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BARERMIHES
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B Rl MHER2™ £ MEE/ 7 O0—FLilk HEMESS
H  60fE — . s /e p— - - = ¢ 34 1]
FIRAYVZXTT (BIEFHEBRA) [FFRAVXT T3] RE
EUYLE ST TN —a— \‘ \g (\J
WA B ) J . 60 .
RO AV A eszmmszm60mgror14—)
- N, 0\
KO AVAYI 2 1 “
BsaiEsEm 1D 0mgro714—)
TRASTUZUMAB BS for Intravenous Infusion 60mg-:150mg [Pfizer]
60mg 150mg
7£1) HER2 : Human Epidermal Growth Factor Receptor Type 2 (& I |-z 45 K 224K 2%, BIFR © c-erbB-2) ARES 23000AMX00800 23000AMX00801
2) R - ERiSOLTEI L YT L BR 5% B 14 201948 H 20194E8 H
1. mx H B HES BRI R B OPERI TR2O & 59
1.1 AREBEHALEIEL, RABHHRETE 3ERME — 2070
BICHVT, PALEREEC T LEE - BREBOEHNS PR ‘ SOk _
FE3IN FEHEDT PR R T 5. BO~HEBOOHETH S,

—_

DH>5EE

HHBE

- BIERAHE AR & BREh DB
CDAREERDSH B BE
- BEIRAE (DEEE. ROEE) OBEXIIZOBREED

ET, ABPBUEHK S BERICOVWTDAERT 5 &
T, BERBICELSE. BEXEIZORKCHEIMERVOER
HE+4HBEL. AEEBTHLOHRETEIE,
2 DARRENEELRVEENF6S5bh, RTICE- B HE
EhTWBDT, LIFXFIRSEHEBEFICIE. BEOOEEEZHE
RDIBE, £ FEBREREEE OEERE (DI3-%)
FITVEBREORE (EEREE (LVEF) OXE%8E) 219
ICBETHZE, BICUTOEEFIZOWVWTIL,
IO—%) #EAEICITH>Z &, [8.1.9.1.1-9.1.7, 11.1.15H]
CTURNIHAT ) CREREBRSROBRERIL T ORIAERE

DEEEIRE (O

- BMEEDBERIEZOREEDSH 52 BE

1.3 FEREFREAEEEGRBZUBELURNICEH5HN D
Infusion reaction®> 6, 7F+717%>—, MEEHFOEE
BEMER (REER . EEOMEET. M FR{TBEREE)
PRELVECICESBIFHRESh TS, ChsORIERIE.
FICREFITRER (M. BIRBEAREICLD) 0H2E
EXEZTORERODHDIEEICEVWTEERLL®TVOT, &
EOREZTAHICHELAPSEEICERST S L, [9.1.8.
11.1.2, 11.1.388]

2. B2 (RDBEIEIBELEVNIE)
KFN DA U BBHE O REFIED B 5 B &

3. HERE - 1R
3.1 %

W5E4s

b 2w X~ 7 BS i HE
60mg [ 7 71—

b T Ay A~ 7BS s
150mg [ 7 7 1 ]

ERIN %
1y

N4 7 v D

FT AV R~ T (GG

2) [T Ay X< 7 k#5317
64.5mg

NA 7 )y iy

Fo Ay X< 7 G515

2) [N A X< 7 %3]
156.6mg

LR

w o #

FEREHE 59mg, L-k AF V¥
HWERE KA 1.5mg, L-t R
FT v 1.2mg. K1) VI R—
120 0.3mg

R AR 144mg, L-L A F Y
> YRERIE KA 3.5mg. L-t
AF T ¥ 3.0mg, KV IR—
~20 0.6mg

FEL) ARFNG S HREESHTK (i 60mg 3. 0mL. A 1150mg: 7. 2mL) Z 4k 1LY |
DN TV L7ZREIC b T Ay A7 (BnFHRZ) [bI Ay X~ 7H%E3] i

JEAR2Img/mL & 7 % & ) ITERFEHE N TV 5,
H2) AFNE, Fr A =—ZNA 2y —HEMEEHCTHEES NS,

3.2 ®AOMERK

RIS

HE ORI

A

ESFH OxA T V)

4. BEERIIHHR
OHER2GFI R H TR S /- 3LE
OHER2BF| FRAFEES & W R BYIRT L ET - BROBE

5. MEERISHRICEET 33E

(HER2BFIRIR AP & h =28

5.1 HER2BFIZEH OMAIL, 55 % BB % A 3 2 0 B S I MeAT it
BRIZBWTHET L &,

(HER2BFIRIR AT & h - ABYIBRTEE L ETT - BROBE)

5.2 HERZBFIZEH OMAIL, 55 % BB % A 3 2 i B 334 it
BRIZBWTHET L &,

5.3 AN X BB EOH R R O &L L T v,

5.4 FATHEIC B 2 FESHRAL, ARRTISEICRI L C (17, R R
DIEOWEZHH L, WISEEOBINZIT) 2 &, [17.1.1128]

6. FAERUVHE
HER2EFIFEBIAHERR S N7z LRI AEIBE A T %0
HERZ:E I FEBLAFERE S N7 0 UIBRANRE 70 AT - SO BMEIZIE
RO PLEEMRE S A & OB CBEA T %,
AL lE, A LTLHLE, M AY AT GRfm TR z)
[F T2y X< 7HE3] & LRSI 134me/kg (FE) %
200 B LLFEIE 2mg/ kg% 9045 Lh_E 20U F C TIA R R B C B sE 3 %0
Bik i, SR LCLHLE, N T AY AT GRfm TR z)
[F T2y X< 7HE3] & LRSI 1E8me/kg (FE) %
200 B DL IZ6mg/ kg% 9045 Lh_b 20U F ~C 3JA R [ B C i3 %0
B, NS OEFESBRFTHIE, 208 H IR0 51011
3055 F CTHMETE b,

7. BEARUVARICEET 35

(GhREHE)

7.4 BA#HEGT LA MO2OBEIZ L) TEINHG 0
N7ZBRIZIE, UToLBN 5352 LT L,

7410 B5FPER LV IAMMUNOENL TG I 5 BIE. AT
2mg/kg% . BiETldbmg/ kg% %53 5,

7.1.2 BH5PER L) EAMABZ 2RS35 51, St TalE
58 (AFETlddmg/kg, BETIE8me/kg) TG %17 &b,
WA DR IX A Cld2me/kg % 1A B T, B CTldbmg/kg % 33
HHE TS T %,

(HER2ERIFIA I HERE & h /-2Li&8)

7.2 MRS RII BT, DTFoSI0EETLAI .

7.21 VFEZBZ B B5OHMER OLETETIEL L Ty,

7.2.2 RFEN 17 8RR oA #mML 7z LT3 562 &,
[17.1.10zM%]



(HER2EF|I I P HERD & N - BBYIRTRE L ET - BROBE®E)

7.3 FHNE, OB & OB L D BET 5 2 & FH &
PR 2 BUEMEIEE AL, 17 FRR R OHONE 2 L7z b
T, #ERT L&, [17.1.112HH]

8. BEELAEANER

(hEE£EE)

8.1 LEEENDH SbLNDLZ LDDHLDOT, RAPGMLERTIZ L, 4d
BEOLEIEEZHRT S 2 &0 REF GG IEIRO BRI - E
HEEESE 0 UM OB BRI (LT 0 —48) 247 B O REE (FF
ZENEE (LVEF) OZ8% &) & T ICBigE LIRS 5 /B,
HEVIIHIERHBT A2 &, [1.2, 9.1.1-9.1.7, 11.1.1=M&]

8.2 Infusion reaction®FEHRMIELEE % HigE Ui (Pt A4 3
CHLVEIE R R A OV E A ST A A AR S L Tw vy,

8.3 WM MR EEEA D SN D T LD 5 DT, L w2
JET OB RE A 24T ) e &L BEOREZ HHICEET L2 L,
[11.1.9%:1]

8.4 RHIOMHIZH -5 TiE, AH & —HAEPEULTWE FTAY
ART TUAF VYR NTAYRART TN AT DR
DEZIHEET A L,

(HER2EFIFIRHTERE S h /-3Li8)

8.5 MTATIEMM I (AP B, Witz d:o A R iR kL
FEOBIZAH 2 M 2 E1E, Bt (TE®REoLEED
RV RAKGRIE - SRR AR AHHRE AN OREU IR S W
V) 2BGRT L L,

9. FENHREHI2ERE AT IEE

9.1 AHHE - MEEZEDH 58E

9.1.1 ERLXLVEENH5EE
BERLRCZEZVEHMSNASE2KRE, T LAV &,
[1.2, 8.1, 11.1.1=H]

9.1.2 7o b4 D RERDEAEREDH 5 B2E
DAREEDLEEND bR v, [1.2, 8.1, 11.1.12H]

9.1.3 BMEARSRE BHEHFPDEE
BT~ OGRS & OBEFIEIZ 3, FhR o #Y) 7 1G9 e 2 %
EL72 LT, DEEOREBICAET L2 Lo OAEFOLEEDNDH
Lbhheg v, [1.2, 8.1, 11.1.1%8H]

9.1.4 DARRXIERDHZBEXIIZORERDSH 5 EH
SEIRDEALT 2 B2 N0 B 5, [1.2, 8.1, 11.1.12H]

9.1.5 AEEHE (LVEF) #AETFLTVEE. 22 PO—JLAE
BAEIROH 5 8%, BRLEXGORBRRBEEDH 3 8L
SEIRDEALT 2 BZ N0 H 5, [1.2, 8.1, 11.1.12H]

9.1.6 BEIMMRKR (DHEE. TOESE) OBREXIZOREEDDH
8%

SEIRDEALT 2 BZND D 50 LT LAEEDOLEEND S bR
T, [1.2, 8.1, 11.1.1%MH]

9.1.7 EMEEDBERIZZOREEDH 5 BE
DAREEDLEEND bR, [1.2, 8.1, 11.1.12H]
9.1.8 REFFFMFREE (Enfs. BIRBEBZFICLD) DHBEEX

I3 ZDEIEEDH 3 BE
Infusion reaction?SEHEIL L3 [1.3, 11.1.2, 11.1.3Z%H]

9.4 4JEREEH I 5
TR BB D 3 5 Lotk l2 ik, RFF G- L O 548 T $amdR7
F AN, YA VA L )RS B 2 b, [9.53 1]

9.5 iTw
TR JATIHR L C W 2 W REVE D & 2 ZEI2id . iR E OB BN G
Mtk BB L HB SN AEAIZOMESTH I L, KHIZHES L
TATIR IR IR & 72 L OGS D Do Tz, FKEAE T
L7ZERIC. BB - S OB AL, JRILSEIRE, Hid B gs
SEIEBERE, BRIV ORITERA &5 A5E0 5B A » 7261 b #i5 &
NTwz, BWEE (V) 128w, JRlkEA (1. 5. 25mg/kg
FARHES) DR STV 295, JREAOBBITHmE S Cwi
v, [9.4Z511]

9.6 3L
B EOBFER ORI OF R LB L. BILOMkE UL
IEEME 528, B P TOAITBITICET 27— 2 1320w &
MeGIZREALFICBATT 5 Z &G EN T b, F 72 B FEER (4
I 2BV T I ~OBIT (25mg/kg K 5) D3 ST 59,
9.7 NR%E
NSRRI R & U7 ERIREBRIE FE M L TV v,
9.8 S
BRI OBERE. BT - BRI, MRS 217 4 KB OIRER
LA LEEIHG T 5 Lol TR T LT,

10. #HEEA
10.2 HfRERE (HRICERETZ L)
A WasRAEIK - 58 ik e - Al T

T YN TIA L) REH] | OEEOBPEEEDS LA | LEEO) A 2 HE S
LHIEDPHEINTVDLD | 2BENHNDH 5L,
T, FHSEET 52 Lo

1. BMEA
ROBWER S b ZEDd b DT, BEL T5Icfrve. 8
DO NI E 3G %2 Pk T 5 % EEE) R ALE AT 2 L.

1.1 EXAEMER

11.1.1 DEE
ANEE (4.5%)  CREAGE - PR R e il IS et - S8 1S3 v
Oy 7 BRI, RAEMERES) . OEM Y 3 v 2 (HEEARI).,
FliFIE BRI COZERETRE (0.19%) OFiE (0.4%) D gs (3
FEAH) . AEENR (1.4%) T8Ik (0.1%) At s nTnb,
FCEDFRO NI E L, ER EOA RS ERE S RS &
Wr SN DA IO GHE A MG L, B2 LEEIT) 2 &,
7272 L ERDPEERIGA I, TG R PIkL., SR LE LTS
&, [1.2, 8.1, 9.1.1-9.1.7&K]

11.1.2 Infusion reaction (JHEANHH)
RFNP G- A3 ¥ G- Bl IR 1224 B DLN 12 % < & 5 b 5 Infusion
reaction (GEAK:ZEZA, FEIE, MO, MR, JEHA. BEOE. 0k, © F .
5. WIHESE) 2F40% D EF I B W TG SN TS (HER2
W FEDTHERR S N/ EIIE O KGERE) ., S 1o OFERIL, 8
TR~ RS CEREISAF OB GRS H bR T,
% 72, Infusion reaction® ) H. Y a v, 7+ 74 7F—, fifi
EEFOEE AN (REERE, EEOMTT, SPEIPRIE
SAREMRERE, BEAR. PAIHVRAE, W2, HOG. MPUREEE, Mg, WS,
I IHEH AR MO 42 JR ORI IR Bk AR e SR
WEBLIECICE > 20 ME SN Tn b, KEHZRSHFIZINLD
BEPRO LN HGAIIIE S ICHGE2RIET22 8, B, 20
X9 BIERD D & b BB W TG O 4 2 H b 5 Heidk
WFHE L TV Ze v,
SR DFRO D NI A E Y e LiE (BRI, -7 T=A b+
BB R E ARV E CFL REGIER]. Pl 25 I VHIORGE) 217
I Ll HIERDEIET 5 F CTREORELY T IcBlET 52 &,
[1.3. 9.1.8, 11.1.3&]

11.1.3 FEMMEX - MES
MR MEAT 2 (0.2%) . BlifiesE CEEAM), Bk (7 LvF—14
Wik % &) (0.3%). 2VEFRAREERERE (0. 1%A0) SO
BEENH SDbNLEZ EDVH D, [1.3, 9.1.8, 11.1.221]

11.1.4 BIMEKKD (4.4%) FFRERRA (6.9%) IN/MRES (1.9%) .
#in (3.7%)

11.1.5 FFARL (0. 1%:A:0)  ZE (0.1%) JFF% (0.1%) FFEE (0.5%)

11.1.6 BEE
BARE (0.2%). BEEE (1.0%) 25 5bNb I EDH b,

11.1.7 BB HEAH), BOEEE (0.2%). BRE EEA)

11.1.8 BMfE (0.2%)

11.1.9 FEEBHIEERE HEZEAH)
FUE DR DN A3 G & Pk L) e L (AR AR
FERBRMLE G R SE OF G- BIEE) 2179 & & b1, ERAT R
THECTHRHEOREL 5 ICHZET 52 L, [8.35H]

) FEBUE (XHER2:8 R S B 0 5 12 %) 9 2 dg /MR SABR [HO407gmlB%, HO0452g3
B, HO453geA k] . HERZiEFZEBL ORI (209 % iRy MER R AR [HOS51 gatlR,




HO552gakEk. HO648g7thk, HO0649giti. HO650gwtbk. H0659g7tEk, H0693giti] .
HERZ:EBHE S B OHEAT - FREEFLAE I3 5 ENERR B [MKC-454-0235%]. HER2

RSB OB EFLE
X9 % BT AL, HERZBRIFEBIOTER S iz

x 9 % FLEGE R IRR SR, HER2MR FE B DA T2
FLRE (i) (g B I

Al 355 [HERAMER], HER2:SHE 5B AR & N7z G MOIBRAS B 7 AT - F58
DGR T B EBR LR [ToGARER]. HER2W VOB YIRAHE 2 3E4T -
SEOMEIE (0§ 2 EINEE R AER [HUON-003-013%8%] B O Afbaeedhia o by
& L 72HERZB M O I Y BRANHE 2 AT - FFFEOMERS - EBHE SR 3 2 E AR Sl B
[TRIUMPH#ER] % &

1.2 ZOfOEIER
11.2.1 HER2:BRIFEHE HHERE & W - EiS iRl =

10904 E 2~10%Ai 296 HREAN
G A Wi, O F v, R | SIS, RIRE. A | EDIRIE, A%
R HERE, ERESUR,. | % 9o, MBIk, | A, LU
T A H SRR Tt (%), BHRHE
HALE | A - T, FRRAR, 1T | BRI, LI,
(16.8%) Mg, EL, B | Bhok
B MR SEAR. WAL, | AL
EUE, BhE, HU&
I PR B IR, B | K, L
Hh L
JiilRii3 Juhrurer
WA
B FE 595, BEBAE. IO | FLBE, B, 3
BRI FRIZ. B 9%, BEIR
RN ZZ NI h e
N
PTG ASTHIN, ALTHIHN
MR GBI, AR
vl
M | FEE (31.5%) . BRI, R | RAUEEG (B,
HEIE (20.0%) . | . PEHE, FEBRE. | SHINEHZE. NHSE 4,
#57 (10.5%) | MEJJHE. AR, W | BISLBESEE) . Mo
JiE. AAEVEIRIE, DY | ANPUE. B,
R Je. R,

) ST X HER2 8 ) 58 31 o0 JTH5 125k 3 2 bR R A BR [HO407git B, HO452g7
B, H0453gatlf] . HERZ2:EF FBLOALMEILHE A 3 2 MR SR [HO0551 g7k
HO0552g7 8%, H0648g7 bk, H0649gi bk, H0650gitlk. H0659gmtEs. H0693gitEs].
HERZ:EF B OHMEAT - FF5EF0E 20k 3 % BN ER RBR [MKC-454-02i45%]. HER2
SEF FEBLO GRS VEFLNG (A3 2 B I8 A R 3Bk ) O"HER2:8 F 5 BL O A8 P 7LAE
WZxbg B AR E A

11.2.2 HER2ZBFIRIMHHER S N -ZEIC B (T 2R YA

19%PL L 0.2~1%Ail§ 0. 2%Aili BEA
5 | S DE, FHEE, Rk JEALPIRR, =2 —
#EHR i, TR, AIRAE, TN —
RELSEH, AL )
O IR

WAL | Bl THLWE | IRk BUR. 5 | AR, 6.
it LR 4%

TESER | BhiE L, HR, Bk

(BNt SN
BT Bl
[E3 QNN (1ZEN
WAL

Y SiRIE

WP | IR i, St WG, W | SR, SMES
WORISHEZE. | RSB
S
W | ROBE, Se, | LB IR R
S Beps
ik PRRIEE
2ol | HIHE. FRAGHFIE, 750 | VR, AR, | RO AU

Ebtge. IRESRE

ESTNAE

BB P
e, A, A
VIV R . B B
g, RRGEE | i, F 7 rx
de (Bgg, B | o

GHE, WHUE 2SR

11.2.3 HER2BRI R A RS & h L ARUIBRTRE &EIT - BROBE

(2= /NN
VRS, AT
PN NE ST N
LSRN 2N
i 1 U L

L A HE
PR, HilE o g¢

10%24 L 2~10%Ai 2% Al

ZOM | 985 BRI A

DI RERA

PR K7 V73

P IR UK, IR Y A
f VMSE, ARER

MAE, R b)Y AddE, R4
RS, WETE, RAE. AR
&, &2 L7 F= . LI
BV TRE. B, iHE

14. BALEDZEFE

14.1 ZARREFOTE

14110 KHOPREZIE, TlofES2Y OBFEXIZLD ., &5
WCLERREW) 2 ERT L2 L,

CAE
ol HERYE (mL) - PE ;ﬁgimf;m%g/kg)
SHEHLE  REMDE (mL) = L <2k1g><mx; Hf;n)g/k;;)
- B
0l pE e (ol - B ek
SHHLE  HERYE (mL) - L <2k1g><mngj HfIr‘r;g/kg)

14.1.2 8. B RESHAK R EME R DAL L 7%
Wz kb,

14.1.3 7Ry AR EIRE L2BE. BOABRENRE B2 1H
B D720, BRESHK GLEEEH60mg @ 3.0mL. i &HEH
150mg:7.2mL) I2& VEBLC 5 A Y A~ 7 (Efa i z) [
T AV X< THEE3] 2lmg/mLOMEE L Lo, LEREEHET
WEMWD . EHICHRAERAEER250mLICHRT 5 2 &,

14.1.4 KFHNIR) VY VR=F2EHELTHBY, 76T W20,
IR E SR L, 12T R 5 TR MTES 5,

14.1.5 HEAS L, ARBIESLICHITT L 2 b T2, i
BEFET A Z Lo

14.2 EEIBR5BEOER

14.2.1 KHE5% 7 KRR A LIoHE. ARESNREZ LB
FNHH D70, 7T KRR E ORAZRT, KH &7 Ko E
WO LT A > &2 72/ G T b n &,

14.2.2 fhFl & DRFEEZ L 2w &,

15. ZOMOEE

15.1 BRER{EAICED <153

15110 RFFEGIZI VP 5 2y X< 7HUES I L 72 & o (921
BIFF1BI) A3 HH5, SFHIEFNC BV TRIERIZERD 5N e b o 72,

15.1.2 AH) & MO FUEEIES A & 6EH L 22 B8, SEE e, &
MR BERERE (MDS) 23584 L7- & o2 5.

15.1.3 MAEAALEGERERC T, B RS 2 4 9 2 o fUE M IE S
VZARFN % BEF L7236, 2 OFUEVEIERSF BT & Mg L 3§ BT
B OFHRDS LR L2 L OWMEDD 5,

16. EYBHRE

16.1 MeEiRE

(&H)

16.1.1 SHEZE 1 5%
AVE RS 20 S & LT ARHIDUZ AT/ N A F E SR % 6mg/kg D H
e CHNFEIRNT G L7 & S OMBIRE ST 2 — & ROV i EHER % DL
TIRTY,

R BB B9 |2 ARAN L SEAT N A1 B3R & 6mg/kg D & T HLRIEHIR LS L

10%LL E 2~10% i 29K To b EOEYWRE ST XA =%
Hithth | =2 —n/55— BRI, RO . R | . TEIR 54— OB R
R MRAE. $HEHE 85 X—% (HfF) KA AT A S
AL | L MR, SRR, | . R WHALAS KL TS (N=34) (N=35)
O TN %, R il Crax (ug/mL) 159+ 26 174=31
LR FAIE i’éﬁ) AL, R AUCus (ug - hr/mL) 35700 = 6287 38510 %6569
A9]|¥as
AUCi (ug - hr/mL) 37130 + 6305 40330+ 6994
-0 2 Lo b, s I, T R e
CL (mL/hr/kg) 0.166+0.026 0.153+0.025
M ANEZTY VL
— . g Ve (mL/kg) 56.1+8.2 51.7£6.9
B FE - AR | GBELERE. BEE. Mo | REE
R R B s i te (hr) 21342 22042
M By LTIy TSy 1) 8T A —F ITEAEE £ IR TR L 2.
S VNI L A= AR



TR (AR SUL AT /N A & BE SR % 6mg/kg o H & C Bl IR B 5
L7z & & o i ediss (dhdefi) ™

170
160 *
150 1.
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51 (hr)

A RFIEE (n=34). @ : FAT/NA FEHES (n=35)
11:2) ERT (0.5ug/mL) AKiiiF0ug/mLE L CitatR 2 5H L7z,

ML P (ug/mL)

FATNA FESESTIZ 0 B ARHI D Crmaxs AUChst 2 FAUCin D 3T I i 0 L
D% FHEX L. FaNHE L -FAERBN (80%~125%) (Z&HFhiz
Z e, WHIOBEMBENEEIC B B SRR Sz,
#) JeAT/3 A A RIS Herceptin® (EUTHKR Sz b I A Y A= 7 (GEInFHlR ) B5H])
(IN=tTF Vx5 H60 - 150)
16.1.2 BERERE
HA NHERZ2:&FI FEHIBEE 1 b I Ay Av 7L L Tl1~8mg/kg™ %
9045 M FEEHE L7 & EOIMERREELUTOEBY THotze P T AV X
< T DULEH DS O RIEAER Ty WEBEFIC1-a 28— b A Y PETV
UM CIEHTHEM LS S8omme & ICER L, %5 81lmg/
kg™ TI132.4H. 8mg/kgTIZ5.50 TdH - 720 I P HEE (Cra) 1
A 2 BEIEnN 2R L, 2075 v A (CL) 13#%5-®OMIItE-> T
T L7z At (Vo) Tl #5808l ) ZhidZo sy, 1203
MEEA RN L7,
B G5%OME D b T A Y X< TR

(ug/nl)
200
—o— 1 ng/kg(n=5)

150 —o— 2 ng/kg(n=3)
i —a— 4 ng/kg(n=3)
i —— 8 ng/kg(n=5)
h mean£SD
- 100
]
1

50

ol
0 7 14 21 (day)
£ %REXK

WA GHEED 5 AV X< T ORYEE ST 2 —5

EE eI Crnax 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 72+17 5.9+1.5 7.4+1.0 63+15
8 5 17719 5.5*1.5 6.8+2.4 51+6.5
mean = SD

H3) ARSI N - I3RS Fidme/kg, 2181 H PLF2mg/ kg% H1 A% 5 (AE)
T ORI 5-H8me/ kg, 20 B L6me/ke % S 1EY: (BE) Thb.
16.1.3 R{FR5HF
(1) HAAHER2BFFEHILIEEZISHIZ -5 Ay X< 7L L Tl~8mg/kg™
905 M s FHEA2LH H X 0 o AL siEiE 2 B Lz &0 F)
A% 55430 HIZB U 2RI (Con) R ORESMIEHREE (Cow) 1EELT O
LB THo72Y,

B G BE O RAR R s ML b 7 A A< 7

(2) HERZ2MFFEHIMEEH213EI, F T Ay Ax 7 & LCHE4mg/kg, 20
H LL#E2mg/kg % 1[0 SR M EHE L7 & &, shedBUE (B A & st L 72
HER2HINBAMEIR) N— AT A VIBEDSEETH LEBO b T A X~ 7 HAK
ML IR (Cun) & AR Z R TBEINATRD 51720 GHEAT—%),

16.1.4 BEFEMENERHRT
HER2:8 il 58 3 5L B 47661 (7272 L3BNZFLE LA EH) 2T A
A= 7L LTH4mg/kg, 200 H PLF#2mg/kg % 3811019045 [ A5 0% 503
(166113 10~500mg % H.[al#%5-) L7z & & oI iz % v, population
pharmacokineticsf#AT & Effi L 720 T VR OFR2-a /8= F A v b E
FTOHEIRE I, P (t2) 1328 5H (BHENIFE. 95%EHEIXE : 25.5
~32.8H) TH-7210 WEATF—%),

Population pharmacokineticsf##r 7 514 5 17z k5 Ay X< 7 DY BhHRE N5

A—%

Crnin™0 Crnax 2V AUCHY tiz CL
(ug/mL) (ug/mL) (mg - day/L) (day) (L/day)
66 110 578 28.5 0.225
W4) AETEG L 7eBo @ mikiER: (R2008 CH5E) o Pl
16.3 40

(N=tTF > VE5F60 - 150)
HERZBR BB OME % % FRIL 72X — Fv o 210, BIE# M7 Ay X<
7 (10mg/kg) * HEEEIRATES L7z & & RGTEEO IE MR~ OB X
e o 720 B ORURTEE I35 G- 24 BRI i IE &R L 728, IE##RkLC
W CHER Uy IS i BT & T RAR O S Ml L 721 il b i B
DIFLEALE N TIAY AT TH-7212,

16.5 HEitt

(N=tTF 5 F60 - 150)

16.5.1 HER2:EBRIFHILEERE
H A A\HER2:# ) 5 BIFLE B F18HIC b 7 2 Y X~ 7 & L Tl~8mg/kg™ %
9073 M midibifiE: L7z & & #2524 M B O R LR O IR IR 1E, 0.01%
UTFChor,

16.5.2 IEEVY I X
E#~w AP N 7 Ay A~ 7 (10mg/ke) % HIEFIRNXS L= & &,
PEH-HTH £ TORSSED R & O R R R 13 e © 2 2 131% K 1N2% T
B0, METENZN28% K% Tdr o720 5#HT6H F TTIRHEcERLZN
83% L UN12%TH 1) . METZEILZI65% L 1N20% Tdy -7 L L, i
FIRY XY TIRITEALED SN o 1212,

17. ERFREGEE

17.1 A RORLMICET 255

(#l)

17.1.1 EEHLFZE THEEER
HERZ2:® R S H AR S 7w bRt & A 5 5 LB ETOT4 25 R L L. AH
+87 ) 7 X R ) ESRATNA FESER + 82 ) & F OV F LY S EIRS LR A
MAHREEZFME L 720 28HZ 104 7 L, KEIULIEAT/ S A A ESR 300
4mg/kg. 201 HPLE2mg/kg% &4 7 VDL, 8, 15K U22HI2#%5-L7ze /%
71) % X2 Wi380mg/m2% &K A 7 VL, 8 UNISHICHRS L7299,

F SR H H
FPLHEE IS X % 33 DO E BN 2 LUT ISR,
HrYRRITE 2 & B FE33 IR D B BT A

ESAl SEATNA F RS VA7
(N=352) (N=355) (95% 1= HEIX H])
SEA LRI ZER AR 220 (62.5) 236 (66.5) 0.940
SNTHEE (%)
(95% 15 HE1X 1#) (57.2, 67.6) (61.3, 71.4) (0.842, 1.049)

HIRIGEAFED Y A 2 He095% (B XA B L2 RS~ — ¥ > (0.80~1.25)

DOFEFNTH ) . TR O IED R S iz

#) JEATNA FEIES  Herceptin® (EUTKRENZ M T AY A~ T (lfnFHlifRz) #H)

(N—t7TF 560 - 150)

(HER2:BFIHE HFESD S h 1-3L7&)

17.1.2 EXEE I HEERREER (MKC-454-0255%)
HERZBFEIFEH OEEAS LR R E 2 W 52 AR 25 L7 (1~8mg/kg) V0
PUES S REOBRII T EDO L BY TH o729,

FEIEX14/1861 (77.8%) (258 L7z, EREIEHIL. J6844 4%, ASTH
m22.2%. WiH16.7%. HEE16.7%. tBEIK16.7%% T > 72,

Epdny - Chnin Conas R i N .

(mg/kg) (ug/mL) (ug/mL) HER2:S 5 582U B 1209 A POl S ah
1 4 6.72+0.869 26.7+3.18 EPacn Ty CR PR MR NC PD NE B
2 2 2.14. 24.7 60.1, 64.4 1lmg/kg - - - 1 4 1 6
4 2 74.9. 116 134, 220 2mg/kg - - 1 - 2 - 3
8 4 200+20.6 327+41.6 4mg/kg - 1 - - 2 - 3

1. 8mg/kg : mean*SD




Erass CR PR MR NC PD NE i
8mg/kg 1 - 2 1 1 1 6
7t 2 (11.1) 3 2 9 2 18

NE : Not Evaluate SEBIEL (%)
FRRISHIC BT A AR O G HIR IE1~1038 (hRfE10) Tho7ze F72.
miE (65Dl E) NG IfTb b o7z,

L) ARFRS AU R A S e Ame kg, 210 H BLK2me/kg & LR RIE CHES (A
) R OHAE5H8me ke, 20 H LAM6me/kex 3B RIF TS (B Thb,

17.1.3 /@515 I EERRRRER (H0551g5K5R)

HERZEF S OB MEFLIE B G 2 R, KA % &S Lz (Wh
250mg. 2[ H L2 100mg % 7 HAE 2 103 3% 5) =V, SHilin] fel436i o 5
LRMBNESB (11.6%) TdH o727,

HIEHZ28/4661 (60.9%) 1ZFBLL 720 FRBIEHIE. SE1321.7%. J584
17.4%. TFHI15.2%5CTd - 720

17.1.4 @556 T EERRRRER (H0552g5K58)

HERZ2BFI ZEH OB UIIERE LRI, KEE AT T F v LHEHTHR
H.L7 (#1m1250mg. 218 H UF1E100mg % 7 H 48 (2 8 4% 5-) #V FEAli T
REBISTHID 9 HZEBNLIB] (24.3%) TH-7219,

HIERNZ22/3961 (56.4%) 1ZFBLL 720 F2BIMEHIE. MEJIHE28. 2%, F58
18.0%. ME%(18.0%. S#ri¥15.4%. HIMERIKRAHELS. 4% CTh - 720

17.1.5 @5 E MAAEGRRRER (H0648g55R)

HER2:#& F 5 B DAL M FLHE BE & 0 RS, ARH 2 Mo fbasie i & fRH T
5L 72 (#Al4mg/kg. 2 B P13 2mg/kg % 1B RIRIRE Tk 5.) o T BEET
HHTH 2P ETE CoOMMohRfilix, 7> b A7)+ 70
RA7 738 (AC) BEHIEEAT9.08% H. ACHE:A6 4871 H, /52 1) & %
L OVBEFREAS6.87 . 232 1) & F RV HAEE)S2.897 H TdH - 72, HER2
W SO O EAEST F COMB O ILfEIx, ACHERHEETIX3+HEDS
9.05% H. 2+HEA9. 114 B, 782 1) ¥ L VB T3+ 27,147 H.
2+ FEH5.300 HTh o720 ZRBNE, ACHHTE:A80/14361 (55.9%), /327
) & % OVBEHIEEDS38/9261 (41.3%) TdH o729,

B/ F I ACHE I BE C U3 122/14381 (85.3%) /527 V) & F L VP HBECIX
78/9161 (85.7%) \ZFBL L 720 FE R BIVEHIXACH B Tlx. F8#128.7%.
6 525.9%. MEF74E25.2%, & 11723.8%. WEH:18.9%. T #i18.2%. &9
17.5%. MR EL6. 195, /X2 ) & L LB TIE, £ 31736.3%., M
JI9iE35.2%. FE#A29.7%. ME523.1%. #I22.0%. TH#i19.8%. 59517.6%.
NEIH17 .6%% T d - 720

17.1.6 BSEE MAAEGRRRER (H0649g3K5R)

RILERE L ~2L ¥ A VTS 505380 6 - HER2E RSB o im i 4
FLEEBRH 2RI, AF RS Lz (WRl4mg/kg, 200 H LU Z2me/kg % 1
JE R T 5 o FEFEMIEH CTd 2 PRSI RIC oW T IT TR R 4%
(222600 9 B 2513461 (15.3%) . FHMTBEBI207B1 D 5 + 2551133451
(16.4%) Td o7z, HHHESTF COMB O P IAEIL3. 147 H Th -7z, HER2
BFE EBLORER ORHRBAET £ COMB O R YLz, 3+E43.37 . 2+
HED1.97 HTh o722,

RIVERIZ182/21361) (85.4%) \Z3$H L7z FEABIEMIZ. 56#136.6%., i
1735.2%. MESIAE2T . 2%, WEA21.1%. JEH617.8%. THIG15.0%%ECTdh - 72,

17.1.7 #BHLERPRERER (H0650g55%)

(bEEFR LR IGE OHERZB R S BLO S HEILBEEE 2 51, KAz ik5 L
72 (#4mg/kg X 1Z8mg/kg. 2[01 H DAL Z 2N 2mg/kg X 1F4mg/kg# 1
AR TR ETY) . EEFFMIEE T 2 PUEHE A EICOW T, FEM T ARG
DZFBINL. dmg/kg—2mg/kghEA7/3361 (21.2%). 8mg/kg—4mg/kght)s
8/29%1 (27.6%) Td-72%,

FIEH (X4mg/kg—2mg/kghf T13240/59%1 (67.8%). 8mg/kg—4mg/kghf T
1347/5561 (85.5%) ZFM L7z FemIEH IZ4mg/kg—2mg/kghf Tld,
J34i20.3%. JEHG20.3%., S E51520.3%. FEE18.6%5, 8mg/kg—4mg/ kgl
TlE, &L1529.1%. Z#25.5%. MEJ19E25.5% MEAU18.2%. Y53 16.4%%
Tho7zo

17.1.8 BHLEEPRNER (H0659giKER) [H0648gitBR D 5 Dk ER]
YV AR AR ER (HO0648gikER) 12S M L EsAS MEFLIE O AT ASHERR S 7z
BB NGRS U7 Ot AL, il Ok v E
UL OBFRTTEE) o FHEATREBILS56E 0 9 HZEENE2260 (14.2%) Td >
tzz?ro
FARWERIE, M70E18.4%., ET01718.4%., F2116.4%. NE15.6%55TH -7,

17.1.9 BHLERPRERER (H0693gitER)

(LR AIL D A 2 DL EiAT#21C, F5E05380 & N-HERZEFIFEH 0
PEFURE B 2R RIS, ARH & IR LR L O TS L 72 (R0 lEl4mg/
kg, 2 B LAFE1d2me/kg % LA IR T 5 o ST REBIOZEh 611 5/154
Bl (3.2%) TH 7% BINERIX240/36061 (66.7%) \ZFHH L 720 EREIE
FVE. Z88126.7%. S ¥01725.8%. MEJ13E10.6%. ME510.3%55CTdh o7z,

17.1.10 EFE£FSE TH#ERER (HERARER)
HER2EF B O T feLME B E T T, 25092 M m0 UL 2 38 W5
R OB GEIBE 2 2356) 2% T LZBBEERRP L L, K%
#M8mg/kg ((AE). 2[Al H MAFE6mg/ kg% 338 i i g CL4E RIF%5- L 72 83
2UEMPE G- L2 ML . ARG L e WK R L CHEMER B L7 BB,
RAFEGHIC BV TCE, EWNRLVEFEMICES & . K 0% 5-#kED 5
VIR AHIT S 7z,

e AT A L BRI T 12 I T R AT S S A, ARHI 14
R oRERIC R EERAETFICB T A A N MNBEHHENE EIC S
Nz BB, RRERIZ BT B EPA S OBEEERE O FEE SO B 5 A
AU MEBEIE, HERGEET.3% (3/41), #HREELS.0% (6/46) TdH o720

HERAGRERD 9 © ARHI A 5- S 721, 6786112 B\ T BITEMA%60061 (35.8%)
WO SNz, EREIEIE. EHETSH (4.5%). FUH61H] (3.6%). 5158
Bl (3.5%), L5260 (3.1%). 575161 (3.0%). BEHIERAL 5160 (3.0%)
HETholze DI B RRABIZSIN L 72 ENEEFI4LE1Z BT, BIfEH 2523
Bl (56.1%) 1ZFRO 5, FEIVERIZEEE (14.6%). F58561 (12.2%).
Wbl (12.2%) . SEHSH] (12.2%). INOEEESE] (12.2%) %5 TH -7z,

TR G A+ BT P SR SAR RS 5T Coe AT 2SS S 2o ARFILAERR

GRS TR IR B A N N EHIRSE EIZEE S,

KRHN2ER GHE L HER G OEIE, 72 7 2bD120 ARIZim» o447 L

TR 20t L CIM S iz REIER G HOMRAA T2 4 X

N EEBIE1223.6% (367/1,553) T, VEFLL-T (23.6% [367/1,552]) 121k~

THELRUFHZRO SN o72 (HR:0.99, P=0.86) 2,

F 72, BEMEICOW T, 3,35561 (144551 ,68200. 24F4% 5-#E1,67361)

DIRATRI G & S, 7L — RF3NAIADH EF G OVBEIE 5 1 SR e 5

OIEERTE (LVEF) KTk, HERGEIC IR TER SR TRBIENS

WIEIASTRD 572 [ 7L — R3O A EFH G 14EFE5-816.3% (275/1,682

). 24FFe 51620, 4% (342/1,673M50) o MEAEAG P 3188 BERE g o0 7 22 B Y

FACT VAR 588419 (69/1, 68201) \ 24F4% 5-8£7 . 2% (120/1,673%1) 1. [7.2.2

ZH]

1:2) HERAMER T IHEBE CIRIBITFHA TR Cd - 72 BRI EE £ R & L7,
L. WEw ) v SHEER S T Lem U T O B, LSHEA IS S Nk W,
LRI TH o720

13) FAOTES G Z bz ) I, SO W (H8 O LT
ORP LR, FESR LB ORIE. B GERIEM DA )

VEEGHER O BREE O MR AEAT AP S 5 £ X > D IEBIER O Il

. ARy SR RS
HEBIE IR (3630 N =R Pfii

g xR B 1693 219 (12.9%)

LEPA i 0.54 <0.0001
Lo Hps | VEBESEE 1693 127 ( 7.5%)

BER R X HEREE 1697+ 570 (33.6%)

rhyLfiE 0.76 <0.0001

SUEIE T VR GRE 1702 471 (27.7%)

TEd) REHEREIZIG, ARG SRR E O M, RA ORGP L7 5EB1A52.1% (884/1,697)
GEN.
#5) %%ﬁ%ﬁﬁ:ﬁﬂwlﬁ’élzﬁ HEEEIZ B BIENT O7200H v v+ 7H L) HTRERIZS v 4
LMEENHBRESDIE END 1200, FEBIBUAEN D .

(HER2BFI RILH TS & W /- ARYIBRTRE 4 T - BROB®E)

17.1.11 ERERSIHERR (ToGARER)
HERZ2:AFIFH (IHCHE3 + UIFISHER 1) 04T - HEOE L H £Es:
BERBE R (L deRiGm) 584l & xtRic, (b (A vy s +
SATTFrRIETINATT TN+ Y AT TF V) AL+ AR & I
W3 % 9 TARBR R SR B & F2 0 L 720 AHNZ M8me/kg (KE). 2 H DL
6mg/kg% S HIE T, ALAFL LA S WEEIT R0 51 b E TH— 0
Fid: - ST G- & fikie L 720 ALEAE. XY 4 ¥ 2 1000mg/m? D1 H2
114 H B2 145 30E 7 )V A+ 1 5 2 )u800me/m205 H [ FHrs IR A4 5-0
LY AT T F 2 30mg/m* D FHIRN G- % S M T1T o 720 HEEA N2 B
B DT5%E 2. D R IIFENTIZ B\ Ty AL + ARANIA bR HAU R T
FEFMEH TH 2 &4 FRHICBVWTHEREESRO O, B, 1t
FIRFEONTUISAGIR, H R I+ AT FF HBIE. 7ty
TIN+ T AT TFDIIBITH o720 ENTIE, &f (1016)) 2B WTh
RYFE+ VAT ITF ARSI,
ToGAFELD ) H AFN D5 S 722046112 BV T BIFER 2328361 (96.3%)
2RO B, EARIER I, EO18661 (63.3%). 4 BRI A E15761
(53.4%)  ME-12961 (43.9%) « LAAIRI2LG] (41.2%) . 9578761 (29.6%)
THI8HHE (28.9%) . T - RIKFERMEASIEMERET2H (24.5%) . HN%E
6651 (22.4%) FETho720 €D H B RHERIZSIN L 72 EPERBISIEIZ B
WL EITERAS5061 (98.0%) 12528 & ., 7 22 BIVE X RN IR4361 (84.3%) «
LB (80.4%) . EFHEREREE31E] (60.8%) . ki AES0H (58.8%)




TE 2961 (56.9%) . 9572961 (56.9%). A %2661 (51.0%). L+ ->< D
2001 (39.2%) « F-5: - JRIR ISR A SAEAERE 196 (37.3%) AHAL1861 (35.3%)
HThotzo [5.4. 7.38H]

H6) 7 ATy T L OMOBUEEREL R & OB BT 2 ENKRHE - HE s 7L

Fuay gy e LT, mERALHS5~10mg/kg % MO HUEVEES ) & OFH L. Bl
TR Y A0 ECHEL, UL IEL~ 20 %,
WATCHAT 254 0 740y 5oL E LT, #@% M ALH5~15mg/kg% A4 D5
R L H R IR A 5 3 SR R % 0 DAi25~7.5me/kg % W HIZ1H 1]
BRI S SO T B0 2B, AR, RIS X 0 BEEET 5.

A7 O Kaplan-Meier i

1H# %\ 350 MsEae L/ . MIIOHER2BZ K72k 25, W ROM
B CTHHER2D L~V AT L7227,

19.

BRRSCET ZEEFIMA

—EIERE D N T AY X~ T (BETHRZ) [bT Ay X~ THES]
Trastuzumab (Genetical Recombination) (Trastuzumab Biosimilar 3)
3 s L (CorosHasorNassOe72S16)

RS (Cros2His99N277033556)

gy #9148,000

A

FFAYX=7 (BEFHIER) [b7 2V X< 73] 1, #SET#

iz e MEE 2 0—FUHETH Y . v APie b TR T2 R2
A (HER2) €/ 70— FUPAOMEMEIER. b7 L—2a7— 27k
Ut MeGlOEEI? S b0 T AV AT EEFHBZL) [FF A
A THH8] 1E. T A Z—ANAAY MBI L Y ELE SRS, b

1.0
. —_— (L T AV XY T
E " wman (AR
- "
P . N — KL (95% (SR )
(; 0.5 . :0.74(0.60-0.91)
( O.¢
w0 . P=0. 0046
- x"'-x......_
| 1.1 13.8 R TP
0.0 T

T 111 117 rrrrrrrrrJ
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36(H)
<UAVHEEDOREE>

Le#iE+ 294 277 246 209 173 147 113 90 71 56 43 30 21 13 12 6 4 1 0
MRIZRT

AL2E38% 290 266 223 185 143 117 90 64 47 32 24 16 14 7 6 5 0 0 0

18. ZFERhZEIE
18.1 {EA#F
kT A A< 7IITHER2CIF R & L7z, NKHllg. HER% fERE &
L 7= HUREA G S (ADCC) 12 & 0 PUbES 0 % J848§ %%,
F72. HER2G THZ KT &85 2 L2 X ) MBS 7 F VAR L. 20k
RN TAY X 7D ERE N RE A 963 % L o F b E 2 s,
(F#l)
18.2 in vitroRE&
AFNin vitroREBRIZ B TUTOERZRL7ZD,
- HER2IZKF LT SBAT/N A RS & MR E O &L R L7z,
- HER2% #3632 b b LM FSK-BR-3kk O 135 & M L. 2 D #piil]
TEHEIXEAT N A EIEG L FRETH - 72,
- SK-BR-3#k 2%t 9 A NKAl i & OV K AY M BAZEROADCCE FHE L, €D
ADCCIEMEIX AT N A A RS & AR CTH - 72,
#) AT FEIES  Herceptin® (EUTHKGES L7z b7 A A~ 7 GRIET#IE 2 ) 34%#))
(N=tTF x5 R60 - 150)
18.3 HMIEERR
HERZEHHLO X — ¥~ AW Atk e b#L3E (MCF7-HER2. BT-474 (i
fi147-) OHER2L £ 7% —#=1.0x10°) KOt hHH (NCI-N87) %)
LIUEB R H AR S 72273, F 72, NCI-N87IZ BT, Mo JriEvEiEss
& OB LY PUEEAIEOMIRATID 572,
MCF-7-HER2!Z %} L Tl ##% 5 3~100mg/kg (3% 5-) @ #ipH <.
NCI-N87I2xf L Tld#e#% 5-#70~280mg/kg (6E#%5-) O FipH T FHEKIEHY
W HETEPNFIRY AR L 72230, — 7, BT-47412%F L Tid. 1H#% 5801~
30mg/kg (8~10I14%5-) &P CH &KL HEIIHIA R Z R L. Img/
kgDl b R 53 CLLIES; o 58 4R b BlgE s 7z,
18.4 HikkFHMIEE/EAR (ADCC)
t b Interleukin-2CRLEL L 72 & b AR MEAZER % M & LT, Na”'CrOs
TTO TNV L7z TRl ORI % 1 MR A9 = 25:1, 12.5:1, 6.25:
1. 313 1OkETEAL, 0.lug/mLO b5 AV A< 7 2EML. 45
g2 72 (37°C .5%C02) o chrome release assay (2 & ) ADCCiFE % Ml L 720
b M FLR R 184A TR (HER25EBIL ~ VP =().3)
b MFLEMIEMCEF7#: (HER2FEH L~V =1.2)
b N BEAEMKN7MR (HER2ZEH LX)V =16.7)
b b FLEAESK-BR-38 (HER2%EHLL )L =33.0)
) b ML R84 OHER2FEBLL AL 21,08 L7z & & OFAHE
ZO/ERE TN ORI - ORI B WL, M S
HER2ZHL L~V O BN IEE AT S v (FERMI © BEAo#lie =25 : 1.
12.5:1, 6.25:1, 3.13: 108, ZNFNR*=0.93. 0.92. 0.87. 0.66).
k5 A X~ 7IZHER2E SIS, X 0 RSS2 56iE 5 2
EDTRENTD, 7272 L, HERRFEEH DS (MCF7) T3, in vitro®
HERIZBWT, b T AY A T EROADCCIHEMIIHO THITTH Y, £72.
B 2 B E R (F 9 Ay A= 70~ ZABUETH 54D5% H
WTATOIZ) FFR0 5N b o725,
18.5 HER2FHOMHI1ER
b b AFEMSK-BR-3 (HER2E L~V %8Ik (Hifa47- ) ®HER2L + 7
7 —$=9.0x10°)) KUMCF7 (HER2{& L ~OVFEHM (M7 ) OHER2
LE 7y —$=2.2x10") % b5 AV X< 7150 u g/mLOFAE, IEFET T

FAY AT (EfnTHiEz) (M9 Ay X< 7HE3] (& 46007 3/
fp L7 & 7% ZHEH (p 188) 2R R O214E D 7 3/ BEiEIED & 7 L8R (1 $H)
ORTHEM SN DHEY VN0 T D,

20.

BBV EDEE

SMHERE I EE L TRIFT 5 2 &

21.

et S

FESEM ) A 7 B 2 FOED b BEIIERT L 2 Lo

22.

ak

(FZ RV X7 FBSEEETA60Mg [7 715 —])
AT V2

(FZ XY X7 TBSEMEEHTA150mg [7 71 H—])
AT v

23.
1

FEXM

B L OWBEEO =W FIRFRIE - BT SR SRR O 4
WARDHEE - P 7 AV AT (EIEFHIRA) HERZEHFIEB DR S
N7FUIEIZ BT AT B LA

2) B EOMEROEGARIKRIE - WISV S AMHR N0 Y
AR HEE T I AY AT GEfETHIRZ) HERZEBHE S AR S
NIZFUISR S AT RB Lk L L Co AR (LA MRS OmE-
DB

3)  ELEOMEREO SRR - BISVEERE & AR 4T
IR HEE T I AY AT GEfETHIRZ) HER2EHFFEH AR S
NIEER R IZ OV SIS o f1: - FE o8

4)  BWES BB ON—t 7T OO  20014E4 4 H KR, HIEE
R 2-2-3)

5)  BWER FIHRAT ON—t 7T OO 200144 4 H AR, I
BRI A 2-4-2)

6) HEPVER - AHEISS T HEEAER

7)  EPEE T ARRER — I G O MR (ON— & 7T CRESHH 200144
HABKR, @R . 3-1-1-2)

8) A T AHMER — R G- DI EE (N—& 7 F G © 200144
HAHAGE., HHERHEE~ . 3-1-2-4)

9)  WEHVE TIAHEER — RAEH S (ON—t 7 F O ¢ 2001454 5 4 H A&EE.,

BRI 3-1-2-3)

10) Bruno R, et al. Cancer Chemother Pharmacol. 2005 : 56 : 361-9.

11) By FEEs s - M PiERE (ON— b 75 QR 20014R4 40 K38
GRS 2-2-1)

12) ByEER A ON—t 7F COEE  20014E4 HAH KGR, HEE R
B~ . 2-3-1)

13) EIANE TAHEER — Rt ON—t& 77 S SESH 2001454 HAH KR, B34
PEEMREE A . 3-2-1)

14) Bygesr  RIEPIEE ON—t 7T SRS 2001454 HAH K, HIFE
R 2-4-1)

15) ALkt © L R ER

16) [EIMAE T HIERRER (MKC-454-02808%) (/\—t 7 F »®EEH 1 20014F
AFAHAKGR, IR - . 1-1-1-1)

17) #EoME TR AR (HO551getER) (N—t 75 » B4 © 20014E4 H4H
HRFE, HIREAMRE b .2-3-1)

18) A MARRRIRFAER (HO552gitBk) (N—t7'F M E44H © 20014F4H4 H
KRR, HIREERHREE b .2-3-2)

19) #EFMETIHIEER (H0648gakER) (N—-t 7T ¥ ®EGHH : 2001454 4 H KGR
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26. BUEHREEEF
26.1 BGEERSE

7 7 A F— A )
& Pfizer

FORUHR AT XA 4 AR3-22-7

(%)
BIRANA T OWEMY) & (mL) OH%E
Al B
HE (kg) A (mL) | 2060 H LU (mL) A (mL) | 200 H LU (mL)

35 6.7 3.3 13.3 10.0
40 7.6 3.8 15.2 11.4
45 8.6 4.3 17.1 12.9
50 9.5 4.8 19.0 14.3
55 10.5 5.2 21.0 15.7
60 11.4 5.7 22.9 17.1
65 12.4 6.2 24.8 18.6
70 13.3 6.7 26.7 20.0
75 14.3 7.1 28.6 21.4
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