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ADA antidrug antibody L7 ZIETIN N

ASTCT American Society for Transplantation and Cellular K EBR M EE RS
Therapy

AUC area under curve T IR R R T R

BALB/c Bagg Inbred immune—competent albino mouse strain Bagg7 /LB VLA RIE EH ~ T AR

BICR blinded independent central review B TS A g e

BiTE bispecific T—cell engager R EMETHEE

BLI bioluminescence EWFEL

BOR best overall response e BREZIF

Coe average concentration WA IR

CD3/CD3 ¢ cluster of differentiation 3, epsilon chain AL HUERES, A7 a8

CD4 cluster of differentiation 4; surface antigen on T helper | 4MEFUERE4 ; T~ 3 — il EO R EHHUR
cells

CD8 cluster of differentiation 8; surface antigen on cytotoxic |/MLHUFEES; MG EMETHIEL T =7
T cells and natural killer cells FT—HlE LR mHUR

CD25 cluster of differentiation 25; T cell activation antigen SALBUERE2S ; TRV AL BT

CD69 cluster of differentiation 69; early T cell activation AL HURRE69 ; THINE AT HIE PR b HLR
antigen

CEX-HPLC cation exchange high performance liquid chromatography| B4 > 28 #a & H kK 7 a~ w757 1 —

CHO Chinese hamster ovary F A =— AN LBAZ— P

CI confidence interval 1518 X ]

CL clearance IVT T A

Crnax maximum observed drug concentration o 15 I 97 H R

CR complete response TEETER)

CRS cytokine release syndrome YA NI A E R

CTCAE Common Terminology Criteria for Adverse Events A EREL ISR YE

Crrough trough concentration o7 g i

CYP450 cytochrome P450 F 7 va—2P450

DC disease control pigharta—v

DCR disease control rate HBas ha— LR

DLL3 delta-like ligand 3 TIVERRY AT B3

DLT dose limiting toxicity FH 2R

DOR duration of response ZEh A

ECG Electrocardiographic TS

ECOG Eastern Cooperative Oncology Group KIE WA DS AR R ER 7 v —

eGFR estimated glomerular filtration rate HEE AR BRIARE IR R

ELISA enzyme-linked immunosorbent assay % 3 G0 % I e 1

ES-SCLC extensive stage small cell lung cancer THE JRR TR/ A e i

EVA ethylene—vinyl acetate TFLUFEBRE =L

FAS Full Analysis Set R DN G

Fe fragment crystallizable fEmb 77 Ak

FDA Food and Drug Administration KEE N EERLR

G-CSF Granulocyte Colony Stimulating Factor PRI ER = o = — T RO A 1

HCT-116 human colon carcinoma cell line b NG 5 R e

HLE half-life extended FIFHIE R

HNSTD highest non—severely toxic dose EEREMENEBL W R KRG &

ICANS immune effector cell-associated neurotoxicity syndrome | %057 =27 & —Hll i BE B4R F M e (B RE

IFN-vy

interferon— vy

A B —=Txa I~
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IgG immunoglobulin G a7 G

IL Interleukin A F—ufFx

INN International nonproprietary name [ 35 5 [ B — e 44 R

MCP-1 monocyte chemotactic protein 1 HEREIEX R IE -1

MedDRA Medical Dictionary for Regulatory Activities [EI B = 3K 3R

MFD maximal feasible dose & h A RE R R K &

MHC major histocompatibility complex TR A PR AR

MTD maximum tolerated dose e KM £

muS757 mouse surrogate molecule of AMG 757 HNTGHR<T DAYl — Ny

NCI-CTCAE national cancer institute—common terminology criteria | K[E[E LS A FEFTA E S 4 FH iEHH UE
for adverse events

NE not evaluable ST A HE

NSG NOD.Cg-Prkdc™® [i2rg™™" |, nonobese diabetic/severe | FENETMEME R I, BIEHE & 0E R 21L-2%
combined immunodeficient, IL-2 receptor vy (mice) BAR y H5E R (U R)

ORR objective response rate BB

0OS overall survival AAFHIM

PBMC peripheral blood mononuclear cells RAY If. B A I

PD progressive disease AT

PD-1 programmed death 1 PA=VAEN o 2 vy

PD-L1 programmed death-ligand 1 PA=ZAZON ) ol DN

PEFS progression—free survival e pE A AT

PI propidium iodide EL/Zawa=1=g24yFN

PK pharmacokinetics SRyHEhRE

PR partial response R ZE%h

PS performance status INT fp— L AART —H A

pPVC polyvinyl chloride R bE =L

Q2W every 2 weeks 2308 ] PRI

Q3W every 3 weeks SR [H] AT

QTcF Fridericia’s heart-rate corrected QT interval Fridericia® D420 IE QT I

rCE-SDS reduced capillary electrophoresis—sodium dodecyl sulfate | & &% v 7V — B XIKE-R 7 2 /U EE T~

7N
RECIST response evaluation criteria in solid tumors ETED A DIEESN TR EDT- DD HTARTA
e

RMP risk management plan [ 3R LU R S48 B G

RP2D recommended phase 2 dose 5 T ARFRBR OHELE FH &

scFc single chain fragment crystallizable — ARG LT T AR

scFv single chain variable fragment — AP EEIL T T A b

SCLC small cell lung cancer AN i

SD stable disease BIE

SE-UHPLC size exclusion ultra—high performance liquid Y AXYEpRE iR Ry~ T 7 —
chromatography

SHP-77 human pulmonary small cell carcinoma cell line ERSCLCHIRaRE

SHP-77-Luc SHP-77 SCLC cells expressing luciferase VT 27— RBISHP-77 SCLCHI

ty terminal half-life FERFBNZI1T HIE I -

TCR T cell receptor THIE S 2R

TNF tumor necrosis factor JE I R SE K] 1

V. central volume of distribution LT X — R A RO Sy A 45 Al

\Y% peripheral volume of distribution KRz /=R A MDA R FE

D
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RO ALHURFES (CD3) IR EAYITHE B35 BTl FRHNE R R BITE® (A B THINLEE E) 70 THD |
/R TEE (SCLC) 1R MR E LT, K E AmgenfhiZ LV PR ST,

SCLCIEANEE O @ W ER N /0 WA IS T | BEFE IR E 3 o BECHR S - L 097 <, PR AR
FIBTHS" . SCLCDRITOY% XM B RE R IUSCLO THY | ZLAAMDDIELAICTRLY | SHFAFRIL
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EUTHENL S IVTARHEIR IR b 22 o T,

F72, SCLCIE, 7' T Ll sEY A7 R 1 (PD-L1) OFEH AR, 20w S R AR (MHC) 77 A T O
I ORI BUC LHHURIR R O T2 E S50 % M ORI A HIBRE 41, FERIENENE L DY %A~ (cold tumor)
EEZLNTODY, 2072, PD-LIKR T 07 7 AlifdsEs 7S/ B 1 (PD-1) LiSha s — 47y e D 8T 7e 5u %
FHNEHET T a—F RROLN TN,

DLL3IE, i PN s i 0 % 4 12 B 53D Noteh o 7 VAR EEZ RAKIC KT 9DV H R THY, SCLCHlin R
VB TS, DLL3DFE BT TS ORI FE K O % 5| & 2359 4 47 b7, DLL3 L O'CD3IZHF RIS
AT HIET, MHCZTA T RO HBUIKAAE T, MG MECDS X CDA THI & LAY I TE A L35
ZEIZEY, BUEE SR AR,
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R D DRSBTS X | 20244F5 A 12T 75T F BUEIR— R DAL LD IR P U IA R I R B T AN ER
D HIIHERIUSCLCO RN A | 2 i & DR G2 B L7z, KIENZHE Tl 74 THRGES LTS (2024
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TR DIRIE SRS ORRE AT LT,
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1. A7 ML, FESHURODLLS L O TS B IR A RO CDIZER L LT, I HAE ERIBITE 7y 1 T3,
(TVIL. 2. ZEBEH | DTS R)

2. AT 71, DLL3 K O'CDSIZFF R MITHE 69528 T, MHCZZA T O B BRI T, MfaEErE
CD8 X IZCD4A THIRZTE AL 352 812XV, HilEEh e rUEd, (TVL 2. KEER | 0ES M)

3. 22Ul EOLEEEE O Db 121 A4 R PUBEMEIRE A2 & Te) IO & 5/ Nl fa i B E 2t R E LT [H
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FREA
(HFn4
A LT BT R EHE Img
A LT N7 R EE M 10mg

(2)i¥4
IMDELLTRA For I.V. Infusion

BN HERE
Immunotherapy (F57%) +DLL3 + TRA (3% 7% ¢ #25H7E) ) D4

. — R4
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T2 ERECA e OV AV T AR A

QVQLQESGPG LVKPSETLSL TCTVSGGSIS SYYWSWIRQP PGKCLEWIGY 50
|
|
VYYSGTTNYN PSLKSRVTIS VDTSKNQFSL KLSSVTAADT AVYYCASIAV 100
TGFYFDYWGQ GTLVTVSSGG GGSGGGGSGG GGSEIVLTQS PGTLSLSPGE 150
RVTLSCRASQ RVNNNYLAWY QQORPGQAPRL LIYGASSRAT GIPDRFSGSG 200
' |
[
SGTDFTLTIS RLEPEDFAVY YCQQYDRSPL TFGCGTKLEI KSGGGGSEVQ 250
LVESGGGLVQ PGGSLKLSCA ASGFTFNKYA MNWVRQAPGK GLEWVARIRS 300
' |
KYNNYATYYA DSVKDRFTIS RDDSKNTAYL OQMNNLKTEDT AVYYCVRHGN 350
FGNSYISYWA YWGQGTLVTV SSGGGGSGGG GSGGGGSQTV VTQEPSLTVS 400
PGGTVTLTCG SSTGAVTSGN YPNWVQQKPG QAPRGLIGGT KFLAPGTPAR 450
' |
FSGSLLGGKA ALTLSGVQPE DEAEYYCVLW YSNRWVFGGG TKLTVLGGGG 500
DKTHTCPPCP APELLGGPSV FLFPPKPKDT LMISRTPEVT CVVVDVSHED 550
PEVKFNWYVD GVEVHNAKTK PCEEQYGSTY RCVSVLTVLH QDWLNGKEYK 600
[
CKVSNKALPA PIEKTISKAK GQPREPQVYT LPPSREEMTK NQVSLTCLVK 650
GFYPSDIAVE WESNGQPENN YKTTPPVLDS DGSFFLYSKL TVDKSRWQQOG 700
[
NVFSCSVMHE ALHNHYTQKS LSLSPGGGGS GGGGSGGGGS GGGGSGGGGS 750
GGGGSDKTHT CPPCPAPELL GGPSVFLFPP KPKDTLMISR TPEVTCVVVD 800
| L
1
VSHEDPEVKF NWYVDGVEVH NAKTKPCEEQ YSSTYRCVSV LTVLHQDWLN 850
[
GKEYKCKVSN KALPAPIEKT ISKAKGQPRE PQVYTLPPSR EEMTKNQVSL 900
TCLVKGFYPS DIAVEWESNG QPENNYKTTP PVLDSDGSFF LYSKLTVDKS 950
RWQQOGNVFSC SVMHEALHNH YTQKSLSLSP GK 982

Q1 : i a 7 )L 2 Vg K982 : iy 7aty v 5

4 RFRRUSFE
%%K . C4664H713901454N1259SS4
4> &::105,201.36 Da

5. {bF4& (f4iE) XETEE
1544 : Anti-DLL3 half-life extended bispecific T—cell engager
(BT NZERY 7T N3 AE & — B R S THE N % )

6. B4, Al4a. KBS,
B —R: AMG 757
CASHE G55 51 2307488-83-9

L5ES
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DR (SRR . BR.BER

BA=1PAA

(5B IE B AR R B3
AZH LR
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LR

(DEDHD LR RIENE

AR

2. AR S DEBEHTISEITIREML

RBROME | BRI | RN G

EREGAR | 30C 08 | R CRE LI B P G-,
AR 5C 60 A | VR G IE LI B N Gl
I ] 311 HCEE — 2 DR R O LD B b B o E
Rt o 25C A MR LI SRR A DR A B T T LA AL T,

3. BEMA S DEERBRE, EEE
ARGy DOMERBRAERTE : B 32 6% ] i 75 (ELISA)

TE B R RO TR R E 1




V. #AIZEEY5IEH

1. FlH
(M#ER DX 5
TR W A T B 1)
QAN D/ ER R UK
Wk 7E4 A LT NT AR 1mg A LT DT R 10mg

A~ O (B RESAD 3 | AE~Boa oS (SRS ELRERAD 3
PEIR Rt I3, BO~BERAOERA~ILE | RETIE, BA~HERAOEH~ A

BOWCirD, BOWCTD,
pH | 42(aAFE™) 1.2 (™)
BUAIELL
(RIS | 91 (R 91 (AR ™)
k4B L)

A AREFN ATV EER HAKLI0mLIZIARLIZ X,
H2) ARHN L ASAT VAR A AKLAMLIZERE L= L%,
TE3) ARFNASAT VARSI K0 42mLIZ AR L T &%,
TE4) RENASAT VA TES K2 ImLIZEfRLT- L%,

(A —F

LR
@EF D tE
B R
BG)EDth
AR
2. HFIDFARK
(DEZIES GEERS) DEE R U FHIHF
Hr7e 44 A LT N7 S EE A Img ALT N7 M EREH 10mg
Ahet 2N\ . R o e o o
(Iffffqu) ST HT GRS TR ) 1.34mg™ | 255 +7 GREFEH) T 11.3mg™
FEHR A b 37.1mg  [KERLEpE 194.4mg
Nl L-7 VAW 0.72mg L-7NHEI R 3.7mg
(1A T ) | R )L_—h80 0.04mg AR L ~R—E180 0.2mg
IKEE(F R A T KR TR A T

VELD AFNTE AR T FINZ LD T v A =— AN LRZ — IR a &2V ClgE s s,

HE2) INAT DDA NTE T Imgh E S AT e B iR T 2720 IR BRI THY, EH KL 3mL CHEfRL &I
0.9mg/mL&72 5,

) INNAT NANBE T X <7 10meZ S Al e/ B A MR 357 O IR B TS TRY, FEF K4 AmL TIRAEL 7= L&
2.4mg/mL&72 5,

iR 22 E AL IR
/== [y, Ol 36.75mg
I L:U“/‘/%Eﬁf{‘iﬁ 1598.8mg
(137 L) 7J<U:7/l/f\“—]\80 ng
pH A i i
Eoe s 7mL




V. #AIZEEY5IEH

QBREEORE
A YPRRL

Q#E
AN

3. BRI ARARDHEBRUBE
ML

4. 7
PP

5. BATHAREME D H DKW
BALBANA

6. HEIDEEWEHTICHEITEREL

KF
RER O TR PRAFSRAT TRAF i A

Btk | 5C 36 H (BEHEATH) | ZEMRBRTRELIZHBN ThH T,

IR 25°C 61 H ZEMERBR CRELTZBENTHLN, F—7 L
S DY — 2 OYEINE I D RS AT,

R R 40°C 3nHA ZEMEREBR CRELTZHB N THL, EE—27 L
S OE — 7 OYEIME A DS HETES T,

Sz EMERER | IR 12005 Tux - hPA B R ORIT#RAF | ARANT R e AT X0 B0+ IR S 4.

Jihe =R LF —200W -h/m? LA | TRAEPITEDE T DM EN DD LRI,

HIEIEE MR, Ko, Besseett O L EMERBIIERS) | ik, RIEMEA R, €5k, MERER (CEX-HPLC, SE-UHPLC,
rCE-SDS) . 7Jfii, pH, REEMERL T

MIBRREILH
AR OTEEE PRAT SR TRAF ] (LS
EHIRGFRER | 5C 604 H ZEMRBR CRELIBENTH -,
JIBEEEN 25°C 64 H LZEMRBR TR ELI-HENTH-oT-,
TR R 40°C 3uH ZENEFRBR CRELIHBNTH T,

HETEE EIR, pH, RAEVERORL -, BRSO R g 72 ek

1. AEERVBRBEOREN
IR (20~25C) 4 F CABNDEME S 548 T £ T8RFM B 2 a2 b, Wk (2~8°C) £ F ik, AHKloD
BRI 58 T ETTHMZB AW e, ERURIFRIEN TR 5-LiriroTo 5 a | BEFEL , MR
YA AN

8. FIEDE & E AL (MEILFRIZELL)
AZL LR



V. #AIZEEY5IEH

9. B
R LR

10. FaF-AEK
(DEBELSDELRSF A, NI ERCRS 2EICET H1ER
LR

(2)a%
A LT N R Img
L RAT IV (R 22 EALIR TmL 2754 7 JVIRAT)
A LT N i EE A 10mg
1A T v (R 22 EALIR TmL 2734 7 Vst

QFHEE
LR

WBERDOME
ALT N7 S EEM Img, A A7 87 S §#FH 10mg
INAT IV TR ABETT T A
APy /X— =T AN —d A

i E AL TmL
ST TR A BT A
AR/ N— T Ak —a A

11. Bl HEIhLIEME
LR

12. ZDfth
RUHEALE =/ (PVC) . =F LEFEEY =)L (EVA) XUTARV AL 7 4 B DK N 7 % 9528, PVC, ARUA
L7 42 IRV L Z O TF 22— 7 e O T —T VB2 528,



V. ARICEAISHEHE

1. ShEE X [(EZh B

NALREE R I EL /MRS

<R >

Z VT2 1E B FODLL3 M ONTHIE O TCROERL S T THDHCD3 ¢ ITHEE T2 4t £ 7Y
BiTE®* 531 T D, #/V 74~ 7 1%, DLL3FBUE S K& NCD3FG M TR ~DfE &1k > TER L., THIfEDOTE
AL R OS5, — @D RIEMED A NI AL PEA W R—=T 3V e O T WA LD I X D RS o 7
Rh—Y A E LG X, INTH~T % AW CEM S IR R KB ERIC BT ZOERBEFE A i vitro
DSCLCHIRKE K Qi vivodD SCLCEAE ~T AT L CHEIESNT-,

20 EOALSEIRE O, Dbl 21X A4 R PUBMIEAZ & 1) OB 5/ NIl B g 25t 5L L8
11 FHERBR T 520200491788k (DL T 4913888) P OfE R | AilAHRIE D HHHETTSCLCHBRE IZxI L T, #L T4~
TIXFFE AR 2T a7 7y AV E R L, IR CER OO D EHt e BB SN e R Ui, ANVTH~T
0)“\/?74’/]\ VAZ 707 7 A AT ERREINC B AT TV . SCLCEE DFT- /IR IRAR I/ b % 2 bz,
PLEEY | ZhEESUTZN A T3 AL S5 A4 | DI B U T/ N R s ) SR e LT,

RER I RICEESTHEE

5. ShEER (I RICEEET IR

AR D —WIEH S O IRIBII BT D8 0 K OV MR IMENL L TUely,

< g >

AANO—RIEHE S O IRIBIRIZ BT D40 K OVZ T, BURE S T L QRN EMNBERE LT,

.RAERVAE
MRAZERVRAEDESR
WHE L RANZIFZVTH~T (Bia i 2) ELC, 1H B IiZImg, 8 H BIZ10mgZ 18], 1R N C Al it
9%, 150 B PARRIZ1E]110meZ 1 RERE 0 C 28 e R R C i i 95,

QRZERUVAEDHRTEEE BN
201603235458 (F£0.003~100mg Q2W }% 1'200mg Q3W) (LA T, 32358%) ¥ o> B3R I OV Bk K Part
OISO TR B - G EROME s, 4915k OPart 1 TRl 2 H &EL T, 10mgf& M100mg Q2W /38R
STz, 323FEBR DOFENTTIL. 10mg# 5-BFOEFE MM & (1 33X 3me) (2R L TEIEmMICm WA A2 R LT,
F7-. 10mg QWK 5L A LIEEEL T, 100mg Q2WH5-L ¥ AN LD IZLEODCRIZEE BB Tz
729, 4915 CREl 35/ H &L~ UL LT 10mel2 M%) 100mgZ 3R -5 Z N Y ThH 4B 2 BT,
7o, FEhEH 3235 R THEAM L 72 H & H1H N Tl Kt EICRIZEL TNz 8T, et L A O#
RTHETHD,
491FRBR DPart 1 CRHisZ2>OHEDS S | HRNIHE L FHFATIZIWV T, 10mg QQWHK G LT A%
Part 2 CEGIZEHIT T 572 DTN U7z, TR T, B 2R IS OFEEIX 10mg e 5-HE L 100mg$ 58 T
FREETHoT=03, 10mghE TIZ100mghEL bl LT, sBRIBE T CREIL-A EFRNDIo-oT-, HE-x
F—HL—E LT, BE-FOSHHTICEY . 10mgfHBL P AN LB FEIL, 100mgfH & & ik L TR MO U
DFRDODLIL, FIEOHINETHLZ LD RENT,
RHERIPKAEAT ORE R . FE2 N DREEHFRIR F (FEfm, MR, BN | B RERE K OMITHRRE D HEE B, AiTTR
WRTA LI, R—=2ATA L DR BAT XIFECOCAT —H AL, ZIVTH~T DPKIZE B % RIE S/ -7z, (KE
&U}\@ IZOWTE, FNENZNTHZ~<T DIVT T A(CL) , a7 R—h A MDA 2555 (V) & B
DDAV, AR U CERIRIINCE R DO L EL KIF IR oTeZeh b, ZbD 2 BT FE-5<
ﬂﬂ%ﬁﬂ*ﬁ BN %Ta‘bé&%z%mto
PLEXY  ZNTGH~T ORENE R OB M2 & e T U AOAFERIFHIIC S & DAL FHRIER I
L7=SCLCREFIZX T2V T4 ~T7 OHELEH &« HTEIT10mg QW 5-L9 52 &R Y LSz,
é% WZARRBRICIHB W T, T ~T % 10mg QWHEH-LT-L&, EKA%&%%&U#EEIZISM&’%%‘@D\@“M
ICBWTHL RN OA N THLZENHERESNT, o, INTHE~T DRETREICBWT, HAALIEAARANT
FERBIICBROHH7ZETIRO BN T, LIZ3-> T, HARANDSCLCHEBEZ 6T DI BICB W Th s & (A
—O Mk HESHERSND,



V. ARICEAISHEHE

4 BERUVAEICEHAETSEE

1. AERUVREICEETHEE

7.1 O HUEMEREIE A & OB OW T, AN O PRI THEST L TUeu,

7.2 KB GAZ XDV A NIA v S E R 2 BT 5 7= 1 H B O H B OAK % 5 §i 1R RS DL Rl R
BEARNVEFI RN G 9528, 72, 1HH., 8H B X5 H BHOARFIEE# iR E{To28, [1.3,
7.4.8.2, 11.1.1&% ]

7.3 BIWEHIAEEL 725613, LU T OIEMER BB TRAIZ R T 1952 L,

EIEM JL—FRE AL
Grade 13132 | EETHFETIKRIEST D,
WA A A i E {6 Grade 3 EIETHETIRIET S,
HE «Grade 3DV ANIA LV HUEBEREN R UIZGE X, HEE2 P IET5,

Grade 4 BehHEf T2,
Grade 1 X(¥2 | BT AHFETIRIEKT S,

[BE T HETIREK S 5,
T = 72—l 13 . - N ey VEEA T —
R A S P (R Grade 3 LA LANIZGrade 1L FIZeeE LW EE . XidGrade 3D =7 =74

A B R B E RN R LT A, 5 a2 IET 5,
Grade 4 BHEEZP I 5,
*Grade 2LL P29 5F T3 HBILL BRI T2,

Grade 3 -3 LANIZGrade 124 FIZe#ELAWE AL, B 5& 1195,
BRI -Grade 204 FICET HETIHHBILLERIET 2,
Grade 4 ‘LAFLAIAIZGrade 1LLFIZeB LaW S U Grade 4D4FHHERBD 75 FF
BLIZG A, 52 Pik35,
Grade 3 -Grade 1LA T XUIR—ATA U EIE T HETHRET D,

O EIEH -AEFUNICER LR WIEEIE, 5P IR a5,
Grade 4 B h-HIEERET 5,

) AN A R B O 8 =7 = 7 & — il i BE e AR T M A 1, SR E A B Va9 22 (ASTCT) v r$ 2
(20194F) 12, L H Bk X O DO EIVEHIENCI-CTCAE version 5.01Z%L %,

74 BIWERZEOBE B ICEIARIERZIIAFZFHTHA0HEIL, TRESEZ KRG TH2L, HEHBEKO
B HAF Y a— g, ik HEIZHECDZE, [7.25 0]

%%&5‘ H &U&Ef% {*E%Fﬁﬁ ﬁﬁﬁﬁﬁ’@ﬁﬁ%
1A H . Img 140 LI 8HH O)j&fg_%(lomg? m)f )
) 14 H & 1H B O 5E (Img) #D- #2
SHH. 10mg 21HDAN 15H E@&%i(lomg)@
\ 210 LA A OB R (Img) -7
. 28 H LAY 29 H HLLREO$ 5 (10mg)
15H H LI, 10mg S E o o

FED) AHI 2 51T LRFIR] AN IR B A VB A2 IR 5528,
TE2) ARG IR Z 1T 2L,




aRICRE Y SRE

< g >

7.1

7.2

7.3

7.4

fth DO PUEMERE A & O OF IR IEIZ BT DARFI OF M e OV 1L, BURE R CIIAENL L TN e Dk
ELTZ,

T ANIA SR HEGERE (CRS) IXEEHDWNIEMEENT AIREEOH LA HFEFRTHY, KA G LB E
DD, CRSOFEFE L LT, ZE KM, (KR FIE ., FAR, 5R . B L IREERH D, 19178k T
1%, CRSIZEBEFE BT, FIZGrade 1L V2THY NFEAENAFIFE 510 H X O8H BIZRBELTW
Too Lo T AFIEEG1H B R OU8H BIZCRSOFEA TR T HZLITMLETHY, 4915 R TCOREIILDX,
TRAERIALIE DF%E K ONE B MLE 352 823 B W L7,

CRS., 05 =7 = 27 & — il B A e e B (ICANS) | 47 FPERIBU T T 40l AR F £ 5L 00 B 358
HOENTEY, EH TAREFEFEGLHWSIN D, DT TIORIER _ob\fzbzlzﬁl P 5 U L E
WIZOWTHREZBEICE=XV T THMERHY, Y ERPRDOLNT ﬁﬁl DOREE T 1%
T AMERDD, Lo T, 91 TORREIZHESE, ZRHORITEH ﬁx%éfﬁut BT HONT, IREE T
EDFHEZFLE LT,

CRSIZEEHONIEMEE T A RENEOH I EFHLE THY, AFIFKG-LBEMNDHS, CRS@%%@%%B)E
ERAY N K%U@%BIEH%%L?H# VLB B 5 K OMOF SR ;é%%éﬁ&&%fa RELTWD, BITERZEIZL
HABIEN oo E | T G- HRFICH ECRSH I BLT DV AI BB HT-0DIT, 491.;@%1@;52% WZHoSx T
BhROALE D7 Tf&zmé LA S AN Y] S LT,



V. ARICEAISHEHE

5. BRER RS
MEERT—%/1 0 —

BBERT—2\vr— ERUSEEH
e " G
FEhi|  RBREE . WK . . e
SE 355 . - i = A iR
M| (EHE) | xBEE (4L oL/ 3 ) FEROH & ERFHEIE ig L
T FFRFI A |42k 208/392  [Part A, C. DX UE (BB 5721 ) [Part A, D, E K [Pl FEIE/ER
— AL DA% Part Al: 101/150 [#/L54<70.003mg. 0.01mg. [oye b, &
72<EH 1 74 |part A2: 53/85  [0.03mg. 0.1mg1$0.3mgZ Q2WC | &l R . AL
AT\ HEAT Rpare A3: 0/20  [HHARPIEE S (DLT), #BRiA | [K SR,
liﬁ%ﬁiaﬁ\&)% Part B: 0/0 ﬁ?ﬁ%ﬂ‘ibfl %ﬁ@g&
ﬂ%gﬁ?ﬁﬁh Part C: 10/30 Part A, C, DX UE (B¥psi% 5-H0) ﬁi‘ﬂ%iﬁiﬁ
D & S N - j TR BEE 35
Part D: 16/30  [#/AF4~7 %1 A BIZ1mg CEAL# [0 o
£ SCLC ‘%%Part E: 13/15 5).8H H KX U5H HIZ3mg, ﬁéﬁ%g& has
Part F 0/30  |10me. 30me (% 100mgZ HRIH c;’j kot
Part G: 15/32 1. ED%Q2WTHEIRN & 5 (E\CIG)EEE’{ZF*ﬁ
20160323"
K. CKE, A—2 ST~ T OHFFELL T, b (CEE&;{E
FPYT A=A 70l X~7200mgh VA7 /L1015 -
V7. 75 A R H B2 HQ3W TEHIRN £ 5- Part C
AT AT DLT, #riA%E
ANRAL AR Part D (Cohort 11) FCRBLG
N O [E]) TRYP AL 8 AV IVADL |z BRiG
HEDOINGZ<THAERLE LD g B4 24
P B G- Rl SRE N =L YN
SA B A
Part G ECG. H1AHE
VT H~<T %1 B BIZ1mg GEAR [ OEERRAC
A 5.).8H HIZ100mg, 150 BT B BIERRAIC
) 100mg X 13200mgZ RN 5L, [EERE(L
. DLFEIZQ3W TR 3¢ 5-
M4
274 B(1 |k 222/220  |Part 1 Part 1 D7 ST 2 A
00>7°3%7“§% Part 1: 176/180 |[#/A5%~7%1H BIZ1mg (B |ORR(CR K R, FE
AlS—ALY A part 2(10mghE): [8) . 8H H R UN5H BIZ10mg XIE|PR) . iBRIAHT SRR
C RO TA 19/10 100mgZ # IR G-L, LI | FCRELIEA IV
;‘gi@ﬁﬂmﬁ Part 1% OPart 2 [Q2W CHIRINEE - HHER, MiEH BiR. 2
) M TR i 2. BV T AT o
20200491 ??Xliﬁ%éﬁj;éﬁ gll“tor;fgij/g%/loo Part 2 li3 ’ :
(=27 ) bz 18 ' V5 57 %1 B Img (BB
PET TV | RO ). 8H HEOI5H éa:fojgﬂ Part 1 202
My ;]7\/& Pl |#EistE scLC (Part 10> AT 1= o X 5g 4R & [ORR(CR XY
MSiantil I HUI D) BRI 5L A R
ALY QW THIHIRAI £ 5 -
NS A . FRERTE T T CO
W] A Part 3 ({E1EZ2 &M Cohort) iﬁbf;ﬁ%%%

AR, B,
= K UK E)

VT4 <7 %1 H HIZImg (B
). 8H H & O'15H HIZ10mgx &
RN EE5-L . LB IZQ2W THHIRN
&5




V. ARICEAISHEHE

o N S
FEh|  RRE T . HRE LK ; N -
i (i) | xIgRE (LA 3 ) FER R & FEFEME H ;g AR
ARSI 23/340 INFGE~<T DLT, #BIREE (BB 1 b+,
AR B R 1HB#LIZ8H BiClmg, SHE |[FTRHALLE FEMEAE 2
Shiz ES- 5 1L<I1E15H BIZ10mg. 30mg#i L |[F9r4: ., TRBRIE b, A
SCLC #H1L, 1X100meZFARN TR 5L, LIFRIE  (EBEIEDOHHAT . HENE
NELESy DT} QW THFHIRN G- XIZIA B |[EFHR, (¥ K. HFEM
EiZEHHNTZ Img. 8H B LLIZI5H B LA ECG ESi
— IR LIS D 20mg. 60mg# U< IL100meaFilk [ OHRRIRA i
ES-SCLC (5 P 5L, DI QIW TERIRNH (DAL
THAE IREIRE 5.
D370 18 kLA
1) &3 TTSVA~T
202004699) I b 1200mg%Q3W“@§%WRP’?&5X&i
1680mg% Q4W CTEIRN & 5
ThRUR
100mg/m?% Q3W TR N ¢ 5-
INKRTFTF
’ AUC 5mg/mL/min%& Q3W CEARPY
y &5
#o . . R
T )L\~
1500mg% Q4W TERIRN ¥ 5
7 5FFHEI| < 23 /50 SN F5~7%1H BiCimg, 8H H DLT, 3BRIGH [BEEEES
— AL A H K 5 H HiZ10mg. 30mg Xi% TCRBLEA (b, &R
7aEb 1 T4 100mgZ FEARINEL G- L, LIRS [EF4., TRBREE . AR
90200439'7 n ﬁ’@ﬁf&b:;‘ﬁ%ﬁx QW THEHIRN £ G- (BEE A B+ (LB ED®HLH x. éjf%*ﬁ\
ITERENEDS PD-1FHEH] (AMG 404) 480mgZ%  [FH4i4, WONT ESie
iz 18 Ll b QAW THEHIRP £ 5- SAZIY AL
» SCLC B ECG M O\
R A D251k
18 2 L4 _E o> De [41/100 ANTH<T %1 BIZImg, 8H B DLT, Rk (2B FEM/ESL
novo X IEIHTE K ON5 H BIZ100me% FEARINE G- | FCTRELLIZA fb. HERE
IR RIS L. DRI QeW CHEIRNER 5 (B [FF4:, ARG . AR
TR N 0 UGN M) (SCLCREAXIREL-FEIRICBEH T HF K. EEMR.
20200040 I b|f it 51 2016032355k T100mgDZZ [FHFS, W N EZ s
PN OCRBMNERTE PV A,
D) ECG M OV AR
[ AP SIB Ry
b

() AFI D ARSI TS ZhRE

FRR I THEL OHEIZLLFOLBY THD,

THAESUIZN T TS AA LSRR (T L7/ N A AR
FIER OV & Tl RACIIZLVTE~T GEa -z ) L LT, 1A BiZlmg, 8 H HIZ10megZ 1[5, 1B/ CTERMERE
%, 15 B LAKEIZ 1R 10mgZ 1S C 208 f R R C s s 4%, |

e S
AEDRRL



V. ARICEAISHEHE

CRERGIERSAR
< [EBE LRI T MB35 (DelLphi-3003%58) > (20160323545) ¥

H H N &
H /BB B A R LT AT H~ T H R B L IR AT e X~ 7 L HREO 22 4
P NE S EIHE . MTD XEZRP2D K ON Pl I HUIE g 2h S 4 Al 3%
POE FETRH O F38 U T ER R MESCLC 352054
X1 DK EL VO T 7T FBIH R — AL T A
BT YA | B 1A, IEmIERL, HERE. HEILK, FEEH. it
(BEAR, R—=TFF, KE, A —ANTVT A —ANT | TITLARAY  FTH AL,
AAA R OFF DA FF3 %
J5ik K BRIT, 2N T8~ T7 OBME S (Part A, D, EX O'G) KL IR AT v X< 7 L{F I IRf (Part
C) DM OBEMEE T 52 8% H &L CTHEEL D Part THERK S A7, Part ALTIXA
NFH<T DEMBEE Part CTII LT Y X< T LD 5E2{ToT-EDENTE~T
DOMTD XIIRP2DZRETHZEE LT,
AR BAER BT THY, PN ClX, XV T~ T &2 1EILL ERSESn e REH
(205431)) . ImgiE AF 5-D I HFE H 8 10mghS F & 5-3 072 10mg AR £ 58 (2761) & Y
ImgiH A$ 5O B AEH R 100mgs AR 53172 100mg UM 3% 5-1F (63651]) TORE K%
BRI LT,
1 T—E3HhYEA TR R THAAND HoT-Part & U Cohort
Part Cohort FAA AN ERE 4K
Part Al 1~10, 23, 26, 27 B G (&) 101
Part A2 30~32 Bl 5 (FHEIER) 53
Part C*? 15, 16 RAT YR T RS 10
Part D 11 T XY ALY RS 16
Part E 34 2R E=2Y T 13
Part G 37, 38 KRR GRS 22— 15
£2 BPartDIR5 A%
e 50515
Part A, C, D} O'E (Btp#% 5.72L)
HNVFH2<70.003mg. 0.0lmg., 0.03mg. 0.1mg X 1%0.3mgZ Q2W THR N 5-
Part A, C. D& OB (B 5-51)
ZNTH<T%1HBIZImg CEA#S) . 8H B L5 H HIZ3mg, 10mg, 30mg X iL100mgZ &%
IRINEE 5L, EDHQ2W THEIRN % 5-
sz
ZNTHE<=T DHERMIELL T, NL7 e X< 7200mgZ A 27/v 1015 A A HHQ3W TEHR N
5
Part D (Cohort 11)
F XA AL 8mgh A7 /VID1LH B OFNTH <7 8 A5 F OB M 5-mc ik 0 &5
Part G
ZNVTH <7 %1 HBIZImg GE A S) ., 8H HIZ100mg. 15H A (2100mg X 1%200mg% &R
$e 5L, DIRIZQ3W TR 5-
X2 ARFNC BT DA O HIER O£
FEIHMIEE | HAME G (Part A, D, EXUG) XI5 (Part C)
‘DLT, BRI T CHRIAL-AEFEFTSL, RBRIRICEET 268 F RS, I A2
A2 ECG, FAMRAE K ORI A 23T D EE R I BB /228 b




ARICEAYAIEA

F7oRIREHM | B 5 (Part A, D, ELXOG) UL # 5 (Part C)

HH FRIRN B 5% DA NTH~T OEYBHRE ST A—X  IROEHZE LRI NOIZRE L7
U i LY R (C ) « BAK S R EE (C) « B 5-MFRICI T DIREE — IR Eh AR T
[HIFE (AUC) | 18 B 58 O ZRENE K OV H AT RE CHAUIE 08 (t0)

BB A DIEIFN R EDT=D DFHART AL LETI L. 1O E ERR (modified RECIST
ver.1.1) IZHD<E BN ZE 25 (ORR) (Part C&BRL)

- XN R (DOR)

N ETOHM (TTR)

- A FE AR AR TR] (PES)

- RAEAFHIR (OS)

PRIRHY HUB G- (Part A, D, EXT'G) 3UIPF$ G- (Part C)
A E H AT =T HIRD I E

TR ALY | - 185k DL E ORI T HEEHEMESCLC D B 4

T TFFRUHIR— AL A T/ DI B 1T A UL T

-mRECIST ver. L. I CHUESNDRIE FIRBIR A 220 T B T8

-ECOG PS 0~2

SEHRL TR (IR AT REZR Ao MBI Z A U — = 7 B O AT R A CRETE 2 RS
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AN ERIDEHIBSID GO IRTHIZE, (TX. 2. (5) A5 E M nit.%ﬁm THZM)

(IR ELIF
9.6 IRELIw
18 EOARME R O RFLRBOAIRMEELZE L, ZAOMEE T LRG58, RFOEMEA
HADBITIZEE T DT — 21372008, ENgGIERFAL BT 3D MBI TN D,
< i >
R IR K ORI R BR E D7 — &2 032 | ERNCIEL T O IRICHBIT D BN A TH L2 | i E LT,

(NINRZF
9.7 NRE
INWERE A Sk G L U T2 BRARRRBR I X IEE L TU e u,
< i >

INREEA R G E LT BRI L TR ED DR E LT,

B)EEE
RIESI TR



. £ (EALOIFES)ICEISEE

7. fHE{ERA
MBtRZZELETDER
BESH TV
QBtRZEELEFDER
102 SRR (BFRITEETHL)
R4, 5 B RE IR - H 1 15 FSFy- - fa A 7
TR OB CYPILE CNHOEFORWERANERESNSBE | KR OFKHIZX0Y A A
AN BE S =D v | W3HLDO T, KRN O EIFEEGHB3E] | 3 S, CYPR IS
U LAZE HO®ELEHIETOM ., KOV Arh AL | BZEITED, ZHH0 3K
HHE RS BLRED DR B O —EH | oM R EN B35 HE
MiZ, BEOREBAIEEICEZEL, BIE | ERH5,
OB EETDHIE,
< i >

AFNIZ 78K TIHHZENN, CYPAS0 M O DA D SR ETEE R |6 L CEE R 8% T2 8137
WEEZBND, — . AFIOE G IZRBL T8OV A AL D FFHINCYPASODTENEIC 8% 5 % 7]
BEMENBHDT-0 R ELT,

8. Bl

1. BlER
WORWER RS HONDZENHDHD T, BEE 0TV, BENRBOON-GAITE 52T 1ET5
TR ALE A THIZ L,

(MEXZEIERAEMRAER

11.1 EXAEIEA
11.1.1 YA+ AV EER B (52.6%)
B DPBOONTHAITIE, BLEIRIEEE DR T2 A NI AV U EEREE BT A 2 AF U
W ARAFOF G IE BIBEERVESA MR~ T GBRIG A Z) ORE5OMU72 L E 5217
ZL [1.2.1.3.7.2. 8.1, 8.2% ]
1112 fAEPHBER (REI 74— B EARSHERBEZED)
o 7 = 7 A — i B EAR R FE MR R (5.3%) . i KT (3.0%) |, JEEIE (0.8%) . EikL /LD
KT (0.8%) & DR FZHFESR N HHONDLZENH D, B NBOONI-HAICIL, SUERFEEE M
TR 2008 =7 = 7 & — i BEE A AR T MR B EE BT A& AT e RF O 5 k| B
B RN HN ORGSO Y)REETTOZ L, [1.2, 1.4, 8.1, 8.3, 8.4% ]
11.1.3 mMERFA
A1 (13.5%) . Vo 7RERJAME (7.5%) | I HFERIBVME (6.0%) | I /INMRIEAME (4.5%) | F8EVELE
BRIBE (0.8%) B HONALZ LN B D, [8.55H]
11.1.4 M EMMEER
fififigi 2% (0.8%) FENHHONHTENDH D,
< g >
11.1.1 202004917388k DPart 1, Part 2% ONPart 3D ZZ MMM *tGEEM DH B 10meg % 5-Z 7= B3 (13341) D
52.6% (70/133) TCRSZEFHLT=, D55, Grade 3LL F130.8% (1/133) Tho7z, BELEIEIREL T, FEA,
TR KBS FRE . AR, S8 . B2, L, WM NHHbNAZENHD, CRSHEEDILDIERRHHD
NG AT, O EEKE A2 T 2J0 BB HFETHL, T2, RENROONTLEITIE,
AFNOE 59 1E, GBI RERLVEA] MY~ T OGSO AE LT 2, (TV. 4. AER
FEICEIET51EE | OHES )




I R (ERALOFEF)ICEAITIEEB

11.1.2 2020049158k DPart 1, Part 2% 'Part 3DZZRVEMENT R GEFM DI B 10mg % # 5-S 7= B3 (13341) O
5.3% (7/133) TICANS, 3.0% (4/133) THH I F. 0.8% (1/133) THFEIE. 0.8% (1/133) TEkL ~L
DAL T DR P ELRERBILT-, D55 Grade 384 FIZWF1H0% (0/133) Tho7=, BEE . INIE .,
PEEL, A, SRR, TEEN G AR EEE K OMRERSE DICANSZ B TE R N H OO IGA T, 30
INCEFEEZ %2720 BEEZIRETHIL, £-. BWBROLNZEA I, AFloF 5 H ik &l
EREARNVECR O GEOREOREEZTTIZE,

11.1.3 202004917RBR DPart 1, Part 2% U\Part 3D EMEMNT I GEEM DS B 10mgZ ¢ 5-S = B3 (133641) D
13.5% CHE1M. (18/133) | 7.5% T/ ERJAME (10/133) | 6.0% Th-HERIME (8/133) | 4.5% Tii/ M
JIE (6/133) | 0.8% TIEMELF T ERIFVAME (1/133) 23 BILI-, #DHH ., Grade 3LL HIZFNZFN3.0%
(4/133) ., 6.0% (8/133) . 1.5% (2/133) . 0% (0/133) . 0.8% (1/133) Td>7~, AHKID e 5-BA bk T M O
Hrid, RN IR R A ZI TV, B OREL 3B T2528, BENRBOONTH AT, &5
ZIkL, BTN U CG-CSFRIFI D% 52 et 52 L,

11.1.4 20200491585k DPart 1, Part 2% O\Part 3DZZ EVEMMT RIS DHH 10me % #% 5-3 7= B3 (13361) 0
0.8% (1/133) ThiilgAZHBIL =, ZDHH Grade 3LL F130.8% (1/133) Tho7e, BIEAE+ 471217V,
RO AR, BIEEIS UG H I IR O e L 21752 &,

QDD EERA
11.2 T DD EIEH
15% VL I 5% LA _E~15% At 5% AT

JEYIE ¥ T OVE A U TG R e, R
R, %k

PARIA S R B RE AN 4 HOIR IR REAR T E
T EERBEREIK T E

PR S OV s AR (26.3%) TR A IE

e e PEELIRRE, B

PR R B R A4 (27.1%) PR, AP EE

R SN LY VRN (] =11 IR, IR

B b R, FEL

JHFREE SR F 5 mEULE ME, B o,
RERLH . Tk, mbTr A7 I —F i
JiE

B2 R 5 KOV T ke S I NITRZ SN &2

— - BB E K OV 5| R (32.3%) | I PER S Y 52

AL IR RE 55 M) AE

b R AR AT ALTHENN, ASTHEMN [ AP EU/LE BN, hT AT I —
Y EH AR B o B R
WAL D

<>

11.2 2020049155k DPart 1, Part 2% O'Part 3D ZE B MEAENT KR DH B 10meZ $8 5- S 133F] DfE BRI FE
DSERTELT 2B AF| DG FFRERAE B I1IMedDRA ver.26. 10D A ZE 2 AW TEH L=,



. £ (EALOIFES)ICEISEE

BEA—ER(REMBTAREKE)"
i R IR 0 Rl VT (B AR M S0 4 3 20) FEBLIRULIZLA F D&Y Tl T,

. Part 1/Part 2/Part 3:10mg&f. #1125 (%)
%giggﬁ’\)ﬁ (50C) A (n—133) HARNF 77— (a=11)
4Grade Grade 324 | 4Grade Grade 324 |
2EIER 122 (91.7) 38 (28.6) 11 (100.0) 5 (45.5)
MEBI R REE 28 (21.1) 14 (10.5) 1.1 0 (0.0
=il 18 (13.5) 4 (3.0) 19.1) 0 (0.0)
Vo BRI S 10 (7.5) 8 (6.0) 0 (0.0) 0 (0.0)
U HR BRI i 8 (6.0) 2 (1.5) 0 (0.0) 0 (0.0)
M NS i 6 (4.5) 0 (0.0) 0 (0.0) 0 (0.0)
77— I ATRBR ISPV i MR 1(0.8) 1(0.8) 0 (0.0) 0 (0.0)
P BN LT R ER DS 1(0.8) 1(0.8) 0 (0.0) 0 (0.0)
F I EREE NIE 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
PANEEra 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
LR E 5 (3.8) 1(0.8) 0 (0.0) 0 (0.0)
TRVESE R 2 (1.5) 0 (0.0) 0 (0.0) 0 (0.0)
LA 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
DM LS 1(0.8) 1(0.8) 0 (0.0) 0 (0.0)
DIERITHE 1(0.8) 1(0.8) 0 (0.0) 0 (0.0)
HER 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
ERIURKES 2 (1.5) 0 (0.0) 0 (0.0) 0 (0.0)
ELRETEIN 2 (1.5) 0 (0.0) 0 (0.0) 0 (0.0)
HolEE 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
Pl = 8 (6.0) 1(0.8) 1(9.1) 0 (0.0)
R e 4 4 (3.0) 1(0.8) 0 (0.0) 0 (0.0)
FOPR IR B A T E 3(2.3) 0 (0.0) 1(9.1) 0 (0.0)
TURB L RZE 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
IR b e TC e 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
T HEARBERRAL T E 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
REE 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
AR 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
HIBES 39 (29.3) 1(0.8) 3(27.3) 0 (0.0)
(& 18 (13.5) 0 (0.0) 3(27.3) 0 (0.0
TN 16 (12.0) 0 (0.0) 0 (0.0) 0 (0.0)
A 9 (6.8) 0 (0.0) 0 (0.0) 0 (0.0)
T 4 (3.0) 0 (0.0) 0 (0.0) 0 (0.0)
I T B 3(2.3) 0 (0.0) 0 (0.0) 0 (0.0)
i 2 (1.5) 0 (0.0) 0 (0.0) 0 (0.0)
I S A R 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
AR 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
53] 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
a WE PN 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
BVERER 1(0.8) 1(0.8) 0 (0.0) 0 (0.0)
H OFERR 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
NN 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
—fi% - £ HEERBLUE S ORE 73 (54.9) 6 (4.5) 5 (45.5) 0 (0.0)
FEEN 43 (32.3) 0 (0.0) 5 (45.5) 0 (0.0
957 23 (17.3) 2 (1.5) 0 (0.0) 0 (0.0)




I R (ERALOFEF)ICEAITIEEB

Part 1/Part 2/Part 3:10mgh¥. #1%Z (%)

BRI PR(E00 RS (n—133) RN 7 T (= 11)
4:Grade Grade 324 k- 4:Grade Grade 324 |
7 ) hE 21 (15.8) 4 (3.0) 0 (0.0) 0 (0.0)
i 7(5.3) 0 (0.0) 0 (0.0) 0 (0.0)
BMEHISOS 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
Fa i 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
TR E 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
SN2 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
BB S E 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
Fe L e 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
AW v 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
FFRRE R E 6 (4.5) 0 (0.0) 109.1) 0 (0.0)
EEULE U fLE 2 (1.5) 0 (0.0) 0 (0.0) 0 (0.0)
BRI - 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
JH R RE B 1(0.8) 0 (0.0) 19.1) 0 (0.0)
Ji 4% 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
BT AT I —BIiE 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
FERES 70 (52.6) 1(0.8) 8 (72.7) 0 (0.0)
YA NI AL HHAE R 70 (52.6) 1(0.8) 8 (72.7) 0 (0.0)
IRYWE R S OV A BAE 5 (3.8) 2 (1.5) 0 (0.0) 0 (0.0)
VN30 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
[ 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
S 1(0.8) 1(0.8) 0 (0.0) 0 (0.0)
CRNEE/S 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
Jifi ¢ 1(0.8) 1(0.8) 0 (0.0) 0 (0.0)
£ hEBICWEAGHE 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
HR B 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
FRERIRE 38 (28.6) 12 (9.0) 6 (54.5) 3(27.3)
TIS=LTINTF AT 25— HIN 9 (6.8) 1(0.8) 2 (18.2) 0 (0.0)
TANRGRUEET I N T AT 27— BN 8 (6.0) 1(0.8) 109.1) 0 (0.0)
7L T F =80 6 (4.5) 0 (0.0) 0 (0.0) 0 (0.0)
UL SERE R 6 (4.5) 6 (4.5) 2 (18.2) 2 (18.2)
T ER B R 6 (4.5) 1(0.8) 3(27.3) 0 (0.0)
IRERD 6 (4.5) 1(0.8) 1(9.1) 0 (0.0)
1 Bk 6 (4.5) 1(0.8) 2 (18.2) 1(9.1)
TIZ7—EHN 3(2.3) 0 (0.0) 0 (0.0) 0 (0.0)
C— i PEE BN 3(2.3) 1(0.8) 0 (0.0) 0 (0.0)
MHE UL 2 (1.5) 0 (0.0) 0 (0.0) 0 (0.0)
M R 2 (1.5) 0 (0.0) 0 (0.0) 0 (0.0)
oL AT IF—F L5 2 (1.5) 1(0.8) 0 (0.0) 0 (0.0)
fLHT VA RAT 72 —BEEN 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
7L T F R AR F—EHN 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
M7V 7F =8 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
I LI A A SR RESR AN 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
i H FOIR R AR L R 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
R LA 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
A B —a A N 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
U —EHIN 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)




I R (ERALOFEF)ICEAITIEEB

. . Part 1/Part 2/Part 3:10mgh¥. #1%Z (%)
BRI PR(E00 RS (n—133) RN 7 T (= 11)
4:Grade Grade 324 k- 4:Grade Grade 324 |
RFBLURERESE 43 (32.3) 2 (1.5) 3(27.3) 0 (0.0)
BARDE 35 (26.3) 2 (1.5) 3(27.3) 0 (0.0)
&~ 37 AE 6 (4.5) 0 (0.0) 0 (0.0) 0 (0.0)
KF KU A g 5(3.8) 0 (0.0) 0 (0.0) 0 (0.0)
&7 VT IsE 3(2.3) 0 (0.0) 0 (0.0) 0 (0.0)
AV A s 3(2.3) 1(0.8) 109.1) 0 (0.0)
&7 27— B 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
8 1A 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
&Y —PIME 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
AL A E 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
Y g 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
HEEI5% A B E (o A 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
BB BRI UHEAESE 18 (13.5) 0 (0.0) 0 (0.0) 0 (0.0)
i1k 7(5.3) 0 (0.0) 0 (0.0) 0 (0.0)
HIMRT 4 (3.0) 0 (0.0) 0 (0.0) 0 (0.0)
R ER 3(2.3) 0 (0.0) 0 (0.0) 0 (0.0)
e 2 (1.5) 0 (0.0) 0 (0.0) 0 (0.0)
B 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
VU B 9g 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
SR 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
TR R R 59 (44.4) 0 (0.0) 8 (72.7) 0 (0.0)
S N 36 (27.1) 0 (0.0) 3(27.3) 0 (0.0
R 9 (6.8) 0 (0.0) 5 (45.5) 0 (0.0)
I 8 (6.0) 0 (0.0) 1(9.1) 0 (0.0)
S 7 = 7 & — i o B AR B M 7(5.3) 0 (0.0) 1(9.1) 0 (0.0)
SER. 6 (4.5) 0 (0.0) 0 (0.0) 0 (0.0)
PR 2 (1.5) 0 (0.0) 0 (0.0) 0 (0.0)
AR 2 (1.5) 0 (0.0) 0 (0.0) 0 (0.0)
PTRIEES 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
= 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
JHENRL L 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
KBS 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
PATHE 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
S 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
TR 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
HL LD T 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
HEIEE 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
FEED F 1(0.8) 0 (0.0) 0(0.0) 0(0.0)
FLIERE 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
A4 HL R 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
TR PRI RE AR 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
KM =2 —n/F — 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
—iE ke 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
PR 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
FERE 7(5.3) 1(0.8) 0 (0.0) 0 (0.0)
BETLIRRE 3(2.3) 1(0.8) 0 (0.0) 0 (0.0)




I R (ERALOFEF)ICEAITIEEB

. . Part 1/Part 2/Part 3:10mgh¥. #1%Z (%)
BRI PR(E00 RS (n—133) RN 7 T (= 11)
4:Grade Grade 324 k- 4:Grade Grade 324 |
KRS 2 (1.5) 0 (0.0) 0 (0.0) 0 (0.0)
s 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
ETET 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
R 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
BERBLIURKEEE 2 (1.5) 0 (0.0) 0 (0.0) 0 (0.0)
Ak EE 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
PR R 3 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
AEFRRBLOILERE 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
IR 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
FER AR, MRS X OMERRE S 16 (12.0) 1(0.8) 109.1) 0 (0.0)
Nk 4 (3.0) 0 (0.0) 0 (0.0) 0 (0.0)
I R 4 (3.0) 0 (0.0) 0 (0.0) 0 (0.0)
Lxo<b 2 (1.5) 0 (0.0) 1(9.1) 0 (0.0)
g 7k 2 (1.5) 0 (0.0) 0 (0.0) 0 (0.0)
B 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
(97 E S 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
ZREALM S 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
fiifigi s 1(0.8) 1(0.8) 0 (0.0) 0 (0.0)
TPk 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
R R4 1(0.8) 1(0.8) 0 (0.0) 0 (0.0)
£ 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
BRI O TS 20 (15.0) 1(0.8) 2 (18.2) 1(9.1)
EHFENE 13 (9.8) 0 (0.0) 0 (0.0) 0 (0.0)
FB 7 (5.3) 1(0.8) 2(18.2) 109.1)
B i i 3(2.3) 0 (0.0) 0 (0.0) 0 (0.0)
it i 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
BEIR Bk 5 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
B2 I I 1(0.8) 0 (0.0) 0 (0.0) 0 (0.0)
mEREE 12 (9.0) 2 (1.5) 2 (18.2) 109.1)
& I 5(3.8) 2 (1.5) 109.1) 109.1)
K ifn 5(3.8) 0 (0.0) 0 (0.0) 0 (0.0)
iEan 3(2.3) 0 (0.0) 1(9.1) 0 (0.0)

BB DR RERNE ECERWAERESLZRMEMA L, AEFL4 1IMedDRA ver.26.1% VW Ta—R{bL7=, CRS}K ONICANS®D
Grade 3 FBIFASTC T P A (201945) |ICHEL 7, F DD Grade sy FHIZCTCAE ver.5.01H#EL 7~
T —HHv AT B 202346 H27H



. £ (EALOIFES)ICEISEE

9. BERERRICRIZTTRE
AR ESIUTURN

10. BERE
RESH TN

1. HBRLDEE
14 BRALDEE
141 ZEFIFREEFDTE
1411 FUTRTLEEOESH A AKERFIONSAT LONBEZ > TREIZEAL, IESTICNE YA
RITHERL, iR 52 L,
=1 AXFBRBREORALDELTINAKDOE

HRoE4 VAR BB S KO & (mL) &R (mg/ml)
A LT N7 R Tmg 1.3 0.9
A LT N7 SR EEH 10mg 4.4 2.4

14.1.2 iR 2 EALIR B AR BN D VEFRIZ RN Z & R 2 TEA LR I I A K DGR N> 7 Wi T o — 7 W 3
THOEHESHDOTHS,

14.1.3 ARFNZVEMRE LT AR TR IR Je OV IR R DZE 132 s B REGRAATHZ &, ARFIDVEHRI LA,
~ER O ~H A DR ThH D, KANDOEEIE D> CTNDGE TR IR EDNRO DY
AlIEHLNZ L,

1414 RUELE =L (PVC) . =F LEEEE =L (EVA) XUIRVAL 7 o BOgHE Sy V& d -+ 52k,
PVC, RUAL 7 4 XUFTHRIT L Z L BIDEGE T 22— 7 R O T —T M T 528,

14.1.5 ZEFLRIEHZ250mLA & el N 7 bR AR T EO AR IIRE R E T2tk K2R T M B
DGR EALIR & T TN X AR DAL TR DRI TR T2, iR 22 E AR DA FH IR
ITE IR T DL,

141.6 14. 1.1 CARANZEMRLI AT ADOLRAUTT T HLE &LV L1415 TR L 72k Ny 712w
BTN Z IR DN ENLTZ 72O EORRIR TR R 35 ANFIAFRIR O AR AR IXE Y FEE T 528,

2 51RO L
R7e4 WEMAAAEIRE | WiREE(LREAZ (mL) AFNA RN R (mL)
(mL)
A LT N R Tmg 14 13 1.1
A LT N7 R EEH 10mg 17 13 4.2

14.1.7 FBIRTIIAKI OGO T £ T8RFMIA B2 Ve, T ICEGBRBLAWIE ST, Sk E
BIEIRAT (2~8C) 52 &, MEMRFT AL EIXTH B E B /228,

< fiEsn >

14.1.1, 14.1.2, 14.1.3, 14.1.5, 14.1.6 AFNORHKIFHFEZ BB L NS CEEZSZBLUEE LT,

14.1.4 REIOFRIGER 2R/ B LOBE A REBR O BRI SEHRTE L,

14.1.7 ZAEIMERHL QN ZLT2d | I8k DL EMAE BRI SZFRE L, (TIV. 7. FHHE K ONSfE% D22 E
P OIS I

NN



. £ (EALOIFES)ICEISEE

142 ERIRERHOIE

14.2.10 WGiR/ Sy 7 Inb 28R a s AR AT L7 EIR Tl T 2 — 7 27 740 7% iR
7% N T250mL/IRF D A BE CURER 2N CRIEEE T 528, B HZIXIKT o — 7 2 B C
3~ENTTTTvi 2T 5L,

<@g >
14.2 RFNOBIFN LR REE B B L NRA CEEASRURELT,

12. ZDHDFE
(DERERM AR IER

15. ZOMDIE
15.1 BREREERICE D&
it R BB 2T ARBNKETDHURD PEE RS Z I TS,

<fn >
15.1 AFNDOERRBROKE A FESTBHIELT,

(2 IERGERRBRICE DIEHR
X ESIL TR



IX. JERREREAERICR T HIRE

1. FHFER
(EFEZh TSR
[VI. 323K BT 2 H | SR

(QREMEEHR (IVR, A=J4HFNL)™

N EFE GRS e 51 R
N IE\ o /l‘l:!
BRI CHERIn] | R ME GREIRED | (ue/ke) R
. - ETEME 4,500 1 g/kg
<WA(BALB/c) | R—FAHARAEE: (50, 500 - . i}
e > T R CmuSTSTRIEO AL ILE88 e
HRX RS R (e - %5 10/2%] LI/ (4 ) 4,500 ifa;i% §Fi'H mu B D2 gl
KRR MR B
_ N N PR A == E DA R ==X
S i TR 100, 1,000 {1,000 1/ keeo o2 L2 L 1A
: LHRKUSHH (IR E RO BN, DA BT,
(10H 1)
M 2
P 500 % 1,500 1 g/kgDFE5-2 A BIZERE DA%k
TSR A \ DRSS B, #5230 B I35 b
PR, | e e N = Shae
WL, S WIRPI R 5 (asyfi) | T [
i Ll - 453 /8¢ Py 4,500 4,500 10 g/kgZ 2l H¥ 54 1A/ 6B TH TR, ~ b
e 1al/ 38 (438 ) SR—THINE K OS5 P THIR OB 235880 5
- NS, B 529 A B £ CIC B B RiTE -~ R A 23
OB,
TEER PR S fRHAR—F A I B 4 B (HINSTD 4,500 1 g/kg)
AR CHERE - 554/ IR G- 0,50, 4,500 |ECG, FFEL, M FRIREIC IS W THNL TS~
BRI ErER ' LE]/38 (3% A ) MDA ITFBD B eh T,

muS757: ZNTH T D~ AP s —Ryf- HNSTD: BN RBLLR W R KR 55

QEDIDEBRRER
AL

2. SR
KT BT DIEFGIRZZ B OWT, D=7 AP Z 210 B 8, 48 8 R OB% A R AE SR #5752
5. BALB/c~U A% W= 1y H BB BRI B 5-3008R | S0l IR NI LD fE R A I B9 23R 12 L0
AL 7=, 438 [ M OB A B RE 8 5- 5 e ER I ONSIE - BB VR R AR B 3 25BR1X., B3R OZ BT
FERE IR FER D FEhit D FvE (GLP) 285y L= e L7,

(HE[E% 5 H R
B 5 R BRI X R L2 o7, XNV TH~ T I L DB MO BIZ O T, h=7AVPILE V=10 H [,
438 FE] B O3 A T A $58 - i ERBR TR L 72, B¢ 5 AT REZ2 i KA & (MEFD) Té 54,500 1 g/kgETD &
T, AMEFEEOZEITERD LR,



IX. JERREREAERICR T HIRE

QRS BHRR
BT (R%) e e i -
f
CHESI ] e 5 (SRBAR) (1 g/ke) FIRPTR.

SFEGRPILIIALNT, muSTETIZBE L 72 —fBRRE,

IRE, R, RE AR, R FRM L O E &

050500 4.500 EOZAb, W ONZHR T ALK OV B 2R AT /IR

<A (BALB/c) R—F AR G- (I\nuS‘757) T Lotz

[festE - 45-10/7¢] 1[e] /3 (438 ) VED :4.500 500 u g/kglh DB MR EGIR IR L2 (L3R B
o 7o [ie A M ER OS2I (MERE) LATRE3 2V SER L OV

HHEROPRAD (D H) | B )7 VYR (D

)1,

28 R, AEXCRBZNREIIIZLVIE~T

BEDEALITFB O Lo T, FDh, U BR8]

(BHIAR, THIAR, ~LS—THINE & OB G ETETHIA) ©

WiV IFN-y K& OMCP-1 37 H i B O B D 1 NS E8.8

bVl

fiti L IR e OV TR 380 DR A & ONIR B IR & S

AR ATRD SIS, W ORI IR EE TR

OO T,

100 p g/kg®¥ : CRPO R D — @ E DO MR A H i

72

1,000 u g/kgh¥ : (AI5.D L H . CRPOEMA> — i@ D1y

M. T oA RETF U 2EOEE D FRD BT,

R —IRE, (RE, B R IRB RO, IR, IR
R, PR, BRRE, VA BREEER D
FIRIZB W T, B iR bieh oz,
50 p g/kgBE RGN EAY T HEAKIZERO b,
_ . A —F A 5008% 4,500 1 g/kegh¥ : ADADSKR HH & 72, MR Bl T IC
wj;;gg%;] RN ¢ G- &s&;gzxﬁoo i 75 B B B DFI0.05 % A S T B X LT H~ T B HE
' 1[Bl/38 (433 ) o AU, DFAEL OB L 22— P DO NN (10% A DO IN) 2378
HHILTZ, 500 u g/kghf TIRAMIBIRIEN T EIKIZIRD D
iz, 4,500 p g/kgff CTHIIEY 7 b (THIFA AR, ~v
X —THINE K OSHIE A5 P E THIIE) DI 7> > — @M DI
DINFRHBIT,
‘ (R —5 2 50 12 g/kgPh L DR : T EARD HAZAMNIZ T, & FFHDY
N=J AP ;%HJT% e 0. 50, 4,500 BRI AR ER K OV SR A S SEME AN NI 23
i - 454/ 1@7/?] iy |MED4,500 FdONT,
- i 4,500 1 g/kelk IR SERIBD SERD DA,
ADA: FUERMIBLIR, CRP: CISEZ > 737 MCP-1: BLER (LM X /78 -1, MFD : 8 5 I REZ i K e, muST57: VT 5 ~T
D<AV —8 5y IFN-y (A Z—Txa o~

FRRPN 5
IHA K O8HA 100, 1,000
(10H R

H=7 A%
(M- 2/8%]

(MEEHF AR
HNTG R T IXETRIRD T BEINO72 518 AT X BITE® )y C. Tp X B R A ) o —2E DIz
PRTEITE TR, ZD72 | RIS BT E RS (ICH) AAR T A2 S6 [ "\ 4727 /ay—IGH
RSO IERFIRIC BT D MR 12D & | Binm BRI L L T,

(DDA R ERS
ICHA ARZ A SOTHU M IS S DO FERG IR FAMIZ B AT AR T A2 [N HD & MASRPERBR T 5L T e
A



IX. JERREREAERICR T HIRE

G)ETERAEFIESERY
FDADFEZRIZNEN, ZNVTH~T D~ A als —Rg (muS757) ZHEEEL . ~ 7 ADDLL3 K NCD3M 5 %58
T DBITE 73123~ AD I « I WIS AN B % I A F 3 IS0 e M U7z, muS757 B D REE DAL, I
TR - BB W D AAFME e OV R AT 31T HmuST57 B O B i A b3, #h R WL VB R A Tk
muS757 B D AT K OV BITFRD LI -7,

R T B R o
f
4R 0] B (1 ¢/ke) R
BEMO— B muSTSTRTE O —IRBEED 2L K T'GD184&Y
IO HPE KL AL o o, BT B OO SE BRI HZE L
o AT S A A D G T BE D2 0500 1 /e
o, D) Z RN, T et A H £ T, T
o | ORI 500 100 T, SN O, AR
: 4, B AT RO REEI T A— 2 R ORI AT, ZAE R
P AV Y
B B R <A LA I O 0 25T B OV B0
nighoiz,

GD: iR B i, MFD : #¢ 5. a] G752 ie K &

(6) /3 F A0 B T S B
BT H<T O JRFTREIEIC DN T, I =7 A VL% H 228 B B E B G- #E R, 3» A M E & 550k
IR M OVHA[E] B2 T (SC) $¢ 5-Jay A i kiR CREAm L 72,
28 H I & 5- 7B Tl $RIRAN B G5BT ST Je OV D J T ZAKIZFBD B o7, 265D
B TR G-ALIT IR BRI 22 b (H i M VAR 35RO BT s, TV I BALE ISR K 355 DT,
BT HTIZEE# T HL DO TR o7,
3 H IR G- 3R B ClE ., HREE R O VT X2~ T B SREO MW, FRHRN £ G- 5L 095 B 525
AT L CEAZ AR S50, BRMERESH) RO BN, 2D 5L E RN T 5L 0 THY, XLT4~T
WIZE#EL 2N EE 2 Bz,
SCEEH- SRy PT IR M FRER Tl SBIDMED =7 AP N A HRIEGRECEIOAT, 1H BICKH B [GA2SuTA R
I (10mmol L7 V218, 9% (w/v) FEELEBE, 0.01% (w/v) RV /L_—h80, pH4.2) 1% /2 )8 B g 5L,
BT R <7 % 1mg/kgD B THJE B EEALICTES L=, 4 B B GENLO B S A MiA 2 PRI L 7= 2
A BB R G K OYR B PR IS B W TV T4~ 7 B O B ITRE8D e~ T, SCHE-HB
PEVZ, HIVT B~ T B B BE OB 725l (B RE A R BRI 35RO V=8, FEBUAE B K OVERE 1T, %R
WV GENLE AN T B~ T B G CRIFRE T2 Zembh, XV T4 ~T7 OEBEERICENTL DT
72K BEHALEIZ LD IR B bEE 2 BT,

MDD EHkEN
FEhE L TUNRU,



X. EEMEHICATHEHE

1. RHEIX 2
i F A LT N A E T Img
A LT T R 10mg

G7IEp TN E N uvE U S
) EE— B DL Z I 52L
BRIy HNTH~T (BinHHaz) ™
1) AANTE s FHBA BN LD T v A =— A L2272 — PR A2 O TlbES LD,

2. HxhEAR
3614 H

3. A RETORTE
2~8°C TIRAT

4. BHWVEDEE
ARANIAFNANTIRFE TIRAFET D&, SMRBREM R ITEO L TRAFT 22,

5. BEMITEHM
BEMERLTAR :HY
<THDOLEY:HY
ZOMDEBEFNTEM  [BE D —R A LT REE —R | (RMPOYAY fi/ METE BN DT O ITVERR S LT B R |
BEMA- A LT M IDIBREEZ T DB ST DT~ (RMPOYAY i/ MEIEEN DT O IV ERR S AL & K}
M1 4, B EFERICBELTEMT SR, TX. 2. ZOMMOBEEE OHS R

6. Rl—R 5 - REhE
[Al—p o 3E: 72l
[N T 2~ (Bin ) 7T Y VR~ T (B FHHZ) . 7o E S R
XTI G AV )T I AR RK T, IV T TTF o TNRUR VAT TTF

7. BEEERAR
202445 16

8. MERFTRBFEAARUVERRES. FEOELENFKFEAR. REHBEAR
RUEARFEARRAE A H 12024412 H 27 H
xR F B iALT M7 A H Img; 30600AMX00310000
A LT N I ERE  10mg ; 30600AMX00311000
AR VEIN A A B 1202544 A 16 H
I 52 BA 46 4F A H:2025%F4H 16 H

9. ZNBEX XN REM., AZRUVHAEZEFTEMZFOEABRUZTOAR
A1

10. BEEHR. BB RLAKRERBRVUETDAR
LA

11. BEEHAM
104 : 20244E12 A 27 H ~20344E 12 H 26 B (7570 295 F EE 38 )



X. EEMEHICATHEHE

12. BEEHRBHRICEE I 1R

BA1PANA
13. £EI—F
= JEA 55l S Al A BEI = —F D n | VBT NERLE
5 FETGMERMER | ERIERS HOT (oK) s | B PRETHLH
N = 3 = —R (Y]z2—F) AT ALHa—R
‘AV-\\ b‘lﬁ;:
1i7$7 i 4291477D1029 4291477D1029 199329501 629932901
e A Img
AT A
1“7“7{% 4291477D2025 4291477D2025 199330101 629933001
& FH 10mg

14. RERIGF LDER

PP




XI. Xk

1. BIFAXER
1)
2)
3)
4)
5)
6)
7)
8)
9)

10)
11)
12)
13)
14)
15)
16)
17)
18)

19)

20)
21)
22)
23)
24)

25)

26)
27)
28)

29)
30)
31)

32)
33)
34)

35)

Rudin CM et al. Nat Rev Dis Primers. 2021; 7: 3. (TAR00038) (PMID : 33446664)

NIEEAENEN BABFFEIRBLEAF, A3A D#EE12024. p95 (TAR00032)

Caliman E et al. Lung Cancer. 2023; 175: 88-100. (TAR00024) (PMID:36493578)

Sutherland KD et al. Genes Dev. 2022; 36: 241-258. (TAR00039) (PMID : 35318269)

Giffin MJ et al. Clin Cancer Res. 2021; 27: 1526-1537. (TAR00001) (PMID : 33203642)

Owen DH et al. ] Hematol Oncol. 2019; 12: 61. (TAR00040) (PMID:31215500)

P RE: 2020049 1588k [EIRSILR 45 I AHZXER (DeLLphi-3013KER) (TAR9I0002) (2024412 7 27 H & 32, CTD2.7.6.2)
FEPNE B 201603235 Bk BE IR 23BN RE (TAR90001) (20244F12 A 27 H &R, CTD2.7.2.2.1.2.2)

& BF: 2020046958 B2 E B4R %5 1 b4H R BR (DeLLphi-303 5882 ) (TAR90020) (20244E12 A 27 H 7&K 8.,
CTD2.7.6.3)

PG EE 202004393 Bk [EIFREL[FES T bAEFER (TAR90021) (20244F12 A 27 H7KFR, CTD2.7.6.4)
FEPNEBE: 20200040308k [EIBSHLFZE T bAEFER (TAR90022) (20244F-12 A 27 A &%, CTD2.7.6.5)
Ahn M]J et al. N Engl J Med. 2023; 389: 2063-2075. (TAR00049) (PMID:37861218)

FEPNEEL: BAR AR DA 21 (TARI0010) (20244512 H 27 H #&RR., CTD2.7.3.3.4)
FEPERE: B AN IR B 222 (TAR90009) (20244E12 1 27 H AR, CTD2.7.4.5.3)
FEWNEEL: X VT 2~ 7 OVE RS (TARI0011) (20244512 H 27 H &3R8, CTD2.6.1.1)

NG L R BR OB ST £2 (TAR90014) (20244£12 A 27 A 7GR, CTD2.6.2.1)

FENERE: 1227178 ER XV TX~T7 Din vitrolEF (TAR90024) (2024412 H 27 H &R, CTD2.6.2.2.1)

HNE R R2015012558 8% SCLCORIFT Mt~ AE T )L CHOSHP-77T-LuclEiF % iV 7=in vivo CORiE (TARI0003)
(20244512 H 27 A AGY., CTD2.6.2.2)

& B R20190094 58 57 #5784 SCLC O [R AT Pk~ A€ 7 /L CONCI-H82-Luc li 55 & F N = in vivo CO R
(TAR90005) (20244512 H 27 H 7K., CTD2.6.2.2)

NG B R SR B RE AT (TAR90008) (20244E12 H 27 H7KF8., CTD2.7.2.3.2)
FEPIBE R ARHT (TAR90027) (20244E12 7 27 HA&ZR, CTD2.6.4.5)

FEPEERE B (TAR90028) (2024412 H 27 H 7&ZR., CTD2.6.4.6)

Garty BZ et al. Clin Diagn Lab Immunol. 1994; 1: 667-669. (TAR00037) (PMID:8556518)

HRNEE 2NV TE~T ORMBENIE I RIE T RE R RO EOFE (TARI0017) (2024412 A 27 H 7K 7R .
CTD2.7.2.3.3)

FEPVE B 20160323735k £2020049 1 FRBR OO & 7 — 2% RN 2 M2 B 3 20R 8 - FOS T (TAR90023) (20244F
12H27H7&G8, CTD2.7.2.3.5.2)

PR 22 M 3B ESER (TAR90029) (20244F:12 A 27 H7&38., CTD2.6.2.4, CTD2.6.3)
P L BRI 53R BR (TAR90030) (2024412 H 27 H 4&#E, CTD2.6.6.2.1)

FEPNERE: 153960738k muS757 : BALB/c~ 7 2% FHW =14 A B8 § iR $ G- 33008k (TAR90031) (20244F12 4 27 H
2. CTD2.6.6.2.2.4)

FEPNERE: 121423508k MEME D =27 A Y L& 210 B B EE §EIR G- 3 PEBR (TAR90032) (2024412 A 27H
738, CTD2.6.6.2.2.1)

KR BB 121424388 0 =27 A & 7228 A ] SOE R IR PN #5522 M BB K% TR 28 B TR 1] 4 4V B e
(TAR90033) (20244712 7 27 H 7&78., CTD2.6.6.2.2.2)

B R 1225165888 =27 AV V& 30 A R E FE R £ G- 3 1450 (TAR90034) (20244F-12 A 27 H &R,
CTDZ2.6.6.2.2.3)

HEB EmEERER (TARI0035) (2024412 A 27 H &3, CTD2.6.6.2.3)
FENE R S AFIERER (TAR90036) (2024412 H 27 H A&RE., CTD2.6.6.2.4)

B R 1225173888 muST757: <7 A% W= AU IRE AL DR IR 3 412 B 95788k (TAR90037) (20244F12 H
27 H 73R, CTD2.6.6.2.5)

B L R TR MR ER (TAR90038) (20244£12 A 27 H 7GR, CTD2.6.6.2.6)



XI. Xk

2. FD D SE Tk
LB RRL



XI. &2EE&H

1. EESNETORTRE
(S EIETHEBIRR
ANTHZT I 2024 HBUE, KIEL AT 2 THRBIIN TN,

ZNF5~ T DFEEENIBIT LA FHIRIUILL T DLEBY THL,
FEEICEITHAERFIRR (2024F9AKR)
k- K H HKEEH e 4 k- FKERHEE H A a4
K[ 20234E10 712 H | 202445 H 16 H | IMDELLTRA | | 2> AR —/L | 20244E6 A3 H -
(R AFR
AAFT/L | 2023411 H6H - - anLE7 | 20244E6 A 27H - -
TV | 20234511 H9H - F—ARFUT | 202446 28 H - -
AFUA  [20234E11H10H - TABF | 20244ETH1TH - -
HFH 202341211 H | 20244E9 A 11H | IMDELLTRA | | =L —37 | 2024484 15H - -
i ] 202445 A 24 H - Hik 202449 A 2H - -
B 20244E5 H27H -

QNEIZETEDEXEHERVAERVAE
AR BT DRRESUTR R, HIE R O BTN T OLBYThHY | SHE CTOAGRRILLILR2 5, ENOKR
NEDHIPH CAAZ AL,

IR EESIIES
IS PAEIREAL I T T N e i

[HEROHE]
BE . RANZIIZNVTH~T (Bia/#iz) LT 1H BiZlmg, SH HIZ
4%, 150 B LLFIZ1E10meZ 1 REREA T 238 R R R C AmE s 45,

10mgZ 18], 1R C s

OXED#EERITHR. AZERUVRAE (—ERkF) (2024F5 8K =)

EEXIIENE | A LT NI, 7T F F AR — 2O LA R AXIR R Z R B T
JEBL /N TE (ES-SCLC) Dk N B ORI &S & T D,

AT ST TR R K OB HARNC FE S W TR &GRS L=, MEEAYERBR IC R W CRERE
HBEERAI SR T 0 M XD | Al S DO AGR O FiA FiLD,

EAYaYoY Wbiic

MEROHE | 210 EEGRSEHR
- CRSOIHLRLENEFE AR T57-0, H1OBEPEAE 527 22— VI TA LT R
TERETHIL,
s PAINVTIE, ALT bR EORIRICEIOHELEOE KA K 5L C, CRSKSDYAY
T DL,
- A LTI, CRSROAMHRR T ICANSZE & T9) 72 E O EE R S EE T 572D DY)

TRERE SR T izt T, B AR THHIMNRERMNEEE OB G528,
. CRs&zﬁ*ﬂﬂﬁ?ﬁﬁ(ICANS%@@)@Uxm%étw P A7 101H B KO8H BidA
LT RNTRG-BRBRDNH22~ 245 | ORI CRE AT =XV T HTL,
s BAZNVIDO1TH B LK U8 H BIX, A LT M 58050 DA 548K, N3 A0k <l
U2 FRFE RS LR R LLN O AT I B 52 LA 45,

s A LT I EGRNTE RIS RRANC ML B2 GE | 2 EkE, iR L O Ure
HERAETHIE,
s ALT IR GRNCE, BE DTSRI T Z MR T 52,




XI. &2EE&H

22 ERRX-HE
s ALT 7L, TRER LA BT Rl i35,

s ALT NI OHEIRESN D B -2 Y 20— VAR TR T, CRSODIFE B J OVERAE BE
AR 2720 BRI 5 A Y 2 — it TR 5528,

- BRI G A U a— L ORKIE, EEET TR CE RV EERBLE T AT NI E
AT LI 545,

Tl ALTISOHERBEE, HREBRER7V1—)

BHEArY a—)L Beh-H BB EHLTIR WSS HE=HY T
YAU1 1A HE* BRI G | WO | AoV BESH B,
Img*! IR W TR | Bl EEEBE A LT &R G
M CTHBEERHE | BRI 522~ 24 B 2=
BV T T D, A LT NTRERR A

LA SRR, M EEFLET
T U7 R R R BE D TR R LAY

8 EI a k1 lomg*l @%F)ﬂ:;ﬂié:&%*ﬁﬁﬁ—éo
153 B 10mg A6~ 8 i) B & Bl 52
5"
Y ATN2 1HH.15HH |10mg F N 1% 6~ S [ R 3F 4 B 52
ERE N
FAIN3, 4 1A H.15AH |10mg NG~ AR B E 285
5
A NE5LED|1H A, 15H B | 10mg AR BT AT 57

5

k1 YA 7NV OF SR IITRITR U HEE O A K 28 545,

*2 BEDBLIRTOIRHEHICGrade 284 EOCRS, ICANS, IR BEMELARBRL QW eWiEE | EE=
VT IIBETIER, T=FV 7 OHERFEIFIZOW T, REKVEKEZBMRTHL,

1 BGAEIA% OA 27 M ERICE T AHEREEIC WL, 423 BTH2E,

B5i%

® (FHEEL G HOENRN V) BT —T V% A LT "TORGIHHTHZENTED,

® PAZELPIT-®, 0.9% Mt T MY MESHKZ VW T3~55 0T TV T — 7 V&
H35,

® KRR OTIRUT-A LT "%, Wik 72 DT —Ef & T RN 5%, Ry
X, 77 A vy i EeATE FEEWE, 7T — A EOLDE WD,

® RK2IALT MDA G R L HE AR T,

£2 ALTFSDRESRBELREEE
SRR 250m1L oD i $5¢ 5 R P 5
1R 250mL/ M

23 LI DA LTISIREEBOHRGRE
P A7)V 1Tl CRSDV AR 2T 5720, 3R T HER G A R 545,

£3 Y11 DA LTS EROHEHAFE
1R H GiREES B 5051k
IHH.8HE | 7F VA%V 8mg CUIHY &) ZFFIRNE G | A L7 M GO IR LINIZIT)Y
IBE.8HHA. |1V MDA KE4~5EEF L EDT Tl A LT MR EBERIIT)
158 H FRARPI G-




XI. &2EE&H

2.4 4A7_"F30)?§5§E§ﬁLTJ%AU)?Q%_-ﬁE'ﬁ(:OL\'C
?Eiﬁéﬂf%é?&ﬁﬁﬁﬁﬁé%&ﬁ?é\_ o

R4 BEEMRICALTISICESAREARTSEEDHRER

s 52, ¥ 5 H B 5B D IRE R PR OB 71E*?
Img. 2EMLIN (14B L) | A LT h710mg 2% 5L, TD%, TESHhIZEE A
HA7L1, 1HH Y a— Va5,
2 A (14 B #2) ALT T OEBEAHEEL Clmgad &R 575, AR

PERHIVE, 1AM ZIZI0mglZEEL, 0%, T
ESNTHGAr Y 22—V HBT 5,

10mg, SWMEILAN (2LALAN) | A AT b7 10mga & 5L, D%, TESNT-#&KE
HA701, 8HH ATV 2— VT 5,
S AR (21 B A#) ALT RO ELL Clmga & 595, AR

MRS, DAMZICIOmglZBEL ., 0%, T
ESNTZHEAr Y 2 — VEF TS,

10mg, AEBLIN 28 HLIN) | A LT 7 10mga 5L, 0%, FESN-#E5
A7V 1D15H B & RV a— VBT 5,

OZD%IZ2M M Z & | 45H R4 (28 B ) ALT T DOBPER A RLL Tlmga & 595, 2R
DI AT PERH VL, LREZIZI0mglZE &L, ZD%., T

ESNTBEEAT P a— L E2HRT 5,
*3 YAV IWNDALT MR GRIRICHER O3 R G L L Bt > TR =207 9%,

1) ARBIFRIER LI N A Z Rl LT, S5 a2 T 528,

QO+ DHEEX IR, BERUVAE (— 8k (2024F9A R R)

DI EESIES

TTFF BB R —ADA R G T D7 LR OIE R A T 5 JUXIRE I
JREAMELT RO BIVIZES-SCLC DR N BB

ZOIHE ST FIL, Bh K O FEN RN B S E ST & THEGRSI TS, AFH
DUEITELHLIZI ST,

LR O &

41 BEICRLEET REEIR
- CRSOIEHRLEIEE AR T D720, KIDOBEPERR 527V 22— VIt TA LTk
TERESDHILE,

+ CRSEUSDYAZ ZARI T D726 | HELEOFH A B 5975,

- ALTMIIX, CRSOMRRFENE (ICANSE T9) 22 8 O EE /e UG Z E B3 570 Ol b 72
R T-iigk T, B EH THEMMREREEE OB G358,

« CRS M OMH#R EE (ICANS & T0) DA R D 728, A 27/V 101 H H R U8H HiZA L
T N BEG-BAAH24RE ML, w8 B2 R CRE AT =X T THIL,

- A1 D1H B EO8H Bix, A7 "N EG-BMA B A FHSIEM] , /i Al £ il
@Jfﬁcféﬁ*;%%ﬁ:%lﬂ#ﬁaﬁuww%ﬁﬁ M N P

s ALT I ERNTIL, BE DK GRFRL CWAZ L E iR T DI,

- ALT N RNZIZ BRI S BRRANC L ERIGA | 2Rk, TR L e ey
EERE T DL, THEIMERYYIE B 1T ﬂwafxu\:&

42 HERZX-HE

ALT N7 OHEE B M O 5 A7 Y 22— )V 2R 1T, CRSOIEEL R M ONEIE JE 2K
W D728 BePEr 5 A7 Y 2 — it TR 5352 &, IRBHEST UTFFAR TER WD
B E TR ET D,




XI. &2EE&H

Tl ALTISOHERBEE, HERER7V1—)

WG AT 2— )L 5 H B b HiEsnse=20 7

BB 1HA® 1mg® FA7N1DO1H BESH BIiL, @Y EFRMEEET

Y A1 A LT "I BEN B4R R E AT =X T
35,

A LT TG BRI DB FH48REH] | SR [F
T Y72 SRR D TR AN OS5 T 55

ZEEHELES S,
8H B*® 10mg®
15H H 10mg TE AT 6~ S B A 8122955,
PA7L2 IHH.,15HH |10mg AL 6~BRFH R A BIE 20
HFAIN3 4 1A H,15HH |10mg TEAT% 3~ AR B E A BE2 95",
B Ao NELFEO|1HA, 150 H | 10mg EAZ 2R BB A BIE T 5,

%5

a AN O R IIERSITR LI HER O34 3 595,

b BE D LARTOTER HIZGrade 284 EOCRS, ICANS, XIMEEMEARBRL TWOWEE | Rt =4
Vo TR BETIIR D, BE=FV T OHER R ZOWTL, RIKORIZSIRT DL,

1 B A% OA LT N7 BN T DHESEFIEIC OV X, #2EBRTH2L,

E%EW&G)%A?—’F%EEE
ALT MO EREM L7256 120, R2OHELEFIE > TREGZFHET 5, 1711
DA LT "I E-Ri# _%%{ﬁﬂﬂﬁe%ﬁ&ﬁu BEZEUNCELET D,

K2 BEREYPRICTALTISICESEREARISEEDHRER

G & A H D DDA FBHRED $ 5735
Img. SHRLIN (14BN | A AT 5 10mg 245, 0%, FEShI-HKE
HA201, 1HB A a— )V BT 5,
AR (14 BB ALT T OB ARLL Clmga i 595, 2&

PED DAV, DEMZIC10mglT &L, Z0%,
TRESNRGATVa—VEFRHT D,

10mg, SAMLINQLALIAN) | A AT F10mga &K 5L, TD%, TEINT-HKE
P21, 8H B AT Y a— Ve T %,
3 (21 A ) ALT N DB RERI ] Ekbflmg%&%ﬁﬁ“éo IRE

PERBHIUE, TEB#%IZ10mglZgB&BEL, T D%,
FESNT B GRS a— VRT3,

10mg. AHBILIN (28 HLWN) | AT 7 10mga & 5L, D%, TEINT-#KE5
HA7L1D15H B & ATV 2— VBT 5,

OZDOBIZ2E T & | 45-R# (28 B #3) A LT NT DEERER Ekbﬂmg%&%@“& AR
DFATIL PERBHIUT, 1% IC10mgl T &L, 2Dk,

TESNIZEGAT Y a— IV ETRT 5,

a HEESN AR A RSO LBV IR 545,
b HIRESNAE=FV L T IZHONWTIEIEZBROZL,

1) AT IR LN A sl Uiz, FEMI3R a2 T 528,




XI. &2EE&H

2. BB HERER IR TER
(D3EHRIZEE I HECH
KINZBT DB AALSHIBMISCED 9.4 ALJiRe A3 %% 1 19.5 s ) 19.6 #3Lha ) OTHOTLHEUILL T D
LBV THY, KEOUN ICELITHRD,

AFBIZHFTHERLDFE
9.4 £NEREEHE T HE
HEHRT 2 ATREME DB D MR T ARFIBE G- o O #& % 51220 A IZ 38U CRERE 52 20 B0 ) O
BB I OW TR 3528, [9.55 7]

9.5 1 4%
BTAR SR L T D ATREYED H D I IE, 16 LA S IE G Z L R12 SIS b5 61
DHBEHFTHZE, iR~ AZBW T, FRNE 5 Lc~vU 2 a s — My 23 R B P & @i L7z,
e 7 )G (1gG) K NG H Sk it 7 77 A b (Fe) A k552 7813, IRk
FZ 8 T 52 ERHBIVTWD, AANTTHBEOIEHAL K YA M A & 5| i 232 L2 K04t
WRMEFF 215 T DA REME D 5, [9.45 1 ]

9.6 IZFL.%
B EOFEMER ORFLREZEOFISMEEZE L BALOMG TP IEEZRFHT 528, AFIOEMEA
HFADOBITIZET AT =230, ENgGIT R I BIT T A28 EmbI TN,

OREFRTXELDOEH (2024F5AKR)

5.7 Embryo—Fetal Toxicity

Based on its mechanism of action, IMDELLTRA may cause fetal harm when administered to a pregnant
woman. Advise patients of the potential risk to a fetus. Advise females of reproductive potential to use

effective contraception during treatment with IMDELLTRA and for 2 months after the last dose [see Use in
Specific Populations (8.1, 8.3)].

8.1 Pregnancy

Risk Summary

Based on its mechanism of action, IMDELLTRA may cause fetal harm when administered to a pregnant
woman [see Clinical Pharmacology (12.1) ]. There are no available data on the use of IMDELLTRA in
pregnant women to inform a drug—associated risk.

In an animal reproduction study, a murine surrogate molecule administered intravenously to pregnant mice
crossed the placental barrier.

Tarlatamab—dlle causes T-cell activation and cytokine release; immune activation may compromise
pregnancy maintenance.

Human immunoglobulin G (IgG) and proteins comprising lgG—derived fragment crystallizable (Fc) domains
are known to cross the placental barrier; therefore, IMDELLTRA has the potential to be transmitted from
the mother to the developing fetus. Advise women of the potential risk to the fetus.

In the U.S. general population, the estimated background risk of major birth defects and miscarriage in
clinically recognized pregnancies is 2% —4% and 15% —20%, respectively.

Data

Animal Data

Animal reproduction studies have not been conducted with tarlatamab—dlle. In an embryo—fetal
developmental toxicity study, a murine surrogate molecule was administered intravenously to pregnant mice
during the period of organogenesis. The surrogate molecule crossed the placental barrier and did not cause
maternal toxicity, embryo—fetal toxicity or teratogenicity.
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8.2 Lactation

Risk Summar

There are no data on the presence of tarlatamab—dlle in human milk or the effects on the breastfed child or
on milk production. Maternal IgG is known to be present in human milk. The effects of local gastrointestinal
exposure and limited systemic exposure in the breastfed child to IMDELLTRA are unknown. Because of the
potential for serious adverse reactions in a breastfed child, advise patients not to breastfeed during treatment
with IMDELLTRA and for 2 months after the last dose.

8.3 Females and Males of Reproductive Potential

IMDELLTRA may cause fetal harm when administered to a pregnant woman [see Use in Specific Populations
&.1)].

Pregnancy Testing

Verify pregnancy status of females of reproductive potential prior to initiating IMDELLTRA.

Contraception

Females

Advise females of reproductive potential to use effective contraception during treatment with IMDELLTRA
and for 2 months after the last dose.

QI+ HRMAXELDEHE (20245F9IF M=)

7.1.1 Pregnant Women

There are no available data from the use of tarlatamab in pregnant women. Based on its mechanism of action,
Imdelltra may cause fetal harm when administered to a pregnant woman (see 16 NON-CLINICAL
TOXICOLOGY). Imdelltra induces T-cell activation and cytokine release; immune activation may
compromise pregnancy maintenance. Imdelltra has the potential to be transmitted from the mother to the
developing fetus. Advise patients of potential risk of fetal harm. Advise females of reproductive potential to
use effective contraception during treatment with Imdelltra and for 2 months after the last dose.

7.1.2 Breast—feeding

There are no available data on whether Imdelltra is secreted in human milk, affects breastfed infants or
affects milk production. Because many medicinal products, including antibodies, can be secreted in human
milk, a risk to the breastfed child cannot be excluded. The effects of local gastrointestinal exposure and
limited systemic exposure in breastfed children to Imdelltra are unknown. Because of the potential for serious
adverse reactions in breastfed children, breastfeeding is not recommended during treatment with Imdelltra
and for 2 months after the last dose.

2)/MNR%ZIZE T HECHEL
AKITNCBITFAE LS SCEDT9.7 /NS | OHEOZEIILL FOEBVTHY | KEOWRA CEL LA
7275,

AFICHETHFERLDEE
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DOXRERFXELDOTE (20245F58 8 3)

8.4 Pediatric Use
The safety and effectiveness of IMDELLTRA have not been established in pediatric patients.
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QI+ RAXELDTH (2024F9F B H)

7.1.3 Pediatrics

Pediatrics (<18 years of age): Safety and effectiveness of Imdelltra in pediatric patients have not been
established. No data are available to Health Canada; therefore, Health Canada has not authorized an
indication for pediatric use.
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