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E\‘ CR Ot 3 ERE S RS o 304 B R 4E4 Y | F]ie % trastuzumab f& o
ip ey o Hd - 'L% < b X oRdpdew A fE £ ATH 445 2 trastuzumab oy 0 B % X
KD R R S IR .
o N

H &4t trastuzumab emtansine 34 (718 2 72 ¥ 2 5 13 WE x5 o KADCYLA shimre 3
f2= &~ DML ¢ s g (microtubule)s* ic DML $f3#+45 ¢@ Poig o Hehimie £ 5 F 4@ ¥
S ERAFRB S ATV ERBILFPEGS e BIRE BT SRS 25 mglkg (9
Tk A £ h 7 B)A £ o0 trastuzumab 25 ¢ o trastuzumab 7% Az 5 Hp 2 i gRARiE O PR

% I (placental barrier) o #5524 /2 &2 5 -k ¢ trastuzumab )k & A W] < E A %%Zn kR
330687 25% > &t % F I o
82 iam

# ‘}f‘t{KADCYLA RFREE AN AY o RES o 1gG £ 2 LN o UEF
BF R#® o At * 25 mg/kg (9 3 KADCYLA 724 &£ ¢n 7 2 )eh trastuzumab # £ >
€7 CER (A HEAWEF? ER S 03%) F]E S %:fﬁ—gsgﬁ»gb-} , ®
KADCYLA ¥ it #Rkef 4 ¢ chB N REE 7 L F B U REY R EF 2 faE
Bl REAIATRI MRS PN BT KADCYLA[L #5722 L EF(.3)] - * /7%
KADCYLA is R s & t8 7 3 BAsdEq o
83 i
KADCYLA i¢ * *% ﬁﬂﬁ_:lﬁﬁ Ben® 2 M2 BraTy 222 o
84 XEXiE
Tes 5 (5% 1)¥ § 495 i B AT A et X KADCYLA i [ 4 7 4 %(13.0)] - 2
¥ 65 o B (13%0)E 86> 65 f o 11 s B (20) 86> 75 o e 46> 65 K B0 (2 B

PN
\v

e
7_
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B e n=138) & & (3% i 9 (PFS) 22 44 75 5 8 (0S) e i v+ 4 w] 5 1.06 (95% Cl:0.68+1.66)
21 1.05 (95% CI : 0.58 ~ 1.91) -

FHESF S Fodr? o Bor £ #H trastuzumab emtansine #1201 5 B fRhk & & R
FlL st #FFF(11L2)] -

85 £ 247 itd et

1A P35 KADCYLA ¥ it 39 75-75 52 ]5 T o RERBLIEFIRE 2 WA H i M
Wi oo A E G A T4 dE S o L vk s KADCYLA (SR R 2 Bl — A
KADCYLA ;s s 7 B2 p > % 3 éiﬁvﬁﬁ_%%’g o

86 FT#HnA2D

7 % 44 KADCYLA (£ i & P enTr it 7 23 %k o ﬂ}ﬂ;}}i‘:"%ﬁgé';}%ﬁs 4 E 28 3mA
L EF VR REHEDFE ST > R (VR FFRGT X [Cler] 60 2 89 mL/min)# ¢
A& (CLcer 30 2 59 mL/mln)%"ﬁ e BE F R KADCYLA (ofl & o d PG Tl s
o EiF LR T 2 2 (Cler M3 30 mL/min)s & 3% i3 £ 33 Fehud iR [ 2 7;;:/% Z b
#(11.2)]] -

8.7 FHF 2

ik gy A BEFROECR A ST e B Rk BT > DML Ed CYP3AA/S i dfe & & 2] %54 i 4
2 ¥ trastuzumab emtansine 4 & ¥ (conjugate)snZE f s 4 B ir A 4 gl B o

LHERAY RFHLG 22 REFEFAEFLAE[LFFF Y F(112)] - Kadeyla & A &
EAMFHAT 2EFEEAY o d 0 B Kadcylaﬁﬁ%fl [ 4 1 FIL ISR G LR 2
SO0 NN ﬁ:—ﬁm £ E e 2(5.1)] -

9 FE

i * KADCYLA p o @ frfd % o fpakid%® > 3 W37 KADCYLA iEE ¢
F(QERBE I RVERY 255 | FRVE@G R BER)E - Er= kb m = %
BIY oo B4R 425 TR 6 mg/kg I KADCYLA > #3015+ 5 37+~ § 7~ 5%
21 KADCYLA 2. R enT) % M (20 AFg = o

10 FHEEP

KADCYLA (trastuzumab emtansine) % - f&4f © HER2 A8 £ 4~ 4F & #(ADC) > = » ¢ 3
A #F 4w HER2 19gG1— (trastuzumab) » % 5 48 2 ity & #+ MCC (4-[N-maleimidomethyl]

cyclohexane-1-carboxylate) &2 sic ¢ #r4] %+ DML (- #& maytansine 472 4=)i& 7 & 1 & %

(covalently linked) - Emtansine %4z MCC-DML1 4F £ #- (complex) -

B8 trastuzumab £ e s K 2o E B H R o d SR (P R A B P R )ahim e
EIRERG I I AVAR Y A,\(DMl 22 MCO)R| #4588 &£ 2 #:¢ @ % o Trastuzumab emtansine
#3275 3.5 % DML &+ o Trastuzumab emtansine it £ 3% 4o !
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1

i

MCC i

i
¥

n
— H¥ >n~35
DM1/Mab
o EAA N et B3V E DML + MCC » i £ emtansine = 4 o & { trastuzumab (Mab)4 + #n L3535 35 B
DM1 A 3 o

KADCYLA (trastuzumab emtansine){ﬁ Fl~v ¢ 3 he daugichkAl o 2 s ER KA
H@* g igp - % 3gz 100mg & 160 mg mtrastuzumab emtansine - A fie {5 > = IB H
= & * ] ¥y 7 trastuzumab emtansine (20 mg/mL) ~ F b # B% fig 20 [0.02% (W/V)] ~ 338 f&
4 (sodium succinate) (10 mM) = & #E[6% (w/v)] > fadk & 5.0 - % & 1.026 g/mL - %] = _m,p it
# 20 mg/mL trastuzumab emtansine » % & i 7 1 %‘e‘#’?‘tﬁ%lii 17 L E

11 W®AF+E

111 & 88

Trastuzumab emtansine ®_4F ¥ HER2 el 2 445 £ 48 - 8 4 $g 4L HER2 IgGl—
(trastuzumab) © /|- & + ‘m¥z 3 % DM1 &g Frd|# o % &£ 3] HER2 X 8 h% IV | F (& >

trastuzumab emtansme i XL BABEN P 2 B3 el 2GR me f f03

3 DM1 ehiwmre & (4 314 - DM1 % & 7| 455(% -9 (tubulin)eiB A2 € B e p rmﬂirg 3
2o WiRRmre B B F S e = o plth o pF IR EE BE 7 0 trastuzumab emtansine #7

trastuzumab #g 02 > » € Fri HER2 LR L G Eonr f o STAFUE R I M e e B e g

F 4 T4 HER2 B B 4 b A 5554k o2 p e HER2 %2 #F & 9% o

112 ¥p#-+ ¥

- I8 % 1HpE%E -8 L5E5 B }%ffg R385 2033 % #icdy > 454 trastuzumab emtansine
A& %*"(ADC)"'L'rféi'rﬁii#'fé?#v’vﬁ% A8 LY o ®%7 KADCYLA ehZEf 6 4 5 o 325 Tl
MUER R R T - Kf (first-order elimination) a4 = % #-5% (two-compartment model)
Yo R EP T ADC sk B-pERFA o %27 ADC b # M0 RM(RE E A RS

¢ trastuzumab) 2 DML eh# 4§ 4 5 < KADCYLA ehi# 4 > 4 # fF o do T o

AN

;_#ssw‘r@] AE AT ERET ADC 22 DML chdc % kB (Chax) ° 385 1 ¢ » %53 KADCYLA
s ADC £ DM1 >t % 1 % # chCmax T 35 & (1 £)4 % 5 83.4 (16.5) pg/mL 22 4.61 (1.61)
ng/mL -
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AP R % > T oG 93%:h DML B & 3 4 ML R FG o B AP RS % DML
2_P-glycoprotein (P-gp)# i -v st 7 o

HAE P54 F i8R 0 ADC v 4 2 F AL S 3431 -

£ #4:25% 85+~ KADCYLA 1] 4 3 & 4 DML ;ﬁd CYP3AA/5 - DML % € 4] & 3% %

#7703 & e CYPASO F % o bRk ids @ A afa J @ WA # ]3] MOk & 40 trastuzumab
emtansine # #4 MCC-DML1 - Lys-MCC-DM1 & DML -

PR FE B B TR 0 %851 KADCYLA (6 » ADC ehjjsif 5 5 0.68 Liday » %
LEPEU2)< 9 4% o & 3HEFEEERIALLFD > & é\ﬁwl | KADCYLA % # ¢
i o
BHEHMEF S E o= 671)F > ME ~ R T W R T 58 (RECIST) %) 2 eh3
Eh kPR il HER2 % 1 % (ECD)/;EJ? ~AST ~ v 39 22 L8 trastuzumab Jk & 4t
0T s ¥ trastuzumab emtansine o3 & 5ttt E,ﬁ’n’ﬂ BHco wH *‘f TREE Y B
B 3 = KADCYLA RBETR?EG q;%[;} BROPE - FI R E AT 354 36
mo/kg hA 0 @ 3 A W g EHE RS Eii%?
Fride 7 2erifi
£-41 668 5 B (7 ¥ & [CLe 30 - 59 mL/min » n =53]¢ 4= & [CLe 60 - 89 mL/min n = 254]
TH A F 2 BT RE R E S 6 4 F AR R T L AREOTE ¥ TR i (Cle > 90
mL/min>n=361)> =R 3¢ BT * 2573 ¢ B ADC % 4 # 4 é o g & (CLy <
30mMUMIN T =it 3 276 > B R - Gup bnF [ L4 RESE 7 (86)] -
VFré 50 7
SRR A BDML 2 § 4 DML e cha & By o 4975 5 1 ¥ (n =10)~#= & (Child-Pugh
A;n=10)% @ & (Child-Pugh B; n=8)"*+ i\ % 2 HER2 I {14 125 % & & %+ 3.6 mg/kg
Kadcyla i » #=f trastuzumab emtansine %2 7 3 DM1 32 Z 4 & o

-3 R E R 2enf 5 2 DML 2 £ § DML &3t (Lys-MCC-DM1 %

MCC-DM1)z._ s 3]%);;}% mE R Ao

-Trastuzumab emtansine *“av - R LEERZE P BRI }_ BF MM k7 E(AUC)

AT T OF R i BT %) 38%F 67% S EAF L E S ’trastuzumab emtansine
R AERST E:“’fﬂ A 2 RF ek B E(AUC) (2 s R AT

ﬁ‘?}.‘l m#r—‘:])]\ o

Kadcyla & % & & & *# i 2 2 £ (Child-Pugh class C)i& 777 1 -

Ly S T A
HAEF 4 BT % BT > 245(<65[N=577];65-75[n=78];>75[n= 16])'9%@
(I A [n=73]; 2237 4 4 [n=598]) %>t trastuzumab emtansine (hE F 6 4 & 1 E f2k
EXp
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113 wHgg4m

¥ - 9454 51 i HER2 15 1 enil 43 1454 B s B #7344 (7 e a:y«)tﬁ C sk EL B
KADCYLA % iﬂsﬂ £ (* 31 3.6 mg/kg)¥>t QTc FF ke e 58 o & A5 o b N1 R
2 QT B~ )a M iEeE X (F>20ms) % i o

12 Afphd

121 Rt~ KRR 274 F2

W A &% trastuzumab emtansine 34 17 18 RO RS o 7 FnH - & & BUF BEHCP: R R (rat
bone marrow micronucleus assay) * - f % £ £2 % 47 KADCYLA 14 57 324 @ | ¥ 0 DM1
Tiag X kR4S P DML & 5 215 12 #4814 (aneugenic) & % % ¢ 48 74 |+ (clastogenlc) o fe
L a4 mE v R %(Ames):#% ¢ > DML ¥ 7 ¢ %3 % % (mutagenic) °

A PEREEEET 0 KADCYLA ¥ st 28 A sgend 7 a4 o h— 38 44 < B9 iaend
| £ trastuzumab emtansine & 2% ¢ > A E & [HH £ (60 mg/kg 5 1235 AUC [¢ 27 o
fils A Lfeh k@ Ben 4 B)T 0 J AR REELLEA MDD}
(seminiferous tubule)i? it L5 % ¢ I w IR o AP R E B F NPk RpF S 3 A PR
NF o R R o 1R E 30 mg/kg (1345 AUC ~ QA 5854 & B £ 0 7 )
¥ & 3 ik 5 4 trastuzumab emtansine — =t > 2 # 12 (% 4 #F) > B+ BB E L B ;nJH]rL .
B MRS ILERC DR RAGHEY SRR P B it
TREF - o

122 40 E2 /A ERE

2 AL % E 30mg/kg (139 AUC ~ & 524 & & € 17 ) trastuzumab emtansine 75 5
JEFpE S NI E AT ARR ok B A SR I EREFPL K e (Schwann cell) e < 2 3
AR é‘ ¥ % % (dorsal funiculus) #h% 914 % F* 4L o g5 hm?e 4 14 o DML cni® * {5348
Tkt T g A R M[LEZFLLILEFAGT)] -

13 TRAEFE

13.1 #H %
444991 i+ HER2 5 1+ ~ & 2 *ﬂéf P IRBLI N AT R BT - R e e F
¢os il ke ik o ﬁ-w iz KADCYLA eaf st o xS w & Jf 8 'S4 X i taxane
£ trastuzumab ARM ip R o AT R WL KB AL R AR T ARSI R 6
PN o LSk o HER2:EAE A TR 5P L F % F 4T IHC & ¥k
& 3+* FISH i fimx < 1 5> 2.0 © 5 B8 4~ ﬁo(l.l)#q—,x lapatinib & * capecitabine £
KADCYLA ehjsfiy o S m ek R B S(F B~ 7 %~ 2 #) 2 D RLBLHRZ 7S
B SR EP LR & A AR (o =t (0 - 1 >1) VI SETE =R A N ”""‘\3?‘5_]1\ B
HBEFF Lk > HELREBL PR

KADCYLA &2 & & B 21 = % Feng 1 % 5d $#2% %5 4 3.6 mg/kg -7 KADCYLA - Lapatinib
PhAEB 21X %PHE X o PR 1=t 1250 mg/day = lapatinib - 2 A& B 21 % F @ ey 1-14
% & % v R 2 % 1000 mg/m? = capecitabine I B4 < KADCYLA & lapatinib @& #
capecitabine ehipf > E XA HE M ~FAF LA NMBZ R DAL L o NRFLLR
res 17 KADCYLA i@ * #4- g5 @ =8z 5.7 B 7 (# & : 0-28.4) > lapatinib = 4.9 &
? (4% : 0-30.8) > capecitabine = 4.8 i * (# [ : 0-30.4)
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FpdRens L Q%Iﬁﬁﬁﬁw”@mﬂ@%Armﬁﬁﬁ”*%ﬁiﬁgﬂmﬂ%&ﬁ
”W‘”ﬁ 3™ Te % % )& R 3 75 P (OS) - PFS .45 5 &w\wﬁoa IAREN S ER R F]
(MAFLELE)D L RET o FHEED 0 LR EPLRIITIER R T
2222 (i ﬁ gtk e 45 PFS (0 2 3% L #TReniiRg F O 5 i d) o Vﬁﬁ & % (ORR) ~
FROEEERINRECPFR -

LR EmE A T AP R R A FARE o T B R B A SRR
X RE T ANE 3 53;%«-(%%1-24 84 A) s TA4% % ¢ 64 0 18% 5 TV A 5% 5 2 A
x/{rj”l 5&-‘,}%,&% s Hogprk LA o 7 27%”"}?3%1_1@3] 3200 B Fe it LR 16% hdr ¥ R

MRk o B nﬁ‘ﬁ’?ﬁ?é#ﬁﬁ(‘ B0 & JEAT R R AR (P 12 55% o 141 43%) ~ T B
7500 % (689) » F 2Lp A bt 5 (3396) 0 14 R HEAS AN i He P (<31 61% 0 >3:37%) % 5 B
/r}%‘-ﬂﬂfﬁﬁa‘ﬁ " o

§ 45 deerp £ (88%)2 B A 22 @ﬁﬂwﬁ%m\”w%°ﬂ%*ﬁﬁiﬁ?ﬁiﬁﬁ
WA R 0 A D R R 6B PRF 0 - R BARA L
BorRBRT YRR trastuzumab sy o B & K 85%cerus BT H 2 A LA R PR X
trastuzumab e o § AZiE 99% B G ih o~ 3ESR T R X iF taxane HEF 0 61%4% X i
anthracycline hicfx o FRA 5 o s R & HES LA HEL 2 VLo f EF5 fhig e ik
B3 AR LAY l:*_”ﬁfﬁ‘ﬂfﬁ% B2 AAA%T X e Ie R in R 0 44.8% 7 PRt/
WA FREFRE R

PUIE RS e feiRsk i S BEor 1 Ap > lapatinib 5 * capecitabine i 0 KADCYLA U5 R
BMEricd IRCii g B it 558 (PFS)[k &+ (HR) = 0.65 » 95%1 & % & (CI) : 0.55 -
0.77 » p < 0.0001] - KADCYLA ;5% ‘e ¢¥ lapatinib & * capecitabine 7o e %] 4p 2 > PFS
o4 3237 0 HPFS Y s w5 96T 2 64 B c LA BE R Lo AL
=% PFS & IRC 3= chPFS B % 4p % -

R PES 47y © 5 223 g B0 = o % 304 5= ehdk b4 4 3% lapatinib # * capecitabine
io 2.(26%) » KADCYLA @ p] 4 19%% 4 7= o e f > 55— Z#? A4 % 22 %
AE TS B BRHEER G- 0SS F 20 SrpF e g4 0 3Bl B F L
stk BT o mEFR KADCYLA o R B % oo 4 5% #(HR = 0.68 - 95% CI -
0.551085:p=0.0006) - 2 #+ 5 4~ 474 % £ F1 1 FF L8 Len Tl s & b 5% 18 7 Bh(HR
=0.73 & p=0.0037) - OS % = =t #p ¢? » 7% % &+ KADCYLA ez =8¢ =85 30.9
® " > lapatinib & * capecitabine %2 % 25.1 % % - L&A 82 B 2~

FURA K FIS R AN LT g R LR B R LB LR
A 472 % B 0 KADCYLA Gt & B = 3483 £ 4 PFS 2 OS ehisff oy » tfe b
5 ¥ AR nyf L 40 Y (0= 426)  PFS 92 OS e 1604 4 0] % 056 (95% Cl
0.4~ 0.72)% 0.75 (95% CI © 0.54 ~ 1.03) » Efe & /7 5 % R 127 o s B B AP (n =
545) PFS 27 OS e i+t A ] 5 0.72 (95% CI : 0.58 ~ 0.91)_%5? 0.62 (95% CI : 0.46 - 0.85) «
foohgy % IR fh B HAR Y (n = 205) » IRC 3%f chPFS 12 2 OS &b %1t A B 5 091
(95% CI : 0.59 ~ 1.42)# 0.96 (95% CI : 0.54 ~ 1.68) ; A riigy v iel & ciops &= 34l » B % vt
PIA w5 0.62 (95% CI & 0.52 ~ 0.75)27 0.65 (95% Cl : 0.51 ~ 0.82) « 4 &+ 65 f e & (n
=853)¢ »PFS & OS 1k ' v 4 5 5 0.62 (95% C1:0.520.74)#7 0.66 (95% Cl:0.520.83) -
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fo it 84> 65 fh s £, (n=138)¢ > PFS & OS &b % 1+ 4 5] 3 1.06 (95% CI : 0.68 -~ 1.66)2

1.05 (95% CI : 0.58 ~ 1.91) -
4 8% L Rl &

KADCYLA
N =495

Lapatinib + Capecitabine

N = 496

BREETwREIB2FR)
NIFE 2 B4 #(%)
PFS # (= #(")
ot (5 R A %)
j5 4 1+ ¢5195% Cl
p & (¥ #ic® & [Log-Rank]# = » &
» 41

265 (53.5%)
9.6

304 (61.3%)
6.4
0.650
(0.549, 0.771)
<0.0001

B G EH
T & 35(%)
G l(?)
Brer (AR A7)
7o ¥ vt e1195% Cl
p & (¥ #c % B [Log-Rank]# 2*)

149 (30.1%)
30.9

182 (36.7%)
25.1
0.682
(0.548, 0849)
0.0006

ERFAEFORR 2% 4)
7R A R &
113 OR s & 4 3e(%)
£ 3 (95% Cl)
LRFEBHRF(C)
113 OR £ B 4
¢ = fict) /¥ (95% CI)

397
173 (43.6%)

173

389
120 (30.8%)
12.7% (6.0, 19.4)

120

12.6 (8.4, 20.8) 6.5 (5.5, 7.2)

PFS: 2 & 5% ; OR: ZRF i

* ik PR ?v‘?%](i@?]‘ﬁﬁ~ﬂia’)\&Lé’%%s%fi%ﬁﬂﬁﬁﬁﬁﬁsfﬁsiﬁi&%ﬁft:}%ﬁw’z&(o-1év‘>1)’
PN T E N 19 PN TR N SRR AR LI
** AR 3BLBEEEHFI OSHhE 2P A4 BEFITAE o
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W1 #%1¢ IRCi=fag Eiv 35 # Kaplan-Meier ¢ 3

1.0
Lap + Cap T-DM1
R () 6.4 96
e 0.650
0.8 (95% 3 o W ) (0.549, 0.771)
' $+c % s (Log-Rank) <0.001
wELp B
067
o
Rlud
=
3
047
0.2
o Lap + Cap (n = 496) et
=———""T-DML1 (n = 495)
0.0 T T T T T T T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 20 22 24 2% 28 30
PEE(T)
R o
Lap + Cap 496 404 310 176 129 73 53 35 25 14 9 8 5 1 0 0
T-DM1 495 419 341 23 183 130 101 72 54 4 30 18 9 3 1 0

T-DM1 : trastuzumab emtansine ; Lap : lapatinib : Cap : capecitabine ; IRC : o= £ f ¢ -
o v ARG A A A 4 e Cox HEAIE 7 & 3 5 p i EATHE A A A 15 et ¥ s (Log-Rank) t RLE 7 i B o

W 2 2% 1% %8 g Kaplan-Meier & %

1.0
Lap + Cap T-DM1
¢ pER () 251 30.9
o 0.682
(95% 1z #f % 1) (0.549, 0.849)
0.87 ##c¥ % (Log-Rank) 0.0006
wEpE
0.6
=
1
it
0.4-
0.2
-woeiememen Lap + Cap (n = 496)
T-DML1 (n = 495)
0.0
T T T T T T T T T T E T T T T T T T T
0 2 4 6 8 10 12 14 16 18 20 2 24 26 28 30 32 kn 36
(")
JER R 3
Lap + Cap 496 471 453 435 403 368 297 240 204 159 133 110 86 63 45 27 17 7 4
T-DM1 495 485 474 457 439 418 349 293 242 197 164 136 111 86 62 38 28 13 5

T-DML1 : trastuzumab emtansine ; Lap : lapatinib : Cap : capecitabine -
o vt A K A 47 e Cox AR 7 &5 B 5 p BRI A A A 1T enitdic ¥ s(Log-Rank) k 2iE 7 B o

14. ZH 5 i
14.1 &%



|
‘%‘%J yif&—v—prﬂ;ﬁ@ 2_8°C E—fq}:ﬁg{é o
A AT E b tRoT 5 oep P (EXP)L B8 A T R T

JE F3 R I Fr R
VR ALY kel SUEE R R el TR o F A TR Rl ] ik
;"ﬁr-r'r'? 2 2-8°CeiE R T iR GFE 24 ] B> i%;ﬂl],‘\/_‘/ﬁﬁiﬁl‘ .

TH
)
2‘3_3

BeR R A T LR e
F e B F 2 L8 R TR
:té’kﬁa@l t& entrastuzumab emtansine ;3 it » %5 0.9%# it 4 s & 0.45%4 it ép\/w]‘,,z
S TF(PVC)@’*‘ S FAEA A 3 PVC ‘-’W%Y'\Tﬁ %J/—-gq %"%$7 & B F o At
2 8°C SRR ;—Vw'—x%xi 24 a5 FE? 4o % {11 0.9% % ,L_@‘/1 }’Tlﬁﬁ"ﬁ s LA T A E'HR
Rt 2 FLt BRI E R R 7 0.2:0.22 A~ £ R e Sed T s % i (In-line
non-protein adsorptive polyethersulfone):& g B[ L & * ~ # (T2 ¥ 51#3;%#% 7 (14.2)] -

142 @ * ~ 4R 182 Al fhakdy 7

Rt ™ @ i Fk R e I e iR R L A

fefll@®ERY 2 3B RA > 2 TEEIRY o T A% ann n’j:\‘]‘;l%},@% MZE 5 e

c R EFSFHRS T g LY R~ 100 F KB 0 A A8 2 g
FliL S * -k~ 160 % 5 K 0 trastuzumab emtansine #3557 o

© dEERREA G PR 2BE P R

-+ Fpe 1S 40 trastuzumab emtansine et 2-8°C PR B Y 5 24 ] PEISHMA R
trastuzumab emtansine & 3 -

5‘;%‘ ff% 2 ﬁafﬁ} ﬁ ﬁc'%f\l/p /|>? K?v IRJ%‘{,’('}_.,E *" é& ¢ IR @* ]-ﬁ""ﬁl//‘/li’ )%7‘ ? ER Fﬁ PR
v R ok e ?T P REE /E./F FRIwd e ko ARG B A& I RS o Aok
Feilliai? FF R BT LR T A ERER G AL RS FmG o PF TR o
it T

11 3.6 % 5 trastuzumab emtansine/ > TR E H T 5 RIp R AT ATF E B R HBHE S
AR 3 THRALE 2.2 & p):

;%y.z%ﬁvf%(%ﬂ): BE(>T)X #ME(FR/ISDT

20 % /% A (e i3 i ik )
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BT PR g B 4 r G 250 F 1 0.450% 4 i 4 0.9% 1 4 il K
oo 2T R FHEG%)B R o i 0.45%:hE (AR EET A % 0.2-0.22 fick o
ﬁm@ﬁﬁo%%{ﬁ?Q%ﬁﬁﬂ@@ﬁ%@ﬁﬁ&’mﬁﬁ%“OLMQﬁﬁ‘Zé
Solz F-o B A R R (In-line non-protein adsorptive polyethersulfone)i&ig & o — & ﬁi%J-;;
‘;%;&i%%&; (=Y B r"’%&"?% g H ’LL%J/——/F!/]Q—_’%/\Z C-8° Cmm_}i"f|3-,:’:§24
PE e FAREPRE A R o

AR E
BT RO 0 T s § ER R T
Trastuzumab emtansine # ¥ 27 H s B R &£ @ % N U H @ BT ﬁr"i o
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%% B & : F. Hoffmann-La Roche Ltd.

#] 1% fukk - Wurmisweg, CH-4303, Kaiseraugst, Switzerland
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#] 1% i & : Patheon Manufacturing Services LLC

#] 1% ek 5900 Martin Luther King Jr. Highway Greenville, NC 27834, USA.
¢ % & ¢ F. Hoffmann-La Roche Ltd.

¢ % Bkt @ Wurmisweg CH-4303 Kaiseraugst Switzerland.
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