, fsieo
IEHHBEANOBIT I o 720 TS T OB B3 3% 5 e 24E
Wl E R L7 e, IR MRS s ?fﬂ% L. I i e &

EZFEBR OB Tl L 72 MiE P Uiz L A LI T A
VAT THol,

16.5 HEittt

16.5.1 HER2BRIHHIERE
HARANHER2#MF ZEHFAIEEZI8BIZ F T AY AvT & LTl~

8mg/kg™ % 904 [ MiEHE L7z & & 524 RO RELED
FRAHEERIE, 0.01%LFTH - 729,
16.5.2 IEE~Y X
EH~Y A (ICRAR) IZPHE# N5 A X~7 (10mg/kg) % H.
RS- L7z & & 55 TH F TORETRED R o L OV P
MR HETENZ N3N K V2% TH Y . METZNZN28%N% U5%
TdH o720 %5G%T6H T TTIIHETENZNSI% R UI2%TH Y |
T F N EI65% K U29% T o720 Lo, BHIZ kT Ay X
FIFEAERD SN o722,

17. ERPRRRIE

17.1 BHEERVORLMICET 258

(HER2BFIFEH H 1 & h=3LE)

17.1.1 ERE [ HEEREER (MKC-454-025KE%)
HERZ2BFIFEH ORI EE 2 51, AR EHS L (1~
8mg/kg) Vo PUEEERNF ORI ri%wuo D Tdro7,
HIPERNZ14/186) (77.8%) \ZFBIL 720 FRBIERIE. J6844.4%.

ASTHENN22.2%. WEIH16.7%. HEFE16.7%. BEIK16.7%%5Th - 72,
HER2:# 5 38 BLFLIE B2 20k 2 Bl S0 &
fiaep s CR PR MR NC PD NE At
1mg/kg - - - 4 6
2mg/kg - - 1 - 2 - 3
4mg/kg - 1 - - 2 - 3
8mg/kg 1 - 2 1 6
G 2 (11.1) 3 9 2 18
NE : Not Evaluate SEGIEL (%)
LREI8HINE B B ARK O 51 ~10 (Fpdefii - 108) TH
o7z, Fo. EEE (65RLLE) NG IIfTTb IR b o 72,
D) AGRES NS - AR S Edmg/ kg, 200 H DL

2mg/kgx LAMME TS (AE) R UOWEHE5-F8mg/ kg,
20 H Di6mg/ kg% 3 [ b T 5 (Bi) Thb.
17.1.2 BH 5 T HHEEPREER (H0551g3KER)
HERZ2BFIFEBLOSEFS TG B % A RS ARH & Bl 5. L7z (1)
M250mg. 2 H LAFEIZ100mg % 7 1 512 108 R % 5-) ™o FRlmT
REBI43BI D 5 LZRBNEHE (11.6%) TH- 7219,

EIVEAT1228/46B1 (60.9%) (5B Lo EREERIZ. ST

21.7%. F5#17.4%. FHI15.2%5%Th - 720

17.1.3 #ES1EE T HEERAREKER (HO0552g5K5R)
HER2BFIFEBOEBEABEE L RIZ, AFE AT T F &
BEHICHe G- L7z (MH1250mg. 2001 B DUFEIZ100mg % 7 H 4512 818 %
B W SR REBISTEIO 5 BRI (24.3%) ThH-o717,
BIVEATIZ22/3961 (56.4%) (253 L7z, BRI, EE
28.2%. FE18.0%. WEE18.0%, &elF15.4%., FIMERRA A
15.4%%: T > 120

17.1.4 B5 B MHEERREBR (H0648g5KER)
HERZ2BFIFEH Ot AL B E 2 0t RIS, AH % o g b
B TS L7z ()1al4mg/kg. ZIE,UJ&F I2mg/kg % 138 [ bR
THG) o FEFHIEH Td 2 WEEST E COMM oI, 7
VI A Y+ sakA T I F (AC) HEHEEA9.087
H. ACHARTEA6. 487 B, 7527 1) & F L VBERITEA6.87H H. /%
7)) 7 X VHAEED2.89% H Tdh - 72. HERBFIFEH O]
DIFBAESTE TOMB OFILfE L, ACHHEETIE3+EEA%9.057
AL 2+ BEH9. 114 B, 2327 ) 7 2L VBEHRETIE3+ HEAST. 147
AL 2+ 55307 ATho7zo Eahblid. ACHHEEA80/143%51
(55.9%) . 732 1) % & L VBEHEED38/926 (41.3%) T - 7219,
IV ZACHERIBECIE122/14361 (85.3%). 732 1) & FLILBEH
HETIET78/9181 (85.7%) \CHH L7z EREIERIZACHARET
1. FEEL28.7%. WH5(25.9%. HEJJHE25.2%. X ¥01323.8%. Ml
18.9%. TFHiI18.2%. ¥&JE17.5%, WWRREEL6.1%5, /$2 ) ¥ %
LOVBEREECIE, ST1336.3%. MESTAESS. 2%, FE#29.7%. WEA
23.1%. 3£9522.0%. T3#19.8%. F&I517.6%. W17 6% T - 72,

17.1.5 #ESIE MHEERREKER (H0649g55R)
RALFEEEL~21 2 X VAT RIS T3 5380 & L7 HER2# B 5§
oIS EE 52, AR ARG L2 (WHEl4mg/kg, 2
.EUﬁnpli2mg/kg%lﬂf’ﬁF'ﬂl’rﬂ’f&-’ﬁ)o FEFMIEE TH L4
HEEE 5 TN DTy ITTIRAT R RER 222610 5 £ 250651123441
(15.3%) » AFA T REFI20750 0> 5 ©ZxhBIE34%5] (16.4%) Td - 72,
INPEFT  TOMM O hREIZ3.15 H Tdh > 72 HER2:EFE FHI
OREERN OTHREAEIT E TOYM O IfEiL, 3+HA3.37H, 2+
HEDL 9 HTH 7219,
BIEHIX182/21361 (85.4%) (25 L7z FERBIERIE., F884
36.6%. &00335.2%. MEHFE27.2%. WEK21.1%. JEIH17.8%.
B 15.0%%ECTdh - 720

17.1.6 #BHIERERERER (H0650g5K5R)
{baEdoRk it OHER2IBF FEH O M I B 2 i R Iz, AH)
#5772 (#M)lH4mg/kg X 1Z8mg/kg, 201 H I # N E N 2mg/
kg \Fdmg/kgx LA CHG-M), FEFFMEE CTb 5 HulES
BFIZOWT, Gl REBI OZEXNBIIE, dmg/kg—2mg/kgHEAHT7/33
Bl (21.2%). 8mg/kg—4mg/kgliAi8/2961 (27.6%) T - 72,
EIEH 134mg/kg—2mg/kglE TI1240/59%61 (67.8%). 8mg/
kg—4mg/kgif T1347/5561 (85.5%) \ZHI L7z, EREINEH
1Z4mg/kg—2mg/kgBETld. MEJJHE20.3%. $£9620.3%., SEif
20.3%. FE#18.6%%5%, 8mg/kg—4mg/kghETld, &1529.1%.
F8EA25 5% MESIHE25 . 5%, WEA18.2%. JEHE16.4%5 CTd - 72,

17.1.7 #BHLERERERER (H0659g5ER) [H0648gé‘:t5ﬁ#50>ﬂﬁé‘:t5§]
HEYV S AR AR G ER (H0648g7355%) 12BN LA ML 0T 25
TlERR & N7 HRE % 0 RIS AH & % Efu_ (eatiismids, b,
TIEIRIE L OV R V& R & OPEITTEE) o BRI REBIL5561 D 5
LEMBNZ2261 (14.2%) T - 72,
FEIERIE. BEHELS 4%, S E1718.4%.
15.6%%5TdH > 770

17.1.8 #BHIERERERER (H0693g5tER)
bR EE3L 2 A Y P EREATHEIC, FEARO b N7 HER2:EH
SEH ORI RE TR zz:ﬁr % AR R A LA & R
TG L7z (Whl4mg/kg. ZIEU\['J#: 132mg/kg % 138 [ 5 @ 4%
5o BRATTBEBI DZEMBNE 5/1546] (3.2%) ToH o722, EIE
F1Z240/36061 (66.7%) ZFBLL 720 EREIMERIE, F#26.7%.
E301325.8%, MESIHEL0.6%. ES10.3%5ETH - 720

17.1.9 EREEFFETHEKER (HERARER)
HER2MFIFEBL O A REFLIEEZ T, AT, 2B 1975 0 5 AT
BRI T O GEIS L R A 25T L EE T
KDL L AFEHEISme/kg (RE). 208 H DAE6mg/ kg% 318 #
W CUEMPLS L7 BESS24EM PG L7 B L . RA 2 35 L 2 vokf
HEHE & CHBIMEZ IR L 720 b, AFHESTIC BV TId, B
BZLVEFFHIZ 3D & RAI OG-k D 2 W d i ikasfii s vz,

FE816.4%. A



R RS R - RS T gL fE 12 B T R B RATT S FE N S A
RANELG B BB R AT IS 2 4 N pEEE
BN BICGE SN, B, RRBRIZBUT 2 EHN» L OFG
%&%’ﬁf@l’] OB 5 A N> FEEHEIE, 1FERSH7.3%
(3/41). xEEEI3.0% (6/46) THh -7,

HERARERD 9 BARKIAHE G S 721, 678F1 BT BITEH 2600
B (35.8%) 12580 BN Tz EBIMERIE. HETSH] (4.5%), B
FE6161 (3.6%). 545861 (3.5%). HL5261 (3.1%). JE575161
(3.0%) . ERHIZRICES16] (3.0%) S Thotz. TDH b, Kbk
W2 L 72 E AHE B4 B2 BT, BRI 252361 (56.1%) 12788
S, EREEHIZEEGH] (14.6%). 8856 (12.2%). ¥E575
B (12.2%) . BR5H1 (12.2%) . MOREESE] (12.2%) %&TH- 72,

ST A S RS ] v S A B 1 C I HRAT S FE N S 7
ARFNVAEF G-I BRI IS L R A ICBE 9 % 1 X > D53
BOHBICUGE S N7z REERGHE & VER GO LEIL, T
FAMED127 HRIZER A OAF L TV A BERE 12 LT
Wi S AT RFI2EF G B O MG AT T 2 4 Xy M I8
23.6% (367/1,553) T. 4EFGHE (23.6% [367/1,552]) |2k~
THERGHIHEO 5N h o572 (HR:0.99, P=0.86) 2,
F7o, wERMEIZOWTIE, 3,30561 (14EF5-#1,68261, 24545
TEL 67361) RMTRT SR & S, 7L — F3XIIADH EFR N O
SEMEPE SR E B o /B = (LVEF) KT, 1EH G-
IR TUEFGHE TR BVEHI RO SN [V —F
3WNFADHF ERR - MERGHE16.3% (275/1,68261) . 24E#%-5-H
20.4% (342/1,673B1) « e (5 1k 30488 35 i i 76 D 7 2 IR R A
T MERS4.19% (6971, 682f41) | 24F- 45587 . 2% (120/1,673f1) 1o
[7.2.22H]
12) HERAGMERCI, FEEBME CHUGIFAMT ST BETH - 725584
FREBEETRNRE L. B i) v SHiln B ClEs £
lem Pl F O BE ALFEREEDSHEIS SR W EE TRV CH o720
#3) FHEOE G Eb vy sl FE. FE Do =k
W (R 8 O FLIAINEHE M O B R, 1 SR - R 9 &
B <) o38fE, BT GERIZMD 2R )
VARS8 M O R BE O R AE AR I 2 B 97 5 A N M 3EBIER o JLig

e | AN ME SR e o
HEFIE B (53 NF= NI | P
BEM| gmme | 1603 | 219 (12.9%)
el 0.54 | <0.0001
Lo e [VESESBE 1693 | 127 (7.5%)
BRENIM | e | 16075 | 570 (33.6%)
sl - 0.76 | <0.0001
gy |VFRGEE| 17027 | 471 (27.7%)
TE4) HRREICIE, PETRORSEROR, RHIORG G Lk

SE) 75)52.1% (884/1,697) HENs.
1E5) REIAM P12 B SIC B BRI O 7200 h v M+ 7
HEWBTREBRIZT vy afbsn g s BEEns /-
O, FEBIEIHED D B o
(HER2BFI RIR AT & N /AR TRE A T - BROE®R)
17.1.10 ERRE£RE IHARER (ToGARER)
HER2#@FIFEH (IHCH:3 + IIFISHZER ) LT - FIDH XL
T H EEE AT RS (LA 58400 % xH s, fba:
Wi (ARYIE VY ATTF ORI TINFAOAT T Y+ VA
TIF ) AR+ AR F T 2 A T B R SRR % 920 L
720 AANEIME8mMg/kg (KHE) . 2001 H LLE6mg/ kg% 32 [ [ 5
T ALFEREE P IL S RSB ET AR SN D FCTR—O M -
OGRS 720 fLEREIE. AT & ¥ 1000mg/m’ D1 H
214 H B #5304 7 )V F 17 5 3 1 800mg/m>05 H 5
JRINFES- & o 275 F >~ 80mg/m>D HHlik N %5 % 33 [ [H [ TF7 -
72o BAEA NY N DTE%EE SO PRI IC BV T, LS +
RANZALF A T, FEFHIEE T 2 e EFIRH I
BOTHERIEED RO SNz, B, AL¥HREONFULE84%]H,
ARG E+ VAT TFUHBIP, FvA a3+ AT
FFDIIBITH o720 ENTIE, 4B 1016]) 12BWTHRY
FE Y+ RATTF UAER SN,
ToGAFRERD 9 & ARFH 585 5- S 7229445012 BT, EIEHR 2328341
(96.3%) \ZRBo b7z, EREIEMIE, L1866 (63.3%). #F
RERAELSTH (53.4%) .« MEHE129%1 (43.9%) . ARCRIR12161
(41.2%) . 58761 (29.6%). TH#i8HI (28.9%). F& - LIETE
AR EASGREBERET2H0 (24.5%) . LIN6661 (22.4%) % CTHh -

(6)

720 TD D 5 REERIZSIN L 72 ENEFSIEIC BT, BIEH

35000 (98.0%) 1272 B, F R REIER I EARAIRA3H] (84.3%)

HELM1BI (80.4%) . EHEBERES1E] (60.8%) . IFHERIRAMESO

Bl (58.8%) . M&EMH:29%1 (56.9%). JE5729%1 (56.9%). 1147264

(51.0%). L=< 02061 (39.2%). F& - LSRRI EA LA

EHE19B1 (37.3%) \ L1861 (35.3%) % CTHh -7z, [5.4. 7.350]
S AF I O Kaplan-Meier i

L0
1 5= —_— (e R T2 XS
9 "’h= ----- =730
- "
P e N KL (95% (I
% 0.5 o 1 0.74(0. 60-0. 91)
PO ) P=0. 0046
- S,
h"\.
A LCE
-t 1.1 13.8 ) .h.."'" ||||||||||
0.0 1 T LI 1 T T LI ) L | 1 L] 1 1
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36(H)
<UAIEEOREE>
Lkt 294 277 246 209 173 147 113 90 71 56 43 30 21 13 12 6 4 1 0
MRIAYT

L2k 290 266 223 185 143 117 90 64 47 32 24 16 14 7 6 5 0 0 0

(HER2B 14 DR A VIR BE 4 1T - BROMERIRE)
17.1.11 EREE I#858& (HUON-003-01585%)

HER2B3 1 (IHCEE3+ . JUITHCHE:2 + 7> ODISHER ™) OiRiG

YIRANRE 2 64T - FSS ORI BE 160 2 xF RIS, KAl% Nt

7 F bV TR Lz, AFNEWIESme/kg (). 2 H L

[E6mg/kg. Ft% ¥t 1E70mg/m?% 41 b 3P [ M b T

L. BT UEERPIEIEE Y LR WD L mR8Y- 1 7L

WEE L 720 FEFEMIEH Td HRECISTver. 1. 11230 e 58

12 & B Z5hE [95% S ] 1360.0% [32.3.83.7] T#H - 7%,

BIFEX12/1661 (75.0%) (CHH L7z, EAREINEMIE. iFhERkik

WA1061 (62.5%) . MBI (56.3%) . FIMEREIRA 9B (56.3%)

BRIE6HI (37.5%) . FAMEFH6H (37.5%) . L7 V7 3 ¥ IIE

561 (31.3%) « 1 ALZPED BUG4H] (25.0%) . ALTHEEIN4E (25.0%)

fazkaml (25.0%) %TdH -7z,

16) BER S N721661EFATHCHES + Th - 720
(P ALZEERRICHEEL HERIBM OABBYIRTEE L ET - BH

OfskE - BlBRE)

17.1.12 ENSE TR (TRIUMPHEER)

AL FREIE O & 2 57 HER2M M O G I BRAS e 2 4T - FISE O #E

5 - MR BT 308 & MR, ARHE VY X~ T L PR T

5 L7z AANIHEI8me/ kg <f$i>\ 21 H A F6mg/kg, v

A= 713 AIAI840mg. 211 H PAB#420mg % 3HA K M T 5- L. #E

TEAT TGP I R 5 F Ok L 7z EZRMEIHE ©

& HRECISTver. 1. 123D {RERIHYEE AR 72 12 & 2 28805 [95%

EHEX ] & EEHE A H W 7oA CHER2IG M 0 R R Tl

29.6% [13.8,50.2] (8/27f). Itk % 724t CTHER2F;

D EZERTIF28.0% [12.1,49.4] (7/2581) Tdh-o7-. EIEH

1324/3081 (80.0%) 5B L 720 EARRIERIZ. HEAILEED SO

1460 (46.7%). THILLE (36.7%). L1946 (13.3%). HBE%

361 (10.0%) %TH -7, [5.10581]

W) 7o L) 3D RPUERESEA A XYY TIF o0 A4
T v SRR AR KON b e B85 IR -2 754K (EGFR)
PURESS (B F <2732y A< 7)) IZREXIEA
it D BE DA AN S T
SRR IZ BV TRASHEETH AR TH 5 2 L DR S
NTH Y OSSR UR MRAE % V7224l & 9 BL
TOWTNAZG - TEEVFRE SNz 2B, JEEHLE

& O 7RAAE RO S A AN S 722761426125 FISH

18)

FEHETHY . )by THCES+ K U2+ 1322 N2360 K% 04
BlCTH o7,

JEBERLE 2 B 72448 © HER21Z DWW CIHCHE:3 + XISFISHE:
Ptk

MR % V728 - RIS — 27 = 4 — i CHER2:#
B3R GBIET 2 ¥ —#052.40L ) hORASHEETHE
#l (cell-free DNAIZBW T, M Si7zix b OB Wil
EFZERINT D RASTEIG TZEROHIEDZ0%LLT)



18. EZHIEIE
18.1 fEFAHAF
REIFHER2IZHF R IICHE A L7zt NKHII., HEk % (R &
L - BUR AR e B 5 (ADCC) 12 & 1) HUlE B b 5 % e
—9,—%28).29)0
F 72 HER2G THAAR T &85 2 L2 X D MIfaghE s 7 Vv L
ZOFEFARIED AN A Z 6] 5 L OWFLE 2 51 5Y,
18.2 HEEEDHE
HERZEHEHO X — F~y 2w #htt e b3 (MCF7-HER2,
BT-474 (fif3%47-1) ®HER2L £ 7% —%=1.0x10°) KUt
b B (NCI-N87) |k} LIUIES B FATFED H 7203, F /2,
NCI-N87IZ B\ T, MOPUEMEEEH & OPEHIC X ) . PUhEE%)
ROWRDTRD 5N,
MCF-7-HER2(Z %t L Cld#f 5-#3~100mg/kg (3a#%5:) O
BT, NCI-N87|Zkf L T35 ®70~280mg/kg (6EIFES) O
P C R AR R L B IR R & R L7280 %, — T, BT-47412
LTk, 1HF5-40.1~30mg/kg (8~10F%45-) D ipH < H &
ARAFA L BETE IR R B A2 7R U Img/kglh b oy s s 45 5-5E C Il bl
B oseanRR b B sz,
18.3 A kEIEMIEE1ER (ADCC)
b b Interleukin-2CHLEL L 7- & b RAS M EAZER 2 RN & L <.
Na®'CrOsTF 8 T )b L 72 FRR O RERgI AL 2 VF MR A
=25:1, 12.5:1, 6.25:1, 3.13: IOXKTRAL. 0.1ug/
mLD b T AY A T REML, 4FRRE2E L 72 (37C. 5%CO02) .
chrome release assaylZ & ) ADCCi&:% #l5E L 720
L b LB F R AI184A TR (HER2%EH L~ )LH =0.3)
v b FLEMIEMCF7#: (HER2FEHBI L~V =1.2)
v BEAEMKNTE (HER2FH LNV =16.7)
v b FALEMIESK-BR-3M% (HER2%HLL )L =33.0)
) b NELBR IR 1848k OHER2FEHL L NV %21 .08 L7z &
E ORRiE
ZORE, WTNROERME  ENIRLEICBWCh, Mg
EME L HER2FEH L NV O I IE B WAHBI AR S (T A
fi AL =251, 12.5: 1, 6.25: 1, 3.13: 1O, 12
NR*=0.93. 0.92, 0.87. 0.66). +F AY A~ 7IIHER2#HFEH
M. LRI SR A RIS 2 C LR E NP, 2
72 L HER2MEZEBLOJEE ¥ (MCF7) Tl in vitroD BRI BT
b5 AV A2 TEREOADCCIHE Mo THMITTH Y . 72, B
R e BB GE IR E R (F 9 AV X< 70~y ZABPETH 5
AD5% MW THbILz) 13780 SNk b 729,
18.4 HER24 FHOIMFIER
v b FLEMBLSK-BR-3 (HER2%E L NV 3sHitk a4 o
HER2Lt 7% —%=9.0x10°)) RUMCF7 (HER2f&L V58]
e G472 OHER2L £ 7% —#=2.2%x10")) % A3E150ug/
mLOGFE, I T CLH H 5\ IE5H M3E2E L 725, MilBOHER2
Bakob2 A, WTFROMILTLHER2D L~V AMET L7220,

19. AR CET 2EBIEZEA
— R F I AY X7 GEfETHIRZ)
(Trastuzumab (Genetical Recombination)) (JAN)
RS (CroszHie0sN2770335S6)
S (Ca102H3387Ns830671516)
Gt 1 148,000
g 7 3 MR2IAE OS2I T- & 7 X BR449ME D T $H 253>
5% Tz AR

21. EBEMH
B ) A 7 EEE 2 FED b MENIEET 2 2 &

2. A%

(IN—tTF > F5R60)
NA TV

(N—&7TFE5RA150)
INA 7w

23. EEXH

1) BEREOBLFEIEO W\ AIKGREE - BISIMEERET & AHIH
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