Y—ARA REFHER 20mg
Y—ARA RiEFER 50mg
&S
EEXRIVRVEEHESE

TYRAML - RA4¥Y—X R4 Tk &t



oAk =0 2)

Y —RA BFEEREIR 20mg. P —AR A SRR EHERR 50mg ([24R 5
EELY R EHHEE (RMP) OHIZE

s FYAPL A T =R
REIREEE A 4 TR B 87429
#H4EA B A FITEE8 F 25 H
11 ZEMREEE
[EERBEINTZY R 7] [EEREENY X 7]
T - KEGSR - b 2R 4L Infusion reaction B EE Db R
i Bk AT R T
B b TN RS B AiE
TEEARR - TEERPEREIR TE - HRIK JgTryon B D & 2 B 2T DB A
JREERER FIE - BB REAR £ x5+ (GVHD)
AR = 2 — 1 T — fbige - Bilgs - Frhig [EEARRER]
ligas R IR (3 o, 8 o) R AL P
B Aoty ObHEFIZBILIE | 2L
K8 S s
) B T 5 R
128 MEICEE ¥ 2 RET IR
72 L

| EFRICE S BEMER D0 DIEE)

| EFRICE S Y R 7 B/MED 72 DIEE)

2 EFRGLZEEERAHE OB E 4.V 27 f/ MU E OEEE
BEOEERGLZEMERIEE) BEDY R 7 &/IMLIEE
BINDEELEZESHEE ﬁﬁ@ BIMD U R 7 g/ MLIEED

AR M R R A f G & U T A

FE A G A A

3AZMEITEY HRRE - BR DR E DR

L

ZIHE ONEIT RMP O T IR T XU,

ERRUE A AT B GEIEFEA T A F) OFERK

& R ft

BEMTEN (P—AA LD ERZIT 5T

~) DOYERL & FEfk




(AR 1)
B R 7 BEFHEE

24 TV AR s~ ¥ —X R A TS

i B O
HKFAEH B 201547 A 3 H I HH 87429
1.10 4
2.5410 » A
3.2020 49 A 25 H~20244F 6 A 20 H
(BEIGH)
2025 4F 8 1 25 H~2035 48 H 24 H (R - (D30300AMX00428000
=S %S
PRI 100 R (©22700AMX00696000
4.2020 411 H 27 H~2024 456 H 20 A
5.10 4E
6.2022 4E 5 A 26 H~20244F 6 A 20 H
7. 7L

[EBRFEA= H 201143 A 25 H

O — AR A SR FHER 20mg

E}i,d_:;% N N RSy
oC @ — AR A AU FEK 50mg

AZNRGT AV LA=T (BisFHH#RZ)

D134 7v (4mL) HUZA BV L=7 (BEFHIZ) 20mg & & AT % i #l

=, I 2
HREUAR @1 /34 7w (10mL) FIZA BV A~7 (EBIGFHEEEZ) 50mg & &8 DIEHRA

RIBUIERARE 20 A R A

B EACIEA B AT (Bin ) & L T1[E3mgky ((KE) % 3 #fHH
AT 4 RRMEHET 2, b, MOFUEMEESEH & T 25613, =Fr~7 (&
nfz) LRI &,

RIGUIBR AN RE ST ME O B MliaRe . 1B YIBR A REZ AT - R OEME~ A 7 ¥
7T 74 bAEENM (MSI-High) &3 %4 - EHE

ELEORE | =AL~7 (Bia ) Loz T, @, AL v A~7 (B
THHAZ) L LTl 1mgkg (KT % 3EHEIMRE T 4 BLRRFHET S,

GIBRARE R HELT « FRFE DI/ NIt
O HUEMERE A & O PRI Iz\“C WE, RAZIEA B A=T (B R)
&L T1mimgkg ((KRE) % 6 BAIFME CARREHTEYT S,

YIBRARE /2T - PR OB R b B, ARG UIBR AN RE 2T - RO RIEHE




=R~ BIETHE#LZ) OB WT, EE., RAIKIZA Y AT (B
THAHLz) & LT 1lrlimg/kg ((KE) % 6 @M CAMEFET D,

BIERARE 7 T s
=ARN=T (BaFHz) LRIV T, @H, RAZIIAE) A~T7 (B
Tz ) L LC1m 3mgkg ((RHE) % 3 MK T 4 BLAGEETET D,

1. ARIA OB A RE 2 B R AR

2. FRIGEIERANRE X THRREE O B i e e

3. IR AN REZRETT - R O@MBE~A 7 u %7 7 A P ARZENE (MSI-High) %24
ERAY 1 RN 5

ARESUAAIR | 4. GIBRRREAHERT - PRI/ MINLAAS
5. YIRS REARIERT + P35O0 BN o BN
6. IR AE/RIENT - HRO LM
7. G RTINS
< BRI HE R B R, ARIE OIS HE XSO BN, 1 S R
AT - FROBBE~ A 7 0 Y774 NRLIER (MSIHigh) &4 % #1) - B
ARANE | M OIRCRIERIETT - BRI MININTA, OIBRREAEST + 75 O AN e
B, BRI RERIETT - PO it >
E U A2 B & RO b BT 5 &,
e 20184 5 J] 25 KGRI HRGE « AT AE A S IR 0D 1 K O
O
o 20184F 8 A 21 AARIH AR | IIBUIIRRBE TR MO BAIRL A
o 200049 A 25 RKRIIH AR ¢ A AALSRRIEEIC I LI ROl A i
FOEAT - R OTMUE~ A 7 R 4T T4 FRRIEM (MSI-High) 47T 2551 - 7
Wi
e o 20004 11 1 27 HIKRBACH A HKRR 1 GIBRRARZSELT - PRI/ NI AE

e 202145 A 27 HAREE ARG « YIBRARAE/ARMEST « FF28 O B Mg s v fe

o 202148 H 16 AANZEIIAR 2 BERFEAGE « ¥ — A A sl #E#E 20mg

o 202245 A 26 HKRFH AT AGE « RIGUIBRA 2 HETT - IO RIER

o 202546 A 24 HKRIFH A TG « YIERAREZ2 I s

e 20254 8 H 25 HyKGREIH AN HUKGR - ISR AEZR HETT - R O mHE ~ 1
s uH¥T 54 FREEME (MSI-High) 243 %405 - B




EHE DR

AIEOER -
SF746H24H

N O

1) IREYIBRANEERETT « HEOREBE~A 7 YT T4 PALEN (MSI-High) A9 555 - B
FEDNEE K ORI BT 2 KGB I — A ISV, TR H OB ) KO 111 REMEREHE] ©
Ha B LT,

2) BV A7 FAMETEBOERIEFEH RS EHM GEE#FEATA F) 286 L,

AHEEE
1)~2) REUIRARERMEST « BROEHE~ A 7 0% T 74 FRZENM (MSI-High) 243 5505 -
B D ZNRE K O R BE T~ 2 KGR FH — A E D=9,




1 EIEKGL Y R 7 EHEHBOME
1.1 ZEMRFNER

HBERRFFESNTZY A7

T - KIS - AR 2R AL

HEREEINZY A7 & LI-FH -
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I H, FBEICE - HFEEIIF RS 1 FIAFRD B, AFE ORFERERIIEE I N2 -7,

WATHA MM A B 25 & L7 ENE 2 B3R (CAL184396 3AER) Tid. AKIHME 5T 10%
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HHENTWD,
HEATH M Bl s 25 & L2 [EINES 2 fHakBR  (CAL184396 iklR) Tli. AHIHMEL 5 TR E
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0.8% (3/380 #3) IZFR& BTz, WERITHilg2E 2 B, AMEREUL S5 EMEEERE 1 #1C, WL d Grade3
UETHY ., AHEOKREBERIIMIER D 1 5% BRE G E SINRdo Tz, AL EaGEFERO 1
NI E ST,

7ok, HEATHIEMERAEEE 255 L LENGE 2 MR (CA184396 #llik) Tik., AHIHMP 5
THEMEMEEMEO A EFRIIRO bR o T,

RENE =R~ THAOHET —ZXIZBW T, SFAEEICET 2 MEMEMERBEEOFEFTRIT
6.9% (189/2739 ) IZH B, ZDH B, Grade 3 LA EIE 2.0% (55/2739 #il) Toh 7=, 72k, FE
/NI RE A b g & L - [EIBR AL IR EE 3 AHEER (CA209227 #BR) MOVRERABE IR L Lz




EREILE S 3 fHaER (CA209648 iBR) 1B\ T, 1RBRE L DR FEEBRNREE TE RV THlIEE
NENHNER D 2 B Tdh - 7=,

/KR e ER S A e g & L 72 [EI R [F)EE 3 FBRBR  (CA2099LA #ER) 128\ T, N+I+C (f R
@W/ﬁ%fﬁﬁﬁmﬁ*$%iam6@M%&w)T%D\*@9%\Gmm3uiizwa
(71358 ) ThH o7z, 728, RERIE L ORI EBEBNTE TE ZRVIECHILRE D v o Tz,
PLEX Y | BRRER CRIEMEMEEDOBENBO LN TNDL I ENLRE LT,

=3 2 VR SR B O N e OV DB RBLH -

[NE]
o HW DOEIKNL VLT E)
[ )

B R A % O 0 PR A L 96U — FE ORI S B LTz T b, SR 00 RS % 2 M B A
W1 C RV ETHEBR S OO L 2 ki L AT 5

U A7 f/METEBI DN K OV OFIRER -

[N#E]

o WEDYRIE/MEIEENE LT, EFHRXO THIELKOHEICEE#ET 2 EE, ERREIE
M. TOMORIER] OB OEEMEIEML T A NICi# L TEERE T 5,

o BMDOY A7 FIMEIEENE LT, LN &2 FERT 5,

1) EEEEETEM GEEERTA ) OFER & 2t

2) BEMTEM (Y —RACKDIEREZIT DI7~) OIERL L ik

(e ]

VA PEMIR BB T D1 (B, RPALik, JEBLIRDLAE) Z ERRIEHH L OB TR LT et
ATV AFI O IERE 2R 720,

Inf

usion reaction

BEREEINZ) A7 & LI-FH
BEIRIR OB THIEME R A fE BT 258 & U2 o 3 #HEER  (MDX010-20 #%%) CTix. Infusion
reaction BB DA EF LT, AFIEMEBL S5HEIZRB W T, Grade 1 DEAIEE S BUGH 0.8% (1/131
W) ZH BTz, AFIE gploo fHEETIE, Grade 3 LL_E® Infusion reaction BE DA EHEL T, 1
WD BOGS LENZERD Hav, AHE ORFEBRITIEE S Lo T,
ﬁﬁ%%%%@@%ﬁ%ﬁ%&bth%ZWﬁﬁ(UUM%G%@)Tixﬁﬂﬁﬁ&ﬁf
Infusion reaction B DA EF51L 10.0% (2/20 #) 1[ZH B, WIRITIEBBUE, 757 4 7% —
va v I BRE%5.0% (1204]) ThHhot=, 2B, Grade3 U LOFEFERIIT S 7 4 TF7F— 3
v I DI TH -T2, EEAN ié%®kﬂ%én AH & OREBERIIEE Sz,
KA & =An~THHOUET 2B W, PEHEEEICIIT S Infusion reaction BE DO A EH L
1% 5.7% (156/2739 ) =& %ﬂ‘ ZDH b, Grade 3 LA FiE 0.3% (9/2739 #i]) ToH-o7-, 2.
TBERER & O RBMR NG E TE R WL HNIZRD e o7,
FE/ IR i FR o 2 e G & L 7= [EIBR L[R5 3 AHARER (CA2099LA #BR) 128\ T, N+I+C (F Rt
@ Infusion reaction B DA EHELIT 7.5% (27/358 i) TH Y., ZDH L, Grade3 LL FiL 1.1%
(41358 f5) Th-oTz, 7B, BHRIEL ODEREBEBRBEE T RWVIETHIIRD biienoTz,
PLEX Y, AAFmEeEe NMlE ) 7 o—F AR E8RITH L b oD, BEEFEER T Infusion
reaction DFEBENBHERINTWDLZ EMBRE LT,

=3 S 2 VR RTE B O N A K OV ORIRPEH
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[NE]

o I DEIG LML E)

GEZTNSENEED)

B PR AR S QMR E G R IS B W T — EDITER G DIz iz lH O KR MRS

12T Infusion reaction DOIEHINEE & ke L TIT 5.

U 27 Fe/ MEIEBY DN K OV DOZRIRPEH -

[N%E]

o HEDYRIR/MEIEENE LT, EFIRXO THERZEWEH., ZOMOBEWEH] OBEW
B MEIEG T A FIZFEHE L CEERET 5,

o BMDY R FIMEIEENE LT, LN EFET 5,

PRI REE AT EM GEEMERTA R) OFERK &t

GEZiNSENEED)

Infusion reaction |ZB33 2 F# (e, <tk FHBURNE) % [EEMEFE TR LIEMIEMt 217
W, ARANO#EIEFEH 2T 720,

549

EEAKES NI A7 & LB
WS IRE (15U L A & O RBIR AT X RO EE R RS STz DRE L
7o 7235, 2007 4R 11 1) 8 HIRAT, EHEBAIICK LAHIE BAE G SRIIEO 5 b, 1%
MDA W P RIS 5 O 2 B, WMRAMRLEIRIE % I 16 B Shicas, FELICE o
HLITRRDO Nl o T,

=3 S 2 VR TR R O N A K OV ORI

(%]
o T DOERK I EVEEARTES)
(eSS

AHNC X DR OFBBEE MO TR EBZ HND Z b, MRS HERESO®E O

LAAMEARE CENAA O M BINEICS D D, 25 DIERE T, A A TS O# 1= /2%

SV EY O F i O LB A BRE 5,

U 27 e/ MEIEBI DN e OV OZBIRBEH

[N%]

o HWDY RV E/MEIEENE LT, RO THEKOHEICE#ET 27FE, EERHEAR
FOVER. BERZRRIEN] 0EEOEEMEIRML T A NCi# L CEEwmE T 5,

o BMDY A7 FIMEIEENE LT, LN EFET 5,

1) EFEMEEFHNTEM GEEMHATA F) OFERK & 2k

2) BEMTEM (Y —ARA L DIBEEZT D I~) OFERk & 12k

(GE27REE TEED

R BET D (e, Pk, EBURILE) % BERIEEE L OVEF T3 UIFEER L2170,

AFN O EREH AR 720,

TN IDN

BEREEINZY A7 & LI-FH -

11



AHN 3 ¥ 5 S iz 2T O ENAORRRREBR &K CE NS O RGERGER IV T, BERLHRITT
NEN 9B O 1T8 FITFED B AL, OB THLh 97 B L O 178 Bl TAFA] & D KIERBIFR A E
TERMPoTc, HEICESTLOHRIZTNZN 29 P K43 B D B, 2 b, Tt 28
N O 43 BlIIAH] & DIRERBARIA TG E TE 22772 (2020 45 H 18 HIFAL)

FRED OB, RHFNFE T2 IIOFHEE & ORIRBIROYIE D R EERERC, AFILNOER K ETE
RUMEBINZ K 3RO BN D — T, FBLEICE S T=IER b & OARAK & O BN I D B 22U
RBEEGRDO LN TND I EDLERERFFEINTZ Y AZIZEE LT,

B, AL =R~ THHOHET —ZIZBW T, PRRREICKEIT 2 EE R L RBEIEOEE
T 0.3% (8/2739 ) ITA S, Grade 2 28 2 fiil, Grade 3 2 OF Grade 4 234 3 I TdHh - 7=,
BRIL[F S 3 FHEkER  (CA209227 #llR) 1ITHW T, IR L ORIRERAEE TE RUVIETHNTLH
KO 1B TH -7,

He/ RN B 25 & U T2 [EIBR LIRS 3 AR (CA2099LA #R) 124\ T N+I+C fF IR
DLHRBEO A EHFRZITRD Lo 7,

=3 2 VR TR R O N A K OV ORI

(%]
o T DOERKZEVEEARTEE)
[3RER ]

AKANT L B DB ROFEEBL IO TRNLEBZ LN Z &6, @HEOZEMEEREEICTE
NI DIFHRIEEZAT 5.

U 27 f/METEBY DN K OV ORI -

[(WE]

o EHDOU AV R/MUTEENE LT, RO THELOHEICEET 2R, BEEREA
FIER, BHERZEIWEN ] OEEOBEMERS T A FICL#E L TEERET D,

o BMDY A7 E/MEIEEIE LT, LUF&EM T 2,

1) EFREFEEmTEM (BEMERT A ) OFER L 2k

2) BEMITEM (Y—RAIZL DR EZT 5T7~) OIERL L 124k

GE/NEHEED

DFRICEET DR (B, xHlih, BIRDE) & ERIESEE K OBE X LIFddedt 217

W, ARFIOBEIEEH 2 e 72,

S & R

HBERRFFESNIZY A7 & LB

ENBLEIRFEZ BV T, RFIFME V=R~ TG S BH TR E D A REA FH
57355 ] (2022 427 H 31 ARER) i Shie,

AHN & DREBARNEETE NS E I RREEAEERNER LD, BEERRESNY
ATITRHE LT,

=3 S 2 VR RTE B O N A K OV ORIRPEH
]

(S
o T OEMK I EVERARTES)
[EREE ]

AN LD 5 E I BEROBEBBEITIRNEBZZOND Z L6 BEOLEMEEHREEIC TEN
AOIFRREEZAT O,
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U A7 e/ METRBEBI O NE L OV OERIREE R -
[%]

QB M EEML T A NIZRHE L THEERE T 5,
o BMDOY A7 FE/MEIEEIE LT, LUF 2R 5,
1) EFREEETEN EEEHTA ) OfFE & 2t
2) BEMITEM (Y—RAZL DR EZT 5T7~) OIERL L 24k
(GET7EEE) |
SEIBERICET D (M, wHilik, JEBLIRILTE) 2 ERMEHEE L O 26 UIF gtz
TV ARAN O R 2720,

o EHDOU AV R/MUTEENE LT, BFHRXO TEERLANER, ERAREWEN] oEk

JBie - Bl - FHER

BEHEARREINTZY A7 L L=#E

[E N O i R 5B e OSSR TR IV T ARA & ORI FEIR NG E T E RWVEE MR RS
SNT, B, AREIEBEMBEESNIER O D B, REBRNGE TE 2O IR BIEA ERFL)N
ENT 26, M/ T326 B2 FlE2&Te, 202341 H 29 HEER) #id Sz,
ENEIERTHZICB VT, AFEME =R L~ 7RG SN - BE CREBBENTE TE 2
VN 7 BN B )Y 33 3] (2023 452 H 28 HIE L) W5 STz,

ENF DOREERGERIZEBW T, AAIE ORRBEBNGE TE R WEELRFTHAEESEETRN 42
5] (2023 4£ 10 A 10 HEFA) S,

A& DREBENPEE TERVEERIME, B L OFRERBEEAEESENER L LI
HESEx, BERBESINTZY A ZICRE L,

=3 S VR RTR R O N A K OV ORI

(%]
o T DOERK I EVEEARTES)
[EIREE ]

AFNT X D7, B  OFRER OFBUBE (TR LB DND T &b, @H O EMEER
TEEN CENAADIFRIEEZTT O

U 27 e/ METEBIONE OV OERIREE
[N%]

NIZRLH L THEEMAEE 2,
o BMDOY A7 E/MEIEEIE LT, LUF&2EM T 2,
1) EFRUEFE T EM GEIELHTA ) OfFERk & 2t
2) BEMITEM (Y—RAICL DR EZT DT7~) DR L 124k
G/ A=)
i, BEIR M O RERICBI T D (e, ik, BRI ZERBFUEFE K URBH T
UAF B 21T ARIOBIES H 2 e 3729,

o WWDU AV FMEIEEIE LT, EFHRXO THERZREWEM] OB OBE M ERES T A

e (& Mg 2 & 1) O b 5 —BEICRIT DIEHERIG

BEREEINZY A7 & LI-FH -
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WA+ O i AR R K OB E IR B 123\ T B hlisas (2% 3 2 a0 2 18 5] (2019 429 H 13 H
RE) HESN, 2095 20OV TARAIE ORERRIIEE TE e oTo, THHDFRIL
AFNOFUMERA CTH A HBEOEMALIZEE L TWAEEX bNDZ LG, HERKESNTZY
AL LT,

=3 2 VR SR B O N M OV DR IRBLH -

[NE]
o HW DOEIKNLEVERARILE)
4R )

N BT D EN OSBRI, o & i LT 7 < ARIOERE /R L 72 5 BEFIRE
MTHDEBEZLNDIZD, @ OERMLZEVEERTEIC THHRINET D,

U 27 e/ MEIEBI O K O OEREH

(%]

o BHODOUAVR/METEENE LT, BFHRXD REOERZATLEEICETLERE] ©
H M BB ERR G T A R L TR 2,

o BMDOY A7 FE/MEIEEIE LT, LUF &MY %,

1) EREFEHEMTEN EEEHATA ) OFER & f2ft

2) BEMITEM (Y—RACL WL ZT 5T7~) OIERL L 24k

GEz/NztaE) |

1) EREHEH I L, BG4 2 MRS B D IF Rt 217V AFI O I 2 e
ERSS

2)%%#%1%@&@%%@%@(%m%%@%%@%ﬁﬁ) N5 Sh pVABLi8 ek g RS

HEREEN Y A7

W E DS SE

B ARWEI Y A2 & LI Bl -

AH O FEFRE 12 o X S BB S 402 B DS T ML 3 5 T4 s BER R TR L T
BY, BEABEINEY ZZLBMNC G, BEOGRERIGICRET S &£ 2 b s ERREE
L. Ef it BEORIEMICES WG 55 = L b L,

REVE W OMEIT M R A B 258 & U7z igsh 3 3 ekl (MDX010-20 5BR) Tl AHIHM
P GRECRB VT, AH & ORI BBMRAEE TE ARVIEEORERIGCENT 2 A EFESL2 13 61.1%
(80/131 ) TR BNT-, BEEREESINTZY A7 R OEERBIENY 27 GBE ORE G
ZEBL) ICHBEENTWAELRLZRE . 1%L EORBME TRD N FR1T. FRBEEE T
JE, A arFa be ©d, LOGFBRERIEINAE D % 4 1.5% (2/131 ) TH~7=, Grade 3 LA
L@ﬁf@ﬁﬁﬁﬁiﬁ%@@%&ﬁbT%otoigﬁﬁmémt)xaﬁvﬁmréﬁ%
1L BICER® Bz Grade 3 UL EFEL L, U /\—thﬂ&ZMmEF' = 1% = N = I 5 A o DT S
5% (1/20%) THOH ., ZNHD I BT ICE ST FRITBO LN -7z, 7B, AAlE gploo
DFRBEICRB W T, ZiEs A2 L DT MR m%hfwé

HEATHAEME G RS 25 b L2 ENG 2 M5B (CA184396 #ABR) Tid. AFKIEME 5 TAZA
& DK BEBIRNEE TE 22V E OGRS IR 5 A EFEL21360.0% (12/20 #]) TH-
Tro EEQFEINTZ Y AZICEHHE L TV D HEREZRWGZNGRIL, BEUE 1 6], BERMB 1FTH
M. Grade3 UL EITHERIF 1 B THolc, ZD 9 BITICE S ZFHRITFRD 5TV,
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B, WEANCIE ERRLSN T MAFRRE, RERIERISEGERE, EAEM I E, B,
&K, Z7A—27 b /W - JREFBFEOEERIREOGRESISIRK T H Z ENHETERVESEN
WESN TS,

AFNE =R~ T HRHOMET —ZIZBW T, SHHBIEICR T 28 O RISICER T 5655
FHUOH L, HEREINTZY A7 ROEERBENY 27 GREORERISZERS) (i
SN TWVWAFEG AR A ERES]T 22.9% (627/2739 ) ([2H b, 2D 55, Grade 3 LA T
9.1% (249/2739 f3]) T o7z, 2B, BRI L ORNEBBRAEEC TE 0o THNITFED B
IRino T,

FE/ NI B & b G & U T2 [EIRR AL [R] 55 3 fHAABR (CA2099LA #5R) 128\ T, N+I+C fEAEE
DIREDFRIEFOSER T HEEREGDO I 6, HERKFEINTZ Y A7 ROEEREBENY AV
ORUMIEIZFLHE SN TN D FEREZFRW A EFGT 17.3% (62/358 ) THY ., ZdH 5, Grade
3L I 5.9% (21/358 f5) Th o7z, 7ok, 1RBRIK L ORRBEENEE TE RN T THNITR
O HNIRho T,

*2 MDX010-20 &k &% N CA184396 7kl (AAIHMEL 5) 2> OldE O KSICENT 26 55
SO S IXERARREREF O irAE Search Criteria (9] [E & 28 F 35 oD T B 1B |2 569 2 HIEE & )
W CTD2.7.4 BRI 2 OB D) ITRESEHRE LT,

BRK|E =RV T OMET — & 035 OIREE D KB R A A EFE L O ST core
RMP IZEDEEE LT,

3R A RV R R O NS K OV O -

[MA]
o I OEIES AN ARG E)
(R ]

e PR RRBR K OVRF B F A TR OFE R D . E OGIERIN ORI Y A 7 1T L 13V 2 20Tz
D, I O LM EE RIS BN OB O 555 UGS O I A ik L TIT 9,

U 27 e/ MEIEBI DN J OV ORIRBEH

(M%)

o HFDY AT FMEIEEIE LT, BHIRXO THIELAOHEICEET 5715, BRI
FIER., ZOMOREWER] OEKEOBEREZRL T A NIZEE L CERRET 5,

o BMDY A7 F/MEIEENE LT, AN EEMT 5,

EWRMEEFRTEM GEEMERTA R) OfERk L 2t

[ERFEH]

W DGIE OB 2 (e, ek, FBURIE) & ERIEFEE IO LI RiRgt 217

VN, ARF O ERE AR T80,

ARG A wE

EERBEN Y A7 & LB

ISR LTI, FORERIIE LN TRV L 00, BiEE (FL) CTIRATERR RO E
NIBHIL, TREE, JEE., HARIKKRESORBEBENEM LI Z 0% E LT,

R =7 A L (19~20 BIEE) 1ZAHA] 10 M OF 30mg/kg M4EHE 20~22 A 2640 ¢, 3 #H[H
21 EE AR G- S 4, B8 - IR R NS AR R R OV A O R AR T T B RGET STz,
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BEM T, 10mg/kg UL EDORET, MR 125~127 H OG- 72 B # (2 i 1gG B0,
30mg/kg T TR SRERMIE, SR EBRIAJE PH 0 B HE e 2B M OV AR AR O TR /N UL TE e % £ 9 B
BEAINEPERIE DGR O H Tz,

IR - Bl K OV AR i, mmM@uL@ﬁT%%®%3¥$%(%%unauh)@%ﬁ%t%
o, HARO R, TDAR BAIC K 5 HBsAg K& OMRAEGR 535 (269~ 5 PR FEARE D TT
. 30mg/kg BECHRE, HAERMAEOMK T, 4TIE 167 Hi mébﬁlme%mw&U%ﬁwﬁ%
PERAE, WONTRBAE L UCHIA L7z 1B CHERA M JRIE, JRIKPAZE N ONPRZER T OVRIENFERD
nic,

AR $ﬁﬁ&5éhh%i AN Dl R FRER Je OSN3 1T 5 iR 76 (2015422 A 13 H
BUE) IZBWT, 14FIEENTEY, Y $%®ﬁ%% 53 IR AR 7 6, N CAEiR i 4
m\ﬁﬁﬁt\mﬁ@ﬁi LD HPE K OMEIR SRR O B 2RO - B E RO HES LI TH -
ko(ﬁﬁ\m%%m@%%%%®ﬂﬁ%%bk1WKowf\m%%1m5ﬁﬁK%WTﬁﬁ
RO LN TN ENRREEIHTND, )

23R L2 RV SUE B O NE K OV OFIRFEH -

[M%]

o EE DOEIKML VGG

(SR E ]

i PR R N O E AR TR I B W Tl S 7= A R A Bk iﬁEﬂiE’TC&)@ BLERTEZ 2B
T, W SUTEIR LD D AJREMED & 28 A~DEE- DN HER S =568 121E, W OEEKLZ 2

PEEAUE BN T BUEE 217 5,

U 27 s/ METEB DN S O OFRBEH -
(%]
o WHHEDYRYF/MEIEEIE LT, B A AT 53, iR O L OEHE R
RIS T A NICFLHE L CTHEME S 5,
o BIDY R E/METEENE LT, LN 2 FERT 5,
IR T EM (EERERTA F) OFFER & Rt
GEE7RGE Y= D)
AT A TENEIZ BT D I W & IR IEFE 1o LIF SR 21TV AFIomE EfE A 223729
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i e

EEREERNY 27 & L7-HH

BEVEHE O T M B A JERE 205 & L7215 3 FEFER  (MDX010-20 #BR) Tl AA|IHm
B GRRIZ B W CIUME S IEM: > 2 v 7 12T A2 B EFS1T 3.8% (5/131 i) 1ZFBH L,
Fo. ARBREEIZBW T, Grade 3 LA EDOBUMAE X IXHBUAEME Y 2 v 7 IZBT 2 A FEFRIL. A
A B 57 3.1% (4/131 f51]) . AHAl & gpl00 fFHHAE 1.8% (7/380 i) . gpl00 HiA# 5-# 0.8%
(1132 f5]) Th otz TNHDH B, NEBEPEE TERWIRIFIET XL Grade 5 D EES
L, ARFIEIREEGRET 2 i, AKIE gpl00 JFHRET 2 1], gpl00 HAM&L 5HE T 1B Th - 7=,

F 7=, OUESMERRBR BV T BUIE O RBEAFRD LT\ 5,

HYEREAERE 2 5% & L ENE 2 B (CA184396 #ABR) Tik. Bl ITRfiEM: s 3 »
TIWCETAAEEFELRITRD LN o1,

KA & =R~ THHOUHET —ZIZB W T, SFRBEEICE T D IE OXIErE S 2 v 712
B9 2 EFGT 1.6% (44/2739 f5l) (ZAHHL, 2D 55 Grade 3 UL i 1.3% (35/2739 f3)) TH
Slz, 7ok, IR L ORREMENEE TE R WEETHNIIFE D Lot

FE/ NI e R A e G & LT [EIRR LR 3 tAFRER  (CA2099LA 3ER) 1B\ T, N+I+C R
ORBUISE XOZRUENE S 3 » 7 I T 5 A EFLIT 1.7% (6/358 5]) TH Y., I Grade 3 LL
ETChote, 7ok, BB L OREBGENEE TE RV THNIMMIED 1 Th -7z,

AFNE G BT HIEDRBEMEE XKL . ZOLITAFE ORBEBEBRMGESNLTEY . K
AN LD LN EEIIA LILTWN 72NV, BRIFSE T Xd Grade 5 ORUMIE L HE I TWNWDH Z &
MHRRE LT,

P32 MBS SUE B O NE K OV ORI
[WA]

o I OPEI N AN T

(GES76E YD |

B R R M OVR RE A T R A DG R & . IUIUE D FEBL Y 2 7 1T & 1TV 2 o) 8
O [ 38 iy 2 VR RE AR TS B 2 CIUILE D T IR 2 fikfse L THT 9,

Ny

U 27 e/ MEIEBY DN J OV ORIRBEH

[N%]

o HFDYRYFuMEIEENE LT, BRSO TERARER (Kig%k, WILEZ) | OIR
(ZRCH L CHEEYE T S,

(GEREENEED

BMAE I B3 B IE IR I 21T 72, IEEA MR T 728,

BAEIED & 5 BB 2B R %15 1% (GVHD)

HEREERY X7 & L-BH

HEoh O G PR 5 BR M OV IR T2 12 12 38\ [ I I A A RS A 1% | A B RV % 52 1 7= FRE 1T
B DB %G 1% (GVHD) Bh#EAEES 11 4] (2018 45 2 A 15 ARRG) e Sz is,
AA & OREBFRITAME TIZRV, 206 OFRIIAAOIKEIER T D0 OIEME(LICEEE L
TWARREMNEZEZ DND Z L, BEEAREIERNY A7 & L,
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AR i 22 VR BTE B O NS K OV OBRPEH -

[MA]
o I OEIKS AN ARG
[EREEH ]

W O EVERE TR CEIPNA O RIE 21T 9 72

EPIZRB W TBIEED & 5 BEPAFRIORGRIR LR D LA/ THLEBZALND Z &b,

U A7 e/ METEB DA K OV OSRPEH

[N%]

o HHEDOY A FIMEIEE) : 7L

o BMDY A7 F/MEIEENE LT, AN ZERT 5

IR R T EM GEEATA K) OFER & #2it

(SR E ]

EIRGEFEF 6 L GVHD 1T D fE MR 21TV, AF OmE EfEH 2R T 729

HERA G

L

1.2 HMEICBET A RRETEE

L

18



= 3K i & e MERE AL A H i OB

T O 22 VAR TS E)

]
BITER. SCHK « 206 W OSER E RS S O - 58 - oATIC S S LesdRome (RO

BN D[ 3K i 22 = B AR TS )

M R o SRR R & B & LT R e T G A A

[ZZarEmFEE]

TR - KBS - LB B, HFEE

QERS)|

AFNCIB T DYIBRAREE 72 T « FFROEM M R ERE IS L, AR L O=Rr~T7 20 L
T ORERGERICBIT DRIER (BEHES) Tood [FH - KIBK - IHEEZEL) KO T
BEsE | ORBURILZ IR L, BEEFOLE (REIE L Z=R L~ 7 0850 ik K OKREE
IXIEMTEREEE) ICHOWTHRET 5,

[ 52 3117 ]

o FHATHAR : 2021 4F 10 A ~20254E9 A (4 4F)

o EGRHAR] : 2021 4F 10 H~2024 43 H (246 » H)

o BIZHAR] . AOFHEIEBAG S 6 1 A

o  THEJEBIEL : 60 B (ZZEVEMEAT R SYER] & LT 50 1)

o SEfEYE - U EER

[ 32 71 1 O AR HL]

o AR ORI

ERS IR 3 FHEGRRER (CA209743 #BR) 2B W, TFH - KB - LB ZEL) KO [JHE
E IR BIEE 6 » AUNICRBENRZED 5N TWAZ Lnn, Bz e v HE L,
o THAJERIEL DR

EREHL [R5 3 FAEREBR (CA209743 iABR) DOAEEMICE N T, AFIR =R L~7 %A LT
oo TFR - KBk - HEE L) KO IFEE ) ORWERORBREIA T ZTEh 22.0%
(66/300 f5) R TN15.7% (47/300 f5]) TH Y., HARAAEMATIEE HIT34.8% (8/23 i) TH 7=,
PIREM TORBEGIZHK S &, RHE CLEEMEMHT M RAES & LT #lalNETHZ Lick
0. 0NDRERTH7< &b TR - KipZe - WAL ZEAL) TIX 761, DIFFEE ) Cid5 fla st
TE, ZNOLOXUEEERET LI ENA[REL 72 5,

[EiH & 705 T ORI K O OFR#L)

o ZAaMEMMER  ZEeMERIZOW TG 21T 9,

o T — X [EEM T 1R OGRS ZEERREE | ZRMEFRICOW CTREIZRRE 2179,

[ Yk L2 M EEARIE B O fE A H S W CE i S 5 afRett 0 & 5 1BIMOHE K O OBtk
DY EFEYE]

B &R, UTFTONBREZEDERL) A7 EBFHBEDORELEZITH,

o BROZEMERFIFEE (PR - KK - WE R ITEE) (8425, U 27 &IMEIEE O
BRI OV THRH 21T 9,
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Y 27 B/ MEEHE OBEE

WHE DY X7 e/ METEE)

WH O YU A7 e/ MEEB OB
IR ORERA R ER T A B XD IEwi

BIND Y A7 e/ METE#

EREEH AT EM GETMEHT A R) OFER & 11t

[ ZZarEmETEE]

T KIBR - WLE L, ITREE, RSREE, TEmAK - TERAEEIR TE - BRI
iE - BIBHEER S, K=o —a /g — BEE, MEEMZER, Infusion reaction, 7%, [Lofh
K, SE IR, MK - BEER - FHEK, BB EE EhsiaBEs&te) ObhHEEIC
B MG, BEOGRERE, ATER AR, BEREO S 5 BE BT DB A kHE 5
(GVHD)

[ /Y]

AEN DL MO IR 72 HR, K ZEMERFTEEO B3 R L WY 722 W K OVE# H1E, BERR
BRCORBURIUZ BT D 1E W& R it 5,

[ BRmy 72 5]

o [EHEFWMMYE (LLT., MR) ENEEMEER TR, S L., BMOIERHZEKET 5,
o R —LAR—VZHEHT S,

e PMDA 7F—A_R—JICHEHT 5,

[GiB & 722 TEDORE K ONFE i L7 BRI HESEEFRIRE NS etk d 5 H i HHE]

R BB A K OVRE 2 A A A O S35 B N T B I WN Ty i ik HE 0 A R 2
AR E % TR C O BIWEF O3 BUIR I K OV E R CORIER R LR 2RI 5, 2 b
OFERND, VAV HB/MUIFEBIOFE R 5 58(b AL E S SN A4, XIIERLZEEERE
s BT R L MR EENRD SN BAITIE, B OWET. AR TR0 326 5150tk
AT BIMOBEMAIEREE 2 R 5,

WEOTERHY « 222V E WS B2 LR

BEMTEM (Y—RAZ L 2R eI 5T5~) O L 2t

(et FmH]

TR RIGAR - LB 2RI, TS, BUEREE, THEA%R - TR TE - FURIEREE T
iE - BIBERREA 2. RHME= =2 —m "F— FREE, WEEMRE, B, Ok, SEIK
%y Mg - BllER - BB, e AR (EhsilaBiElE L 5) 0o 5 BE IR DMK
Ji&

[HAY]

AREN DL BT B2 BE IR 5 2 & T, BWEAZRARIZBEE, EELEESTZD,
| @=REN-OYARTS)

o MRZENYFERIZERIEEF IR L. B OIEMZKET 5,

o R —LR—VITHET D,

e PMDA FA—AL_X—JICHB#HT 5,

[fiH & 722 T EDORF L OVSENE L 72 /5 RICHES T ERIRE N D FIREME D & 5 /e 2 HiE ]
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T AR T % A A M OVRR AE i P AR A A O SRS D VT2 RS BN T TR R HEE B - B 2
TR IEL A% A A C O RIE M O FEHARDL KL OFFEME A A CORIEM R R 2R T 5, Thb
DFERING . U A7 F/MEIEBI O E 722 2 A LB L H SN D56 ITEE SRR TS
B BT 72 2 EVERET DR OGN TIGEIIE, B OWET, B 7155 0O S 1A DU
RIL IBIMOEMAERSE ZHRFT 2,

WA OTERHY 2R E I A
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5.1 =M

EAEO—&

BatE. AT 5RE - RBROFER Y R 7 &/MEEEO—F

T T O B 22 VR S B

BHH S, SCHR - P, SAERERE . BRI &K ORISR CE A L D S Sh D AEFLE
Bl D FAM
BN D [ 38 i 22 AP R AT
BIMOERLZeErE |6 &R D5 | Sl & PEOR] | FERRDL | s ED
B LGB D44 BR Bl B AR E B TERLT7E H
%
mRE A CEMER | e WFEBAta D 6 » HiE | #&T TERHE 7~ (2016 4 4
i) HigH)
e %A CEMER | e HGBIG% 6 v A T TERRE 2 (2019 4 1
il - =R~ 7 HHEH)
M)
milE A (Bl | e HGBIG% 6 v A T TERR 2 (2019 4 4
) HHEH)
EERONERH 255 | 400§ D22 A 11 o “T YRR A (2020 4
& U T Rp e o e @ TR (2017 48 10 AfEH)
# (EplR) 3 AtH)
B R T Iy
(2018 4= 2 JtH)
EVERAEE 2 x5 | 100 41 O 4 e s T TERHE 7 (2021 4
& LT i e O S 2 ik B 12 A#2H)
(=R~ 7HH) (2022 46 )
AR B g & | 120 B O% M E R T TERHE 7 (2021 4
U 72 5 7 ol i A @B S 2 1 o B 12 A $EH)
(2022 -6 1)
SN s B i R 2 | 60 £ Oz M E W 5 S Oz 4 E o & iy
AE & LI RFER TR @RA A (EriS @B AR
A (2027 43 1) (2027 4E3 )
5.2 BYHICET SME - RROFE—&
APECPET 2F0E - | HiH LR DER] | HiH LR TEORS | FEHRIL | @EFO
Rk D4 B 1 B EEREBIEL TER Y E R
BB AR 265 | 400 D%z M E 5 R T TERHE 7 (2020 4
& U7 e e A R QB Ty 10 A &)
& (epflRd) (2018 4= 2 A tH)

23



5.3 Y R 7 H/MEEEID—&

WHE DY X7 e/ METEE)

IR XK 2 IE iRt
BAEEERST AR

BIND Y A7 e/ METE#

BIND Y 27 e/ METE B DA Fr HiH &7 5T E DR ES RN
iR EL A (EE R E) WeBALA D 6 1 H % T
TREZ A CEERAE - =ALv | ARESE»5 6 5 HE T

~ 7 HFH)

miRE &R A (M) HGBIGN D 6 1 A% T
EERRIE S ) T R DRk, BiAR 22 MR RS St
BB EM OB, BT 2 M R R it
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