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Pt PD-1 HURFLEEMEIRIE AN AR D i HHEE T A BT A4 DR EITH
IR EFEIHO—EPLIEIZ DOV T

i PD-1 HUAHEMEERI TH 5 (=R~ (B Fifiz) K (kR4 - 72—
AR A ERE 20mg, [F] 100mg, [F] 120mg 2 OMF] 240mg) | MO [RAT 1) X~7 GE{x -k
Z) BH (RFE4 - A Mv—F S ERE 100mg) | (2 DWW TIE, THL PD-1 HURHTEEME IR A
(2R D il FHEE T A R A4 v DOREL ﬁ?ﬂi$@LOWTJCH&%E@HI4HH
FPRIESE 0214 55 4 5, LUT THL PD-1 HFURPUEMEIEEAIRE B0 L\ ) ,) ITB W,
RIEEH EOBHRWICRLZHEFRHEABE ML TWDH EZATT,

SR, T=AR~7 (GBIEFHE#LZ) RAOFEEHHEET A N7 42 (FRIERBE) O
REIZHOWT] GIES T - AF0 34 12 A 24 HATIT 3ASRE RS 1224 55 6 SR T B4 = 3K -
TR RER B S FEE ) MO [RATu ) X< GEETHEE ) 8% 0k
FERAHEET A T4 > (FEMRE) OEREIZONT) BR2 : B34 12 H 24 AfHT3K
ARG 1224 55 10 )2 A TG ERE - ATERA R ERLFEAEE RSN OLBY ., K
WEEMHERETT A R T A U PBGET SN Z LI KIANR OB EFHE Tieo B ik
ET 50T, HE FORKRERBE, BB E 1Tk L CEMMIEZ BV L ET,
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P PD-1 FURHTEM IS S A B FHEEM OO 112 (12) 2, Lo 212 (12) Iz 5,
1 A7 V=R AR ERE 20mg, 7 100mg, [A] 120mg K TN[F] 240mg
(12) AR
ANHUA % JFFE AR BRI ORI W D 358 1T ., R OO FTH & 32 B A A0 22 o0 47 S L 2
LT A Z &,
1) WICETHMRDO OB, Z4T560 (THEREMET ] D TEREEA) £T
D HHEMET D HOEFHE)
7 RAEGBRENEET D0 A EEEILSRPE S B RS A S S L
ST, MRS AR HEL SR, HUE S ARSI R &)
A FEEREREIPL
U ESER AR EE T D D AR (DS A RREEEE ERPT. AR
FOHEHER IRBE. S A EOEHEHEE R e &)
T ASRAETEEIEE 2R E L, SR EEEINE 1 ISR LS RIE NS 2 O
RIYEIAR D 21T > T D itk
A PUEMEE AT E R ORER IR YEIZLR DR 21T > TV D itk

2) WIZHBITLEMOESED S L KUANZET HBEROBEE L LTRESNT

WOHEPEET L0 (TEMELET ) T TEER ) &5

7 ERIGREFFEUGE 2 FOWHIFHE ZAE T L 721212 5 LU E O W AU TEHRE O R
BEEIT->TNDHIE, 9B, 2L I, DAKYREE B L U ERESY:
DIWHEZIT->TWND Z L,

A ERGRFTIG% 2 FEOPIEIWHE ZE T L7211 4 FLL EOERERERZ A L T
WHZE, 96, 3FELLRE. FEEARIEIIST 008 AEYIRIEL B 0R AR
WEDOFRRIHE 2T > TWNWD Z &,

3) JRFEAREE LW DI H T 0 M L FREERBEORAEE L LY T
(MRAEET ) o THESZ ) £TOO LS T 5O ZHE)

JgEp X

SHSARR « MOREES - A CT

FDG-PET, PET-CT
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s~ —J —E

Joi PR R SR

SRR L AR SR
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2 XA FA—F SHEERE 100mg
(12)  MBAACFBRERIHE LU R EE 72 M6 T « RO E I8



AREUH 22 D3 AALFIRRER I U 7o OIBR AN RE 72 A T - R O 7 B I DTERE I T
DAL, IROFIE A PRI E O R EM IR T2 2 &,
1) WIZEITFTAHERDO I B, %4856 (MEREMT ] 26 TiigkEb4 )] £ T
D9 BN T 5O %)
7 EAGERENTRET 50 AR SRS (FRE TR DS A2 E L
ST, Bk AS AR HEL SR, HUER S ARSI R &)
A REEREREIRRT
v EREN AN E T D0 AR (S AR ERPE. AR
HEOEHER S IRBT. DS AR EHEHEE R 7 &)
T ASRAETFRERIEEZRE L, AR TFRIEINRE 1 XU3RAEFRIEINR 2 O
IR D M AT > TV D Jifak
A PRI A L5 S BN O i i FEHE LR B i HH 24T > TV D iRk

2) WIZHBITLEMOESED S L, KUANCET HEROBEE L L TRESNT
WOHEPEET L0 (TEMELET ) T TEER ) &5
7 ERIGEFFEUGE 2 FOWHIFHE ZE T L 721212 5 LU E O D AUTEHRE O BRI
BEEIT->TNDHIE, 9B, 2L I, DAKYIREE B L L ERESY:
DWHEZIT->TWND Z L,
A EERFFEE% 2 FOYIIHEAE T L7-%IC 4 FLL EORRKRRREZ A LT
WHZE, 9B, 3FLLEEX, WmARMEE O ASKMIRIE A G TS ATRIE Dl
IRHHEZ1T>TWVW5H 2 &y



© M1 PD-1 HUAHUEMEIEE AN FR D Fdifl HEE T A N T A OREITHE D

(% HIAIRE)

HEFEICOWT) Ok 29 4 2 A 14 BT REZE 0214 5 4 75)

(EERER o3 I X ERR 57)

e 1E %

e 1E AT

1 A7V —AR R 20mg, [F] 100mg, [F] 120mg & OVF] 240mg
(1)~ ()
(12)  FEABRE
A BIF % AR OIERICHV 2581, ROFIHE B
R A A0 O H EEARC B D 2 &
1) T LMEROOI L, #7250 (aREET | 2
b gk EEA ] FTOI HEEUT 5D E )
7 BEABBRENEET DA SEEENSER S
B VRS A2 B AU, LIRS A B2 R S L iR
B, Mg A 2REIREE 7 &)
FrERE AR
BBE ST RN B E T D DS AR RE (DS A2
2 WS T SR, D3 A2 R HEHEE

4
v

RS E BT, 2
Wbeze &)

T SR EEERRIE R A AR E L AR SERIEINS 1 34
AV ZEIRIEIN G 2 D s FEE AR D Ji H 21T > TV 2 fif
i

A GUENERRIGAIAL T B BN O fi gk FEAE I AR 2 Jm A 4T

> TV 5 fiEk

1 A7V —AR A EE 20mg, [A 100mg, [F] 120mg K ONF] 240mg
(1)~(11) (%)
Gk




2) WIHTLEMOEMHED S B, AMANCET HEROE
EEL L TREISNTVWSIENFEYT L0 (TEMEN
T OXiF TEREEEA | L FED)

7 EAEISREFEG 2 FEONMINHE A& T L 212 5 LA
FOPRINERDEERNHEZIT>TWVWDHZ L, 96, 24D
Fid. BSAEYEEE & L BBRIER S OWHE & 1T -
QAT RPN

A EAISRFFIGE 2 FOYMINHE ZE T L 212 4 LU
FOBERBREAEL VWS Z L, 9 SELRIE,
AR 2 25 A SRR v A B e DY AEBE O B IR AHE
BITo WA L,

3) FRAHELZWT 200 LRI ER R OB
HELLTEZY T2 (BEET ) o &%V | £
TOIHLEYTHH DAL

s X ¢

SHEEES - MafgEs - B CT

FDG-PET, PET-CT
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2 XA b—HF S EE 100mg 2 XA FV—F S ERE 100mg
(1)~ @) (1)~@11) ()

(12)  DPAACFHRIER I LI OB RN RE 70 81T - BRSO B8 | OBk

AR 2 73 AAVTFIRIER IR U 72 YU A RE 2R AT - FEIE D
T E R ORIV 25818, IROFIE & 2 i Al # o
BTS2 &

1) KICETLMEEOOI L, 349500 (MiskEH7 | 7

D s EfA ] FTOIHEYETHHOE )

7 BEABBRENEET 25 ABEEENS RS

ET VRS AR PRI i B . IS A B2 IR H HEHIL

B, Mk AS A B2 RE R 72 &)

FREPERER B
BBE ST R ME E T D DA BEHEERLE (DS AR

HHERR ET . 2 A PREEE T RPE, 25 AR RS HETE

WheZe &)

T ASRARFRRIEE A BRI L ARSI E 1 3k
RACFIRIENNGE 2 Offie FAEITAR D i 24T > TV D i
%

A DUEMEREE AT E BN O fiEk FEIC LR D m A AT
O“Cb\éﬁﬁf,%
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2) WIZEITBHEROIELDH B, ARANCRET A BROE
FFELELEHESNTVDIEDZYT LD ((EEAA
7 F TEAEAAA ) & FRED)




7 EMRFTEG% 2 EONHHEZE T L7212 5 4L
FOPRINERDEERNHEZIT>TWEHZ L, 96, 24D
Fix. NAEYREE £ L L RS S OHE 247 -
W5z &,

A ERIFTIG% 2 FONHHEZE T L7212 4 0
FOBERBREZAELTVNDZ L, 95 3EU R A
BHIE I O 23 A SR % & Te DN ATRIR O i IRAHME %17 -
TIN5k,
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( & H & B )

=R~ 7 (Biari#z) RAOREEHFEET A T 1>
RFE AR DAERIZ DUV T

PR EOE S & S O AR ST EF 2016 (AL 28 4E 6 H 2 HEEHE) 2B
W EBMERS OO RKEHEEZ XD Z ENEVAENT-Z L 2%
T CLHEESR L A B L E R B IR T D o IS T A R
TAVEERTDHZEELTHET,

SR =R~ 7 GEIB /2 ) A (M54 - A 77 — 78 s 1 20mg,
A AL 5 100mg,  [R]ALE 9 120mg M OVRDSE §E 240mg) (2DOW T, i
FEARIEICK L CHEHT 2BOEBEFHEZHEREO & 50 & i HHEE T A
RFRIZALELTROVELDELZOT, ZOMEHICHY > TIE.RTA N7
AVIZHOVWTHEIND LY EEFNOEFERKE L O/ IR 28 mE B
FEWL E7,
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EHEGOFNE « ZEVEOFERDTZDIZIT, IMICEFICESWCEIEREEA AR 51
Do SHIZ, EFEORFEAMOUESRT LY | PUREIK G2 & O 228 B E R 3R

REINDTT, b DEREMZ LB REE RIS 5 2 LR OBRBE L 2> T

BY . RFVEBOEE & SOEO AT B 2016 ((FAL 28 4F 6 H 2 HREERE) 1BV TH,
BrIER L F O OREHEELZX S Z L LS TnD

BHEM T EIELIL, EEERASZ 2N T 0 7 7 A VDRBFEOEREL L LR D
LEDBDDH, Zold, AR OLEMEICET RN TSR 5 E TOM, YiLESRE
pnDBEZ R 25 2 NI ENBE TG L TERT S L L bz, RITERAREEL L
BRICHEE RIS 2 & D T L DN ATRER —E DB 2l 1= TR TN 32 Z &N EETH
Do

LI2ino T, KAA RTA4 Tk, FAREBELINE TIIE LN TV D EFIRE - B
HIRMNCEED & DU D EIES O 72 ] 2 HEE T 5 8L 0 O BB B 27 MO
BHREAZTT,

B, RITA T A %, WATBAE NESE L BRSO . NISHERTTE N B ARERIR
WEG e, —MAEEE N B ARERIRNEE S K Ot HiE N B AR R T2 0m 1o b L 1E
ik L7,

KL IR BRI AT YRR 20mg, AT YR A EE 100mg, A7 U —R
REFRE 120 mg, A7 P — AR s EHE 240 mg (—ix% - =R~ T
(BfE T Z) )
REERDPRETDR « I
B LRAMERORE @, MACIZ=RL~7 GBEFH#z) & LT, 118 240mg % 2
HFMR X 1 [\ 480 mg % 4 IR CREEET 5.
B ik FE ¥ NP TR




2 AHORE. 1EREF
7 — R S EE 20 mg, [RLASEEHE 100 mg, R EHE 120 mg K ONF] AR F#HE 240 mg
(=4 =R ~7 (BIa i z)  BUF. TRAL SWvo, ) 13 AEPEEG TERAS
HEAZ LY 7 A (BT VARV~ Y —X 2747 (BMS) 1) 3% L7zt bk PD-
1 (Programmed cell death-1) (2%t %t R IgG4 &/ 7 n—F AHETH 5,

PD-1 1%, #EMAL L2 U s8R (T Alld, B Ak OV F = T /0% 7 —T fifld) K OVE#ER
AR FEBLT 5 CD28 7 7 X U — (T MR OIGME(L 2 #iBAIZ 1E & BUCHIET 290 18 |
BT 5% /IR TH 5, PD-1 ZHUFERMIGICHEELT 5 PD-1 Y 7> K (PD-L1 ¥ PD-L2)
EREA UL U SERICHIRINE S 7T BARE LT U S EROIEME LR EE 2 AICHRET L TV B,
PD-1 U v NIFHURIRMIALISMNC b N DRk~ 22 EEHHARIC B L Tl v | B RANEERE
S EIER U7 JEEHERR 35 1) 2 PD-L1 DFE 8L & it 0 AAF I & DRI A DFRBIRIR D B 5
ZEMHAE STV S (Cancer 2010; 116: 1757-66) , F7-. EMERAAEES CIIMHMBRE T
HIENFEAET DA v X —T7 T~ (IFN-y) (255> TPD-L1 ORBENFHFEI N, 5L
T EIGHERRIC 31T D PD-L1 DFEHL & it o A7 & ORICIEDOFBERR & 5 & Ot b
&% (SciTransl Med 2012; 28: 127-37) , & 512, PD-L1 #5818 B S B2 AL, HUR
FrSir) CD8 Mt T Hife D AR (5 515 M 2 655 S & 5 2%, $t PD-L1 /& T PD-1 & PD-L1 &

DG EET D &2 OMEGEEEREE T L2 EBRINTND, FDOZ Lirb PD-
1PD-1 U 77 > F#&IE, 23 AR AN GU AR SR 72 T a2~ D D KBRS A (Rl 2 B8y 0D —
LLTEZLR TV,

AHANL, BB OKE R 5 PD-1 Ofifast ek (PD-1 Y > FRFEE) (/& L. PD-
1EPD-L VA REDHEZEMET D Z LI2E 0 DATURRRRAZ: T MR OTEMEAL & O3
ARG 2 MM S IR VE 2 R 5 2 & TR AR PUIRE R A R T 2 L SR S T
W5,

ZAIH DR G  ARANTEMEEE T DB ARIRIRIC R 0 55 b O L IFF S AL, TR
HAREBE E xR L LR E i L, Aok, Ltk OBRENHE S,

ARANDVE B I < FEORIERISIZ L HRIEREN O S b, EEXIIFLTIZED
AIREMED & Do AFIOF G RO GHZITIT, BEOBEL 0TV, BEFIRBD LN
a2, FBH USRS U H M2k & BBk 2 RO ERAh &g U Ciili bl 2282k
ATV, WEDORIESIGIZ K DERERR DI D 5EIT = Y S [ F S X
YR UE 2 AT O MENR D D,



3 BEEREE
R AN BRI O AGRIF G 21T o 7= 25 72 i AR 5RO il &2 7~ 9,

[ 2hE]

ENES T AHRER  (NM-K2002 35%)

FRAPREERET  (BEEORTE - fHERS I LSO THER SN ATRIEIED b 5 B2 13k
GhEHLTz) 56 il A x5 AR 240mg % 2 3 [ R C R EE Lo, FEFEHEEE Th Sk
LRIERE D B B B (45 B1]) OFEBhH (RECIST H4 K74 > LIKICE S Pl Eic L 5
CR XX PR) 1% 22.2% (95%(5HHX ] : 11.2~37.1%) Th o7z, 7B, FANIRTE L-BE
1X5.00CH-o7-,

Flo ALFEREEO IR0 EE QL) ORFRIT, 18.2% (95%[EHXH : 2.3~51.8%) T
HoT,

1 EEAEBERTH D Z LA RMRE TR S, 2 OMIEEE A CT. FDG-PET. Lk FEBH(LE

RS A S O WG RS L OIS U= MR 72258 (FLIREL. B AR WIRERRE CHRFR) IC
L0 TOREHBREE M L BT B EREASEE SR o 7o RR MM (RN,
PEY L IER ORIEIER <) B, Al (LFEFREREOHEICI DL TRG L S,

#2 0 FROWT NN T 5B,

IS IR i ks ) ey

- MEBHERE (MEA) OZEHT D LMOBERS

S I INOER s NI TR S e )y

- BB L EIER OB AT DR R R

o SRR 55 SRR P 45 AR D M % A S % B

B O EER OR A L, M UIIEEN O R REUR (PSA) 2@ 45 BikEs



[Z4tE]
ENEE AR (NM-K2002 7L5%)
AEFRIL 53/56 B (94.6%) (TR Hiv, AL ORPRARVBEETERWVAEEFFLRIT
35/56 Bl (62.5%) |ZFE® b, FEEN 5% EORIERIZFRO LBV Tholz,
£ 2 RIEFEN 5%LL EOBRITEA (NM-K2002 FRER)  (REMENT N REM)

FRERIKR A B (%)

FRGE 56 14

(MedDRA/J ver.22.1) 4 Grade  Grade3-4  Grade 5

2EIEH 35(62.5)  11(19.6) 0
Mg LY R REE

U HR BRI E 3(5.4) 2 (3.6) 0
PR A s

PR BB R TU A E 3(5.4) 0 0

R IR A RE AR TiE 9 (16.1) 0 0
B IBkEE

T 5(8.9) 0 0
AR AR AT

TI=UT ) IR T =T —EHIN 3(5.4) 0 0

TANRGEUEBT I ) NI RAT =T —EHN 4(7.1) 0 0
R E N IS SRON ]

fiifigi e 3(5.4) 0 0
FERE ¥ KOV TRk R

% O PEIE 6 (10.7) 0 0

B 9 (16.1) 0 0

RN SN A 3(5.4) 0 0

72k, HUIRIREERERREE O 1 (16.1%) | JIFHREREES 5 41 (8.9%) . BB ML 3 1] (5.4%) |
BERBCTH AR, < A /3F—3 {3l (5.4%) . T HERERE 3 (31 (5.4%) . L D R IETE 2 5] (3.6%) .
FfEREE 2 41 (3.6%) . infusion reaction 1 5 (1.8%) . A4 14 (1.8%) KUVKIGZK « /I
fask « BEDOTRILE (1.8%) MR bz, £z, HEMBEIE, LK. fHik, 1R
. BUENTI. AT, BEMERRE 78, T ERARERET . RITBRREREE . M - Silst, ki
RIEARIE, HEBRMEMEE, MERERIEGEE, ML R, SEIBER, DIEREE, JRIFEK
o TS OMEALITER O DR o Tz, AEWEMFEBLRDUIEE RS (RFRR MR A i s
wEile) HETEREREZ TR,

3



Bk - HE]

KRN ORERFEDEEET VARMA LI I 2 L—3 a3 X0 KA 480 mg % 4 3 [HfH
b TR G SUTBEAGR O AL - MBS TR G L IZBROARAF O Mg P IRE S BE Sz, T OR
R A 480 mg % 4 JEEIHIFE TG L7ZBR O EHARRBIZ 38 1T 2 ) Mg ik B2 (LU T T Cavgss!
VD, ) IE AAI240mg & 2 BFEFIE THREG LTZEROD Cagss LHBT 2 &Pl (T
) o ETo. AH480mg & 4 AR TG L7ZBROEFIREEBIC B T 2k m Mg iR (UL
Ty [Cmaxss] &9, ) 1&, Al 240 mg 7z 2 MR THEE L72ERD Chaxss & L Tl
xzrdeTFllasnzbon, BPANBEFIZBOWTARERHRE I TV L - &

(10 mg/kg % 2 EEEE THREG) TARIZEG LTZERD Craxs & ik L TIRE 27~ 3 & Tl
shiz (FFR) . AT, BROBEEICET 27 —2I12E5& 0 KA 3 mgkg (KH) XX
240 mg % 2 EFERRE. A L <134 480 mg % 4 MR TR G LIEBEOARR ORER &4
IMESNT 2 e & OBIE Z T DR SR SUNE T VP S L, HREBIEI O W TRE DT
bivlciiik, Lok - MEOM THMER VL EMEICHMERAER TRV E FRIS T,

K3 FHOKYEL T A —F

. Cmax CmindZB CavgdZB Cmax,ss Cmin,ss Cavg,s
Mt - =
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ng/mL)
51.6 272 310 113 62.1 776
3 mg/kg Q2w
(35.2,70.8) | (16.5,40.3) | (21.2,439) | (75.0,171) | (27.1,107) | (42.1,127)
2.7 38.3 437 159 87.8 109
240 mg Q2w
(51.1,103) | (23.3,59.0) | (30.8,60.9) | (102,254) (415,158) | (62.1,187)
145 29.7 53.0 216 713 109
480 mg Q4W
(102, 207) (15.5,47.4) | (37.0,74.8) (145, 336) (27.5,137) (62.1,187)
193 99.6 116 396 214 275
10 mg/kg Q2W
(146, 222) (86.5,132) (101, 148) (329,525) (184, 303) (236, 377)

HLfE (5%, 95%5) . Q2W : 2 JMIFINE. QAW : 4 FRIMING. Crmax : WIIEHE 54 O fi i MLI% H#EHE . Crninozs -
W54 28 A BIZH T 2 B AERMETIRE, Cagoos : FIEHR 5 28 H H £ TOFHIMIFENIRE, Crmaxss : iE
FARRBIZ T 2 s MG PR EE . Crminss 1 E FIRRBIZIT 2 B ARIMLTE FIRE ., Cavgss 1 EFIRRBIZI T 2 FH 1
TE TR



4 FERRIZOWT

EHG Y 27 EHEE (RMP) (ZED &, AHIO B3 L2 2 BB ~ D i /iR
W LR T > T, AH ORGP EY)2BE L2 - FrEL, AFoTRGIZE EE
7REWER Z 3B LTRSS T2 2 & BNRERTZD . LFOO~@D 3 T &/ 3
RIZBWTHEHAT 2 RETH D,

O HMERIZDOWT
O-1 TiEd (1) ~ (5) OWTIMNITFEY T DHMiEE THHILE,
(1) JEAEFBRENEET 503 A2 REEEILFRPESE  (BRE TR A R ILR
JRBE, HUBHS A SRR EEIL AP, HUIDS ARSI 72 &)
(2) FrEREEEIRRE
(3) HBENFULAIEDFEE T 2 23 A B EEHT (A A2 EERE EIbE, 23 A2
BEW e, 3 ARSI RS HERE I 72 &)
(4) IRALTFREEZRE L, SRIEFREEINE 1 UISRAFIRIENGE 2 O
FEMEITAR D i 21T - T D fitiak
(5) PUIEMERE S A AL 8 BRI O Jit g% MBI AR D i HY & 1T © T D Jilak

O-2 JFRAHEOZW KO (2% B ARERIEE S, RIS AN AT A
RZA v ETH 2 Wit 2018.) Z 30 L. AL5ARTE M OVEINE I S8 BN O S 2+
Gy TR NGk & AR A FEOERT (TROWTNONIEEYS T 2 ER) 23, YR
DAKNCEET HIREOFLE L LTRBESNTNDZ &,

o [EREFEEE 2 EOPIHINHEZIE T L2 5 FELL LD VTR O EREHE 21T
STWBHZ &, 95, 24N BT, NARMEEZ £ L LI-BRREEZOWHE 21T -
TWAZ L,

o [EENGRFFEUGH 2 FEOPMNHEZE T L7122 4 FFUL EOERRRBRAHF LT\ D 2
Lo OB 3L EIE, R KT D 0N A SRR L 2 & o S ATRTR O IR IRIHE
BT TCNWDH T &,

@ BEANDEZRMFEREEDOEH]IZONT

AR L I W BT 2 YRR DS E Sy, BUEARZED D OFHRE O ARE - L4
PESESREHIE R O B OERTSE (69 DRt AHFFRNRAE LIZHE O E
B FBRERNATON DT > T D Z &,




@ EBIERA~DRIRIZDONT
@-1 Mk EmHICES T 2 B

VMR B O BB RRAIEA DS54 LT2BRIC, 24 B RHI O . Yk X
EHEREER IZ BT, BB LZRWERICIE U CABEHE LY CT S ORIVER OB 245
RRRAORER DY BRI O, EHICRHSATREREH N> Tns Z &,

©-2 EFRUEEEIC X DAFERISITHEY 5 E M

N ARSIRIC D 2 BRI 70 e O e 2 A9 2 IR RIE A DRIERE =2 ) v 7 %
BOTERD AT V) —= 0 T 2fTWEIRIE & a1 TE 2 F — LEBRAHI D <
NTWDHZ L, B, BIHEHICHONT, BDARE LZOFEECHFIAmME TN D
ze,

®-3 BIER 0K NICE LT

RIVER (HVEMERZREICIN 2 . BESEMEEE, DR, iRk, BIEUmREAEE, KRk
NG EEO TR, 1RBERSE . BUEAT R, IPARA, ITHRERR T, 1T, ELPERRAE 2%
FUR MR RERE . T EE BB S | PhRtbeE | BEE | RIS, MK, EEORRHESE,
FR AR FEARAE , infusion reaction, FEFE7c MiRPEE . MERERMEMAE, FilZ, Bk, WE
OGSERE, I, DS (DS - R0k - OEAMNGES) | AREFERE
RS, BEFLSE) (TkF L CL YRtk XU M A B O B 2 T 2 R & i
L EEROZWCxHGICE L THREL OB Z TN &FICH DL L) | BHHIC
YR ALE S TE DIRHI - TN D Z Ly



5 HEMBLRDLBE
(b B9 2 ]
O TROBEZBWTARIOANEI RSN TN D,
o FERAHNALBDIEITA T A ) (ARERERGYS) TS, Wt yin
SRR ORI A A FEf U7z T JRIENBER DS AN 7 b R RS NEET & R2 b S,
Do, JEBORIE « M S W THER S D TRIRIED 2V B

@ TRIUCEY T AR OG- L OMFEH HFIEZOW TR, ARAIOFIMERHESL SN TR
59, AFlOEERE /2B,
o fhoPUEMEIEEA & OO S

[Z MR § 2 9]

O TR T 2BEECOWVTIARKIOEEN LT L SN TND Z b, FHE1T
PR L,
o KRBNDRGT KT UIBHUE DBEIERED & 2 B

@ BFEAIOFHIEIZ BV T FRICEY T2 BEFICONTL, AAOE G THESE S 700

R M OTEFERIL DN 2 NG EIZIRY | HEICAKZEHT 2 2BETE 2,

o [HEMMREEOEHIIBIEDH L EE

o MEBEER A TRV R 2380 L B K ONE B 0 T i it i 28 <0 5k Yu i it 2% 56
DI IIEIZA LN T DI D B

o HOREREOGH, B L IO B Do R B ORERED
5B

o lESEBAEEE (EMEHHBERE L G1e) ObLEE

o FEREORBYLUIBE R A AT DR

e ECOG Performance Status 3-4 ™V B35

() ECOG®Performance Status (PS)

Score TE %
0 A MER EBTE 5, BFaiL R CHEAENHIRR <ITX 5,
1 ARRICEL LUVEENIHIIR S D0, BT AlHE T, BRI TOERITITO Z LMW TE D,
B NF S, FBIEE
) BATRRECTH S OE ORI O Z L3¢ X CHREENERIZTE 2V, HHDO50%LL EiZ~<y RALCil
=9,
3 BOHNT-EHADHEDEY DL LNTEXRY, AFO50%EL FaXy R TilI4,
4 2LENT RV, BOOHFORD O LiFael TERY, BECy KRBT TiZd,




»

FECERLTEETREEHR

A SCEEITN 2, WERTEER D3R T 5 G I & ARH D Rtk K OVl =48
RO DI B ER A+ L ThORT 2 &,

TBRBARIZESL G B T T OFIRITHIMER OEEZ + st L, FREE5
Tho5ETHZ L,

FEREWERADO~ XY A2 MZoOWT

MEHEMEER D S5 d Z LN D DT, KFIOEGIZH T > Tk, BRAER
(RER PRI, ik, FEEVE) ORER KO X S & O E RS, #igx -+
1792 &, 7, MBS UTHES CT, I~ — W —FOMmELZET 52 &,
ARFNOFE 1L EEE O infusion reaction (2 X TERRRFZ 43 72 k5 O T & 5 i
AT ETHMAT 2 2 &, £72, 2 BIH BABEOAA# 5K infusion reaction 73
bobNDZLEbHDHDT, AAFKE T M OAAF G TRIT AL Z YA
ZRET 2%, BEHEOREZ 00853 5 2 L, 728, infusionreaction % FEHL
L7emailid, EToELOIERPTRICEET 2 £ TREZ 0885
Z&,

HURIREERERR . T EAHREEE R ORIBREENH LD Z LN HHDT, K
F DO¥e 5-BRAART M O G-I T E IR N B RERR A (TSH. ERfE T3, i
BE T4, ACTH. M=y —VEORE) ZFEhT 5L,

AFNOEIZ LY, WEDOHRIEFOSITER T 5 & B 2 b Dk R ECHRE
WHHONDZ N D, BEPED LNTHEITIT, BB Lo FHLRIL UTE
FHRY 72 15k & RRR A R DR RN & HE U Cl bl 2 @B W 217V 8 D5 I
SIS K DEWERD N S 58I 2IE, AFIORES T 1k e ORI BE AV
VRIOBRGFEEEBRT DI L, 2B, BB EERVE ORIV EIER DS
FRRD LR VEA IR, BIBRE R LVE USSR A OB IS & E
T %,

BT, BB OB ARGE L T LEIERDNBET A2 Z R H 5729,
AR OFEHE T B BIER OB A3 ITEET D,

1 BUBEPRI (BIE | BUBEIR G 2 &) 2 d b bdv, FERPMES F 7o F— R
BLHZERHLOT, Hig, EO, EHEOTEROFBICMAEIED LI+
BT 52 L, 1 EREN LN T REETIE L, 42 ) RGO
HEDHEUREZITH Z &,

BIEATS. P4, ITHRREREE . TR, BLMEIRERRH L ONDL Z LBHLHD
T, EWWITITHERERA Z 1TV, B OWREL 01T BlE8T 5 2 &,

10



o AFIOERKRABRIZIBWT, 6 I L ICHIMEDOFEIZT> TN Z L aBE
(2. ARG FITELICE R E THROMERR 21T 5 Z &,

11



SR I IE 1224 55 10 =
A F 34 12 A 24 H

#woE R
| PR T R E

i | mAEEER (R & B
ool K

BTG EEER - AEEERERLFEAEHRE
( & H & B )

~NAaT7we ) XwT (B ) WAOR@EEHAHEET A K
7 A 2 (FERRE) OERIZ SN T

R BOE S & S O AR T EF 2016 (CERL 28 4E 6 H 2 HEZERE) 2B
WL HTMEIE S O H O E(LHEEZ X2 Z LB VIAENTZ 2 & &%
TR E SR A BB e B IR T D T D ISl i HEE T A R
TAVEERTDHZEELTVET,

SR, NAaT e Y X7 (BEFEEZ) BE (REHL 0 ¥4 PLr—F R
T FFE 100mg) (I22W T, FEMAEICx L CHEAT 2BOFEFEHEBTO
EBVREMEHHEEDTA FT/ ELTMVELEDE LEZOT,. ZOMEHIC
Wl TEATA RTAL OV THRESND LY, EENOEFKEEE KL
IRk 92 E &2 BV L 7,


MAQKA
テキスト ボックス
別添２



XBEERHEETA FT A
RATr) Xv7 (B HHEEEX)
(BR74 : A b —& ST 100 mg)
~F =~

ASf34E12 A
B4 FEE

ZRRAN




H&

1. IZU®IC
2. RANIOKE. 1EHEF

3. FRIRAE

4, FERITHOWNT

5. H&GRRLELDIEH

6. HEHIZEL THETNXFH

P2
P3
P4
P10
P12
P13



1. LB

EHADOAINE « ZEVEOHERDTZOITIE, WISEEFITEE SV IER KD b o,
S HIT, IFEORPFEAMOEANT LY | HUREREL R & OGS GRS
NHHT, ZHDERENZEIIVEREE RS2 2 L )OWEROMELE 7> T 0 | RREIVEL
TR L UUEDORATTR 2016 (K 28 4 6 A 2 HIERRIRE) 2B\ TH, FEmIERMLED
A OREHEELZXD Z & & STV D,

FHERBS PRI E, EERSL T 1 7 7 A VDBEF O E B NI 5 2
ERDD, ZDDH, AIMMER LRI T D IEWA 08T 5 £ TOM, MiZERELO
BEZMZT L2 PR SN BT L THERT 5 & L b, BWERAREL L IZERIC
VBRI & D 2 E B AREZR —E OB 2 7o T EREEEA TN 5 Z L NEHETH
Do

L7235 T, KA RTA TR, BB ZNE TITE LN TV D EFITFH) - F
FHIRMNZFE S E | LU OEIES O 72 2 HEE S D BLN O BB 5 2 J7 O
EHEZRT,

B AIA RTA AL, MSATEIE NEFSL ERSSR A TS, AISHETEN B ARRANE
B, —ENEN AARBRRNEHES KOS HEVEN AR NEHEG 20106 & ARk
L7,

R EIRDERRS A ML—F mEEE 100 mmg (—#4  XaTr ) XvT (B
TR Z) )
REERDMETNE © D AALFIRIER T L2 UIBRARRE 2 T - RO EiRE
RHEERDMEROHE : Lo NF =T A NUEEE ORIV T, B, BRI,
NAT ) XA~ (Eafaz) & LT, 1\ 200mgZ 3
b S0 1 7] 400 mg# 6 MR T 30 s T CadEifitd
Do
B 5 IR 52 3 A MSDREAHE
(%)
Loew e dmg. R 7 E10mg (4 0 LT =T A UVEEE) ©
PHREST IR, FHELR O H &
THERESIT RN« N AL (I U - UIBRANRE 7R AT - RO K58
MIEROHE : a7 n ) X~v7 (Bariiz) EoffHIcs T, @E, A
IZIZL o NR_RF=7 L L TLIHLIE20 mg A% 545, ok, H#
FOWRREIC L 0l ERET 5,




2. AADOKK. ERBF

XA M—FEEE 100 mg (—fk4 c XATr Y XAvT (BEHHEEEZ) | DT
[RHI) Evvd, ) %, PD-1 (programmed cell death-1) & Z®d VU 4> KCTHDH PD-LL
KOPD-L2 L OfEHEHAET 5, & MEIgGs £/ 7 m—F LK TH 5,

PD-1 #RB&IE T AL S BE BRI 2~ & AL 2 72 OIZ 23 AABRE 2RI 9 2 = 72 Sy il 48]
AL F T, PD-1 i, EEREAIRIEICRE W CEMR T MiltoMinRmic g sm L, HoR
P I % B e AN LB STl R 7 5o RS 2 i35, 7 b, PD-1 1LY o R &
ATHZ LI VHIRZERICL DV 7P VBEEZAICHIET 2%/ K TH 5, PD-
L1 OIEFHICB T 2RBUIDOT N TH DM, Z< OBAHIETIE T MO 20
25 F EBEICHH LTS, BAMIICEKIT S PD-L1 OFEFEIIL, B, ik
FEL ITARIORE ., DRELE . FEANHINGRE 72 & OB 2 RN A TTEARARNFTHY . KW
AR E OMBIMEAHE S TWD,

FEELD 3 /v DERIRA T1% & PD-L1 FELOMBIMEN S PD-1 & PD-L1 ORI ILIEL D
TR B W T EEARAKE 2 ) Z LR EINTEY . H-RBARBEOEN L
LTHIff ST\ 5,

AFKNZ, PD-1 & PD-L1 L ONPD-L2 Dffi U B> ROFEARZET L Z Lok v, EE
W NBRBE oh O RS OGS ENE T U L SERE TG ML S8, US4 BT ME(L
T2 & THIEEREZRET D,

AFN OB 25D DR FOSIZ L 2 BIERER S bbh, HE LT
CED RN D D, AFROKREG TR OEGRICIE, B8EFOBEL 72TV, BE
INFRSD BAVIZG AT, FEB LI HRIIE U s MB) e ik & B8R & Ff O ERD & diif
L TGl sl Wr 2170 M ORERISIZ L2 BIEAA D2 HE21d, /8IF
BEE RN R OF G DY) IR E 21T O MEN D D,



3. ERKEUE
IS AACFIFRIER I U 7= UIBR R RE 2R T - TR O 1B (8 OAGERR R 21T - 7=
7GR RBR O 2T,

[ %hE]

[E B4 (755 AR ER  (KEYNOTE-775,/E7080-309 #{5k)

7T FF R e G T ACFEIERE O & 2 VIR RRE AT - RO T E B 827
(HARAN 104Gl % Gte) 281, AHI200mg 3 AR (LT TQ3W) &), )
BhLLoNF=720mg 1 A 1 EEGOHMAEE CIT TRA/ Lo"F=T]) &
W, ) DEMWER RN, LFEE (RR YL X3RN 7 ) E2XtEn) &
AL LR Ez, EEFMEE BT AAAFWE (LT ToS) 2w, ) RO
HEAFHRE (LT TPFS) W), ) L&, RAI/ L onNTF=71F, bRk L
BB LCTOS KUNPFS # A EICIER L7 (FR1, K1 KU 2) ,

#£1 B (KEYNOTE-775,/E7080-309 3R ER)

KK/ Ly _RTF =7 R ===
(411 1) (416 1)
R [H ] 18.3 11.4
(95% CI) (15.2,20.5) (10.5,12.9)
0s*® N — R 0.62
(95% CI) (0.51,0.75) -
P ff*s <0.0001
R [ A ] 7.2 3.8
(95% CI) (5.7,7.6) (3.6,4.2)
PFS™ NP — R 0.56
(95% CI) (0.47, 0.66) -
P fi&"s <0.0001

CI: XM, *1 : AA) 200 mg 2 Q3W, Lo AF=720mg (FH) 21 H 1 [ATHRS L,
0 REYLET Y 60mg/m? % Q3W, XiF/X7 U ZXx /L 80mgm? =% =2—A (1 2—A28H
M) @1, 8 W15 HEIZHEE Liz, *3:20204-10 H 26 H7—% B v A7 *4 : @R Cox tt
FINYP— RETF AT L DLFRE (RE A XTI R7 ) 25 L) Lo, *5: Ehln
777 BE. *6 : RECIST A F7A > 1.1 WIS < ER TS g @



100

90 N \\
80 1 .\\\.1
70 - Y,

H£1ZER (%)
H 01 O
0 O O
/

|

30 1 S
20 - T ——
10 1= ZAHI200mg Q3W RULYNF=ZT
1 ——— {28E
O T T U T T T T T
0 3 6 9 12 15 18 21 24 27
&R A]

at risk#i

FH200mg Q3W KU

LYNF=T 411 383 337 282 198 136 81 40 7 0
{E2EE 416 373 300 228 138 80 40 11 3

1 0S ® Kaplan-Meier Bi%# (KEYNOTE-775,”E7080-309 3Bk)

100 -
90 1

— AHI200mg Q3W RULYNFZT
——— {LRE

O-IIIIII
o 3 6 9 12 15 18 21 24 27

at risk#g EIEEAFHRI [A]

FH200mg Q3W KU

LYNF=T 411 316 202 144 86 56 43 17 6 0

=253 416 214 95 42 18 10 4 1 1 0
X 2 PFS @ Kaplan-Meier Bift (KEYNOTE-775,”E7080-309 #5%)



[Zcpt]

[E B2 E S M FERER (KEYNOTE-775,”E7080-309

AR
HEFELIIAHF/ Vo _F = TR 405/406 5] (99.8%) . [bFRIERE 386/388 51 (99.5%)

ICRBO DAL, IBREL ORRBEBBEETERVAEFRERIT. Th L 395406 {4
(97.3%) K TN364/388 1 (93.8%) IZ5B LTz, WT LD DR CTHRIEEIE A 5%LL Lo

BWERIZTERD LB ThoT,

#2 VWTNLOBETREASIE 5% EORBIER (KEYNOTE-775,/E7080-309 3RER) (MBS 4 M)
Ha 4] IN KH .
g;stilmbér?;;njélis) L soc Bige (%)
T F (PT: preferred KA Ly AT =T B et
(MedDRA ver.23.1) 406 14 388 il
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
/IR 395 (973) 314 (773) 6 (15 364 (93.8) 230 (59.3) 9 (23)
MR LY v GREE
=gl 57 (14.0) 8 (2.0) 0 150 (38.7) 45 (11.6) 0
FEENE LT BRI iE 1 0.2) 1 0.2) 0 21 (5.4) 21 (5.4) 0
M BRI 20 (4.9) 0 0 48 (12.4) 27 (7.0) 0
U BRI E 15 (3.7) 2 (0.5) 0 26 (6.7) 11 (2.8) 0
AR ERBAE 24 (5.9) 4 (1.0) 0 129 (33.2) 96 (24.7) 0
iSRS 33 8.1) 4 (1.0) 0 22 (5.7) 4 (1.0) 0
PaRA
FHCBR B B RETTHERE 42 (10.3) 4 (1.0 0 1 (0.3) 0 0
FDR IR RE AR T 222 (54.7) 4 (1.0) 0 0 0 0
H b
H& 9 34 (8.4) 4 (1.0) 0 13 (3.4) 0 0
g 29 (7.0 0 0 12 (3.1) 0 0
{5 36 (8.9) 0 0 53 13.7) 0 0
T 171 (42.1) 26 (6.4) 0 42 (10.8) 3 (0.8) 0
Nz 34 (8:4) 0 0 10 (2.6) 0 0
G 158 (38.9) 12 (3.0) 0 157 (40.5) 4 (1.0) 0
% 70 (17.2) 8 (2.0) 0 46 (11.9) 2 (0.5) 0
Mg i 98 (24.1) 10 (2.5) 0 60 (15.5) 7 (1.8) 0
—i% - EHREER OGN ORE
I 77 i 76 (18.7) 17 4.2) 0 76 (19.6) 9 2.3) 0
it 113 (27.8) 15 3.7) 0 92 (23.7) 12 (3.1) 0
RN DS SE 47 (11.6) 6 (1.5) 0 35 (9.0) 3 (0.8) 0
T 26 (6.4) 1 0.2) 0 4 (1.0) 0 0
R AL
7753::@7;@;; P72 6 163 12 (30) 0 14 (36) 2 (05) 0
7 Z—EHmn 22 (5.4) 6 1.5) 0 1 (0.3) 0 0
;/Z?:;“ﬁi%jm/ b 62 (15.3) 12 (3.0) 0 12 (3.1) 2 (0.5) 0
_m);:;;a VHVIBATTZ 5 ©7 4 (10 0 5 (1.3) 2 (0.5) 0
RIS 03 0 0 1 0.3) 0 0

Hn



& B Bl K 4 B (SoC:
System Organ Class)

Bitx (%)

J& AR G5 (PT: Preferred

Term) KH Vo NF =T b PR IERE

(MedDRA ver.23.1) 406 {51 388 {3l

4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

U o —BHIN 36 (8.9) 20 (4.9) 0 2 (0.5) 1 (0.3) 0

U 2 SERER D 10 (2.5) 3 0.7) 0 23 (5.9) 14 (3.6) 0

I BRSO 17 4.2) 7 1.7 0 93 (24.0) 82 (21.1) 0

NN el 2 44 (10.8) 7 1.7 0 20 (5.2) 3 (0.8) 0

IRERA 91 (22.4) 25 (6.2) 0 7 (1.8) 0 0

M BRSO 15 (3.7) 4 (1.0) 0 60 (15.5) 41 (10.6) 0
RS £ O fRE

RHHIR 151 (37.2) 24 (5.9) 0 65 (16.8) 0 0

FmhYZ Y EY RGE 23 5.7 2 0.5) 0 1 (0.3) 0 0

K~ 72 v 7 AfUiE 39 (9.6) 3 0.7) 0 12 (3.1) 0 0
B #E Rk £ O ARk E

RAER 87 (21.4) 4 (1.0) 0 17 (4.4) 0 0

5 PR 54 (13.3) 3 0.7) 0 13 (3.4) 0 0

wlis2n 21 (5.2) 4 (1.0) 0 9 (2.3) 0 0
FR SRR

R AR A 32 (7.9) 0 0 27 (7.0) 0 0

S 55 (13.5) 1 0.2) 0 14 (3.6) 0 0

K= 2 — a8 F— 9 (2.2) 0 22 (5.7) 1 (0.3) 0
B ¥ X ORI R

EHEPR 105 (25.9) 17 4.2) 0 4 (1.0) 0 0
MRk g, MoERds K OViEhRRE &

H 77 (19.0) 0 0 2 (0.5) 0 0

S 26 (6.4) 0 0 7 (1.8) 0 0
R B X OB Pk

it B 17 4.2) 0 0 117 (30.2) 2 (0.5) 0
g{sﬁi RERAAEASE a0 07y 1 @7 0 3 ©.8) 0 0

9 PR 29 (7.2) 0 0 7 (1.8) 0 0

B 50 (12.3) 2 (0.5) 0 6 (1.5) 0 0
I

1 1L 249 (61.3) 149  (36.7) 0 4 (1.0) 2 (0.5) 0

¥, ARV AN F =T FCB O TRIBEMEMRE S 6] (1.2%) . K% -

2N T

FEDTFHI 50 5] (12.3%) | EEORERES (FEMREESRARIE, FERIRARE R
ZIALBE, FARKIESE) 4 B (1.0%) . MfkEE (7> « SL—EFEHSE) 9 #
(2.2%) . BIEATR « A4 - fTHERERET - T2 - miLPERRAE 2 109 ] (26.8%) . H
WIS BEREE 237 1 (58.4%) . TFHEEMAMEERES 2 6] (05%) . mIBHKERESE 4
(1.0%) . 1 RUBERHE 3 B (0.7%) . BFEERefEE (RMERIEMER R, RERIKERSE)
13 651 (3.2%) . FEZ 461 (1.0%) . fhse - BRSO REARAE 2 5] (0.5%) . FEAEANIES)NE 1
B (0.2%) . BMZE - BEMESE 161 (0.2%) . SE DK 361 (0.7%) . L% 161 (0.2%)
& WVinfusion reaction 5 5 (1.2%) 23388 Hivlz, F£7-, HEEZLMKREE (G MK
7



W PESRBE R, AR M, ARIFERE, BERRIERIESE) | M ERE REMRE M OFE L3R
O BRI To, ARWEMFEHRILIEEES RRMAMRRE 2 a3 =3 LESHH
RETT,



(M- AHE]

AR OREMEYEEET LV EFIA LI 2L —r a2k, KKl 200 mg %
Q3W, 400 mg % 6 @M (LAT TQeW] L9, ) X% 10 mg/kg ((KHE) % 2 HEH
FkE (LAF TQaWy &\ 5, ) TEL L7ZBEOARF O MiEHRESRF Sz, EOkk
R, AHAI400 mg &2 QBW TG L 72RO AF O & FAREIZ I T 2 ME TIRE (LIF

[Cavgss] EVVD, ) 1. AFHI200 mg % Q3W TG L72BED Cagss &HEIT 5 & FHIS
N7z (F#R) ., F7z. AH 400 mg 2 QW THeH L7ZBEOARAK| O EFIRREIZ IS 1T D
MIEFIRE (LLT [Chaxss) EVM9, ) 1E. AH|200mg Z Q3W TH G- L 7ZBRD Craxss &
L TRz T & FRISHZZE OO, BARANBEFICEBODTARERHRE SN TND
ML - ARTHDAHA] 10 mgkg ((KHE) % Q2W TG L72BED Craxss & H#E L CIEAE
od el (FR) o 610, EHRAMHES %2 X5 A] 400 mg 2 Q6W T
B 5 U-1Ah s 1 ARRBR (KEYNOTE-555 itBh) K 0557z FEHMEIC 55 < SpdEhhe
RIA=HIF, ¥Ialb—va il PRILEEMERE T A —2 LFEEILZ (F
) o Mx T, BEOEEIZBIT DBRRBEAEICE S, AR OBRE R & HM T
et L ORI A R DR — ST T VDMEE X, Al 200mg & Q3W XL 400
mg % Q6W T 5 L7=BROIRE & & AWE T2 e & OBEIC WO TR S fE &,
ERROME - HEOR TAEIMER ORI 2RIV E PRS-,

K3 FHRORYEEBNT A—F

- R Crnax Cavg Chin Crmax,ss Cavg,ss Chin,ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 mg Q3W'! (58.55?519.7) (27.277-38.1) (17.%32,3-118.3) (91.3?'984.1) (49.?3(,)':1.0) (30.?3(,)?1.4)
400 mg QW1 (12;’2; 4) (32,?6?'3‘,12,7) (10,11(,)-50.8) (14(1;?49) (50.??';1.3) (19.?3?50.9)
ey | (36,1364 NA 4 150 NA A -
10 mg/kg Q2W' (212,2223) (14;1145) (11%,191)21) (421,2?133) (27(23,7282) (19;9200)

+:n=2993, 100 [HD I = L— 3 X W EH SN RPN HEO P RE (25%5, 97.5%4) . Cmax : FIEIE S
B OE R MIEFIREE ., Cavg : #EIEEE 1% OFMIEFIE, Crin : MEIEEH% (A 70 2 B5E1) ORARMmE i
E\ Crmax,ss : ﬁﬁ%%ﬁlﬁﬁféfi%mfﬁtpf}%g\ Cavg,ss : ﬁiﬂﬁiﬁ(%ﬂlﬁﬁéqzﬁjml{ﬁqj/)%};f\ Chin,ss : Hﬂiﬂﬁ%%clﬁﬁ
2 B AR 7 R B

T : 56 BIORELIE (95%(EHEIXH)

§ 1 41 Bl O EEIE  (95%(ETHIX[H)

NA : %7 L




4, WEFRIZHOWNWT

AFN OGN ) 72 BE ZZW - F5E L. ABIOFGIZ L0 EEZLRBIVER 2388 L 7-B
;ﬁmfé;kﬁﬁgﬁthMT®®~®@?AT%%t¢MaLkwfﬁﬁﬁém%
Thsb,

O HERIZOWVWT

@-1 TFio 1) ~ 6) OWTNNTHEET MR THD Z L,

(1) JRAEGBREDIEET 203 A2 RaEILRE S (BRE I IS A2 S L AT
Hilsge7) A RSB HE LI, Hlss ARSIl e £)

(2) FrERkRERbT

(3) HEFRAEDEET DM A BIBHERDE (D3 A BFEEERERbT, 23 A
W IE. A3 ARSIREEHEHEE T 7 &)

Q) SHACFRERZRE L, ISR 1 A FREING 2 ORisR LI 1R
%Rt 21T o T B itk

(5) PUBMENESAIL & EING Ok FEUE AR 2 R & 4T - TV D fliak

®-2  FE R OALERRE N ORIERFE B OSSN -4 70k & R R oERT (TR
DUWTINTREE T D ERN) 25, YRE2REROAAN BT DIRROREHR & L TAE
EhTnbZ L,

*

o [EAIRFFEUSHE 2 FOMIIHE ZE T L7-12IZ 5 LU LD ATRIR D ERRBHE 21T -
TWbHZ e, 96, 24EU R, BPARYIRERZ T & LTCBRRIERZOWHEZ1T > T
WnH Ik,

o [ERIRFFEUFR 2 FOYHWHE ZAE T L7-1%IZ 4 EU EDIRIRBERZHF L T D Z &,
Dby 3 LRI AR O D A SIIRE A S LS AR OBRIRBHE 21T > T\ %
N

@ BrNOERBFREEOEHIZONT
ARSI E B CIEE T D BT B Sh, BERAS 0 Ol a, A2k - Latk
FREEAFIROE B OERTSFIA T D R, AEERNE LI OWmE £, &
LN ATON DRI E > TND Z &,

10




® BUWEA~OXRIZ2OWT
@-1 FEREMHICET 5B M

W PERTR BRSSO EE R RITEA A L7ZBUC, 24 FERIEHRIRHIO T, Yikhik X
(TR RN T, FEBL L 7ZBIERNCIS U CABEEEL O CT S ORINEH OB 42 78
A OFERD Y A GBI, E SIS ATRER AR > T D 2 &,

@®-2 EFREFECLI>AEESRIIGICETZES

W AR 2 BRI R O HRE 2 AT B ERREFH DRI T =4 1 v 7
EEWIEROA Y ) == T EATOEIRE &l E 308 T 5 F— AEHRIKH 2
SNTODZ L, ks, BRI OUNT, BABE L EOFITHHCAMEN TS
&,

@-3 BHERADOZErexRICEL T

BIWER (BVEPERR BN Z . KIBR - /MEs - BEO TR, BIEFR - FFRA - i
WReREE - R - BEPERRE 28, BReRE S R BB R, RERIEBRE) |
NIRRT (FEAMREERE, FORIMEEEREE . RIRMEEREE) | LABERE, 5E 9
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Lo
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