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SARCLISA® L.V. Infusion

1.

I

-3

AEDOHRE L, RSBFCHARICTE 3EEBHICBNT,
BEMHZEMEBOREICH L T2 - BBREFHOE
DG ET, AEDIRSHEY) EHBT S BEFDHICIT
2 &, £, BERRKICEILSL. BEXIZZORKICH
MERVEREEZTDICHAL. ABEZRTHOREER
|\mYai &,

282 (RDBEEICEIH/ELEVWI L)
AHN OB 3T LB BEOE O B O H 5 B

3. f8R% - MR
3.1 #Rk
F— ) FTEERE | =2 ) R
W 9% % 100mg 500mg
134 7 )vp 1834 7vrh
E Ay FRI=7 100mg/ 5 mL 500mg/25mL
?JE (Gt fm Al z) (20mg/mL) (20mg/mL)
Lexsrvr 7.3mg 36.5mg
W | L-e 2AF Y Vi 11 555
il LEgEri 500mg 2500mg
F1) VLR — 180 1mg 5mg
ARANGEAETHIRZ ML) F v 4 == AN A7 —GHM 2 T
WTHEEE NS,
3.2 WAIDMR
W 4 H—7 U EIEEE | =2 ) YR
- 100mg 500mg
P BN S~ O
pH 57~63
PE ] %12"'14
B (R LI A 5 1)

4. FhEE IR
BRXIIIHEAMOS R SHEIE

H B ity S
874291

=7 ) IHFHEL00mg | %= 2 ) ¥ A #HES00mg

KR 30200AMX00511 30200AMX00512
Wi oe Bl 4h 20204F 8 H 20204E 8 H
ISATel01
SARCLISA
sanofi

k5. RREN SRR ICRIET 32

5.1 AANZ X I, A L b 1D OREAER 2 B0 1R
TIFTHEHRICHRE L2 BEE R ETH I L,

5.2 BRRBICHAAN SN BE ORIHEFESICOWT, [17.
BRI OHOWNEZBA L. KHOH YR VRN E
TOCER L BT IS EEOBRNEIT) Lo I TR
B ALY L OGN & BB R OARH HA 5120w T,
OO FEMEIZ OV THHEIHE T2 Lo [17.1.1-17.1.4
2]

xx6, ERVHE
(RIVRIRROTFXHA 2V HARERIEHIVLT 1V
ITROTXH X2 HAKRE)
WE. RACBRAFYFo~7 BETHIEL) L LTLR
10mg/kg% MiHEHET %, 28HMZ 1A 2 V& L, mHD
A7 VF T EBBET4mE (1. 8, 150 22HH), 244
7 VPR 2 ARIERET 20 (1. 15HH) miEiET %,
(FxY 22V D HAKRS T BEHIES)
WHE. BACEATYF o~ 7 (HaTiRz) L LTlm
20mg/kg% MIHEHET 5o 28HMZ 1A 7V e L. PO
PA 7 VE 1AM EET4m (1, 8, 15, 22HH), 244
VPR 2 BT 2| (1. 15HH) MuEHEET %,

~

RAERVCHZICEET %8
71 ARF &G 2 PO R O3 5B L Cid, T17. BiR
A OWoONFEERML, £5T5T &, [17.1.1-17.1.3
2]

#%7.2 AAIE 512 X ZInfusion reactionZ BN & & 5 72012, ARFA)
B 5B R15~600 RS, AR AT 2 7F 25V (K
FIHB B GO E T FH 2 5V v U ORI+ L E >~
A e 2% 3 VA HSe BRSSOV BRI A & 32 5
T5Z L, [11.1.1 BHE]

*% 7.3 AHFNL175mg/ R DI 8% C R HHE % Bl 3 5o Infusion

reaction¥iled H N5 72 EIid. BEORELBIS L 2

5, HEGHEZLDTO L) ICEBENICETFSZETE S,

72721, F&G-#EIZ400me/ A B R W &,



AHN DF% G-

B (ng/IH)
Eitasn o |
Il 5 2 Il F 4% 15 LAR
PHBE 0 ~605 175 175
LB 60~905 225 275
LB 90~1204 275 375
e 5-Bs 120~15045 325 400
G Egs 150~180%5 375 400
¥e-his 18045 DLk 400 400

7.4 Infusion reaction?¥5H L72¥i&. T D X912, KHIDHK
B BGHMEEDOEEE HY 2 LEETT) T [11.1.1 2]
- Grade 2% :
Grade 1™ IFICHIES % % THRIEST 2 2 & mBETRE,
875mg/ R DIk G- ML TH G- &2 M T 5 2 LT E D,
Infusion reaction® FFFEATFED BN 20 72 B4 121%, 305+
I X 1250mg/ o i K400mg/ I F TR 5 EE FIF S 2
EWTE D,
- Grade 3™ LIk :
KH OB G 2R L, AR 2 HEG LawT L,
7.5 Grade 3 Xix 4™ OUFERIRADIEHL L 226, IF i ERER
H31000/mm*EL_ EIC B 5 £ THREET 2 2 &, [11.1.2 BR]
) GradeldNCI-CTCAE v4.031C# L %,

8. ERLEANIR

8.1 HHIHIH DD 5D B LN HBDT, KK OEGH K
B G ER I MRS 2 17w, BB OREZ T2
FIHIl, [11.1.2 2H]

8.2 AFNE, ARIMER EIZHEBLL TWAHCD38E A L, MY —
LARBROFERDBEEL 72 2 W HeED D B0 2O, K
A G- HHSABHBUERD 2 7 ) — = > 7 % 550 o — i) e
MHHAEZE R 52 Lo WA TFESN TR 2HER A
il % Ao L7245 7 — 2 2RO T 3120 TRRE (R 0
THZEo [12.1 ]

ILBENEREFTHEEICEHT IR

9.4 HIEREE R T BE
AR T BE 2 2PV L Cld, AFI G- L OARHI B G- T 4
— NI EY) 2 IR AT KO IRETH 2 & [9.5 B

9.5 1Ei%

TR SR LT W A R 0 B 5 ethicid, R EO AR
PAEtEZ B S & HBF SN BB ECOAEE TSI E,
KA &2 7 RS AR BRI L S S T e v s, TgGl
T 70— F VPRI IR BRI D B Z LA STV,
¥ 72, CD3SEZTRIA< W A THIER L OH I 5 s
WMESINTBY, AAOHIRF OBERZIC I ) KEICHEE R
WL TAT SRS S 27, [9.4 BIR]

9.6 ®ILIR
RO BYER ORI REOFIEIEE ZE L. AL Ok
iFH L2 B2 2 Lo KAl e AT~ ORBATIIHGT
ENTVRWVD, & MgGEAHHICRITT 50T, AHl b
119 2 WHEED D %,

9.7 MNEZE
INREE IR L L HRABUIER L T,

1. BIfEA

ROBWEHD D 5L b EDHHDT, BIEE 52TV,
YR ARD O N A G 2 P IkT 5 % L) AL &
Nl

Q%
Y%

%111 EXEEIER

11. 1.1 Infusion reaction
THT74TFy— WA, Bk, IR, SUESCRAE, SLPH.
EILE, Wk, LA Olnfusion reaction (43.8%) #%d &b
NHZLENHY, £ OYEE. WREGRICEI»RD S
N7=25 2 HUBEOHGRFICDRDOENT WD, REIR
B LNTYEE, AR OS2 il 33k L) 72 0L E &
119 & &b, IR HE T % F THRBFOREZ T4 12 Bigk
FT5TE, [7.2. 7.4 BI]

11.1.2 SEEIH
IR BRI (152%) . MUMGRA (5.6%) - F6 BRI v 2R A
(20%) £l (3.0%). V) > 78EKkA (04%) o5 R A3
HobNBILDHb, [7.5. 8.1 ZH]

11.1.3 BERAE (23.7%)
Mige (75%). WUE (0.7%) FOEE ZREGIED D bbb
ZlhH b,

1.2 ZOBORIER
10%Lh L

10% A 5 %L - 5 9o Al

AREE

s L
E

sk A B E | IR
k| A RE SR B
N
k| M BEOE

sk | PR SR
T OV Bra s 55
kx| H B B OE| T L -

kx| H Ok R R
BIOKA
AMR REE
k| — il - A BrBE |
ESC By
AL o IR

it
ANZELE T

i

i

#E5 ILFE
Wl PR Sk

&

z o i A

12. EFRRERBRICRIFTHE

12.1 RANIHRIMER EOCD3E AL kA2 ) —= v 7%
RAERFFEOMEVERBI T T 20 AFNC X BMHE T — 4
ZRFA~OTHZ2 BT 572012V FF AL A =)V (DTT)
B (RA L R IER EOCD38 & G2 HET %) # BT
52, b, Kelllli@A BT FZDTTLE TEMET 5 DT,
AHAPUEA 7 ) — = 2 712 B W TKelllLE B HUF IR 5 5 4T
ROFMAATEE 7B Z LIFEET L2 L, [8.2 BIE]



12.2 KFNIIgGr BE ) 7 0 —F VHARTH Y, MEHMS ~
237 O LI A R AUk Bl 1 B OF IR S 922 11 5 2 0 i R A T il
THWEEMEYD 5o 1gG x BIL RSB % 47§ 2 BHIC
BIF25E2ER) (CR) Ol K& OCRA S O F5E O R 12 728
T BTSN D B 7200iFET 5 2 &,

14. BALEDEE

14.1 EZIFARFOEE

1411 AANTER A AHPEREZ179 Lo

14.1.2 FEANINA 7T VNEZ HBMRAE L, Bl GRW I3 E D~
W) 1AM D D WIERYAED LN E XML 2w
k.

dk 14.1. 3 250mL o H )5 A B AR 3 5% 7 8 7 B O 5N v

IhOARFOLER (mL) LREZEED .. RKAZMAZT
HAE250mLO A 2 R 5o AH OG5 EH2000mg % B
ZAYAIE. B OBRED S meg/mL%E 2 2 Wil T 2
Ny FT TS5 L,

14.1.4 BNy 73RV AL 740y (R)FL vy, R) 7o
¥l v%) %, DEHP (di-(2-ethylhexyl) phthalate : 7 % Vi
T2 ZFNANFUN)]) 2 ECRVIFAE V- 0T
FL VR VA HET Sk,

14.1.5 RNy 7 % iz S TR Z R ICRT 5. R
HLEWT &,

14.2 FZIREBEOXE
14.2.1 KA OFHPEE G T HEIE,. K =TIV ARV,
RY)ANVK Y XFFAa 8ol 54074007 — (LR

02313022um) ZHWTHGTHI & oo KU LY,

K7y vy, B)HEE =)L (DEHPOA IR D 2\
XiER) 5Ly ®Bokhty bevws 2 &,

14.2.2 AR OFRIEIE, 722 BIBH L aVEAE2~8TT
B L. BRI 2 2 Lo 2O, HiLTIE 8
LI (RH o BRI 2 &) T2 2 &

14.2.3 MK & F UFHET 4 VIS TRBHERRITD AW &,

14.2. 4 KA ORMEHIFHRBOL BN BERET D Lo

15. ZDMDEE

15.1 BRERER ICE D < 153

1511 BRRRERIC B W T AHNTH T 2 Bk D REAE A s S
TWwb,

15.1.2 BIRERBRIZ B VT B Ao, FL57 mAE WIE, &
B SO B PR 57 0 R PR RE S5 2SS L 72 & oW 03D
%o

16. EMENRE
16.1 MAiRE
16.1.1 BEE%E

TE36 S R T 0 £ 548 B B 0. ARHI10me/ kg X1
20mg/kg % HH) T 1 1] 4 3 B FAEHIR NS L 7=t 234
W21 Il SRR M G L 72 & & o 1) IRl P G- 5 o IS o i A
BROEWEHE ST A—FZUTOEB)THo72Y,

MSEHA % =7 (ug/mL)

400 4

E —e— 10mg/kg (351)

b —o— 20mg/kg (4%1)
300
200 ;
100 ;
0 E

0 1 2 4 5 6 7
IRE ] (H)

AHANO0mg/ kg X1Z20mg/kg% HACRAEHMRNIE S L7z &0
WP 55 O MR EHER (PR %)

AA10me/ kg X1 20mg/ kg% HATRAEHIRNE S L2 & &0
MBS DIEMERE ST X — 5 CPIYHEHER )

Eracn -y 10mg/kg 20mg/kg
B% 3 4
Cunax (ug/mL) 124229 280+64.4
AUCyy (ug - h/mL) 9300+3010 213005520

*%16. 1.2 REHRE

PR R E DL IS E HE R E T, 28HZ 154 7 )L
& LTAR 5 ~20mg/kg™ 2K<) FI FROFFH A5
CEOBEHITTHE 1 Il 4 BB AEFIR NS L2, 28121
W SEHIRPI G- L7z L & O3EYBRE ST X —F 3Tk
BYTHo7Y,

KHI 5 ~20mg/kg™ ZHE<) FI FROUFFH A5V v LT
V81 4 SEE B EIRNTE S U725, 2 38 1 SRR A -
L7=& & OMEHG- %M 0T B HiE 5% CORY R/ 5 2 — 5

(P p e %)

WaPES% A 7v1. 1HH)
P 5mg/kg 10mg/kg 20mg/kg
%k 5 18 6
Cinax
91.3+19.8 141+188 297+16.7
(ug/mL)
AUCH:Z) .
61002840 128002430 270005620
(ug * h/mL)
Clmughﬁm i1:3)
17.2+14.6 43.1+15.3" 110+41.1
(ug/mL)
7 AESHE (P4 27v3, 1HH)
ERasR oy 5mg/kg 10mg/kg 20mg/kg
% 6 24 6
Cinax
167+34.5 403+163 648+246
(ug/mL)
AUC™ kD) i)
30900+10900 | 71000+34600° 156000+91000°
(ug * h/mL)
Clmughﬁ:m 7E5) 1:6)
60.1=39.8 154+94.6" 308+240""
(ug/mL)

BHEFEW B BN 12D &, AFElOmg/kgz F< ) FIF
JOFRH x5y EOfHTHE 1R 4 8 M BARHIRN RS-
L7zte, 23812 1 MIBCEIIRINEE S L7z & 2 o, R e
IR R N b T 7RIS CERMARIE, ThEh18
BOB1EHE & nsz F7o, BHENESEMBREMHITICEO &,
SER RIS BT 5 2Fiid28 H &g S h 72



1) AEHAEIZI0mg/kg (K<) FI FRPFFH 25>
BRI 5 EA N T 4 VI TROF S % 5 VHE
Pe5) Xid20me/kg (FFH A 7V ORGSR
#1) ThHbo

AUCK OC o b F G- BB 3343 B MILAE v it g -1R ] B
TR A b T 7RER RS (RIS 0 1
M. 7 EBEES% : 2EHTOfM),

n=16

n=19

n=20

n=>5

*2)

*3)
4)
¥5)
16)

17. BRER AR I8
17.1 BHHRURLMICEET 2Rk
17.1.1 ER#FALE 3 K5 (EFC14335)

LY FIFRO7Tusr7y—2allERZ2EL2L I 2 0
L ORI 2 A3 5 T U HEATE O % S AT B
30761 (HANEBHZIBI % &) 2%, K<) F3 pP
RT3 x5 % ot g (PAfE) LPAEBEICA
A % b o L 2TsaPdiiE 2 IR 5 5~ & 2 LI R
Feed [ 55 3 AH B & ikt L 72,

FEEHETE H T d 2 A A o e ffild, IsaPdfif Tl
115% A (95%Z M IX [ : 89~139). PdBETIZ654 A (95%
fEHEIXH : 45~83) TH V. IsaPdhE CTHMATFEMICH E LML

FaR &Iz O — FIE 060, 95%15 MEHIX [ 1 044~0.81,

p=0.001 [J&5llog-rank#sE]. 20184F10H11IHT—% /1 v b *
7)6)0

1.0 n_‘“‘
09 - -
0.8 ™
07 ™ “w
%= 06+ : T
i ot
o iy
£ o5 L
=] . .
B _— ‘—L.‘__LI saPd
o s, .
& 03 4 —_— M s
IsaPd (N=154) Pd (N=153) b
02 4" Median PFS (months) 115 65
0.1 - Hazard ratio for IsaPd vs. Pd(95%CI)  0.60(0.44 to 0.81)
00 4 P=0.001
) T T T T T T T T T T T T T T T T T
0 2 4 6 8 10 12 14 16
Hir ()
Number at Risk
IsaPd 154 129 106 89 81 52 30 14 1
Pd 153 105 80 63 51 33 17 5 0

e 394 7 26 4730 8] O Kaplan-Meier i

IsaPd#E 15260 113861 (90.8%) (ZHITEH AS5Ed SNz £
EIVER &, W BRI 46661 (434%) . Infusion reaction 5741
(37.5%). LAGEEG3061 (19.7%). MiZ236l (151%). T
1760 (11.2%) . M/MCRAI7H] (11.2%) 56 2Pk I v BR s A
166 (105%). S8 X 51360 (86%). M.L1061 (6.6%). I
W PR 8 B (5.3%) MR 6 B (3.9%). A5 H (3.3%) &5
ThHoizo [6.2. 7.1 ]

D LFY FIFROTaT 7y — A 1ERNC & G
By Lo 72 BH QR UEIH G T #60 H DL HETT
L7z, SRR EOREIRD & NIE L h R
IR 6 » HICHEAT L7 BE, R TERvlEsr il
L7288 #%) %@L 72, 2, HICD3BE/ 7 u—F L
PRI U CHERTED BB I BRI L 720

#2) K=Y FI FOMEROME (28HM%Z 194 7 L& L,
1H 1M 4mg&21 H 3 H&EOHS Lk, 7 HBEIK
L7,

H3) FERHIRAFVOMEROCHE  28HME 1Y A 7 v e
L. 1H1M40mg (75 L BETIZ20mg) 2 1. 8.
15) 22 H B ICHRIRN LR 45 L 72,

H4) AHOMERCHE 28HM%Z 194 27vEL, 1H1
[M110mg/kg% . WHADF A 7 )ViZ 1 EMMECT4m (1,
8. 15, 220 H). 244 7 VDK 2 B R FE < 2 0
(1. 15HH) #iRMN$S- L7z,

%17, 1.2 EEEHFIE 3 Bk (EFC15246)

1~3 VYAV ORITGHEEEZ AT 558 IHEEDOL T
BREERE T 30261 (HAANBRZ1MWZ &) RIS, A
T 4N I T ROFRF Ay U ot g (CAEDE)
L CAFEITAFI™ % Lot L 7olsaCdfitik 2 b3 55~ &
2ALIEEMRIEIRS LR 25 3 AHEER % 20 L 72,

FUEHIIH H T d 2 M3 AAA I M o pfifiid, IsaCdi#E Tl
FEEF, CABETIZ1927 H (9% S HEIX ] © 15.8~HEEAHE)
TH Y, IsaCAFCREMFICH B RERAVRSN: OV F—F
It 2 053, 99%1E HHIX [ : 0.32~0.89. p=0.0013 [J& Hllog-rank
Mol 202042 AT HF—% 7 v b4+ 7)7,

10 ‘—"‘_'“h—._.._,_'_
i,
0.9+ i,
e
0.8+ b
e IsaCd
0.7 [ P el
0.6
&
0.5
il
= 044
&
03 IsaCd (N=179) Cd (N=123)
024" Median PFS (months) Not reached 192
0.1+ Hazard ratio for IsaCd vs. Cd(99%CI)  0.53(0.32 to 0.89)
004 P=00013
— 7777 7T
0 3 6 9 12 15 18 21 24
ST OF)
Number at Risk
IsaCd 179 164 151 136 124 110 100 36 5
Cd 123 108 99 85 72 61 50 19 6

e A A7 ) o Kaplan-Meier i

IsaCd#E1776IH 15361 (86.4%) ZREIVERI 38D Stz FE el

{EZE. Infusion reaction 7961 (44.6%). wIE426) (23.7%) .
P 573801 (21.5%) . AHRAE36HY (20.3%) I R 33451 (18.6%) +
TFHI2400 (13.6%) . MliZe2160 (11.9%) . 5GEEH2060 (11.3%)
KA 1500 (85%). Mn:1061 (5.6%). W ERKA 9 41 (5.1%)
B0k 5 B (2.8%). IM/GIEA 5 B (28%). £ 4 Bl (2.3%).
T 2B (1.1%) S Tho7z. (5.2, 7.1 BH]

1#5) HLCD38E / 7 u— F VHURIC X D HiIBHRIEEZ AT 55
A& BRI IR G- #4260 H DN 5 B AT
BaBH, P b RNER) R E L7 B & R
L7z

HANT AN I TORERCHE : 28HEZ 194 7 v

EL, MO A 270k 1 H1M20mg/m*%Z 1. 2HH

25 56mg/m’% 8. 9. 15, 16H HIZHIRMIHE G- L

720 294 ZVBIBEIZ T B 1 E56mg/m*% 1. 2. 8. 9.
15, 16H HIZHIRNFS- L 72,

FERHFRY Y OMEROCHE 280 % 1% 4 70

L. 1H1M20mg%x 1. 2. 8. 9. 15. 16, 22, 23
H HZ#IRN 530 E ke 45 5 L7z,

16)

)



18) AFOHB R OHE 28HMZ 194 27vEL, 1H1

M10mg/kg% . MDA 7 ik 1 AMMET4mH (1,

8. 15, 22HH). 244 7 v LIRIZ 2 J 1 1 ks < 2 [l
(1. 158H) #IRMES L7z

*%17.1.3 #4158 1/ 2 185E (TED10893)

B2MN—PDAT =T 212BWT, FIUTEEHREEDZ 581
BREERET 16400 % W RIT. AHTY RUTF R 5
PR, 3 O ARH] iiﬂ)ﬁi&i’“‘” DA R O A % MR
T 5 I EMIER BB % TG L 72,

EYFHEH CTd 5252 13, AR R OTFFHR 7V U
JHBET13436% (95%15 X [ : 30.3~57.7%) (24/5561). &
Hl HLBEE T1323.9% (95%5HEIX 1 © 162~33.0%) (26/109%1)
Thotz 201941 H2IHF—4 A v + 4 7)Y,

RHN L OF 4 2 5 ¥ PR IBESSHIrh416] (745%) RV

DR BNz, FEREIEMIZ. Infusion reaction 2261 (40.0%) .
AMRAEL26] (21.8%) « IR B 6 51 (10.9%) . BZBEk 6 1 (10.9%)
EL6 B (109%). HALA R A6 (7.3%). Milig€ 361 (55%) .
ERIILEE 3 41 (5.5%) . B 3 B (5.5%). MM U 3 %1 (55%) .

WEnl: 351 (55%) % Tdho7zo

AFH) HAREEL096 6761 (61.5%) I[CRITEM 2RO b7z, £
ZFEIYER X, Infusion reaction 4461 (40.4%). -0 K #1441
(12.8%). W Wk1261 (11.0%). & G116 (10.1%). 9 57 8

(7.3%) . BEJ6 8 B (7.3%) Wit 7 Bl (64%) FTHhH o720 [5.2,

7.1 ]

H9) TuTr Ty — AMERARCRERGREELEL 3L A Y
VD EoORiHEREEZET 5, XiE7 a7 7Y — AHER K
CHIERIE O VT L CO A TH 2 BB % %
Rz B, HICD3SE /) 7 0 —FVPRIC & BT
WIEE AT 2 BEERA L7z,

H10) RAOME RO 28HB A 14270 L, 1H
1 [M20mg/kg% . M DOH A 7 Vi3 1 AR EFET 4 10
(1. 8. 15. 22H H). 244 7 v DL 2 38 [ [ B
T2 (1, 15HH) RN L7

HID) FFH AV OB L OHE  28HBAZ 194 7 v

EL. 1H1M40mg (75 Lo B HTI1Z20mg) % 1.

8. 15K U220 HIZHIRN U FEOHR G- L 720
1112) %Tdﬂ*ﬁ I MR ERE RIS K o TRl S N /odk
WERIRAFRIT UL TH 2 BHEOHEE Lz,

*Mlt4@ﬁ%h@ﬁﬁﬁfmmm%)

HA A O T HATED 2 J P B B R E ™Y 3661 % 3412,
AH ALY DA f OV 4 % MRt B I E R R
AR A FEhi L 72

ARH20mg/kgh3 ¥ 5- S N 72336 BT EEFHHHEE Th
BZMFT 1L, 364% (95%MF X M 1 204~54.9%) TdH -
72 (20194E1210HF—% A v b4 7)%

ARFN20mg/ kgns¥x G- S N 7=33B1H1961 (57.6%) (ZEIVEM 2552
5N, EEIEM X, Infusion reaction 1361 (39.4%).

g 2 6 (6.1%). I 2 61 (6.1%) . M/IMIEA 2 61 (6.1%)

FHLERIEA 2 B (6.1%) 5TH o720 [6.2 B

H13) 7uT TV — AMEARORIERG R HL 3L YA
VUL EOWIEREEAET S, T a7y — AME
R OSIERHHEOWF RIS LT BT TH 2 R
HZHRBE L. B, HICD3SE / 7 1o —F uHikic X
BHEIEE A3 5 BEH IR L 72,

H14) 28HMZ 14 70k L. B1MH/S—PTIETHILM
10X13220mg/kg% . 5 2 #H/8— Tk 1 H 1 M20mg/kg
B, ENENRGOOFA 7 Vid 1 AEMECT4mE (1,
8. 15, RU22HH). 244 7 VLIBE 2 HR kT
2 (1. 15HH) #RNES L. 8. AR 0K
PRHEI1Z20me/kg (HE:) Th b,

H15) BRPEIE, MR ER RS L o TRl S Mok
BRAEREDSEHDEZIULETH 2 EHOEEGE L,

18. ENEIE

18.1 1EHERE

AV F T, & FCD3SITHEA L. PUAARAFE VLM a1 5
(ADCC). HUMEAFEMIBE A (ADCP) K USHIAMEAE /T
34 (CDC) ML IC T R =Y A2 FETHI LT,
N5 DG & P 5 EE 2 bR Twa MY,

18.2 MR

A9 %% T I S SRAE T RIITRMOLP SHIla % 12
FRHL 7 T A MR 27 7 A4S 50 WA
BfEmERL ",

19. BRI ICE§ 2 IE{LZIRR
—MEEEH APy F <7 (EETHIEL)

Isatuximab (Genetical Recombination)

9 F = 148,000
x G BEFRAR I ATE ) 7u—F VB TH Y,

<~ At FCD3SHURD M ZEH K Ot MGl
FEPSR D, Fr A4 Z—ANARY —FIHH
JECX W EEEEINS, 450D 7 3 7 Wik o
e BH (y180) 2 ARRO21MMD 7 3/ FRikk
PO HLE (kB) 2ARTHR SIS v 3
IETh b,

20. RURWV EDEE
SMERE RGBS L TRF S B 2 &

21. AR

211 BREEN Y A 7 BTN 2 FEO b EWICE_T S 2 .

21.2 EINCTOBBIER A HO TR LN TWD Z &b, Bl
Jeth. —EBOIEBNARDL T — ¥ BHEREN S T TORI
SEB K QAR 2 S 5 2 &2 X ) KA
HEFOTFEMZILET 2 L L b1, AHOREERTH
T 57— 2 FITPUE L. AH O #IEE I ZE
RIEEWHLL T Lo

22. A
(=2 U Y 2iEE#E100mg)
5mLX 134 7
(=2 U Y S 7EE#E500mg)
25mL X 1234 7 v

23. EEX
1) Cockayne D A, et al. : Blood. 1998;92(4):1324-33
2) Sun L, et al. : FASEB J. 2003;17(3):369-75
3) AW BN 1/ 2 3 ER (TED14095) (202046 H
29H A&GE. CTD27.22)



4) FNER S E1IbAHEER (TCD1407978— FA) (20204F
6 H29H &7, CTD2.7.22)
5) FLNE R - B MR B REMENT (POH0503) (20204 6 H
29H KR, CTD2.7.22)
6) tL P9 ¥R [ B G A 45 3 Bk B (EFC14335/ICARIA-
MM) (20204F 6 H29H&7E. CTD2.7.6.2)
Hk7) FLNERL : EIBILR 5 3 AR (EFC15246/IKEMA) (2021
FI1HAKRR. CTD2.7.6.2)
Hk8) ALK - WAL 1/ 2B (TED10893) (20214F11H
ik, CTD276.2)
Hx9) AR BN 1/ 2R (TED14095) (20214111
KB, CTD276.2)
10) FLNER © JERRR SR I BEER (20204 6 H29H 7K 2.
CTD26.2)
11) Deckert J, et al. : Clin Cancer Res. 2014;20:4574-83

24, B KRERVBEWVEDESL
W+ 7 4 &R
a—ntry— T OMHEE
T163-1488 AU LCHBHTME X VG B 1e =1 H20% 2 &
71— % 4 %)L 0120-109-905

26. BEERTREF
26. 1 SGEERSETT

/714K E4

T163-1488 RE#MHBEEAEHE=T B20%E25



