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© BiEE
FERS(CLBRL BREENEIRT D ENH Y FIT DT BB AN A BEAENE 72V RED
WBDEDIERN D SHONIBEICE FEESERT DL DOBESAICHBL TIIZE L,

@ BiE.kMERS. fFiE
AEES(IC L) B NMBESE. MFEBIRIRT 22 ENH ) FT DT EHOETPHEWEDERD
HEONIZHEICF FBEISERT DR DOBESAICHIAL TIZT L,

B IMmAE
AR SICRBMEARIRT 2 EN G ETDT. STITPIDRAEHOIRBEEREDERNH5
ONIEHEICR FEESEST DL DBETAICHBAL TS L,

© HEERRIRIEIRES
FER SRV BERIBERFHNEIRTZCEAHN FTOT. RHOET. BEE LV ROENRESED
ERNHSONIZHEICE FEEIDERT DR DOBESAICHBAL TS L,

AHEBIE(CERAWEIELSIZH [NS XY XTTBS INK] (L BBFEZZIT2AN (BESAQ@IT/IVF) | XU
[N S XY XY TBSINKIAEREE (BESABT) | SIVETOTIEALEE L,



- B LR e B 8
Trastuzumab BS for I.V. Infusion 60mg-150mg 'NK,
E5ICa1:
d ZE5ICHiE>T

1.1 85X 1) (BFE)

NFEDESA T 21—

6. RiENUHE (BEZHR%)
HER2IBRIFIRA TR S NI BRI AR E T- BROBEIC FMONMBIHBER & DA TBEZEAT 5.
BE 1 BE. ALK LTIEIE. hSRYVXYT (BELFERA) (M RY XY 7% & LTYERSE
(C(F8mg/kg (1A E) & 2B IE(F6mg/kgZ 90 EH (F T3 BEEER CREEET %o
BHPERSOBEENRE THNIE 2O0BLIEDRSEEE300BE TRETE 5.
BFFNLY3IH

© BEOES

E5HmE 2@H 3EE 4@B8
(8mg/kg) (6mg/kg) (6mg/kg) (6mg/kg)
43 64

8 15 22 29 36

_.@l

50 57 718

@ ®BE5FERLWENT7HLUAIKRST 358 1RS520BDKRICKRSHR N ENTRE LIZEE)

®B5HeE 2EE
(8mg/kg) (6mg/kg)
@ 2EBEM%S5FER @

1 8 15 22 23-2929 36 43 50 57 64 71 (B)
B5FEDLY 1EBLNOEN RS T BE(E.6mg/kg TAEIERS LT RES W,

G BE5FEBLWENTHLEICKRST 1BEE RE520BDKRICKRSHKLVENTRSULIEEES)

Z5REE 2OH 3@E
(8mg/kg) (8mg/kg) (6mg/kg)
= paonires (B =

1 8 15 22 29 30-42 43 51-63 64 71 (8)

BEFEAL) | BREBR %R T BEE. 5 TR SBN8Mg/kg TARIERS LTS,
ZO#(F6mg/kgE SBRIBB TRS TV ET .

<HWBEN(FMRICENET 3R> RO <AENUARICEET 228> (E.PASZEISRIIES L.
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2) FEIEHANITON B LEEE

AEN IO EEEERE DHBICEWIRSEEB LTIV, HAE . A8 HAT 2NEHESH
DEFARNESBLTHEEL BALYDOESSADEAICHD TEEISREL T AT L,
BABBZACIDBEAEN T RS54 > (202146) ¥ Tld HER2IEHED IR EHET - BRBEICHT 5—K
{E2EEE LT B IR S THESIN TV B HABEEN RSN TULE T, BIERTR EONE NS
EY+ Y RATPSF 2+ SRV AT TEEROE IBRR CHEREDH 2EWENREINES 1+ A5 F >+
RSRYRTTEE. AR IE Y (ES1) +FFFUTLSF o+ NIRY AT TEENHEE SN B HAEE
EINTVET,
HEXNBHAEECOVWTUTICRLED,

B AXYIEY + YRATSFY + NSRAYRTTEEDY

H17)1 Y172

(#E) 1
8mg/kgsiRREE 907 @
(EBE ) ‘
emg/kgrumanz 305+ I

il

1,000mg/m? 1628
1AEmMEER0RS

&
0
& | sm
0
S

¥) AFIERS DRBHENREF ThHNIE 20ELEDERSHBIE309 R E TEE TS %,

2RTSF ORERVUHE (BEOHRE)
BREICIIEAERIRT . BA 1 YA F5F > &L T70~90mg/m” (ARER) 2 181@H5 L A E< E63BRBKRET 5, Cne17—Le L EB5ERIRT.

HRYIEY ODRERU AR (BEOKE)
BEICIIEERE EDHATOERZEAYT 5. OF | AREBICHHE TRDREEZHRE L IBRI0HLAICTH20. 14BEEEROIRS L. TDR7BERET 5. CNE131—-X&
LTRSZ#RIRY . BHBEDRECK)EERET D,

FERERE 1ORE

136m i 1,200mg
1.36m*LUE1.66m* K 1,500mg
1.66m*LIE1.96m ki 1,800mg
1.96m"LLF 2,100mg

2)Bang YJ, et al. Lancet, 376(9742), 687-697, 2010
6) BABEZER. BREGEN T RI1 >, 202147HKET5E6MR



i WY G e NSNS Bem

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

WS1GFHT=LFASVLATFIVIL) + VATSFU+RNSAYRTTELE®

<BBERHTTa2-)L">

1711 TJAII2
1 8 15 22 29 36 43 B)
(@) f | | f | | =)
gmg/kgrmmz 905 () | | & | | &
QEELE) ‘ | | | | | |
emg/kgmms 305+ | SE [ B S |
60mg/m2siEE 205R & | | & | | ¢ | o
B T [1 g ]
40~60mg 1828 & i i & i i ’'%
elBllsl A0S e T[T T T T T 1T T pm—n 1T TT T T —p—
5 INNEEEEEEEEEE ENEEEEEEEEEEER %
<S5BRTTa-N¥>
TA7)I1 JALIIN2 -
)

&) |

()| =) - :
8mg/kgriEERE 909 [;] .
S

QOB

1 8 15 22 29 36 43 ®
6mg/kgru@EsE 305+ l j

60mg/m?UEEsE 205/

5
. ; o ! . >

| | | | ‘ - [mm
40~60mg 1828 i i i i & |
2] e 5 AN e  EEEEEE
S AN .

¥) AFIERS DRSS HENREF ThNIE. 20ELEDERSHHBIE309 R E TRE TS %,

2RTSF ORERVUHE (BEOHRE)
BREICIIEAERIRT . BA 1 YA F5F > &L T70~90mg/m” (ARER) 2 181@H5 L A E< E63BRBKRET 5, Cne17—Le L EB5ERIRT.

S-1DFERURAE
BERACBYERSE (108) ZRRERICEE TROEEEL U HBERUYBROD 1820 288MEEROKRS L. Z0R14ABBRET 2. CNZE1T7—LE LTRSS ERVIRYT .

HRERE VEEAEE (77— LESE)
1.25m* Kb 40mg/[@
1.25m2 E1.5m?* 5% 50mg/@
1.5m’LLE 60mg/[@

BHEBEOREICKBEEERET . BHEDERREZ40mg.50mg.60mg.75mg/Bl& T %, BEFIAFIDIRSC &2 IS N BIMRMREERS (IMAIRE. AT - BigRE) ROHLE
FERDRIRE I\ T2 (CRIENE < MBETE 2 LHMSN2BEICHDREERN S —BIEE TE L. 7omg/BZREE T 5, o BB HERE. —BRIET DTV RERS5E340mg/BET 2.

7)Kurokawa VY, et al. Br J Cancer, 110(5), 1163-1168, 2014
8)Miura Y, et al. Gastric Cancer, 21(1), 84-95, 2018
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B ARIVIEY + AFHUTFSFY + NSAYRATTEEY

e
EIEME)

8mg/kgrimREE 907
130mg/m2siEEsiE
28R

1,000mg/m2 1H2[@
1ABEEEROKRS

emg/kgmmis 305+

HALI)1

8 15
i i
e
| |
ks
| |
HEEEEEER
LT L[]

BS1GHT=ILNEASVUN-AFTFIVN) + AFHVTPSFY + NSAYRITEE?

() B f
&5 8mg/kgriEasE 900

(2EBLIE) |

emg/kgmmisz 305+

130mg/m2siEssiE
28F

40mg/m? 182M@
14ABEEEROKS

H17)1

8 15
; ;
Rl
| |
CkEl
| |
EEEEEEEN
1]

¥) AEERS DRBHAREF ChHNIFE. 20BLIEDERSHMIE309 R E TEE TS 2.

HJALII2
22 29 36 43 (B)
0 1 1 9)
M S E—-
® @ @l
i ] | ™
S § § S
oox eSS EREEE S ey,
HALI)2
22 29 36 43 B)
0 1 1 9)
0 e i
& i i § | am
e
4% gEENEENNEREEET  7E @

AR I EY ORIERVHE (BEOHRE)

BECIERRAEDHATORZEAT 5. Ok | ARERICHHNE TRORSEZHRER L YBERI0DLAIC1H20. 14B8EERROKS L. 20R7BERET 5, cnz11—-R&
LTRSZ#RUIRY . BH BEDRECK)EERET 2.

HREE 1ORE
1.36mm 1,200mg
1.36m*LLE1.66m* K 1,500mg
1.66m’LLE1.96m™ 5% 1,800mg
1.96m"LL+ 2,100mg

S-1ORERUVAR

BERALCEYORESE (108) 24RERICEE TROBESE U HBERUYREZND1B820. 28H-EEROKRS L. ZDRI14BBAET 5. che 17— LE LTIREZRVIRT .

HRERE VEEAEE (77— LESE)
1.25m* Kb 40mg/[@
1.25m2 E1.5m?* 5% 50mg/@
1.5m’LLE 60mg/[@

BHEBEOREICKBEEERET . BHEDERREZ40mg.50mg.60mg.75mg/Bl& T %, BEFIAFIDIRSC &2 IS N BIMRMREERS (IMAIRE. AT - BigRE) ROHLE
FERDRIRE I\ T2 (CRIENE < MBETE 2 LHMSN2BEICHDREERN S —BIEE TE L. 7omg/BZREE T 5, o BB HERE. —BRIET DTV RERS5E340mg/BET 2.

9)Ryu MH, et al. Eur J Cancer, 51 (4), 482-488, 2015
10) Yuki S, et al. Cancer Chemother Pharmacol, 85(1), 217-223, 2020
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Trastuzumab BS for I.V. Infusion 60mg-150mg 'NK,

2. B5R 7T 21— (155 EEE)

NFEDESA T 21—

6. FERUAR (&5 ESEE R
P AAL SRS (T2 L 7= HER BRI OB R T - BROBIE - BISEIC3/LY XY 7 (EETF
IR Z) EDPHETBEEERT 5.
Bi% 1 @E. RAICKHLTIEIE. hSRYRY 7 GEETERZ) [MSRY XY 7HE1] & LTHmig 5
(2 138mg/kg (15 % . 2 BB (F6me/kg & 905 L EA T 3BRIRIE T EmisE d 2.
B DER5 DRSS RT THN L. 20BELIEDE SEEIE30H M E TEHTE 5.
BFANLSIH

O BEOES

=—waro- IEELEEE! 208 3@E 408
NFRYZYT (8mg/kg) (6mg/kg) (6mg/kg) (6mg/kg)

WYreos | (840mg) (420mg) (420mg) (420mg)

te i
e
ro!
ro!

8 15 29 36 43 50 57 64 71 (8)

@ BE5FEBLWENT7HLAIKRST B8 RS520BDRICKRSHIVENTRSULIEEES)

=2 IS 2EH
eSS (8mg/kg) (6mg/kg)

INBrsoll | (840mg) (420mg)

2EB 0S5 FEH

- )

r=—
| 1
] i
] [
1 ]

0

8 15 22 23-29 29 36 43 50 57 64 71 (8)

te i
i

BREFEBXY 1 BELADENTRS T 2R(E.6mg/kgTHRAIZRS LTSV,
RIVYAITDRGEICEB[EH V) ER A

RIVY AT T ORERU AR (r)
DAACREES TR U /ZHER2BS M DIBRRUIBR RIS T - BRORES - BIER(CIE NS XY XY 7 (BEFRRZ) SORBICBVLTERE BAICH L TIE1BRILY XY 7 (ELFHEIRZ)
& L THIBRSHIC($840mgz 2B B (F420mg Z 603 H (4 T3 BRERIR TRBiE Y . B8 JERSOBEENRIF THN (S 20ELUEDRSIE 300/ E TRETE 3.

RIVY AR T ORERUARICEHEY 2338 (RiT)

7.2 AISHDBHICEY FESNLRSMENLBEICE UTOESVERETEENLEELL,

7.2.1 HiORESED SEBERED E E(C(E.420mgeiR5T %,

7.2.2 iR SEL S6BEL EOE E(CE O THORSEBN840ME TR S 217D, B &5 RO Z420mgZ JBRER TIRST .

RIVY X TIZDNWTIFEFARNE CHERES L,

17
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G BKE5FEBLWENTEHLE.6BXREICIRST 2185 (RS2O0EBDRICKRSHKIVENTRES LZES)

2@H 3EEH
(8mg/kg) (6mg/kg)

(420mg)

&S5RI

NGRYZAVT (8mg/kg)

W Yreol | (840mg) (420mg)

2EEMRSFEH
3EE

*© [
i@.

-42 43

64 71 (B)

te i

8 15 22 29 3

S
ul
el
&
w

BRESFEBKY HBEZBAIRICRS T 2RE. O THIORSEN8Mg/kg TAAIZIRS L T IEE W,
ZD#(Fomg/kge 3 BAEBR CIR5Z1TVE T,
RIVY XX TDERSEICEEFH) EFE A

<FEEXIMRICEHEY BEE> RO <HENUARICEET 2TE>(3.P4.5% C8RIZT L,

RIVY AT T ORERU AR (r)
DAACREES TR U /ZHER2BS M DIBRRUIBR RIS T - BRORES - BIER(CIE NS XY XY 7 (BEFRRZ) SORBICBVLTERE BAICH L TIE1BRILY XY 7 (ELFHEIRZ)
& L THIBRSHIC($840mgz 2B B (F420mg Z 603 H (4 T3 BRERIR TRBiE Y . B8 JERSOBEENRIF THN (S 20ELUEDRSIE 300/ E TRETE 3.

RIVY AR T ORERUARICEHEY 2338 (RiT)
7.2 A5 HDBHICE ) FESNLRSMENLZSCEUTOESVERST B EHNEELL,
7.2.1 HiORESED SEBERED E E(C(E.420mgeiR5T %,

7.2.2 iR SEL S6BEL EOE E(CE O THORSEBN840ME TR S 217D, B &5 RO Z420mgZ JBRER TIRST .

RIVY X TICDWTIFEFARNE CHERES L,




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

3. AR -S5HE

1) 88 -mRAGEP21~2228RULTLEZELY)

AEIDRSEE(C (G BHEERAK (REEEA60Mg : 3.0mL. sUEEFA150mg @ 7.2mL) (CXWBELT
NSV XY T (BILFHERZ) [N SRV X TEE112Tmg/mLOBE L Uizt EBE% E5E CIRSE .

B5ICHBEERER250MLICHER L. RUEEHEL TIZS L,
AREFIC 3. BEFSAK BREERERUMNIEALBVWTLLEEI W FEIES% T R UBEBSRDESICEN
ERREMECET,

FE ARIERIVINR—RNESE LTSN JEILEY T W eo. BRI EEEN (CEHRERTIL. BaMEX S
FTHOEREL TES L,
AN SFASRER U GARBERPHCHEAL TLES L, FEIRREERELTIES L,

2) EREBRURSEE
OHRSEF(C(F8mg/kg (FE) Z . 208U (Fomg/kgZ 900U EH\F T 3BREEMR CrmEE L T<EE L,
BH ORSODBEUNRE THNE 2BBLIENRSHBF300BE TIEMET 2 A TRETT .
EOEHFEDRBEFLBNTLLEE V. AFIES%T RUBERDEBEICK W EORENME W ET DT,
T ROBESRE DRG(FBT AR E T ROESROB UREZ 1 > 2 BV EERRSETHEVTIZE L,

19



3 FE-RSERER

AEIDFAREF (C(E FERDBRERICIWRSICHEGIRSWMEZEH L TIES L,
<HFEH-V) DRERX>

E s () = T ke) X8(me/ke)
21 (mg/mL)

JOELE  HREEE (L) = — ok (Ke) X6 (mg/kg)
21 (mg/mL)

B B@RENTT7ILHSORERY) E (ML) DER

hEkg | @AM | 2E8EUEML
35 13.3 10.0
40 15.2 11.4
45 17.1 12.9
50 19.0 14.3
55 21.0 15.7
60 229 17.1
65 24.8 18.6
70 26.7 20.0
75 28.6 214

B RLEREODGVEASHE

#IE (8mg/kg) 2OB L (6mg/kg)

A& (kg) | 15001 T7LE | 60DN1 7L
35 1 2 35~36 1 1

36~38 2 0 37~43 0 4

39~40 0 5 44~47 1 2

41~43 1 3 48~51 2 0

44~47 2 1 52~54 0 5
48 0 6 55~58 1 3

49~52 1 4 59~62 2 1

53~55 2 2 63~65 0 6

56~58 3 0 66~69 1 4

59~60 1 5 70~73 2 2

61~63 2 3 74~77 3 0

64~66 3 1 78~80 1 5

67~68 1 6 81~84 2 3

69~71 2 4 85~88 3 1

72~74 3 2

75~77 4 0

78~79 2 5

80~82 3 3

83~85 4 1

86~87 2 6




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

) BRI
RENF. DB~ [BR] E VW OFIRTHRELE T

<PHEARFICHAETZIEND>

UBR] BEES K (60mgSEl © 3.0mL. 150mg&H| : 7.2mL)
[FRAK] BEEERER250mL
RENBERNOBRBEIRMASNTOEE AL

@ N1 7 LD
AEI DEOMEELEIT (31 50mg B DA B
NATNBEERLET
& ﬁHEththyu—nﬁ‘t
Ly Urcr
ﬁjﬁmm_mm
 omemnnet O
<60mgHeE|> <150mgHe&l >
@ EERODEA (1)

1N 7 )L &7z ) 60mgE &l (33.0mL.
150mMgBE37.2mL O BB Sk & 51
[CIREEY) . N1 7LD T AR U CEsTe!

ZEBEEICRIALET,
<60mgHIF > <150mg&EI>

IR, 3

NAT7 I BT RE(SBHESRDICLT
BMIEALET BLKIEAT B EEIE
PILBR)ET,

U PRITER USSR . BRERIEIC
FOoTEALTLEE LY,

CDEES NI T7LEDONTRAYIATT
(BLFHEREZ) [N RAY XY TR DBRE
(F2Tmg/mLERV) ET,

21
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@ BfE -8
BIRSBWVWRDICEFN CEREL D W&
NA 7N ZzBTEDICLTRNLFT . BEE
FEFINMHEHZ B E THOBFBEL T,

F)AHNIRIVINR—RZBELTVBDOTIIULEPT <
BOTWVWET,

® BEEDTES?
KEIDBEIREE A5 DA EZ L <HER
LTLIZE 0,

© WEEDHREE
FEHIV) DB|ENZANT. MELGERE
ZhEss U C Bla 25985 CLEREIC D o <WIRE
) ET. RSEBICEW2NT 7N ERER
50 C[ERFIOFRLTLIES L,

@ FIRBADEA
REEOIBRARZ . ES ICHREERIER
250mLICp > <WFEAUBSNSENLE T,
2T 7 I EZBWZEE(ICEH I ADRIR
RISEALET
1) BERERSERUS M ER LBV TS,

Bl:60mgHeEl

\
SHAERAD

SLEEA%
Garyri-Tuwa)

BoommeR
GanExR)

Bl:60mgeEl

) AE S AR U GARBEPHICERAL TIES LV, FETEREFERELTLEES L,




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

4. IS OEER

¥ 5SE/RIG (Infusion reaction) (P31~32)

BEDY (IR 5ERIA% 24BRBILINICE < & 5N BInfusion reaction GIEIR : FE. BE B0\ Bt KHE. B8R,
X, HFE L. FE . BIES) MI40%DEEIAICE VW THRE SN TV ET (HER2BEIFIBEN RS NcEBME
FBDAEGRE) . IRE5®B . BESAICERBINRE UCHES . BEICHEYEISERTREG ARG ZE X TS,

Infusion reaction®>5. >3 v 7. 7+ 714 5F > — ESFEOEELGEIER (REEE . EEOMEKT.
2T IR(OEMERE. ik, A PE. B BIR. [FIREE. HE. RIS, S FE. IRIEZE. [FIRAL. B DR R 2hE.
BIKARBRES) N ERBURTICE S SRE SN TVE T EETADKREZ D ICERL. 7S 71752 —
FEDBIEN RO SNIEBEICIEBEYRNEZIT>TLET L,

7B$. Infusion reactionDFEIROEEZ BN E ULIZRTRE e RY I VAL BIBRERILE A (CEATS
ERMEFESRINTOELE A

<KHE>

© ERLES
B5(R5EPIE U BRI B-7 T=X b -BIBRERILEVEDRSEDEY)SUEEITVERHY TR
TRETCEESADKEZTDICHRL TSIV COLDIBIERNHSODNIZEESAICEVTE BS
ZBEALBVTIIZS 0,

@ BE~DPEERIES
AGEREL ME XY I VRIDBRSZEDBUBLBZTOLDICL TSIV FERDEET 2 F TRESA
DREEZ TR ICHRLTIES LV, ERERE. REREZE< U THBRSIRETI N BESADRKEZ
DL HB<IZE L

23
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5. BSHEDORE(E=9')>7)

DBENG S5HNDZ EHN G D0 T EHNICDBEEERE 217D (FH . IURARE 1 &K V) BINEREL FOBREL. /) Wl
PR R B EESEDRBEDHEICEEEL TIIEEL,
BIOFEINERIDBECDVWTUNIRLULET,

<iDEE>

FEIESIC L IDFEENEERDBEN G SHONZ ENH DD T IMEEEsSIE7 )L T XA (TR) "%
SZ(C. B5PEOEROFIRIAR - EEEZ(CIHC CEEMEEERE (DI I—%) #2170\ BESADREE
(E=ERHER (LVEF) DEEBZ D) 1+ ICHEEL AR RSERN. 52 WV EHIEEHET L T ATV, DEE
OFRBIFHIC DOV TIIREICE > TOWELTAD T, FENRSH(LHEEIN DR B =2 L . DEZEHIF(C
SHEELEEL,

1 WBADBEHERNPDBE S ABDBENRIBLLT VO T HET 386 (E. BEHEDBEY 285
HEERELE L CODBEORIRICEELEECRS LTS L,

EENRDOSNIZIBEICRFIBE EOBRENERIEZ L05 EHKSN BIBE (LD HE S Z R UGBS
WBZIT > TLIEE V. LI UVIERAEERIZS(CF B5ZPIE LGB BREZEIT> T ZE WL (P30),

B DEEEEE7 L)L

[ P IS D, LVEFHIE ]
|
| | |
LVEF>50% LVEF<50% Potential risk factors
| |
TR/ ZH R ST
NS RV XY T (CLBBERIB _Pl
[ 12BZ &(CEHE ] [ 6 A& (CEHE ]
| |
| | |
DR L IDAEAEIRG L IDAEIERD)
LVEFZE LVEFET LVEFET
| | |
[ 12BZ & (CEH ] rS Y X7 7 iR
ACEREEE:. 70X AT VPEEE, BEREE, 0% > FIRE
1
[ 4B EICEHE ]
||
TR/ ZH SR 5T
1
NSRAY XY 7B
1
[ 4B EICEHE ]

11)Martin M, et al. Oncologist, 14 (1), 1-11, 2009



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

a BEERE

. ERRHEE M 4BES pRatER ™ 12

MHER2BZMDRHFRBE ZNR & U ERAERS IERATR. N DRV XY T OHER2BFIERHATLRE S HER2BZIEEST - BRABRICN T 2 FAKFIHETH 2
ZENS N ARFROEE - B2 - BIERRO 2O DIEH | ITEDE . [HER2ZBRIFIRA R S NIRRT - BEO SR ZEENFHRE LT
201838 (CERZHUS.

12) ZGREEHIME | ERREEES MABERARER

1) B A5%

B B b N EEIBERTFSEEH28! (HER2) B AR SN /I=FMiiolfe RHRAEBEE ZNRE LT,
AEI (FBERF % 1IN ~ATEREIF I 1 TIE5~8TEFFEC (ZILAO95
I/SIENES Y /270K T7IR) EZNETNHAL. REZMTL2EDE (pCRE) (C
HOKBEWHEICH T 2EEFIROEEMEIRIIT D, 8T, TeMRORBRMEIC DV THRET
ERSR

HETH > EER(L. _EER. BEE. 5 MHxE

X R RIEBEBENCEMSINICYRIBERE (AJCCRDEICH LT Stage 1, 1T, Ma) THW . HhD

HER2FZM (IHC3+, XIFIHC2+h DFISH/CISHER 1) MRS N TH V)  BIETEERE (RECIST
Ver. 1.1CEDL) Z1 DL BT 2EE (EEMERMERDBIEN & 2 BE (FERM)

i Bl 3 5496 (REIBE27 14 AZHERIF T B2 786)

1B 5 B & ARBGATERET B ORESTRIERICEN T BRTICTRS L.

1) A PEOERIR © B (SIEERE* % 5 1 7 L1 DDay1(28mg/kg. 1 7I)L2~8D
Day1(26mg/kgz 3BEICsEERTE Ulze £2. HA 7L 1~4TEREIFEIL. 175
~8TRFECZHAIRS U,

2) i b PR AEAR | ANEISFASHEREI® 'omg/kg % 3BECrUEssE L. FEsEA100 1 7L
F TR S U,

e ] e T
AF|  8mg/kgH1aL)—6mg/Kg (171 2~8) A% 6mg/kg

wamku, 500mg/m?

Rt9+t)L 75mg/m? || TELES > 75mg/m?

i3 ron1~a) | Y70KA77IR 500mg/m?

ronso| |

stz k &
2l —— iy ———
it A3 B .
IZAERFIN 8mg/kgWroL)—6mg/kg (F1712~8) EENET 6mg/kg

IhA095¥) 500mg/m?
RE9FtL 75mg/m2 )| TELED Y 75mg/m?

NV 1—CSON
gLt

ron1~a) [|270KA77IR 500mg/m?

L wronse|| |
17.)_' L2 REEME (851 7 ) ' S RERIR (10 1 7 1) .;‘E@I\EEE
=7 1 2 3 4 5) 6 7 8 |EOTH gt 1 2 3 4 5) 6 7 8 9 10 |EQOT2 A
. 1
(pCREFE)
oo 1 r r ' e
sens 1 1 INBEE 1 1|
i<l I L S O I R O O A
1] | |t 1
EOT AL B A T B EOT, - iR T

RARSAREENOREN OB TEEL TV,
*1) BARAAERI306] (KB 1 5O REREIHEE156) £ ZE
#1) 54T\ AEER CKEICBV TRBSNIENS Y AV (ELFHIRZ) 24)
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i IR B¢

& w F R

(FEFHHER) RIEFNTEEWE (0CRE)

EIRFHIES) IER MR ER (OCIS) 2 h B WIERORE ) >/ EDpCRE. ABICBRE SN
PCRE. 2233 (ORR) . MRATFHIR (DFS) . MIERAFHIR (PFS) . 247FH1R
(OS) HERFE. EYERE (PK) (% (PD | HER2ERTR) . RRRIE. LM

(FEFHHIES)

1) BT O EB A MBI REREPPS > & U £TOBEIDMERENT (BMHED EMT R ORI ERT)
RONAF I —H—BZPPS™ (CDWVWTERL . BN ZI TTEE " IC DLW TEHE [[ICH
E9: Statistical Principles for Clinical Trials] (CPMP/ICH/363/96) [C#EH#L] U7z,

2) BEDFEFHIHIEE TH 2 pCRARBD SNICHBREDBIG(IC DLW T ZIENMICE D IEHEG
7 FO—F(CKVPPS  ROITTER D EER V95 %S EX Bz HH Uiz,

3) ANFIBE N (SRR BRI DBIE DEDISWISFEXRI (. unconditional approach (Santner TJ
etal. 1980) WAL TEH LT,

4) ARSI RAERAT B DpCREDBRIZ DS WEBX BN EIFIEY — > (-15%~15%) AT
RRCEENCBEICOIR AFMOIEERE HEEFETH D ETER U,

@EIREHIIEE)

1) DCISZEHDOEWIERUIRE ) >/ EIDPCREE, FLEICBRE S N7/ZpCRE. ORR. ILERFEF.
TIENMICEDLIERAE 7 FO—F(CL W AHB S ARERE BHOEDRHEEBRUIS%IERE
XEz&HUZ,

2) DFS.PFS.OSI3 £ FISRfT 217U  Kaplan-Meier 7Oy h&{ERL LTz

3)PK.PD. B[Rt ZEMDENT —9 (3. Skt 22 ALV TRSHAICEN L. AT IUBIL
T (IRE G TR SERICEST L,

* 2)PPS : JBREMESTEZE (CES UIoWRER
*3)ITTER - fEREHTER
#1) TN AERER KBICHBWTESREINIZ NS RY Y 7 (EETFHERR) &E)

IEANES Y TLATISVINORERVABREFANESRO &,

13)Santner TJ, et al. J Amer Statist Assoc, 75(370), 386-394, 1980



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

2) &l{ERA

HER2FZ MR I BERES N R E LICERHBE NBHRARTRICH VT AFDN RS SNIZ27161. 12941
(47.6%) ICEMERD RO 5NE UTco FRHD(ZEANTHEDRIN(8.1%) BIEIE (7.7%)  BREZFREA (7.0%) 7K
AN (5.9%) « D (5.5%) « T (5.2%) « F (4.8%) . FUREN (4.8%) « FEIJIE (4.1%) . B (4.1%) . FE
(3.7%) « 8878 (3.7%) « OIK (3.0%) « E7# (3.0%) TUTzo AEBRICENIL 7z BAAFEGI 561, 146I(CRIFER A
FHSN. FREHD(LEM (40.0%) B (33.3%) « BLEAE (26.7%)  BUREZIREZ (26.7%) « 87X (26.7%) «
R EFz1R (20.0%) « MZE (20.0%) « 180t (20.0%) « i tpIREUEA (20.0%) « FHEBRE (20.0%) « B8R (20.0%)
TUL7z (AR -

B FE & DARBFRHNITETESLBVEEER

T5451 Grade 3 JR451 S
S A ‘ e ‘ AP GO L ‘ . ‘ ARG
gg;;%sam%ﬂ@r\gm\ 129(47.6) | 18(6.6) gimg&’@ ;Egii 8
BB LUK MAGES 57(21.0) 2(0.7) . 104 0
BiEhE 21¢.7) 0 SRAYRERE 1(0.4) 0
2 10(3.7) 0 SEABAIERS 1(0.4) 0
25T OFE 6(2.2) 2(0.7) SEASRIMENRE 1(0.4) 0
PR TBIRETZ 7(2.6) 0 MRS L) >/ SRRE= 24(8.9) 103.7)
BIREFZIR 3(1.1) 0 17 PERHAME 16(5.9) 10(3.7)
mze 3.1 0 &M 11(4.1) 0
HRRZZ 518 0 BMEREAME 6(2.2) 0
STBHREIER 4(1.5) 0 FANET OERRAME 4(1.5) 4(1.5)
FE - -BRENEASERE 2(0.7) 0 )RR R 1(0.4) 0
A5 2(0.7) 0 /iR AE 1(0.4) 0
TORE 2(0.7) 0 BRERigE 30(11.1) 2(0.7)
B2 2(0.7) 0 BRHER 19(7.0) 2(0.7)
FRA 1(0.4) 0 TIZUTI/RTUR 4015) 0
2EMHE 2(0.7) 0 7 15—t '
ZTSEMRE 2(0.7) 0 TRNSELETINTIR| 0 0
BHE 1(0.4) 0 7 15—l
MG 1(0.4) 0 Mo BB K SREESRIEN 3(1.1) 0
RN 1(0.4) 0 MEF7IHIRAT 79— 3(1.1) 0
: — 0 '
7 LILE— R ER 1(0.4) 0
Mo 05— 04 5 7 BRI R A 3(1.1) 0
e T 0 BMmERERS 1(0.4) 0
e, 0.4 0 M7 L7 F =80 1(0.4) 0
— i - 2BEED L ORSHUO MepERS=IEM 100.4) 0
IRAE 40(14.8) 0 DERQTER 1(0.4) 0
ey 13(4.8) 0 mEEF 1(0.4) 0
W E 11(4.1) 0 mep e )L E 81 1(0.4) 0
e, 6(2.2) 0 ElzisEs 35(12.9) 3(1.1)
R 4(1.5) 0 i 15(5.5) 0
P lE3Ead 3(1.1) 0 A 14(5.2) 10.4)
PAELTAE 1(0.4) 0 O 8(3.0) 0
= 2(0.7) 0 LEL T 8(3.0) 0
KEREDRE 1(0.4) 0 LEllis 6(2.2) 1(0.4)
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T4l Grade 3L E® 153451 Grade 3L
i ‘ s ‘ by st ‘ B ‘ SERPELGO)

H{LTRE 2(0.7) 0 R RA 2(07) 0
e 1(0.4) 0 EEE 1(0.4) 0
B 1(0.4) 0 IR H £ ORREE 17(63) 0
LR 1(0.4) 0 R 7(26) 0
[ 1) 2(0.7) 0 SHim 6(2.2) 0
Bem 2007) 0 P 2007) 0
SRR 1(0.4) 1(0.4) 1% 1(0.4) 0
& 1(0.4) 0 ZEmE 1(0.4) 0
e 1(0.4) 0 ST R 1(0.4) 0
IDEREE 20(7.4) 0 RGEDRNIE 1(0.4) 0
BE 7(2.6) 0 7 LI — 4% 1(0.4) 0
SR 5(1.8) 0 BES 10.4) 0
EERBET AT 2007) 0 ORISR 10.4) 0
IR 2007) 0 BAED S VBT 13(4.8) 0
SR 1(0.4) 0 By 5(1.8) 0
T EEETE 1(0.4) 0 INIT 301.1) 0
ARSI 2007) 0 TREER 20.7) 0
Dt 1(0.4) 0 @ 10.4) 0
DEEEE 1(0.4) 0 s 10.4) 0
DI 1(0.4) 0 BIEER 10.4) 0
SRS 1(0.4) 0 PE 10.4) 0
e 1(0.4) 0 Y 10.4) 0
5= %5 L ONEHE 226.1) 10.4) OBAILRA 10.4) 0
ARSI 226.1) 1(0.4) REMERR 10.4) 0

BBBRD L VRO 1763) 0 DS ORBRE 8(3.0) 2007)

B 5(1.8) 0 SR 6(2.2) T(0.4)
HhEYSE 7(2.6) 0 EHIL S AME 1(0.4) 0

=257 2(0.7) 0 Bk 1(0.4) 1(0.4)
= 301.1) 0 nEEs 10(37) 0
HhERAE 1(0.4) 0 SMmE 4(1.5) 0
HhEsRE 1(0.4) 0 L 2(0.7) 0
iRfE= 17 (6.3) 0 KMmE 1(0.4) 0
RN 13(4.8) 0 MR 1(0.4) 0
iReziR 1(0.4) 0 MmEwE 1(0.4) 0
HARE 1(0.4) 0 mERX 1(0.4) 0
B 1(0.4) 0 RS LULEEE 6(2.2) 0
B 1(0.4) 0 e 2007) 0
BRAE 1(0.4) 0 wmAR 2(0.7) 0
WEREE 12(5.2) 0 B 1(0.4) 0
et 10(3.7) 0 2R Z DEERE 1(0.4) 0
SRR 1 —0/5F — 2007) 0 s 1(0.4) 0
LD E L 207) 0 TR 1(0.4) 0
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Trastuzumab BS for I.V. Infusion 60mg-150mg 'NK,

2. 8% : BN I 1HIRAFREER (TRIUMPHEER) '

HIATINA 4 BEEGR FL EHER2BBHE DB IR TR T - BR OB BlRREa e 1R & LIZENE 18R R
1O N—tTF > DEERSE (HT462898)

1) sERIEER

{EZBE (T Vb SO URMEBRERR. A ) S5 F > 1) T H U EBIEKAY . ROTIEGFRIUE)
TRV SIS & 7 2 7ZHER2FZ 4 D /B VIBR AN BE G E T - BR DG - BEFREE0RZTZWREL T AT R
Y A TRONRIVY A 7T DHEABEEDENEN RS Z %51 DIEER. FEIRHBRNEANTERINE Uiz,
AER TE. EEEEREICPSVWTRASBILFHEI TH D EANERINTH . A DEEEBZ RV
(TBXIRES) THER2BRI (HCE T3 + X EFISHE Thei) AHRsR N/ B (TBXER) . XIFMEEREE AL o RE
(LBXIEE) THERJEGTFIBIEN DRASEGFHAR AR I NLEE (IBXER) MHHRE SN, HER2EENE
LTSI £ BBBEDSH 2EE R SN E Ui, BERUAEE. M52 27 (37E8me/kg. 2B
6mg/kg . ALY A7 7 (37IE8s40mg. 2BBLIE420mgE L TN b 3BREIRE CERAES L EEET
SBERTITESE(C ST B % ol I NE Ui,

2)REH

BEERI2HCFRDH SN EREE DERRBHEDNEE CSBVESTBR(E24/3061(80.0%) (S8 5N FE LT,
FIREN0%UEDETBR(FSEANCHDIRIN 461 (46.7%) . THI1 241 (40.0%) . BEUEIRSH (16.7%) R\
ORRKO EIRERE A4S (13.3%) « R FE REIEZE. k. BN 07 LILF—148R%E 341 (10.0%)
TUTz. EEREEBR(E5/3001(16.7%) [CBHSNE LTz, SROSNIEBELBBATERFIEAICHDRIT20
(6.7%)  HEERSK fhisk . BRI ERIAN . BR R OTFIREEES 16 (3.3%) T ) DB OTAICH D RIG2HI. BRI
B3, SBERELE DARBRAEESNF LA TUL BREDKRSPLICE>HESBRIFT/306 (3.3%) (C
FHENE LTz, 580 SNITERBEDIRSHIEICE S T-AEBERSELEFA 6 (3.3%) TH W EREEDAR
ERASESNELATL,

§) [T\ FEER 3. M S RAY XY T (BETFHEBRZ) BEEET.
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3. EXGEIER & Z DXIR

1 IDEE

REIDERS(C KW DAL (FEE © IFIREREEGCERIFIR. XS AR - BE 0 S3F v Oy FERHEE T R
FES) DR 3 v U B DERETER  DEHIE  DEER  ANEIRIRIRE MRS SN TV 2O T AR EIESH
(FDERDORERIRN - EEEFICH U THTOEERE (DTI-FH) 2170, BETADORKE (EERL=E
(LVEF) 0Z& 2 Z0) = TDCHREL T IZT L (P24).

EENRDOSNIBEICF R LOBERMNEREZ LO2 EHSN 25 (ICOAESHEZIRET L. &)
RIVBZIT O TLIEE W R ULERPERBRIBS(C(3 385 ZIE L BYBLEZT > TS L,

<FELBVHIEIR >

IDEENOELIIEER (E. K2 A SEAEDZNITELSH OEWN. O A MICE DLV ES>TWDE
(CIEIRAEICE D BB LUV BYN. WOFEA. WA RF RET 3. 8iE. /A E R IRAES 5. IHES.
Blt.BWE N ZANFEEFSRVHBAOKE N EFOE N ERES. IELKDETT,

<XHE>

BES D BRIDARIERN B DB E (3. AT DR S 7 i U A BIRESEFIEIC RS EE 0. £eubAE
FEIRDERICHH DS T REDICEEREZR (LVEF) DIETY. D >MEOAEDFIEREIRHERH SN
70 (& NYHAZDFEIZHE > TOAREDERZ 1TV BIRESEPIER AN D L. & Skt AR hIEZ &5 L T
<IZEL
AENC KB DEE(CN T DIFRIEEREFHEIILL TWLWR W, —REBIEREZITVWET . WEEE
(CL2TELDEHEG. DESEEELEITH. DEZEDEBENUZDEDAFIC K DEEMETICDVTIE.
BIRESEMEICHERK L TIZE L,

B NYHA (New York Heart Association) &gE5 4"

IDVER(EH 2 W BHEENCHIBRIZE V.
BENGESEREH TIEE L VRS BE TR ROEEE L0,

BEDSEEENDHIRN G2 LT (SEERK,
BENGEHFEE TR EE. FREHSD S W (EROEZEL S,

BELBESEEEIDHEIRN G2 LR (T (SEER,
HENGSFEELL T OFE TR EE. FIREHED SV (EROEEEL D,

IMREBDIZH WH B BEREBEHHRIN D,
AR CIDB A REIF CHFET Do DIDBHIETINSDERSEET 5,

15) The criteria committee of the New York Heart Association. Nomenclature and criteria for diagnosis of diseases of the heart and great vessels.
9th edition, Boston, Mass: Little, Brown & Co 1994: 253-256.



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

2) Infusion reaction

AEIRSD N (SR SFEE 24FELAICZ < H S5 HhN BInfusion reaction (FEIX : FE. BE, BD. [R0L.
K. 8. . HE V. FEP B\BOES) MU40%DEEBICHVTHRESNTVET . CNSDERIE. BE
BE~DPEECEICEAFOPORSRICHESODNPT<EO>TWLWET,

F7z.Infusion reaction®>E. >3 v I . 7F 71 TF > — IEEFEOEELGENER (KEXEE . EFED
MEE T 2RSS REE . SER. BETE. e BB [TIRHE. Ha. IRE. M 3E. [REE 2. [T AL,
BRI ZEE . K ARBERIES) A RIBLIETICE 2 AN RE SN TVET AFEBESRICINSDEEN
FHOSNEBEICEIESICERSZRIEL TSV, BH. COEDWIERDHEOLNIEEESANDBERSD

AFYTFA 5, 6 RV NCAWITLTITS

Oj&ZHKT SEEJHEILILTOLEF A

EENRH SNBSS GBEYGNE BRIA. B-7 IZX N -BIBRERILE > H . BEERN . e XY
I UEIDERGE) 21D EEBITERDDET 5F TRESADKREZ THICHERL TIZSL,

<FERYIHAFEIR >

T 714 TF—DEBPEERIE ADSENEDNV. A5 DE BHDE TR EANETEESG0VCHIKS
DET.ETH. REOBDEDY DEN. L HINE.ESLWV.BYUN. BE. EMREEDEKRTI,

<3HE>

771 % —FEOPERINOFIE (FR) O ROT F7 1 5% > —E0ERBRBEOEEL (P32)
ESE(CAERICINC CEYBLEZ TV ERNOET 2 X TRESADRKEZ THICHEL TSV,
FIEENROSNLBER BEICARIDBEE PR L TS,

7+ 74 5F—ZEOPEEIILOFIE®

DOFFT4SFI—BRHBL.BETBEHD O
YE(LSNEBREETONI—IVEERL. o=
TEHAM (CSEMEIEZIT Do i

QU S (S, BEERZWMIIRL

Bl ERZFFE L TND EFBDONDREED @
TBEEZFIRAIRS U TS5 G(FHIET D,

QORBEBZFMT S [iE/FIR/EIR. FFRIAE. K&,
FEZFHIDI 2.

" —

@BFEIES | a5 EFEF — L ()
SIS () —
©ABREBPROFINENIC 7 RLFU (1:1,000 [mg/mL]
BR) 0.01mg/kgZiEd % (RAE A 0.5mg. /R

0.3mg) .
BERAERRL. HEICS LT~ 1558ICERS
T3, [FEAEDEEIF 1~ 20D/ STHRENESN D,

® BEZMEAIIC T 5. K (FIFREE ORI G2 HE
(FEIRMAMIICT B FIRZEZE LS B2, BRI LN S
JEWES ) UIciBE, B TRE T2 LN %S,

G

C

5|

QWEBIRES. JIAARAIMEOLIY D14 Clane
(6~8L/7)) DEEFRIRSZ1T D,

02
®@BEHFEFHT—TIL (14~16GDXRWVVDDZHER)
ZRWVWCEIRIBZIER I 2,0.9% (&F5R) BiEK1~2L

DRESZERT D B WABSERIID5~109
([C5~10mL/kg. INRBIRSIF10mL/kg)

OWEICHH U THEREE A CIOIRREZIT S .

I

OSE@A DEMNICRBEDME. T - D HEEE. TR
K& BRREZEY 5 (TS IBFHINICE=Y

U>7),

10)BA7 LILF—FR8%E 771 5F>—H1 K512 2022
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B 7771 S5% Y —ZNERBIRIEOEMEL"

» 7L—R3

ERDEITDNHINGEE
- BIRBIERZRDHDHE
- RSN T

(EEESHICE DTN ERES OER]

» 7L —R2TEREEDBEIREZERE
- BEDEERT7F I 7% —DEENHBBE

BXIREDORATLIRIBVES

ans

P BESEDBEETD
P EERDIBBEAASNDBE P ENHSNEL
GICETRLFI>DREEERT S

Bz DiEE
(RZREAEIR]
- ERIIVHRBEFENEOWAR
(0FORESAEIR]
* B2RIBE DA

- MEBICRVERRS
* IRDAN T THNS BRHEDRERA

DHESSAEIR]
- ROBEHD RELSEIHR

7RLF) > BhPiESd
SESVERAL : ABRBRCPR ORI RIS

TRLFUZ F574E  Tmg/mL

52 :0.01mL /kg(0.01mg/kg)

1E&ASE © 12/% £0.5mL(0.5mg).
12m50.3mL (0.3mg)

¥

- BREBRES (I —N—(ETRTTI10L/5)
- {EAAL. @ FEZ30cmizZs LSE3
- SRR (EBDLLFIITILREG EDERR)

10mL/kg&5~109DRICES

\ 4

BiIlaESLUTCEIBREATOMRN(RTO1RE)
DR BT EZ BT

(FIAR)

TLRZvVO * Tmg/kg
THROGRGITIFT)L

0.1mg/kg(1mL/kg)

(URESE)

ErROOLFY > 5~10mg/kg
TLRZVDO> A

AFITLRZVOY 1mg/kg

* ! TRV OV ERAE60mg/BEBR B

FEHiES~ 155
- RELTONIEBREBOERETD

ERDIEBLLEVES
TR ERES

SURMR BEEZBKRS

L]
b 4

17)BERTRENEE. BYT LILF—H1 RS> 2021, HEE

BEICRLET . ME ERENMESNEVES
0.1~1ug/kg/5>

- PRLFU AR
- FIRREA N ZER B RRENFEZE R
(TRLF R ERDREETTE)

A58 (kg)X0.06MLAEEEIEK TE20mLET S
E2mL/BF 0.1 ug/kg/ &S




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

3) EE AT - fEE

REEE TERTN  FERHERE fiK (77 L L ¥ — iR EZ 2 0) . S REEEIRBEDOMEES A H5HNE &N
HDDT BEESADKEZ THICHERL . EENRDOSNIBEICE BEICRSETIE L GEBENEEIT>T
<TEEL

<FEGIHREIR>
PERER (FBR EA ZPRIH S EE LV BN E LU S TRVIFR. EHE <82 . FEDMHAEL
2BETT,

<%HE'® >
RIEMIAARIE L 5a (. B ICAFIDRE AR L BB 21880 EEHTE. /L ABEESHI-
25704 REHESET> TS0

4) BIMERREA  SFohERIRLA . V) iR BT

BRI F B MREA B SH S5HND ZENH BN T EBESADKEZ +DICHREL.EE
NRDSNIHEICIF RSP IUEFOBYGUEZIT > T IES L,

5) A2 . &E. TR FTES
FfAR2. &8, iR FFESAH5DN B ENH DT BESADREZ THICHEL. RENBHSNI
BEICIF RSPIEFEDBYGLEET > TIIEE L,

6) BIEZE
BERE BEENHGSNNDENGDDT. BESADRKEZ T ICHREL. RENRDOSNLBSICE RS
PIFEDBEYBNEZIT o TLIES L,

7) S, M EEE | i FhE
B MMEREE. MFENSSONBEIENHEINDT. BETADRKEZ TOICHRL. EENROHSNI
BE(ICF RESPIEFOBERLEZE T > TS,

8) BIAE
BIMAEN'$ 50N 2 ENHBD T EESADREE T CHREL. RENBH SNLBBICE BRSPS
DBV EILBEE(T > TLEE L,

9) S RAIRAEIREE
BEHRERBENSGSNNEENH BN T, MEPERERERUBRERBEZITORE BESADIKRE
T DICHREL EBDNROSNEBSICFRSZTE L GEGAE (EERIER. SRR SEREDIRS.
BITE) 217D EEBICHERNDET 2 F TEESADKEZ TR ICHREL TSV,

18) BEHBE. EERMERARSRRINNY =177 )L BEMAR, Fa18F118 (HSHTFIRE)
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Ql. FEREZERT S LI TEFITN?

Al.

AHNFFRAIE UL TO0DLUED (FTRIRICIR S LTS Vo 122 UL FIER SRICHE VT TR HBEMENR
HE5NIZHE 3 20BLIFE309BE TREET 5N TEEHT (P5).

BSEREE 1 EEMRICT S ER>TEEITDH?

A2.

AEIDHER2BRIFIRHAHESE S NIGRUIBRANEERIET - BROBERUDA(LEEER (CEEU/ZHER2
B DBREIBRAREE T - BROEE ERECNT 5AENUAE R JBEEER T1ORSD1-5H. 18/
BR CTORSITHAMMEATEZEA(PS),

A3.

. BfERAD 7= AFEZ 2BEAEL £ ERDIESELRSEREBEDLSICBY EFTH ?

SERZOERIC L) FESNERENENCEST. BEFEDLY 1 BEEBR 4R ET 5= (4.
B THIERSBD8ME/kg TR EE1T > T EE W ZDEBE. RELEE6mg/kg% SBRIRE RS L
TLREEW(P13.17.18),

A4.

BRI EDKSEFEEEHATETIN?

HER2BRIFIRAMESE S NI AR AREE T - BREOBEIC DL T BFAXICH VT I ttOMEHESH
EOHAETHELTHYET,

SEABENT RS> 20214) O CHLWT. FNBEBR THEONIZHRYIE D+ RATSSF U+ M5 R
YT TEEROE IERBR TEREODH 28N TSNS 1+ R TFSF 2+ NSAY AT TBE.
AR IEY (RIFS1) +FFHU FPSF U+ NS RAYRT TEEANEESNZHABRESE SN TVWET
(P14~16),

AR ER (THEE U /=HER2BR M DA RTINS T - BROGE - BRROBETENILY T TED
HEATEESL TS0,

Q5. FRIZEMIKET B LI TEXTH?

A5.

HERZ2BRIFEIRNHESR S NI ERUBRABERET - BEOBRICH U TT o e HALZEENEIEIC K VIR
NEPIEENEBEE AR RIS T D ENTESET,

W ACZREAR TR U /ZHER2BZ M OIS RLIBR T REAEST - BROES  BaR0RKSER ' T3 5554
PRIVY AT T DHEFBET B EZEZSNBBEEFNIVY AT TDHAREL. KTV XTI TDHDESHkET
PEREESNFE LI (R SRYRIYTDADAREFFHFESNELEATLL) .

Q6. Al ZeRLRICIRS T HEEFTETTH ?

A6.

HER2BRIFIRAHEEE S NI BRMUIBRTEE ST - BREDBEO Z/REERICHNT. NS RY AT Tz ik
LBV EMB<HERSINTUVET [TETVADBEB () | WROEEENMER 2/ T 5@EYSIC
hIREDHEN 53],

Q7. FRWESICEWEADRIR U= & S OEMR SPIEORERH W ETH ?

A7.

BFiE G BEEH V) FCANFFRSICRVHFS TSR VEHERANER L E S F RS ZEHN(EPIELT
<IEEW,

6) BABBFR. BRGENT RZ1 >, 202157451556k
19)Nakamura Y, et al. Nat Med, 27(11), 1899-1903, 2021
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Trastuzumab BS for I.V. Infusion 60mg-150mg 'NK,

Q8. FHNEKSFLTVB EEDMERRER ENDSSVDEETITARVLWTTH ?

A8. FEIRSH. IHRICTOEEE DI I-FOREZTVMZICIH U TOBER EHXIRFETOLDIICLT
<IEZEW(P24) o MZICIH U TBRSEFIDFKEND A TFILT > hEHBBHWVZLET,

AR DEEEME T UEBESANKESTEERTEXETH?

A9. DARIERN(EZ DEHEEDH B FEE S A EEREZE (LVEF) MEFL TV BEES A > MO—LARRER
REIRD B BFBE S AR EERQDEFIRED H 2 EFE S A BEIER (DFHEZE. IROEF) X(FZD
BEREDHDEESAFIERDNRIET 2B ZNDHN FIT DT AFZIEEICRS LTSV, BH. . FER
DBEENDHBDFETAFKRS LBV EZRBIELTHEN MEBET BDHGICEFICEERCKRESLTIZE L,

Q10. DEEDVRATIAFEEZSNTLBREDREHWETH?

A10. DIEBRFE LTI EZREE (LVER) BT BEIREE. 3> hO— LA BIE. FRE. ARG |
IFDMERFEUTE. 72 NS RERDEHE. Stnd . MERRaHR R R (CA) « FERR. IBiE
EBTREESIAILDEBENRRELPTLESINTLET,

. Infusion reactionEIRE LIRS EZHhMLIEEE BIRS TR LR TEEITH?

All. BIREICET 2HELGEEE D) FEAKESZHHT 2HGE BETADREZ TOCERL TIZE L,

AFIDInfusion reactionDFIRIZ.FAITNT AEZER LW EZLTHESNETH?

A12. EREES IAEERRE' (CH LT Infusion reactionDBURR OB (Z. AFIBE27 16503141 (11.4%)
R OMEAESIE* B 2780020/ (10.4%) ICHIBL % L. Grade 3L EDInfusion reactionDEER O
TERF AFIBETIEAB) (1.5%) ABHERIFF BET(E361(1.1%) TL=,

HERFTTERAER>ITONETH ?

A13. FRZSENAF LI 5 —OHEEER EER XV EEETE RMP) DRENEH DTSN TVET,
RMPICEDEZEMRFBIEEZRTE L. cNERBF X TEERZEUERFEND) RV R/IMLFTBEZERTE
LTWET,

RSRGTRAR L. EERZEMEREEND— D& LT [HER2ZBRIRRA SR SN BREEENRE U
REIOFEERREHR] 2REL TVET,

N F Y I5—EFKTNA AERR T AEIINE (PIIHE) OEEPEESRORRIC

EZRIHASNEFTH?

A4, HER2BFIHFHIZEEE 2 MR E U BRI TBRARHER ' (CH L T ABIROET/NT A ERR (S
W DTEDEERZ BN E C 2 MRAIE RSB ICNEDNEGE S R O IERBRE VDO SNE LA
TUT, Fe BEBROERNRICEAL TH MRABICRHROERBIASNELBA T U, 1272 U AAIIC
HVTHREBRTESN TV S IEREIREN TH 272 RSHRTRICT I ESHS EREER/ L. B5NIER
@) ICEEERIRG TR L TRV E T,

§) [T\ FEER 3. NS RY XY T (BLTFHEBRR) HEEZET . B8 [FHE NS RYIYT (BLFHEER) [N RY XY 7RG &HE15ET,
#1) AT FEER CRBICB VL TERSRSINE N T RY XY T (B FHERR) RE)

11)Martin M, et al. Oncologist, 14 (1), 1-11, 2009
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RHER2ED £ MEE/ V0—FILiitk MBHERE] svesrus. 152EE8 (18- ERSONSECEDERTECE)

SRV BSmmazm 60 mg- 150 mg INK |

3¥1) HER2 : Human Epidermal Growth Factor Receptor Type 2 (b h ERZISIERTFHEA 28, BIFT : c-erbB-2)

Drug Information

I\fX“J?(??BS@Eﬁ%%EﬁHGOmg ﬂ\leJ 60mg | 23000AMX00467
~SRY AT TBSUEEREM 160mg TNK]
= ,g BAREEGKIAT 150mg | 23000AMX00468

Trastuzumab BS for I.V. Infusion 60mg -
150mg [NK] 2018454
NSRAYART GEGFHERR) [FSAVART 2018488
#%E1]

= _ — 874291 2~8CIFTE
Trastuzumab (Genetical Recombination)
[Trastuzumab Biosimilar 1] 601H

1. BS

1.1 FEZZUHALEEELE. BRIFICTOWBTEDE
BEERICHEVNT. DALREERIC TR - BEREE
DEMDH® ET. AEIHEY EHIEFENDEFICDONT
DHEET D E, Fle. ABERMKICKILIE. BEEXGE
ZOREICEWERUEREZ+2HBEL, BEZST
hogR593dT &,
DAREEDEERFDEENGSDON, FECICESTEH
HMEINTVBIDT, BFAFIRSHKBEIICE. B
BODMEREEER TS &, Fe. FEIRSHEFERD
BEERE (DI O3—%) ZTLEEORKRE (EEEEHER
(LVEF) OZEHZEZSE) ZTRICHRRITI &, HFICL
TOEEICODWVWTE., DEERE (DI 1—%) Z5E0
ICIT5C &, [8.1. 9.1.1-9.1.7. 11.1.1 8]

TP URSYAL OV RERZIZESHDEBEER IS ZDF
BEEDHDEE

FIEB~ R RZ BRI DEE

DAEEIRDSH S EE

BEIREE (DEEE. IVES) OEBEEXIEZOE
FEDHBDEE

- SMEEDEEXRFZDEXHEEDH B EE
FEIESHNIEFTEIZ SHRE24BEUAICEZ<H 5D
nHMWmnmmmm®35\77747$J— i
EF0EEUEER REXKE,. EEOMEERT. &
HIFIR{EE rﬁﬁ%)bﬁﬁbﬁtkgonﬂbﬁﬁé
NTWVWd, INSOEIERF. 1FICREIFTFIRFER (B
R, BIRBEEEICLD) DHIEEXITZDOEE
BEDHDBEICSVWTEELLLPTULDT, EEDIRK
EBETHICRRULHSESICIRSTDH &L, [9.1.8,

1.2

1.3

(HER2BRIFIRN RS NI ILE)

5.1 HER2BFEIFREDHREF. THERBRER T DRBEN FREMR
WCEMT DT &,

(HER2:BRIFIRHHER S NUCATYIBRTREILEST - BROBE)

5.2 HER2BRIFERDRAEF. THERBZE T DRIEEN FIREME
WCET ST &,

5.3 AHIC KD AHLHBIEOEDB MR ORRMEIFHEL L TLIEL,

5.4 FABAEICHITHRFAEBML. BMIVECRILT [ 7.8KRME] DIE
DOARBZEAA U, BINEEDERZTOICL, [17.1.11 SR]

(DAL EER (CIBE U HER2IZ M QAR R T BE LT - BRORE
5 - BiE)

5.5 TIRBRZE I DREENIIREFRICHITHREICKD. HER2K

DRI NCBEICIRE T DL, BREICHICO T ARSI N
MAEERNIFEBERSBEZAVND &, BH. BERSNICENZHAE

BERNIFEE#ERICEITDERICOVTIE. UTFOD T IYA M SAF

ARECH Do

https://www.pmda.go.jp/review-services/drug-reviews/review-

information/cd/0001.html

5.6 RASEIGTFEERMDEREICHT 2AFDBEMMER LS MIFHEIZLT

LEL

#6.7 JwitEU I I VRMBHEER. AFYUTSFUROAU S THY

BRRIEKIY C K DBBERDIEVEE(CBII AR DBENER LM

HEIZLTLEL,

5.8 AFC KDL BENEEDBNIER O R LMEIFHEIL L TLEL,

5.9 BRPREER(CHH AN SNCREORIARES(CDOWT, [17.8RKME]

DEOABZAKM L. AROEMUERORE2MZTHICEBBRLICET, &

BLADBBEDEMICOVTHEEICHRFT L. BLEEDRRZETSC

& 17112 88]

RICH

[C®H

HER2BRIFIENHEER S N HEICIFAEX (EBEZER T D, HER2IBH
RN S NITAMUIMRTEESEST - BREOBRE(CIFMOIRIMERA &
DHATBEZERT 2.

DAAEEEER CIER UCHER2IS M DB MBI BEIREST - BHEOEE -
BEREICENVYINYT (EEFHRRR) EORBTBEZRRET .
AEBE. RAICHULTCIBEIE. FSRYINT (BLFHEBER) (S
AYAYT#EE] ELTHIERSEICIF4mg/kg (FE) =, 2EE
PURzE2me/kgZ 903 U LN I T 1 BEER CRIBETEI 2.

B, BAICHULTIEIE. MSRYXYD GEEFERBR) (M
AY A T#FR] & LTHRIRSEICII8me/kg (FE) Z. 2B18
LIE#IEBme/kg2 90 LU LN T CIBEEIR CREsE I D,

BB, PERSOBEUNRIF CHNIE. 2EEUEDIKRS5/H(E300B R
TREETES,

Bi&:

(GheELE)

11.1.2. 11.1.3 &8]
2. 22 (ROEBEICEFZRSULEWVT L)
AEIDR T UBBAEDBHEREDD S FE
3.1 #Am%
e SRV AR TBSREEER | M SR AN TBSsUEERER
7e 60mg NKJ 150mg NKJ
184 77 )LepiE D 184 77 )LepiED)
NSAYVIXTY T (BEFAEE SSAYIXYT (BRFHER
B |Z) z)
[NSRAYZT I#HRR] =2 [NSRAYZTI#%RE] =2
64.5mg 156mg
1)8A 77 )UepED 1)8A 77 )UepED
MUNO—XRKMY: (b NO—-XKMY:
128.8mg 311.6mg
WA |LE R F I VIBRRIGKINY || L-E XTI VIGBIGKIY)
1.44mg 3.49mg
L-EXFI> 1 0.93mg L-EXFIv 2.25mg
RUYVILN—K20 : 0.26mg | KUYV ILR—K20 : 0.62mg

A ARG HEESAK (RUE#IAG0mMs  3.0mL. RUEEER
150mg : 7.2mL) ZREEWMD. 1A PIVICBRUIERIC RS AY
AR T BEFHEBER) [MNSRYIYTEE] BEN21mg/mLe
BADKLIICAEFESNTND.

A2) AAEF. FrA Z—X/\LRY IR ZRNTEESND.

3.2 BFEIDMRK

ARt

hSRY XY IBSEE | IRV AN IBSHE
BEMB60mg INKJ | #ZA150mg [NKJ

AlfZ ERE A7)

[E He~HEeDsE
REEE (EERIER 1.0
[T D) (BEESAKRUHBEERIBRIC CHRE)

HEESAKICRREDOMIRIETEDESD

AR ME~HERD, EENSOIFHNCHEKDR
pH 5.6~6.4
RBEE 110~140m0sm/kg

7.1 KEERSTBEEIC. GONDERICKDFESNIRSHENTZE
[CIF. UFDEBDERSTDHTENEFLL.

7.1.1 B5FEHKD 1BELADENTERSTDEIE. AETIF2me/ke
7=, BIETIFBme/keZiR59 B,

7.1.2 BEFEHLD HEBZBR c(CR5TDRG. o TYRRSE
(AETIF4me/ke. BiETIE8Bme/ke) TREZTD. Bd. REILEEE
AETIF2me/keZ 1 BERERT. BETlE6me/keZz3BE/RE CRS 9
Z)

(HER2;BRIFIRO RIS NI 7.5

7.2 BEMEECSVTIE. LFORISEFETHI &,

7.2.1 1EZBRDRESDEWEROL2MEEHIL U TUE,

7.2.2 & 117, BRRAE] OEZAALC LTRSS L, [17.1.
10 2]

(HER2IBRIFIRH TR & NIRRT HELET - BROSRE)

7.3 KA, MOFRMEEREEOHBICLDRIT D&, FEICHEAT
%ﬁ}g%’l[iﬂi%ﬁ‘”&*ﬁf.ﬁ%%ﬁﬁﬁj DIEOABEZHH U ET, #RTD
C&. [17.1.11 B8R

(GhRESE)

8.1 DEENHSOLNBDENHDHDT. AAKRSHBAIICIE, HITEE
DIDEREZIERT 2 &0 FAIRSHIFDERORTRRR - BEEH(C
U CEEOEERE (DI I—%) Z170)., BEORE (EEEHR
(LVEF) OEBESD) 19 (CERL, KE, R58H8. 5o LEhiE
ZHWITDTE, [1.20 9.1.1-9.1.7, 11.1.1 B8]

8.2 Infusion reactionDHEREEEFZENE UICHIEE TEXSZ VAL
BIBEETIVEVHZE) (CBY DB MM EHEERSN TR,

8.3 EERIBEREDDSONEENGHDDT, METEFRZEENUE
RPREZIT DI L, BEDOREZTHICHEIT D L. [11.1.9 B8]
8.4 ARIDFEAICHIoTIF, ARNE—BBHDELLTVS FSAYIRT
ILAIVIIRUNSIAYART FIVIATHYEDBRDERITERT

Yttt

(HER2IBRIFIEH TR S NICHLE)

8.5 fiTAIRYEL (AL, BE). ?:Tﬁ?éé%%ﬁiﬁ@%ﬁ&U"éﬁ@‘l‘ﬁLﬁ(DBiﬁ
[CAFZERT DRICE. BhEXH ([ERLONBEDEVRARE -
BICHERGIRE DAREBDOZLLICHRIMEE] -9 F) BHFHT
BT &,

1 AE - BEEE05HEE
9.1.1 BRBLESDHDEE

OHER2BRIRRN TR S NICILE

OHER2IBRIFROTER & NI ABEIRFTEESEST - BROBE

*OEN!;EEE%ICEE U lzHER2P5 14 DA I B BE 15T -
= . EieE

BROE

BREPOCZEBEVEHIISNDBEZRE. RELEVWT &, [1.2.
8.1, 11.1.1 8]

9.1.2 7V hSYA OV RERORRBEDS 3 EE
DARZEDOEESSSHNPIL. [1.20 8.1, 11.1.1 8]




9.1.3 MIER~REHRZ RGP DEBE
FOEB\ DR HRIRE C DHHRE (&, BEHRODBYILAEE B ZRE UTc
LT DEEORRICEEI DL, DARFEDLESELNSSHNPT
Lo [1.2, 810 11.1.1 28]

9.1.4 DARIERDH S BEN (S Z DEHEREDH B HE
ERDBETDBZNNHD. [1.2, 8.1, 11.1.1 SH]

9.1.5 EEERHE (LVEF) MMETULTVSEE, IV bO—ILREEBETE
IRDHZBE. R LEXEDRHAREDS D EE
FERDBIET DHBENNDD. [1.2. 8.1, 11.1.1 B3]

9.1.6 BEIRAE (DEHEE. WIEF) OBEXIEZOEIEEDD ZEE
FERDBIE T 2HEZNH D 2. XIFDALEDDEERTSHNPT L,

[1.2. 8.1, 11.1.1 B8]

9.1.7 BMEEDEEN | ZDEEEEDS 2 EE
DAZRFEDDESENGSNDNPTL. [1.2, 81, 11.1.1 ]

9.1.8 LEFIFIFIRASH (Fiinis. BRBERBEFICLD) DHIBEXFZD
EMERDS D EE

Infusion reactionM&E&EL LI [1.3. 11.1.2, 11.1.3 8]

9.4 &IEREERT E
HIRT DEIREMEDSH D LIEICE. FEIRSHRUBRSETRRE7HAB
latﬁEtJ]Hiﬁﬂii%ﬁﬁuéd:ﬂEE@'éCc‘:o [9.5 8]

9.5 1w
B IF IR U T WD TTREM DD S IEICIE, AR EOBFERMN ERIEZ
FOB EHIENDIBRICOIMEST D L, ANEZRS UTcHmICIFK
BIPREICEDH/REN DD, Ffo. FKBAZREBEUEST. BRIZ -
HERDODBANR, FRIBHEEL. L RITREOERS. RITOEAR
2EPRDOSTVBETICESAlBIRETN TS, BYER (F)L) (CH
WT. EEE (1. 5. 25me/keRERS) DREINTLSDY H
FRIENDREEFFRETNTLEL, [9.4 B8]

9.6 3w
AR EOERENRUEBARBEOBRMZEER L. BAOREFHIEZER
NTHTE, E NTOIABTICET DT —FIBBEVH, E MeCIFFE
RICBITT DT EDRESTNTVD, Fle. BPRR (FL) [CBVT.
?L;‘Irl’\d)%gﬁ (2bmg/kekiE1RS) DHRETNTLDD,

9.7 INR
INREZRR & U BRREER(FSEE L TLEL,

9.8 EEmE
BIODHRE. BT - BiEERE. MARREZTOFEBREDREZHRELE
WOEECKRSTDHE. BliE CIFERBKEMETLTWLS.

11.2 ZDOHthDEIERA
11.2.1 HER2IBRIFIRH R S NI BB MELE

10%U E 2~10%F 2% SRR
BRfE. HFE L IR | SERAE. RBRAE. | BEPRFE. A
i RB BREHK. | TR SORME | 2ME. LU
R a0/ — RHRRTE | N BE
25

BDC-IE | NRLCBRANER. O | IESRE. E
(16.8%) |AX.EW.IER | FRBX

{EM/E. $80R. 3 | MEHLR

1BIREs fl.&EMmE. 8
[N
e IR RS 120, 5 | BRK. IR
I 0RER i
orOvE
M Tan "
RZ BREME. D | K1 FEEZIE.
RS [EESRESEShd BZ. AR,
- MKEEKE
B 3T
ASTHEI.ALT
BFiE =
" TR B
R FHEE

S | R EERE R | LRBRE (R
(31.5%). | fE.20E. HERE. | X BIREAR.
= B | O AT | DREEK . B ST
Z0ftr | (20.0%). | & REMEFE I | KEF) JPEFR

" 95 | Befs =B E. EE
(10.5%) 988 FRESRRAVIE

10.2 fAER (HAICERTIL)

FHAlRE FRPRAER - HETE - eRRF

PURSUA | DEZSORBEEN ERITHIEN | DEFOU I ZE
JUVREE | MESNTVBDT. KITTETD | BEEIHBZNHDH
&, Bo

F) RRAEFHERBRIFERDES T BN EREER [(HO407g5
8. HO452gm{fk. HO453gi k], HER2BRIFRODIBIEILLERIC
NI D BNEKAE [HO551 gl HO552gq 5. HOB48g:
B, HOB49gmE. HOB50gm 5. HOB59g: 5. HOB93g 5],
HER2BRIFIRDEST - BHRILEICH T 2ENEREER (MKC-454-
025k, HER2BFIFIRDEIS HFLEEICX T 2 RISIRTTERERRER N
UHER2BRIFRDESEFLEIC I 2 EAMEAEZ ST,

11.2.2 HER2IBRIFIRN R S NICEICH 1T 2 MRIEMEE

ROBUERD D SOND T ENBHDDT, BRE+THITITL., BENRD

SNBERBSZRIET DEEBUENBZTD &,

1.1 EXISEIER

11.1.1 DEE
DAE (4.5%) (fEfE @ IFOREEE. SRR, ZRE AR - 2% 0 S3
FrOv T, RHEERET. RKEEZES). DREY 3 vY BEERH).
BEEE (SEERER). DEREE (0.1%). DEE (0.4%). DEX (8
EABR). NEIR (1.4%). #RBk (0.1%) EMMESNTLD,
EEDROSNICBAICIF. BELOEREDBIRIEZ EB1D S HIREN
DBAICDIHESMFERS U, BYELBZTDO &,

U FERDEREIBA(ICIE, #5ZFRIEL. BYKLBZEITD &,

[1.2. 8.1, 9.1.1-9.1.7 B8]

11.1.2 Infusion reaction ($8/Z-RER)

AR SN (SR 5REER24BEAICE < & SH1dInfusion reaction

(FEIK © 28, BE, BO. B, &R B8E. B HFEL, #B, &

HfEE) DHIA0%DEEICBVTHRESN TS (HER2BRIFIRH T

REINCEBHIRODERR) . CNODERE. BEBE~hEETE

[CAFIDYEHR S ICHSDNPT .

FJz. Infusion reactiond®>5. Y3 vy, PFI4S5FT—, fES

EOEELEIER (REXRE, BEOMERT. 2IETRIBBTEE.

sEfR. PAELTAE. BKE. EIS. WREHE, KE. kIS, ME7E. RKEe

B FRAS, IEDRERZE. K. BBRES HREUECICED

FEBINRESNTVD, FEIESHICCNSDEEDRD SNIHBEICIE

BHEICEREZRIET DT E, BB, CDXIFERD D SOHNIEBEICH

WTCHESOOEZ IR 2EEEFHIZ U TLEL,

EEDPROSNCBEICE., BULNE @EHRRA. B-7IZ b - &l

BEENVEVAL BEERN, MERYZVADRSE) Z75EED

[TERNEET DF TREDREETDICHEITSH L, [1.3. 9.1.8,

11.1.3 28]

11.1.3 RIEEMERGR - fEE
BIEMERA (0.2%). FfRHEE (BREARBR). ik (7 UILF—HEmXE
ZZ0) (0.3%). 2UTFRIBEERE (0.1%FKiH) FOMEENDS
DNdTENHDD. [1.3. 9.1.8. 11.1.2 B8]

11.1.4 BIEKREA (4.4%). $FFRIKEA (6.9%). MAMREAS (1.9%).
#imn (3.7%)

MISFAR2 (0.1%KiE. EE (0.1%). FX (0.1%). FESE
(0.5%)

11.1.6 BEE
BER2 (0.2%). BEZ (1.0%) hH5HNDENDD.

1.1.7 SE (BBERH). RNERE (0.2%). BZE (BEH)

11.1.8 BME (0.2%)

11.1.9 [EERHIREIREE (SREREH)
EEDROSNIBAICIFRSZHILEL, BYFLE (RERIER. &R
BMEAESZEDORS, &%) Z15&EB(C, ERVEETHETE
BDOREZTHCHEIT D&, [B.38H]

) RIESEEIFHER2BRIFERDERICH I 2 BNEmKRAER (H0407g
B HO452ga 8. HO453g# 5], HERCBR KR D&H®
HHEICH T DENERAER (HO551 g5 k. HO552gH 5
HOB48giB&. HOB49gx fk. HOB50gi . HOB59g 5.
HOB93giE]. HER2BRIFIEDHEST - BHEILE(ICK I 2 ENERR
S8 [MKC-454-0258]. HERBREIFRIBDEGRMIEICNT D
SLEARFERERR R, HER2BRIFIBDESBMILEICH I D EMME
#AE. HER2BRIFHEDHERINILE REWEE) [CHd2E
BHEHE [HERAFE]., HER2BHERRH RS NISARMEIBRA
BEISEST - BREOBREICH I 2EELRERE [ToGARE]. HER2
B3 MDA UIBR N BEISHEST - BBFEDERRARER O I 2 ENER R 58
[HUON-003-0 1581 RUNDALFEA®ICEREUCHER2E
DERMEIBRAIREIFEST - BEDHEE - EREICN T DENERKRR
[TRIUMPH:E] Z#ZT.

1% £ 0.2~1%KiE | 0.2%KiE SEEAEA

B HEFEL . PR
- RS PEER. R ety T
BT I RERE, R
'R 2. 55%. B
]
0. T B0 | OIS, B | LS. 8 | e, IR
Hitss Fe WOER | WESTA &
e | DB S S | U9 [ (£CD. B,
IR BR.ALD | ARERRE. | B % & 5A
KRS . BIREE | 5. BERER
X RERH
o | OB 5. | 0.8 N
" | 8. TRz
=T R
WIE. BE 7 | FEIEE. & | . BB | HREE. LR
B BE | EOR. AR 0 | B BEBRUS. | . B E. I
. A | BB BRI MR | FREARRIE. | B . R I
Z0f | TVTU TR | ORNE. BER. | B NS DR
EN T T Y TR
(B, BEB | JLIVT BEE. B,
D) HEEEE
11.2.3 HERIBRISIRD RS OB TEISET - BROBE
10%B & 2~ 10%FE 2%Fim
W | —1-OU\F— | REER . EIEDE . R | B SR
HES . SR
B0, 160, B | . LREE BRE. R
HfEes | iR, TR OR LR TS
3. BT
I BT 0E. B2
e THEME
RS Upo<n. B . SR
& ~NESOE
o | TR EERE | ERUEEE BT OB | BEE
| EALTIRE | B 55 HEIR
. BoLTF = oUF SR,

A st T0)(0—

TR FRIVE A | AR BR PR EDUD LM | BRE K7L
ROXIE.AKE |EARTNUDLAMIE. LB | TV IMIE. 4
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B -
; = _ #FE (kg) X8 (mg/ke)
e HEROE (L) = TSP
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https://www.pmda.go.jp/PmdaSearch/iyakuSearch/
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