BlBHIMESINTVDDT, I AFIRSHBFEIIC(E.
BEDIDEREZESR IS E, oo AFIRSDE
EEOEEERE (DT 1—5%) ZITVLEBDIRE (B2
ERHEER (LVEF) DZE#HZZ L) ZTRICEHRI D &
BICUTOEZECDOVWTIE, DERERE (DI I—
&) ZHEOICiTS52 &, [8.1. 9.1.1-9.1.7, 11.1.1
2]
cPUNSYATUVRER ZZESPOEENITZ
DEEEREDH 2 EE
- REBNEHRZ BRI th D BE
 DAREERDH B EE
- BEIIREE (DEMEE. IVES) DEENIEZD
BIEEDH D EE

- BIEEDEENFZDEHEEDGH D EE

1.3 ARG S PRI AR S5FEIE% 2405EMRICE < &
5hHhNBInfusion reaction®>55B. 7FT 45+
Y—. MEEEOEELGEIER REEE,. EED
MEET. 2DEFIRBEEREESE) M REREUIETIC
ES I REINTVNDS, TNSOEIERIF. 15
[CELBEIF IR (FhEsis. BIREEEEICKD)D
HBDEENFZDEREFEREDHDEEICSVWTEEL
LPITLVDT., BEOREET+RICHRREUEBHSIE
BILERE5IBDTE, [9.1.8. 11.1.2. 11.1.3 B8]

ZRROFBECFESLEBVLTE)

ARAENDEAT T UBEEDOBEERE D 5 2 BE

3. #8% - IR
3.1 48R

BRI \ TN

Hi7E4 LNA 7 L rRiED

L-eAFY> 0.94mg.

k5 2 X< TBS
HHEEA60mg
[H—=4t]

FF AW X2 T CBIETF
MBZ) [ b2V X<
Ti%%:2] 2 65mg

L-v AF ¥ ViEREEKFIM
1.45mg. hLm—2RK
9 59.1mg. AUV
~R—=120 0.26mg

FF AV X< TBS
EOBBHER150mg
[E—=t]

NS 2V X< T (BET
M) [T AV X<
THHE2]F156mg

L-E AFY> 2.25mg.
L-t 252 VERRIEKAI
3.49mg. bLm—2K
iy 142mg. AUV

~—=1}20 0.62mg

EDNATIVH ) ORLGRIGBRETHE 2 &,
E2D)AFANE, F v A =—ZANARY =B (CHO) fiflaz v TS h 2,

*3%k 20254 1 HE&IET(’EEM&) 08
% 20234 1 AET (5 3 /R) A EEE R EES
BE 1 2~8CITR1E 874291
* T RHAR : 3608 H (R AER60mg)
48fE A (R EEA 150mg) ERES BR5TRAME
— 1) — L A EE X HREHEA6Omg | 23000AMX00802| 20184114
MHERZTE MEE/T0—F IVits RIEERAL o D 3000a00s03| 20185117
EYBRRRE., ISERR
NSRWRTT GEETERR) [ M SR WRT T 2] 555
—"71)"7" " wrEa: Nres_—
FOAYA V7 BSEmEztR60mg' ss—=3t,
- "7 1)~7" " MEEa: res ——
FAYA VI BSEEz#tH190mg’ sE—=#,
TRASTUZUMAB BS FOR INTRAVENOUS DRIP INFUSION “DAIICHI SANKYO”
¥ 1)HER2 : Human Epidermal Growth Factor Receptor Type 2(t b _REZ3EFlK T2 54K 28, FIFE : c-erbB-2)
HE2)FEE—EMEOMFEICLVFERIT S L
1. 2= 3.2 HE DMK
1.1 AR ZSOCHAEZEEE. BRBCTORIGTE B4 S R ) EEEH: HiE)
BERIERICHNT. MAILSEOEIC 2 A - T (L) | P
FBREFOEMDD T, ARNEILHMEND bR AT ARSIk
FEBIICOVTDHEIET 5 & Flo. ARBIAIC SRRIROOMS e~ 30mL | LO(EREAA
KI5, BENFZOREICENEROBREE+ f" < o755 HEOR RO H B4 T8 &[57~65
HFAL. RABE/THSBRFTZITE. s e | USIR | ER LA K 1 C )
1.2 DRLZDEERDEENHSbN. FLICE-ST TEos g 6 7.2mL

H3) NERERIEL T >~ VP BRI AK20mLE &6 T 5.

F4) b T AV X< 7BSEMEEA60mMg [ —=4t ] 131 7L % H R4 K
3.0mLic, Xid b T AY XA 7BSHE#HEALS0mg[F—= NS 7L %
H RS RZK7. 2mLICVARE L 72 o

4. SHREX [F3h5R
O HER2BRIFEIRNHESRS NI FLE

O HER2BRIFIROHESE S NI BREIBRTBEIREST - BHED
==
5. FEEN [EFNRICEHET HiER
GHREFLE)

5.1 HER2BREFEHOBEIL. +o iR 2E T 2IRHEIZ
BEBRICBWTERET S &,
(HER2BREIFIR N TSR S NISBREIBRTEERETT - BEOD
B
5.2 RHNC X MR MEEEOEME R ORI LT
L)&L)O
5.3 HEEIRMEEIC B B RFAIRAL. MBS ICE L TI17.55
REE I DHOWAZBA L, BISEZFORRZITS 2 &,
[17.1.11 ]

6. HiERURAZ

HER2EBFIFHPHER S N7 FUIBIIZAEIBEZHHT 5,

HER2:EFFB AR S NIBE R e 21T - BROE

SR Tt O PTEEIEE A & O TBER G T %,

AV EE. RAICHLUTIHLEL TRV X< T GEIET
MHZ) [+ 7 AY X= T2l & LTS RICIE
4mg/kg (fAE) 2. 2[EIEDIEIZ2mg/kg #9043 bl E
T AR T EEERET 5,

BE. RACKUTIHLIEL, b5 2Y X< 7 GERIET
MR [ b T Ay X< THEE2] & LU THIE S5HICIE
8mg/kg ({KE) %, 28 H LI IZ6mg/kg %9053 |k
U C3EE R CREENET 5.

7B, PEESORAEEPRIFTHhNIE. 20 HUEOHRS
FFREIX300 M E TREMBTE %,

7. BERUHAZICEET %FR
GreELE)
7.1 Rl B 59 5HEIC, FASPOBBICKD FESN#K
SENT-BICE, DTOEBOHETEIENEE L,
71N BETFEH LD HEBLAOEBNTHRE T HBRIE. Ak
Tld2mg/kgx. BETId6mg/kgx 59 %,

Bi% :



7A2 BEFEH LD AR ZBABICHRET 5B, B
TS5 & (A% Tld4mg/kg. BETIE8mg/kg) T
B521T5. &B. KELIKEIZAKTIZ2mg/kgZ 158
MR ¢, BiETld6mg/kg% 3EMRKRE CRE59 5.

(HER2BREIFRIZH RS S NI=FEE)

7.2 gEypEEIc B L TIE. UTORICERT A2 &,

721 1E%#B2 5B E0FMMEROREMEIIFLL T,

7.2.2 RENT1 7. BERBEIDOEZBH L7 LTHRET 52 &,
[17.1.10 2&]

(HER2BRIRIZHTESE S NI BRUIBRTREREST - BROD
B
73 KAENZ. thoFEEEEA S OMHICKDBT 52 &,
A &P AEEEEANE. [17.68EEBE] OEON
BEBH L LT, BRI A2 &, [17.1.11 ]

8. EEREARNER
GhaeE)

8.1 DEENHSDLNBIENHBDT. AFIREHIBHTIC
X, BRTBEODKEELZEET 52 & RAKRSHIZD
FERDOFEIRI - BEESICE U OEEOEREME (DT
I—%) 2T, BEORE (EEHHR(LVEF) 0E g %
HE) 2 HDICBE L. RE, BEFHM., do0idhikz
Mg bHZ &, [1.2, 9.1.1-9.1.7, 11.1.1 ]

8.2 Infusion reactionDFIR L2 HIOE L-mikE (i
2% 3 VAL BIBEEARIVE VA BT 26 I
BEINTVZRN,

83 EEMEERENHODLNEIENHHD T, MBEHE
FRERERUBREREZTOAE. BEOREEL2 7
WCBET &, [11.1.9 28]

8.4 AHDERICH - > Tid. KA E—REHPFEYUL TV
NGAVRART ZLI VY VROPNIAVYART T
VI AT HYEDORDEZIFERT A &,

(HER2BRIFIRNHESR S NI=FLE)

8.5 MR (AR, BiE). MigEYEEDAE R VER
HEFEDOBEICAK 2@ 2113, BEE ([EE L
ORBREHEOFVAKRE - BIONERFTRE SHEHE
ANOFLEICRAMER]VIE) ZRFETH L,

9. B ENERERTIIEBICHTIER

9.1 G - BIFEEDH 2 EE

9.1.1 EERIDEEDH S EE
BELERPOCEBZVWEHNISh2E62KRE. 5L
Tl e, [1.2, 8.1, 11.1.1 ZHA]

9.1.2 7V hIHUA4 0V VRERDIEEREDH DEE
DAZEFODLDEEN SN T ., [1.2, 8.1,
11.1.1 28]

9.1.3 MR Z RGO EE
FIER AN D FAHR IR S & O BFR R ICIE. SR oY) 72
REHEZRELL LT, DEEORBICEET S
Lo DAZFODLEENH DN TV, [1.2, 8.1,
11.1.1 2]

9.1.4 DALIEIRDH B BEXN S ZDEHMEREDH D EE
TERDPE(T HBENLH S, [1.2. &1, 11.1.1 28]

9.1.5 EERER(LVEF) METULTWSEE, J hO—)L
TEERARIRD G B EE. BARLEXRGDEFRED
HDEE
SERPELT 2BFNDDH 5. [1.2. 8.1, 11.1.1 BE]

9.1.6 BEHIREE (DEEE. IESE) OEENIFZDEEF
FEDHZDEE
FERDPEALT 2BEFNTDH B, IIDALZEDDREE
BHobNPI L, [1.2, 8.1, 11.1.1 Z&]

9.1.7 BIMEFEDEE N (FZDEHEREDH 2 EE
DAREZHODEESDSDLDNPT W, [1.2, 8.1,
11.1.1 28]

9.1.8 ZEIFIF NN iR, BRBEEFICLD)DHD
BENEFZOEHEREDHDEE
Infusion reactionEEL LT W, [1.3. 11.1.2,
11.1.3 28]

**9.4 LIEREZR T &

HIRT A HEE D B 5 & thic i3, ARG TR O E&R
5377 AN B W TORIE S 2 0B K ONE ) 722 B i 12
DWTHHT 52 &, [9.5 ]

9.5 111®
1 AR L C W A RTREE D & 2 & kicix, aE Eo
BisESEEEE RS EHE SN 2551205
5L, RE G LRRICEKBDHPRE - EDOH
EBDD, T, FKBLEFHRLULERT. BE - #H
AEROBAE, MRAREEE. Hrd eS8 aE e,
BIROMERAEENRO SNELTICE > HbIE S
NTWs, BWMER(IL)ICBLWT, BEEEBE(. 5.
25mg/kgRIEHE) PME SN TV AP, BEANOEE
BIRESh TV, [9.4 2E]

9.6 ®AMR
WELOERERVCBIAREOEREEZER L. BALD
gk gEtT s &, b b TOAITRITICET
BT = 0H, b MgGIRRILHPICEITT 5 2 EH
HE3NTwd, 72 MEBR L) ITBWVLT, FiTA
DOBAT (25mg/kgEHRG) FRES N TV S,

9.7 INEZ
NREENRE UBRRRBRIEER/RL TWal,

9.8 S
FRICDBEEE. AT - BBEEMRE. MREZTO R EERE
DREZBE LRV EBICRET S L, BETIR
AHBESERN LTV,

10. 18E{EA
10.2 HEER (HAICERT ST L)

A% R PRAEIR - EETT e - fERET
T IHA | DEEORIAEN LR S| DEEDY AT %
7Y REH | ENRESNTVHOT, | HiRSELBEN
RICEEI S L, BH%,

11. BIYER
WROBWERDB HS5bNBZENHAHDT, BEEZ+HFITITV,
BENBDSNIGEIIRE2FIET 574 EEY R LEE(T
3T &,
11.1 EXREIER
11.1.1 IDEE
IDARZ (4.5%) CRE - WEIRREE, ACEEREIG, BEMEE. GE
WK BE S3Fvoy 7, BRERETR., REERES).
DEMY 3 v 7 BEEARE) ., iEEGEEARH), 02
TRETHEE (0.1%) . DAFIE (0.4%) . DX BEEARH), R
AR (1.4%) . BIR(0.1%)EFMESN TV S,
BHEPZOSN-EEICE,. BELOBRED G
% b2 &R S N2 5E IO Gk ZRE L.
Y2 E 1T &,
722U, ERABEERIGAICE., BE52hIEL., &)
HAEZITH> &, [1.2. 8.1, 9.1.1-9.1.7 2I&]
11.1.2 Infusion reaction (38 AEH)
REF SR IR ER®R24EUAICZ < H 5Dbh
%Infusion reaction (FEIR : FE. EE, ED. IEH.
R, TR, M. O F v, BB, BIES) HH040%
DBRFEICBVWTHRE SN TV (HER2ERFEIF TR
SNT-EBEIIEOKIRE) . NS ORERIE, EHEE
B~ EETEICAROAEBSEICH 5bNed L,
% 7z, Infusion reaction®> 5., ¥av 7., 7+ 7«
FF v —, MBESOERELCRIEH (REER, HE
OMERT. SEMFRIEEEMERE. SR, EmFE. X
/. HIE, FRIRWE., HE. WIS, MEFE,. HIEEE.
MR A2, JEDRMERERE. Bk, KEERES) S RH
LIETCIZE S 7ZHIPRE SN T WD, AEEREHIZCN
S5ORENEDOSNIIBEICEES IS Z2HIET S
Lo BB ZOXIBERDPH S LN-BEICBWTH
5O 2 Y Wig 2 FEE IR L T WL,
BESEDSNIBEIE, BY R ALE (BRERA. B-
FTIZADb - BIBRERLVE VA, BEERA. fik
A% I VEIOREE)ZITD EEBITERARIET 5 &
TEREOREZ+FICBETSHZ L, [1.3. 9.1.8,
11.1.3 2]



11.1.3 BB MK - fhES

11.1.4 BmIKEA (4.4%) . FFRIREA (6.9%) . M/VARIAA

PR PERT 2 (0.2%) « IiARARIEE BREEAB) . Wi (7 L v
FoMMREZED) (0.3%) . 2%k IF IR AR ERE B
(0.1%AK%m) FOMfifEENH 5bNBZ ENH S, [1.3,

9.1.8. 11.1.2 ]

(1.9%). &Mm(3.7%)

) FEBSAE IS HER 258 #3631 o0 I 55100t 3 2 ¥ 4L R R i B [HO0407 g 3l B

HO452gitEr. HO453gikBk]. HERZBEITEH ORI LT 2 oM R
8% [H0551 gitBt, HO552g Bk, HO648gitER. HO649g#ER. HO650g5
B, HO659gakb&, HO0693gitbk]. HER2MEHEIFILDEST - HRIAEITT S

E P Rk ESR (MK C-454-02i8#%] . HER2:BRIFI OEBIEFLIRICR 9 2 15
HR7E % iR PR AR S C'HER 2@ FIFEBLO IS AR 10t 9 2 AR E 2 & T

11.2.2 HER2BRIFRIREN RS NI ARICS T BT EE

. ) w 19%LIE 0.2~ 1% |0.2%AK0|  SHEAH
11.1.5 FFF2(0.1% . EE0.1%). BFR(0.1%).
BT oy LRI BR(0.1%). FER0.1%) B e = DI 8 BB,
:Rﬁg @ﬁ\ ﬂf‘éﬁf\ '::L—U/{)
11.1.6 EpE= &
BAL(0.2%) . BRE(1.0%)555hN 52 EHb 5. B AR 7=
11.1.7 SERGEERN) . RIETEE (0.2%). R (ERR) e, TR
11.1.8 BRI (0.2%) AR
11.1.9 [EEHRIEFIREE (SHE ) ;i:;@%@
REATD 5N BEIC ARG ERIE L, E) % 0E - — ” ,
CEREER. SRBIEARASORS, e e (PR RO R HPG B RS nrek.
15 &b, ERAEMT 2 2 CHEOREE+5 et o ORER R B\ LRSS
CEET 5 L. (8.3 B B B, BR P S
YE) S BB (X HER 238 B 563 0 MBS 1< 19 5 39 B B (HO407 gk VEERE:  |BiE mILE 58 |V % 13Th, &
B, HO452gitBt. HO453gitBa]. HER2MBHEFEH O ALt IR, EV& i M, BHAT
9 2 W R B (HOS5 1 gad %, HOS552gidB%. HO648g i I 2 T % R e ER. B4 HmmEK Bir, B
HO649g#E%. HO650g#t5%, HO659gitk#k, H0693giE%]. HER2 il :Eﬁ? 1% ?EB;)'E.‘ %ﬁﬁ
BRIFEHLOMT - FRIUIEIT T 5 [E P AR (MK C-454-027 R Lalchiand
B8], HER2EIFE5 00 6 8 P FU 12 6 3 B350 PR A B W, EIE | AP
HER2BRFH OB LI AT 5 MAREHEE. HER2ABH R JER. R
AHERE & L7 LI (SR SRS 1= 14 IS R4 [HER A SRR s
HER2BREIFEBAHER S NGBV RE 28T - BROBEBICNT R N K. B THEIR. R
B EIEFRE [ToGARE]. HER2BHHEOMIAIR RS - e oy
OB AT 5 EE KSR (HUON.003-01 5B B U7/, BIHEN AR B
L2 1 | BT U 72 HER 2B 0 il D R R BE 72 AT - TR O iE HEaH
53 - TR 12X S [E| PR RGASE [ TRIUMPHIAER] % & 85 X ik HEPR R B
11.2 ZDftDEHER . B ~ Z DAk WSIRE. B O|RMEMEERE. FE. 5| ERES.
11.2.1 HER2,BRIFIRN TR S N/ iR 4FLE FE, RRER WERE. 5 I BRE. R, B
10%LLE |2~ 10%KHE | 2%KiG SHEEANRH o7, BEET  |REME. WIS BERESS.  |BEAS. DOR:
TR . OF |ERRE. AR EEHEHE. . BRI R UREREEE . TRURE
WV, KRR E. AR, D | ARRRE, AV I7NVL |\BEOREE. (i M |0, (KB
w.OREM [OR. IR, [ LON(R). VYRRR, BRE. B . R
M —a— |HBERTE |[BERE FRGERRGE . R, YRR R
a8 F — (B, B |7 1T IR, TR
HibER HO - WE |RRL B8k | LREEE. H EAS. WHEE | B S E
T M. O [(EARE. B %E)
(16.8%) | {5HE. 11.2.3 HER2:BFEIFIEH TSR S NISBRYIBRTEERETT - B
22 DEE
TEBE M, 31 mELRE 10%2 E 2~ 10%Ki 2%
R, WAL, & BHMER =2 — 08 RERE. DT R, IER
gg\ iE, F— UV, RHERAE. $EEVE
AR HibE: D, Mg, BEFE. BREEE HIEARER.
Sk PRI K. TR HAURIR. ISR,
W, B THL. OW W NREE
JIiIR73 Jutrur J5. [EER
erEd BB LT BiE, WL
B8 2, HE (K. BER S AR I E
TE, O R SHZ. [Ty Loo< b, B %K. Wk
=B M. JER K oyl
EEREE, it ~NEZUE VS
eIt T 1] FE - RE |@REEE. B B
GigLs ASTﬁW BAMEAR MOBE, B25, KE
ALTSEI SRERRE |0
iR TRRIE, AR =i By L7Fo> 7Y
2%, BAEE 7T v AR, hEt
Z Dfth FE Rk, B | KBRS FTTIES —
(31.5%) . |Biffe 78, | (BA%¢, GAMA ZOM 5. WA | RE. B BUK & B K
BRI, TEEb R, TR SE. RO B LAME, K5 b LTI
(20.0%) & HEIIAE. |2, BIRRER KIE AR | U AMRE. FSOER |k, (KE
5 AR 1 ISE) R D e, BENE. PRI, KRS B
(10.5%) . R |BUR B, HRE, mr LT F =
VRIE. DU |FREDE. RS VIEE. CRED Y V%
i BYYE, 2 5. BB, @i
g iE. HIS. @HE




14. BRALDER
14.1 FRIFREOF=
14.1.1 KB OHRHEFITIE, TRROBKED D OBRERXICEKD,
REICRELREMVEZRET S &,

< A
= _ 1&&E (kg) x4 (mg/kg)
A1l HKREHD & (mL)= 21(mg/mL)
2EEILE a0 B (mL)= SRR X2 g k)
mg/mL)
- B
_ &= (kg)x8(mg/kg)
#[E] HREMOER(mL)= 21 (mg/mL)
. _ 1&&E (kg)x6 (mg/kg)
2EIELIRE HREMY & (mL)= 21 (mg/mL)
14.1.2 BRI, BREESAK, HE4A &R I E

HALzWZ &,

1413 7R IHEBHREBEALZES. BHRE RIS BZ
NOH57-0. RO HBES K (SEEETH
60mg : 3.0mL. sE#HEMA150mg @ 7.2mL)I2 X D
RLT NI AY AT T (BETHRZ) [ VIRV RTT
#if%2121mg/mLOEE & L7t BERZEHRE TR
EHD . E5ICHBFEEAER250mLICHRT 52 &,

1414 FHNIRYVVYILR=bZ2EEFLTBD, /X5 TV
oo, BRREIE ICEEREML. ZIXEPHASE
THAERET %,

14.1.5 AEHFHS L., AYUBIIERPICHERAT LI &, T,
BRIRIIFERT 2 &,

14.2 FRIGSHOER

14.2.1 BHIES% T RBEBKRZIRES LZIGE. BEHREDE
ZHBENDDHZH-0. T RIBEBREDES =BT,
AL T R IBEBEROE CRET A > %7 R
B3 ftbiznwz &,

14.2.2 F & DEFEE LW &

15. ZDthDEE
15.1 ERERERICE D 1B
15.1.1 AFREGICEX VRS AV A THMASHR L ED
%E%(%Hﬁﬂqﬂlﬁﬂ)fﬁ%éﬁi LESERIC B WL CEITER
BHENEZN -T2,
15.1.2 zkﬁﬂtﬂiam“ﬁﬁﬂﬁ BRI AR L- B, aEam
A BBERIEEEERE (MDS) B5RE L7z E OREDDH 5,
15.1.3 EAE A b LR IC T %%ﬁm%ﬂ%ﬁ@“ém@ﬁ%ﬁ
[EBANC A %2 G L7356 7 OFE Mk EE A B
EHE URBEFFRBEDORARF LR L L OR
EADH B

16. EYFNRE
16.1 MEE
(A

16.1.1 BOHRSHF
BB WT. BRAZZETRERALS7HICARH KO
N—t FF LED: 82 %2 6mg/kg THIO07 20 1 T B [EIFRARA
5L, MBEMEEZAE L, B5h-38hRE (PK) /¢
5 X —% (AUCInf} 0*Cmax) O /NS FHED H
DI0WFHEX M. EWFRIFEFHEOEEHH (0.80~
1.25)NTH V. 3FIDOREEEPSHER SN0,

KRG ON — 2 FF 3D 12) ) [ 78 e s e

(g/mL)
200 A

—— ZHl (n = 50)

—&= N—t7F D (n=52)
150’ —— N—+t S F i) (n =55)

mean + SD

MR aE

0 7 14 21 28 35 42 49 56 63 70
i (H)

KEIRON—t FF L ED B DIMBIEEI)SF X — &
Cmax AUCiInf AUClast ti2
n|pg/mLin|pug-h/mL|n |pg-hr/mL|n hr
139.34 35,223.8 34,945.4 166.14
AL 1501 ) (18) (17) (18)
N—t 7 ) 134.60 33,341.9 33,160.0 152.02
F L ED (13) (17) (17) (16)
N—t 7 54 140.49 35,122.6 34,896.5 151.03
F L E2) (12) (18) (17) (22)
AP fE R CV %)

FEDKREICBOWTERR SN b T2y X< THHA
H2)EUIBWTERRB SNz b T AY X< 78A|
IN—tFF U560 - 150)
16.1.2 B[Ol 5

HARAHER2BRIFERIABEEISHIC S AV I T EL
T1~8mg/kg™*? #9053 il sl #fE L7z & S O MIEHIRE
BUTRDEBYTHoze FTAY AT TOIMERLSD
HERIZESLH T, BEEBICL-T2 = XV FETILE
UTROTEH U EEOEME E B ICEE L,
Fe5 8 1mg/kgtY TIE2.4H. 8mg/kgTIE5.5HTH - 7z,
BEIEREE (Cmax) (ZFHE AR 2 B 2 7R L.
79752 A(CL) 3RS0 pE-> TET L. Of
B (Vo) TlE BEEOBEIMICESZLIERDSNT, 1F
FIMEARICHEY LAY,

HEHRESHOMIER b T AV X~ TIREHR
(ug/mL)
200 1

—o— 1 ng/kg (n=5)
150 F W\ —=—2ng/kg (n=3)
——4ng/kg (n=3)
W y ——8mg/kg (n=5)

i

mean+SD

BEHE

100 r

oL -
0 7 14 21 (day)
BH% A%

HEHRERD T AY XY T OENEHREIST A —5

BE582 Cmax ti2 CL Vi
(mg/kg) P (g/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+85 12.6x£0.7 13+1.4 49+12
4 3 72x17 |59x1.5 74%+1.0 63+15
8 5 17719 |55+1.5 6.8t2.4 51+6.5
mean+SD

16.1.3 REEXRSH
(1) HARAHER2BRFHFEABEZ18FIC T AV X TEL
T1~8mg/kg®) %2904 il miiEmER2IHE L 0, E1[E
QO BT 242 VR Lz & &, FERS%43HEICE
5 &K (Cmin) X UE&EMEFRE (Cmax) 3RO &

BOTH1,
REBRGRHORBROREIMEFR N5 A X~ THEE
w58 Cmin Cmax
1
(mg/kg) AR (pg/mL) (pg/mL)
1 4 6.72+0.869 26.7£3.18
2 2 2.14, 247 60.1. 64.4
4 2 749, 116 134, 220
8 4 200+20.6 327+41.6

1. 8mg/kg : mean+SD

(2) HER2BRIFEHRASEBE 213, FSAYRTTELT
WEl4mg/kg. 20E B LIE2mg/kg % 38 1 [0 K 1E s EeE L
7o & &, shedfiils (B » & ik L /- HER 2 M fa 7 5E 35
N—2AFA VRENEETHDEFO T XY X7 TR
MYEHEE (Cmin) &, KEEZRITERERD 517 (4
EAT—%),

16.1.4 BERZEYENRERFT

HER2ERI FKBFIBEEA76H (7272 L3FNIFIE LIS 0 2
BRI RV X< 7L LTHE4mg/kg. 2 ELIFE2mg/
kg% 1 [E9053 i IR A s (16611310~ 500mg % B [a]
BE)LizzomEHRIREZH v, population



pharmacokineticsf#ff 2 i L7z, € 7 IUIRES DFER2-
I2)8—= M A Y METAPERS N, FRIN (t12) 1328.5
H (BT, 95%EHXME  25.5~32.8H) TH - 7210
HEAT—%).

Population pharmacokineticsf@thi» 5&6hiz 8T AV X~ T
DFEDEREINT A — %

Cmin# | Cmax™®¥ AUCHEY ti2 CL
(ng/mL) | (ng/mL) | (mg-day/L) | (day) | (L/day)
66 110 578 28.5 0.225
TE4) ARG U7z IR OTERRAER (#9203 135) 0 I
16.3 B0

HER2ERIFEROIEE 2 K FRE L2 X — R 7 ZIC, 151F
# T2V X< 7 (10mg/kg) = BE#ARNIR S L& &, )
SEED IEH BN OBATHEIME o 720 WS ORETRE LB
24k ICBEEZ R Lotk IEFEMIC S SRR L.
MEFRE S IZITEBEOBE THR L2, MRSt
FEAEIRNSIAY AT T THHT212,
16.5 HEittt
16.5.1 HER2BRIFIRABES
HA ANHER2BRFEFIEREFLSFIC T AV X T EL
T1~8mg/kgtd) & ORI sl #E L7z & &, 524850
BOREAEORPHERRIZ, 0.01%U R TH - 7213,
16.5.2 [EEY TR
EHE< T AIBPHERH b5 2V X< 7 (10mg/kg) % B o #
IRAIEG Uiz & &, BE5%7HE TORSED R R UHE
PR RIIETENEN31I% R V2% TH D HTZNZ
N28%KUS%TH -7z, GHRTIOHE TTRIETENE
N83%KU12%TH Y. WETZENZNO65%KTV29%TH >
729, LA L. RAICK I AV AT TIRIEEAERD SN
mh oz,
3 RBE N - FRISERSH4me/kg. 20 B 2me/kg %8 1 [E# 5 (A%)
T OWIEM GRS me/kg. 20 H LF6mg/ kg% 3R 1 25 (Bi) Td 5.

17. BRIRRLEE
17.1 BNEROR2MEICET 5558
(FED
17.1.1 B L MHEEER
FHTATRE R HER 2[5 (IHCHE 3+ I FISHE B E) o L
THEBEERRE LB NH - EE R E EM L7215,
HAEEE(ZELEY Y RTY 7O R AT 73 R)ET
%, KEIXEN—t FFEVIC] 1O TEEALL.
ATHB LRI S 7 ) ¥ S L2 AN TARIIE
N—t T F L ED ZJEABMBETAT A 7L (FEES I, W
Thy8mg/kg 29053l LA CHIRNIZS L., 20k
6mg/kg% M MIE T3V A 7)) BIRAES Uiz, R
Bt O R 53 ~ 7HER ICH BRI 2 £ L.
AEOWBEN R % ILEABRKEOEE ) > EOREZH
SERZE) (pCR) DEIEDZEIC K 0 3 L 7z,
Fii L. MRTEB LEEERHOME®RESH > S RELE
M. ARFIUIN—t 7 F D 2 3BEE R TR S Lz,
T LR IS ARF 2 B 5 SN BRE X, iR
B b2k & AR H o0 3 R Kb 1 5 2 Mk L (A1 ZA<A
36441) . MRTHBILEERIES N -t T F VBV 25 &
N7 WERE X, MR LEERICIN— TF U EV D
SRR R S 2 M (N —t FF B/ N—X FF L ED
180%) ixARF O 3BEEEHRSANOYEZ (N—t S F
YEN/KAL 1816 oI I BB S Nz,
JBRIRFCHEE L 72pCREIGDON—X TF VEVEIINT 5
AR OB Z (O5%EMEX ) 137.3%(0.0% ~ 14.6%) T
Holze TOWEISWFHEXE D LIRIE. HANHE L7
Rt D EHEEF (-13% ~ 13%) O LR ZbH I A2 EE -
7o BHEAT—%)
FEDEUIRBLTER SN b5 2y X7 7THIA|
(N—=tFF*F54M60 - 150)
17.1.2 B 1 HBERIREER (MKC-454-025158)
HER2BHEFKBFOEBHIBEE 2RI, AFIZ2HES L
7z (1~8mg/kg)#2), HEEMROBEIITROLEBO T
H o716,
BUWERZ14/180F1(77.8%) 1K L7 ERBIEAIZ. F
EA44.4%, ASTHEN22.2%. WEH:16.7%. EH16.7%. %
BR16.7%ETH -7z,

HER2;:B R FIRFLERE TS B HUEE R

58 | CR PR | MR | NC | PD | NE i
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 18

NE : Not Evaluate SEGIE (%)

LE18BNC BT 2 AH OB S HAENIE ] ~ 1038 (FRfE : 10
B)THhoTz. T, EilE (65K L) NG fTbN
2ol

17.1.3 85155 [ ABERPREEER (HO551 g5l5R)
HER2BRFEHOEHMEIIEEH 2 RIC, RAl 2 B
5 U7 (#)[E250mg. 2[EHBF&EIE100mgx7HEI1C 1058
B 5) 2, AT REFIA361 D > 5250513541 (11.6%)
BITER1X28/46%1(60.9%) ICHBH L7z, E2EIEHIE. &
L1F21.7%. FE17.4%. FHI15.2%FETH o7z,

17.1.4 B9V 55 [ ABERPREIER (HO552g55R)
HER2BEAEFOEHHIEEZE 2 RRIC, RFlz 2T
FF v EMATHRE LA (#E250mg. 2[E H BRI
100mg# 7 HEIC 8BRS ) *2 . FHET REFIS37TH DS 5
ZRIPNIEOMI (24.3%) TH - 7218),
BIfER222/3961(56.4%) 15 Uiz, EEIFRIZ. %
JIiE28.2%. H#E418.0%. MEX(18.0%. &T9iF15.4%. H
MERRAMEL5.4%ETH > 7z,

17.1.5 /85155 MABERPREER (HO648 g5 5R)
HER2BEFEFOEHMEIIEEH 2 RIS, Rz Mok
R E O TR G L7 (()[El4mg/kg. 2[81H BIR&IZ2mg/
kgz LEMMERE CKRE) . ZEFMEER TH 2WBEITET
OHMOFRERX, 7Y I A7)+ T UKRRAT 7
I N (AC)DtHBEA9.08 1 H. ACHMEEN6.487 H. /37
VXL VOEREBEN6.87THH. /N7 & F L IVBMEED
2.897ATH o7z HER2BRIFIDOREE R ORBEST £
TOMBOFRIEIZ. ACHHEETIE3+EEA9.05H7 H. 2+
BEMOLIAA. N7 F R IHHBETIE3+HRENT.140
H. 2+825.30 B Th -7z, BXHIE. ACHIREED
80/143%1(55.9%) /327 U % F L )LOtFHEEA38/924
(41.3%) TH > 7219,
BIERXACHERBETIX122/14341(85.3%) /87U & F
YILIFRBETIE78/9141(85.7%) ICFIR L7z, ERIER
WFACHTRBETIE. FE28.7%. TEX25.9%. HIIHE25.2%-
E01F23.8%. MEH18.9%. THI18.2%. &EHE17.5%.
WREL6.1%%, N7 Uy FLLHHBETE. ST
36.3%. MESIFE35.2%. FE29.7%. ES23.1%. &
22.0%. TH#119.8%. FE17.6%. EH17.6%EFETH -7,

17.1.6 /B5\ 55 MABEGREER (HO649g55R)

AEERE L ~ 2L ¥ A U HifTRICHEFEDERD 5 N 7-HER2
BREFREHOEBEIEERE 2RI, RAlEHRE L7 (FE
4mg/kg. 2[EH I 2mg/kg % LARERE TH5), £
FHTIEE TH A BB RIC OV T, ITTHEFT N RER
222610 > B2 HNE34H1(15.3%) « FHfi AT BEFI207 61 D
2 BRMFNE3461(16.4%) TH - 720 RBHESTE TORARM
OFYEIE3.1 7 A TH - 7z. HER2BEFHEOEER DR
FETE TOMMOPRIEIL. 3+EAF3.3 A 2+ED
LONATH 7229,
BIWEAIX182/21361(85.4%) ICHB L7z, FLBIEMIZ.
F#436.6% SL1F735.2%. WSIRE27.2%. MEX21.1%.
EIE17.8% FAE15.0%% TH -7z,

17.1.7 BHEERER (HO65085ER)

{LEBRERIBROHER BRI R O BHBIEFEERE 2 R
2y AFEHS U (WE4mg/kg X ik8mg/kg. 2[EH DL
Mk ZzhZ2h2mg/kgiddmg/kg# AR ERE T 51E),
FEFHEEE TH S HEENRICOVT, SR RGO Z%
MBlE. 4mg/kg—2mg/kgBEH7/3341(21.2%) . 8mg/
kg—4mg/kgBENS8/ 2901 (27.6%) T - 1221,
HIfER Z4mg/kg—2mg/kg#E TIZ40/5961(67.8%) «
8mg/kg—4mg/kght T1X47/5501(85.5%) ICFH L7=.
7 EIfERZ4mg/kg—2mg/kgBE Tld. #IEE20.3%. K
20.3%. &401520.3%. FH18.6%%, 8mg/kg—4mg/kg
BT, S01F29.1%. HE25.5%. BITE25.5%. EX
18.2%. EiE16.4%HETH -7z,



17.1.8 SESMREREAE (HO659g518R) [HO648g5ERN 5 DUkGHTER]

SV 55 M AH B PR B (HO648g7R5%) IC 2N L Esf8 LB

EITHMHER S N7 BE RN RICRANE G U7z GRETHEE,

(b2, EEE R OV ILE B S OGFRETRE) . 274
ATEEHI 155610 > 525122261 (14.2%) TH > 7222,
EREWERIX. EIRE18.4%. ETiF18.4%. FHEN16.4%.
IE%15.6%%FTH -7z,

JBSEREREER (H0693g55R)

fbEBiEE3L Y X VD EETHRIC, BRIRO O
HER2BHEHKBFOEBHIBEL 2RI, AH 2 IZHER
JEALERE L O TS L7z (WE4mg/kg. 20 H DRI
2mg/kgx LA T&5) . 14l 861 0 255 61k
5/154%1(3.2%) Tdh - 7223, BIHEA1Z240/3604
(66.7%) ICFHH L7z, ELBIERIX. HBE26.7%. STl
25.8%. #J1HE10.6%. EX10.3%ZHETH -7z,
EFHEIEE DA ER (HERASKER)
HERZ2BHEFABROFM I gEFLBEE T Filt. 2B LM
BG4 0 B L 2 I OV RO A (GEIS & 72 535 4)

25T LIBE NI E L, AFZ#E8mg/ kg (FEH) .

208 H UL 6mg/kg % MR T LERIR 5 U2 B 24
RS LBEE . ARG L iEe s THMES ]
BT, B, AAHEGEICE VTR, EMN R LVEFT
il & . ARORGRED 5V IR S Nz,

FRRE ARG SR ¢ BRI TP LB 1 2 J F R O AP AR AT SR
S A ERS RN R AT BRAEFICH
ANy PHRBERPERICWES N, aB. KFER
2B 2 END 5 OEFRPERE ORI LEOBEITICE T 5 A
Ny PERRIR, 1EREHT7.3%(3/41). HHERE13.0%
(6/46) T > 7=,

HERAGERD 2> 5 KA IREG S N7 1,678FICB VT, Hl
TER 260041 (35.8%) ICi88 5z, LaBIEMIX, HE
75051 (4.5%) « BEJEOLHI(3.6%) . FEES8H1(3.5%) . B
5245 (3.1%) FE55161(3.0%) . BEHIRETS5161(3.0%)
HETholzo ZDD 5. RFHEITSM L EPEEFI416112
BWT, BWEAA2361(56.1%) 128D 5N, EEIER I
EHEOH(14.6%) . FEESHI(12.2%) . 9EF55H1(12.2%)
SERSHI(12.2%) . MOREESH(12.2%) % TH -7,

A ARITARG R © B P RAE S AR I i TSR AT 20 K
SNizo ARNERGRIINERICHAT, BRESRFICH
THANRY MRRALSERICWE SN, RERERSH
EIFERESHORBIX. 725 L0127 A%ICEED» D

EFELTVWAHRE IO L TERS Nz, KRRERSR

DESRAETFICHET 24 X2 PFEBRIL23.6%(367/1,553)

T 1FEBEGH(23.6%[367/1,552]) ICHANTHERE L HE

3ER® 5 -7 (HR : 0.99. P=0.86)*"

F7o. REWITOVTE, 33556 (1FE# 581,682, 2

FERERELO730)) PRI RE Sh, 7L — F3XII40H

FHR N OMAE 0 1 SIS B AR O 22 BER H R (LVEF)

BRE VRGN T2ER S CHBERIE VR

PROON[Z L - F3XRBA4OEEER | |1FRERH

16.3%(275/1,6820) . 244t 58£20.4% (342/1,6731)

AR S BEE RO A ENARET © 1ERGH

4.1%(69/1,682f) . 2HEHK5HE7.2%(120/1,673%1)]1,

[7.2.2 2]

YE3)HERABB ClE. FHRBHE CIRIAMFIR AT T o - A AL &
HGE Lo 78, Wi >/ SR TSR cmb RO, (L
BREAEIE S A VBRI CH > 7o

VEA) SUBOEIRE (BRR0E PO 2 0) o SHUTLR . SURLISM — Vsl (R 03T

MRERE R O LR, FE S LA Z PR <) OFRE, BT (FERIERH
bz)

LR SRR O IR O IR R BT 5 1 X FFEBHRO H#

AR R

17.1.11 EEHESE M1E5HER (ToGAER)

HER2:BH#| 33 (IHCH:3+ IFFISHIER ) 0T - BHR

OB NI B EEEA TSRS (LEBEERIAE) 5844 %

RNRIC, ALEEE (IR +I AT SF ORI T VA

075 YN+ Y AT T F V) LALBEEARR Z T 55

I AHER PR RSS2 FhE U 7z o ARRNIWE8mg/kg (fAE) . 2[0]

BDIE6mg/kg % 3BT (L#EEP 1% & IRBEST

BROO6NZE TH—DOHE - AR THREG 2tk L7z, b

AL, HRYF E 2 1000mg/m2o 1 H2[E 14 H R

BEXIE7 VAT T2 )L800mg/m2d5 H i H i &Rk A

B5ED & Y 275 F > 80mg/m2D AR S % 33 FE

TiTo e BIEARY MDD T5%H O hREfRITICB W T,

(LB R ARANS BRI AR T FEFHEEE T

HAHEEFHBICBLWTARLBEENRD 6N, BB,

(LB EDOWRIEE84Hth, H RV EV+T AT S5F

MWSLLH, FNFAa T TN+ ATSF U N73HTH >

7zo EINTIE. 2F1(L01FNICBVTARYFE Y+ R

TIFUMMERS N,

ToGARERD > B AR EE SN /2294602 B W, BIfE

A 28361(96.3%) IR 5Nz, FRBMERIZ. B

18641 (63.3%) « HFFRERIARELS741(53.4%) « MEM: 12941

(43.9%). BRAIRI21H1(41.2%) . 5HEH87H(29.6%) .

THI85HI(28.9%) . FE - BIEFKAHMEAIEMEET 24

(24.5%) OHN%6661(22.4%)ETH o7 TDHH, &K

REICSM L -EAEFSIFIZB VT, BHER 5041

(98.0%)IcBH 5. ELEWERIETEMAIRAIM(84.3%)

BELA161(80.4%) . BHERERE31H1(60.8%) T HERIHA

SE30M (58.8%)  MEM:29f1(56.9%) + 552941 (56.9%)

CIR22661(51.0%). L% ->< D2061(39.2%). FE - &

JEFRFRAEARSREMRERELOB (37.3%)  1FRE18M1(35.3%) %

TH»olz. [5.3. 7.3 2]

ET) 7 AT 5 YL OMOFEEREEA & O I B 1T B E KR - B

B:7LvAuy e LT, @ERALHS~10mg/kg % fth O HUEE:E
BAIL G L. BECEAT 2 B0 EICE L, UZRIREISEL ~ 2
Huws,
BWCHERAT 258 7LAury oL eE LT, BEBALHS~15mg/
kg% B 05 HRHE E 1 H 1 EB IR RS U SOi T 50 g5~
7.5mg/kg® K 1 H L EHIRANIC RS I3 SORERET B0 2B, El.
FERIC & 0 HE T 5.

24 OKaplan-Meier fif
1.0

EET

1 5 — (L T AV XS
. = R (% 3
- "
i . N 1 H (95 9% (F LX)
oy : 0. 74(0. 60-0. 91)
] . P=0.0046
o,
- - !-.1"-.
. T
-4 1.1 13.8 '.""'".........
1

1 rrrrrrrrrrrrr7
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36(H)

<UYRIEHOREE>

E#ik+ 294 277 246 209 173 147 113 90 71 56 43 30 21
FRIATT

13 12 6 4 1 0

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

F2)RBS N A - ARSOE#SRK4Amg/kg. 2[E1HLFE2mg/kg % 158 R
@5 (A) ROE 5 H8mg/kg. 2[E H BIFE6mg/kg % 33K IR T#%
5 (B)TH B,

18. FHEE
18.1 {EAtER

b Z 2V X7 7IZHER2ICR BIYICHE & L%k, NKHifa, B
R pAfins UusicEtfifafEE A (ADCC)Ic kD
FUBERI R % Fel 9 225 20,

F7:. HER2GFHREZE TS 2 2 LIC & M 7
UIMER L. ZORER b T 2y X~ 7 EHEICHfEbE %

SN WHT2LOMFLEZHND2),
FERIEL I (35 NY—KNH| PE ED
ﬁfﬁ?f EERE | 1693 | 219(12.9%) 054 | <00l 18.2 in vivoitER
- : : HER2EHHO L F B (NCI-NS7) 2 X — F¥ ™ 2, b F,
12 Al | 1FRETR| 1693 | 127(7.5%) 7 (BT-474) NOD/SCID< 7 A I #Hli L. AFIRON—%
%?‘ﬁ?f MBS 1697 57033.6%) | FF IR RE LU TfER, RAIORBEHREIEE TN~
. X PF kD L IR T -28)
Qe |VERGRE 170259 471(27.7%) 183 fﬁz,-ﬁo%mmw THoR

HES)RMBEREICIZ. MBI REROR. KR ORE ZHMIG L IEHAP52.1%
(884/1,697) & E Nz

6) BRI R L2 7 AR RICB U 2T 072007y 3 7HE DR THERICT >~
TSN HFEPDREEND 1O EREIHEND 2,

AHNZin vitroREICH W T, HER2ICH L CREIRMICHE S

L. ROERZR L2,

- f xR e PHER2BHEICN LT, KEIIN—E 77
VED E FRREOREEHRMEER Lz,



- HER2EFH b N HEMARBT-474 AR IN—t TF
CEDETRIU. BEEZOMEEMEEERZHE L. Z0
FEER. RENIN—Y 7 F V8D & [6FEE O M a8 hE L E TG
2R LT,

- HER2EFHBEHCC221 84 fa X I HER 2 ¥ B 7L ¥ #H i
SKBR3IWZARKIIN—t FF VEDZRMUZE, Zh?
AUNKGH B S SR i B A% A e % (e Ml & U 7 FUARR TR
RS E (ADCC) Z2HIE Lz, ZO/E. AFIEN—t
TF 2 ED L RREDADCCHEME 2R Lz,
EDEUIRBOLTRREN b T A X7 7 8H

(N—=E7FF*F54ME60 + 150)
18.4 HEER

HER2EHHDO X — ¥~ A e b FE (MCF7-HER2,

BT-474(fifa2 720 DHER2L & 7% —$=1.0x106) ) R *

b b B (NCI-N87) It LFUIEE IR A TR 5 41723032,

F7z. NCI-N87IZBW T, fofBESEEEA & OHHICKD .,

FUEEZN RO FRD 517232,

MCF-7-HER2IZ %t U C 13 #4583~ 100mg/kg (3[E#5)

O#FAT, NCI-N87izxt L Tld##k 5870 ~280mg/kg (6

[m4% 5-) O #iFH T FH 2R FER I IR R %2 R L 7230, 32,

—%. BT-4741cxf LT, 1 H#580.1~30mg/kg(8~10

[\ 5.) O #HiFH TFHEKFICHEBEMFEIIRZTR L. lmg/kg

P EomHERSGHTIEEOREBRED BRI NI,

18.5 ik EFMEBIRES/ER (ADCC)

t hInterleukin-2 CALIE L 7= b b ARAHIMBEAZER 2 15 FH AL &

LT, NaS!iCrOsTF%H TN U7z Rt DRI 2 1&

Ao AEAMIAE=25:1. 125:1. 6.25: 1. 3.13: 10Ok=*K

TERAEL. 0.1ug/mLO T AY X T2 L., 4RRIES

#L72(37C. 5%C0O2). chrome release assayiZ &b

ADCCHEHEZBIE L7z,
bt bFLBR R MR 184 A 1Mk (HER2FH L N)LED=(.3)

b hFEMBEMCE7# (HER2FH L X)L=1.2)

b b EEMAMKN7 b (HER2FEH L N L=16.7)

b IS AISK-BR-3#k (HER2F3 L X)L=33.0)

H2) & MELIR BRI 1 84 OHER2FEI L NV % 1.0& Uiz & & OHERHE
ZORER. WIhoEAME  EfRkRcBwTH. M
RafEEEMNE EHER2EB L AL OBIC IS WEE S ED 5 h
(FEFAMMAE © FEAOMIRE=25: 1. 12.5:1, 6.25:1, 3.13:1
DI, ZNZFNR2=0.93, 0.92, 0.87. 0.66). FTAYX
~ 7IZHER2EFHBMAAIC, Koo illREEEE2HET
HIENRENT2, 272 L. HER2MEF K 0 [EE #
(MCF7) T3\ in vitroO#EEEICBWVWT, PTAVATTE
FEDOADCCIEEIIMD THIETTH D Tz, EEN L i
FEINEMER (F S AY X2 T O~ ZA#FkTH 54D5%2 H
WTITbNZ)IZRBD SN h - 7225,

18.6 HER2:3 FEADINHI/ER

b b FUEAMIAISK-BR-3(HER2E L NLFHR M (MIfEX4 720 ©

HER2L ¥ 7% —#=9.0x 10%) ) X O'MCF7 (HER2{& L N\ )L

FIAME (RS- 0 OHER2L 7 —8=2.2X104)) 2 b5

2V A 7150 ug/mLOFEE. IEFEERTIHD S VIE5H

FIREE L7t8. MIBOHER2E 2 RDI-EZ A, WThoOM

I THHER2D LANLBET L7227,

19. B ICET BIE(EEHER

—MR T AV AT (BETHRERR) [N TRV X7 THE2]
Trastuzumab (Genetical Recombination)
[Trastuzumab Biosimilar 2]
b2V X< 7GR IR [ b T A X~ T#%%i2]
X, BErHEEx e MEE ZJua—FLHEKTH D,
v ALk b R EERA R A R2E (HER2) €/ 7
O —FIHLAOHEMBERES. e b7 L —LT7—278
EUe MgGlOEFHS» S5, PTAVATT(GE
B[ T AV R THFE2]IE, FyA=—X
NL AT PN K D EE S, EHEH20 T S B
(W T IRk )2HFhoEREND, 32D AT
A UEREPTFEEL. HERUHEAY XL 7 1« REEIC
595, EHEIZMMEOT IV BEERE,SZD, 4D
DEANI AT «+ FEGHPFIET 5. BHIZ214ED
TIJBBENSEZD. 200HATANLT 4 RIEED
HHET 5. EHOMESE T > o3 AEH|TH 5300%F
HO7 Z785 F 2 5EHE (Asn300) 1 N#E & TS 8 A5
LTWwb,
BB (Cro32H1599N2770335S6)

K (C2192H33790N5830671S16)

1 %9148,000

X BH:

ST
$TE

21. EEBRM

EFm) 2 7 EHEETE 2 RED L BNICERT S &

22. @&

(b RY XY TBSEESER60Mg[E—=%])
INA 7
(BT © HREESHAK20mL 17 > 7VET)
(FSRY XY TBSHEEEER150mg[5E—=%])
INA 7
(BT © HRESAAK20mL 17 > 7VET)

23. 'V

1) BELODBEEOBENRADIE - WIS/ SEMGTSE AHEE
ANDOFHEMI RAHHES : P T AV R T (EETHIEZ)
HER2:E R FIATHERR S N7z FHE IS B B TR B b2k

2) B LB OEVRARE - WIS EERETRE  AFHEE
ANOFEEIRLIMES © PTAY AT (EEHHEEZ)
HER2;BFFEIFAHPHETE S N7 B IS T 2 iR fBI LB L &
L CTOAR(LERERRS) O - HEOEM

3) BER EORERDOEVRATTE - WIS/ ERETRE  AHHEE
ANDFHEEIBREIHRESE : bI AV AT T B FHEEEZ)
HER2:&FFBATERR S N7 BB HEIIEIC DWW T, 3B A
EOR - HEOEM

4) BER REBITHE (001 FE4H4HAR. N—t 7F %0
FTH60 - 15085 ERHEEZEEA2-2-3)

5) giiER  FITHET (2001 FE4H4H &R, N—t TF U0
FTH60 - 15087 ERHZEE~2-4-2)

6) tENER | BEEBRE 2R E UE [ HE SRR

7) BN 1 AHRER-#) B S5O M EE (2001 F4 H 4 H &R
N—t 7F G600 - 1508 E BRI A3-1-1-2)
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