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N D higk T - T, RENOF G NEY) 72 B3 %2 LW - 55 E
L., RAIOEGITE D BEEZRMFERZIEBL L ZBRIZIST 5
ZENRERTZD, UTFTOO~@DFT X TE T ekl
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W BIERTIE, AP A4, ATRREERETE . T2k, ML PEARAE 2%
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W4 . =R~ 7 (EFHHz))

(%) (%)
W E R 76 ¢ DEPER G TRt
(HIBR) 2. KANIOK 1ERBEF
(%)
(HIIBR) 3. FRIR R
(%)
2. MiERIZOWT 4. FERIZOWT
(%) (%)
@-3 BIEH OZKr-oxt S LT @-3 RIEM OZWrexts B LT
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F OB GITHERE SRV M OTERERRE S 2 WIGEI
RO, HEICAAZMEHTHZLE2BETE D,

- HEMEMREEBEOSU IO & 5 B

- B R R A C RV R A R D D R K QNS B I o i

o7t it e 2% <0 S Y M il A8 2 D B IS RIEME AL N A B D

B

- BORERERBOADE, XUITEERNRFE L ITHEEED

B R BOBEERED & 5 B3

- e B GE ML BMEL Zt) ob 5 BE

s TERE ORI OIERE 2 AT D HRE

- ECOG Performance Status 3-4 "%V @ HH

<2 OV EOALEIFRIERE O & D IR UIBR AR RE 2R HET - FES
B AT (RA R 5)
AL O 720y HER2 fatE O IR YIRS BE 72 AT -
FEEEE ((BERE O S)
¥ (i) ARV VTITIF U RPIEFE L (0) F
XV TFI7F o RV F— b IV T LRI VA
oy Zyv. XiF (i) AXH VI TFITF RN T A
T—=)L « XRXFT U - AT TN H Y T AEEH
@ [E B 4L [7) 45 A 34 B (ONO-4538-44/CA209649 #ER) K UEH
g [E A I /MM AE AR BR  (ON0-4538-37 #BR) B W T, xH
B (EHREXT T TR H{bEEE) LR L T RAl
HEEEIEOBHER REN TV D, 2L, KFO EF
FICEVEAEEFRORIENE L R DEM DD S (pll
~15 M), F7=. PD-L1 HBURP (CPS) 2L Y AF D E
FEEDEN B2 DHANTRBINTND (p7T~8 ), K
HlE LT, Zh bk % PD-L1 FEE R D 5% K7 (CPSh
Kiii) THDHI LPMERINTZBEEICBW UL, (LFEE
HIZ LA BEICOWVWTHLEET S,
x . KA OZWr L LT, WKiE4 : PD-LI
pharmDX T4 =] RERBINTWVWD,
@ TFREICEY T 2 EF T 2AH OB G K OEH HIEICDS
W, RKFNOFEDENTESL S TE T, AKFI O 5%
Gl bR,
s RIBE K O ZRIBEEZZ T TR WEFICHT DR
F o B I 5
- HER2 Bt D B 1Tk 3 A b2 iE & OO HE G

[HC 28-8




- O TAHRBNOA D R SF TV 72 M il o B 15 55
L DR EE
I BABEELE L ToRS
[ZaticBEd % 0]
O FFHICHELT HHREICOVTIEIAA OB EN LD L ST
WHZ D, BEEZITLDRNWI &,
« RAND AT K L BUE O BRI D & 5 B
QOB OB N T FTRICHE ST D EREICHOVTIE, A
FOEGIIHELE SRS, O VEE RIS 2 WA (IS
RY ., EHEICAKZMEHT L LE2ZETE D,
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KO RE LB 2T LI LSS BEITK LT

SHEHFEONEVMHER TELH I L6, THHDHHEA
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FoNTWDEFEEKFZR - BRI RMICESE, UTOEHK
ah D 7R 2 HEE T 2 BLA 0 b R E R B BEXH R
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IPE s CLEME) - ZRAR - Oss PEEIAM G S ) . IR AP EREE | i
Wi, BEALAE) IR LT Rk R SR B R B o0 T
Mtz A3 5 EMEEE L (BEH OB E-CXISICBE LT
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« RFND AR L BUE O BEAEE D & 5 B

QWBWATOFHICB N T FRICHEY T BRI VTR, A
F OB GITHEE SRV M OTERERRIE R R WIGEIC
RO, MEICAFZMEHTH L E2BETE 5,
WE%%T$@AﬁXi%&@%5%%

- R AR A CRE R 2R D ABE KOS ENE O ikt
ok it ik 2% %Dﬂmr%ﬂmﬁé%@ﬂm W RIEMEEALD B D
B

- HemERBOESO, XITBMHEN2E L ITHERED
H O RBOBIERED & 5 EHE

- e B GE MR BREL Zt) ob 5 BE

ORI AR T RE
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EEER

s 7ok I VU RPUEMEGA N N T T A &
& T OF AL AR IE S ARG AT A 1 D AR 15 U B AR BE 7o i
T TR OB B ORAI M 5)
s W EAE S SRR EIEIZ LY pCR MO LN o TR
B O % B CORH M 5
AL ERIBE O RIEUIBR A RE R AT - 3O BE
B (NIVO/IPI 5 i3 NIVO/Chemo #5-)

@ E B I [F 5 M AEE B (ON0-4538-50/CA209648 3ER) 128\

T xR L Sz {b L (Chemo) HiJM & Lk L T
NIVO/IPI # 5 X% NIVO/Chemo 5 DHRELR R I T
%, 1272 L, NIVO/IPI # 5 X% NIVO/Chemo &5 D\ 1
IZBWTH, LFEEEM LR L CEERAEEFZDOR
BHEPEL RDHEAPED LN (pll BM) . F72 PD-L1
Bk (TPS) 12 LV . AREN 72 D[ 3R I8 ST

HZ Lt (p6~8 ZW) 76 PD-L1 BEEF MR L ET

AANZG OB A2 W52 EREE LY, PD-L1 BIR

23 1%AM (TPS<1%) THDH I ENERINTEFITBV
Tl AFPSN DR RRE D ZET 5,
*ARFOZWrHE L LT, Hksé4 : PD-L1 THC 28-8
pharmDX [# 2| AR INTWVW5,

@ TR Y T 2 BEF KT 2 ARK O£ 5 K OMEH T ikIc>
W, RKFNOFEDENTESL S TE T, AKFI O 5%
Lriabaun,

— WG % = 1T T WIRTE I BR A HE 72 HE4T X
D BT KT 2 AR K HEAR G-
- INETHBIRIE E L CoR S

B




- IR B RIEIC L D pCR 235 B T- BEF 1T K9 D
BuRELE L To®RE
- A B IRTE & L C oo BiEMIEE A & o0 S
[ZaticBEd % 0]
O FFHICHELT HHREICOVTIEIAA OB EN LD L ST
WHZ D, BEEZITLDRNWI &,
« RAND R AT K Ui UE OBEIEEE 0 & % BE
QIBERIOFMICEB W T TFRICEY T IERFIZON T, K
FOEGIIHELE SRS, O VEE RIS 2 WA (IS
RY ., EHEICAKZMEHT L LE2ZETE D,
- ME MR B OA O T ED & 5 &
o Mg A R A TR R 2 R D B & ONE B O il
5 i Wi 2 S0 Jg e M il 2 5 D il 1T RIEME AL N B D
e
- AOeRERERBOAIE, XITEERFE L < ITHEED
H O AREREBOBETED & 5 B
- s B (GE Mg L Zie) Ob 5 EHE
cTEE ORI AT D R
ECOG Performance Status 3-4 “FV o3

(HIER)
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PRI b B D mc B HERE T A BT A OWGETE T CorIH i fi3k)

(BB I X S e 5 47 )

Gl

IH

1. [ZL®DIZ

KHARTA T, BRBBS I NETIIALNATNS
BB - R T B S X | DR o0 [ 3K 5 00 i n f
AT B AN D, —A L~ (EETEHZ) T,

L. 1T LTI
[E 3 i DA E - S R DR D 7200121 YA I
SV E R AR B, S b IC. T DR F

DOHEANT LV | PUAEE S L 7e & o> 5o Y 70 08 BiLAE F A e [25 5K

[AF)) 23 D Wi aRIZ KO B 2 B R OG5 & 72

VKRS NLP T, I b OERKSE 2B LERBE TR

L BEERT,
EHBE R, BEIRERAE ., # 5B L CTHEET XX FIEE Lo

52 EPABMBEORBEL > THY , RFMBOEE & O

DIEARTTH 2016 CERL 284 6 A 2 HEIERTE) IcBWThH,

WTE, R OEFAL S NI R SCE R O ER G Y R 7 ER

BT A IR i 55 OO i O e EHEE A D Z L & ST

it (LT, TRMP)) B35 &,
¥ ORBhEE X F R ICTB VT, AR OMEhEE (BIFR A RE 22 i

Do

AREHE A ERR S 3, KEEHCZEE T T 7 A LA

17 - 538 O IE/N A it e . ARG GIBR A BE ST HER R M D Bl

MEOEKLEAONIRRLZERDL, ZDD, %)

e g, P TR & A9 D BHSHE R . 28 AR SEIRTA

RO LZEVEICBT DE®RA T EET 5 F TOM., H%E

TAZHEE LB BR N RE R AT - RO B, DAk

KO RE LB 2T LI LSS BEITK LT

PRIEBZHUE LI O PR A BE 7R EAT - RO S ~ A

T2LEBIT, AEANEE L EERICKE e &L 5 2 &

s aH T T4 MARZEM. (MSI-High) Z#H+ 2#5H - B

78T BE 7 O B Al 2 T BB C R % = L ST

B8 A2 b ML L ARV U B B T T - R

ThHb,

OFEEFE) (TRDBEEICE T Sl OR R, EHEML, E

LIZBoT, KA T ATl BEEBESZNETIS

PS5 D i E . AR O ZEVED R ICB T D kA

FBIAEE2HE I BADODAETONTRICHEEY LA

V2RISR Te (55 AR 6 ). BTE SN A TR SR

BONTVDEFLREER - R RMICEKSE | DITOERK
i O 5 3 22 1 & HEE T D B D LA B BT R

HMERHZ R,

RMP THEAIMEFY . BRRRGE, &G IZBR L TR E T~ & fIH

EONBEVLHERTEHILENE, TROHOFHAZEKL -

HA RTA LYY B2 (5F54 11 H),




(M%) (%)
KB L R DHERN =R~ T (EBs LR ) WL R D EIRN AT — RS EE 20 mg, ATV —R
S ERE 100 mg, A 7Y — R AU B
120 mg, A7V — RS E 240 mg (—
4 =R~ T (B lEfz))
(%) (%)
B3 AR e NIRRT SH
(HIBR) 2. KA OFE, 1EHEF
(%)
(HIBR) 3. EEIR AR
(%)
2. JEERIZ-DWT 4. JEERIZ DWW T
(M%) (%)
@-3 BMEHOZW-Cx T L T ®-3 FMEHDOZWrCx ST LT

AHOEBE AL SN HRMALEICBV THEERE SN TV D

BIVERICx LT, Yikhiax IXr B =B o B M2 47
% EAL & EEE L (RIER OZBr-ox eI B LTS & O 8
EZITONDEMICH D L) EHIZEY) RLEN TE HIR
RS> TWNDH I &,

2 BB BRAE . KRG /MR EE O T
AL BUEAT R, AP A4, ATPREEREE . ATR.

BIEA (BIEMEMZERICIN % . EREAMERE ., LR,
1
H

[ERI RN

R BRBEREPE 7. T R RBRREFE . thREFRE . BIEE ., AIE
b Mg EE O R REEE . FF AR AR FEARE . infusion

reaction, EELHE 7RI iIE T, M EREAREGERE, AEZ, BESR

HEOHR, 5K, EEORERIG, WBRTEEME, O

B GO EME) - RIR - O =S PEHI A IHESE) . SRR .

Wi, BEALAE) IR LT YRR R SR B R B oD TR

Mtz A9 HEM EEE L (BEH OB IS ICE LT
BROXEEZTONDOIFMICHL Z L) ELICHEY R AL E
N TELERHMNESTND T &,




3. WEXMR LA DLEH

O TFFRLICEZH T 2 BF I T D2 ARKAF O 5} O HEIZS
WL, ARNOBFMERESL SN TE ST, RFl 0K 5%t
E RSN AN

- O PUEMIERE A & OOF Hik 5
- IirRTAH BN RIE & L CoR b
- IRIRUIBR A RE R B ICXT T D & G-

@ TFENTHENT HHBREICHOVTIEIARA OGNS
WL EnD, BEEITDRNWI L,

« RFND AR L BUE O BEAEE D & 5 B

QWBWATOFHICB N T FRICHEY T BRI VTR, A
F OB GITHEE SRV M OTERERRIE R R WIGEIC
RO, MEICAFZMEHTH L E2BETE 5,

WE%%T$@AﬁXi%&@%6%%

- R AR A CRE R 2R D ABE KOS ENE O ikt
ok it ik 2% %Df*mr%ﬂmﬁ%%mm W RIEMEEALD B D
B

- HemERBOESO, XITBMHENRE L ITHERED
H O RBOBIERED & 5 EHE

- e B GE MR BREL Zt) ob 5 BE

- ORI H T 5 BE
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EanT

5. WEXR L LEH

[G2hMIc B4 % S50 ]
O JE = 8 MR B B Ol 2 B F 2B VT, AAOF M
DREEESNTWVWDS (FARRABRICBEWVW KRB LE I NEREED

FEAMIE p4 ZH), 722 L, JFRELC KO ARH O F D
B HADNRBINTWD (pb~6 M) Z b, B
i REEBFICBWTE, TR IRERE L E 2. K
FI LIS DR HRINE S BB I %, F7-. CDDP % & Tefli i fi
BYEIEIE D 70 B E IZ B D BEIRE & ik L = ARKIDOF
IR TH D Z & A6 CDDP %5 o (14 R Hu Ve E 15 55
IC X BIRENABEER B AT IS OIBEEE T 5,

QO TRICEE Y T 2 BE KT D AF O G L OMEA ik
WTIE, AR OFMEDRHENL SN TE LT, KA O 5 %t
G LR R0,

- LD FLEMEE L A & O OF H 5
- INETHBIRIE E L CoR S
m%m%x ERBF I T HHEE

[Z PR iC B4 2 F1H]

OTFRICEL T LHBFICONTIIARF OGNS
WHZ D, BHEEITDRNWI &,

« KAND Rk Ui UE OBEEEE D & % BE

QIBEATORMICB N T FRRICES T 2RFICO VT, A
F D8 HITHELRE S L2 n s . i ORREERR A 2 W IGE IS
RO, HEICAAEZEHT 2B ETE D,

- & ﬁmr$@A%Xi%ﬁ@%é$%
o T A AR A TR B 2 AR D D R K ONE B O il B

Lant




T T ik 2% R0 S Y P il 8 2 D il IC RIE AL R A B D
BH

- HORERBOED, BRI L ITHEREED
HEREREOBAERE D H 5 BE

- BEss R AEIE (S el gz Sde) Db o -BA
- W ORGSO IREE 2 A 5 B H
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1. 1IZU I P2
2. AANOFE. (FREF P3
3. ERIRRE P4
4, FERIZDOUWNT P8
5. &G XREMDEE P10
6. WHIZEEL THETNEHH P11



1. IZT®IZ

RIS OF M  ZRMEDOREROTZ DI, U SCEFICE S W2 E AR R D
BND, S5, IHEOREREMOMEAIC L0 | FURESR G 72 & OFH0 72 5B E R
FPEZRLDARIND T T, 2 b OERGNZ EIZHNERBFITRMLT 5 2 L BED
FRRE L 2o TR Y RFEMBGE & O AT EE 2016 O 28 4= 6 A 2 H MR E)
IZBWTYH, EHMNERNEOHERAORE(LHEZXS Z L L ShTnd,

BORVE R ESR T, KEERASCL 2T 0 7 7 A VISBEE D ESRS & B 5 I R
RHZENDD, DD, HMEROLZEMEIZBET HIERSH0ERET 5 £ TOR,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RSB L 7B B 2tz & D 2 & AN AHE e — 1 O B i 7= 3 R S BE i A
THZEREHEETHD,

L7eo> T, AAA T4 Tl BRBEELZNE TILELN TV D EFIFR -
BHE RN S-S & | LT ORI O il 72 5 2 HEE T 2 8L b B e gk &%
HROEEFEHEZ =T,

I ARITA BT A A%, MSIATBOE N B R A A, AmtEE AR AR
BRI 7o, —AFEENE N A ARBRIRNBHES . FEREFTEENE A B AR P2 kO
—MRFEETEN B AR D /106 EER LT,

X &R DHERN =R~ T GBIE R R)

MG ERDMETIR - NP SR CERE R o B 2 B <)

MEERDAEROHE @5, RAIIZ=FRL~7 (B T#Hz) & LT, 1[0]240mg
Z 2 MG S0 1 [B] 480 mg % 4 38 M I FR T AT 2.

B3E R 78 26 A /NP TGS




2. AHN DR, VERBFF

=ARN~T (BIEFHEEZ) (LUT. TRF) Lvo,) &, NS TR &
ALy 7 A% (BT VANV~ Y—Z 2747 (BMS) ) MRBFE L=t bk PD-
1 (Programmed cell death-1) (Zx9 %t MMl IgG4 €/ 7 v —F AHURTH 5,

PD-1 (%, &AL L7z Y »o%Ek (T MR, BMRE O F 2 7 0% 7 —T M) KOVE

BRI R BT 5 CD28 7 7 X U — (T MR OIEHAL Z B IE & AUZHITE T2 2
T ITET2ZAEARTH D, PD-1 ITHURIRRAIIRIZIEEBLT % PD-1 U 7 K (PD-LI
FOVPD-L2) EfEA L. U o SERICHHIM: Y 7 v B sE LT U v SEROEMAIREE %
BITHHET LTV, PD-1 U H» FIFHURRSMIBLAMZ b b Ok 2 72 JESHERR 2 F8 5
LTk, BMERAMREDEE) LU L BRI T 5 PD-L1 OIBLLINEOEF
HIH & OMICADOHBEBFR & 5 Z & 2HE I TWn% (Cancer 2010; 116: 1757-66) ,
F o BB AR TR T MRS EAET 24 ¥ — 7 2 a5~ (IFN-y)
12X > T PD-L1 OFEIANFES N, 868 LSRRI IIT 5 PD-L1 ORI E ik o
AALEHIR & ORNCEDOFBIRRE N & 5 & DS & 2% (Sci Transl Med 2012; 4: 127-37),
X 52, PD-LI Z5@fil8l S 78 ML, PURRFRAY CDS B T Mo M5
T AT S 525, PLPD-L1 Hi{AT PD-1 & PD-L1 & OfEA ZET 5 &2 OHfa
GEEIGEREIE T 5 Z EDRENTND, DI &5 PD-1/PD-1 U 7> RERERIE, 23
AR TURRF A7 T MM O OB A BT 5HFD—2 L LTEX LT
Do

ARFNL, SRR OFE R 6 PD-1 Offfas g (PD-1 U 7 RS AR IS/ A L.
PD-1 & PD-1 U Y REDEEZEET DI LICLY . DAFURRERNZ T Mok
PEAL K O ARBIENE k9 2 MBS TG M 2 58 5~ 5 2 & TRk e PLidgsh iR 4 k9
ZENER I TN D,

ZID DN D ARANTEMEIES T 2 B A IGRIRIZ 2 052 o & IfF S,
MR R e CEMEf R R E 2 R <) BE AR E LIBRRBRZ =L, Aok, &
MR OEEENA R ST,

ARHNO VB FIBEFFIC 355 < SBIE DS I & 5 BIEI SN 8 B i, ol UTSET-IC
L AN D D, AR ORGP ROREHITIT, BEOBBETHITO, BRENRE
0 & NI EICIE, FBL LT BRI U 7= BRI S & 8 2 #5DIERT & 34 L i
OV BRI AT\ BEORIESISI & 5 RIERAEDN S HAICIE, BB E L
BN DR T E OB I & T D BERD 5,



3. BRERAE
MR R CEMER s 2 Il A B <) OAGRIRFIZRI 21T - 72 B2 BB O pliig %
7‘]——\“@‘0

(%2hE]
O ENE DR (HCM-002 3U5R)

AR b s o Bz AR 2 Bk < MR P R R 20 1) A PRSI 240 mg & 2 [ IR
THAEEE U, FERMEEE & S PRSI L ORIERFRA L AT 5EE (14
i) HV GBI 5FEHER (RECIST A KT A > 1.1 i< CR XX PR) 1% 35.7%

(95%(EHEIX[H] : 12.8~64.9%) Th o7z, £z, RERITIBWTEE L 71BN FEhE S
NIRRT DN G INET — & BN D GERA L2 85A ORRERICK T 5 b E
(2 E DI, 20.0% (95%[EHEXH] : 5.7~43.7%) Th -7,

G SRR A OV LB e e IR 28 L2 19 B OF 1 BRI AL L, S ERAE
B OMATRIER & SN BEE. ZNEN 1B BIRO L Bl Chote, F—FH v b4 7 RRICKET Shis
GERHRAT AT IS & | BRBRIT 35UV TARIE SNV IR L 18 B L= T DM — 2 ASERR S, T4
%5 (PR) LIESIEBE | BIEEhD,



[Z241]
OEWNF TR (HCM-002 55%)
HEFERIX 19/20 ] (95.0%) 2O i, AH L ORREEFENEE TCE WA EHR
5213.16/20 5] (80.0%) 78 BTz, FHLHEN 5%LL LORWEMIZI TRDO LB THo
776

£ 1 FEBEEN 5%L EORIER (HCM-002 3RBR)  (REMMIT3IRER)

HERIRHE Bk (%)
FEAGE 2015
(MedDRA/J ver.25.0) 4Grade Grade 3-4 Grade 5
ERIEM 16 (80.0) 2 (10.0) 0
AL e
O EE MRS I 1 (5.0 0 0
PRl =
RIE R A 1 (5.0) 1 (5.0) 0
R B RE AR T iE 4 (20.0) 0 0
AR PR E
FERELAE W) 1 (5.0) 0 0
B I
JiE BB A PR 1 (5.0 0 0
{550 3 (15.0) 0 0
T 2 (10.0) 0 0
o JE 9 1 (5.0 0 0
—f - RHEERS L OB G OREE
PR 1 (5.0) 0 0
FEEN 1 (5.0)
JEYIE B X ONEAE HUE
AfEs P 1 (5.0) 0 0
R AR AT
TI=rT ) T UAT =T —E N 1 (5.0) 0 0
77 —EHn 1 (5.0) 0 0
TARGEUVBET I ) M T AT 27 —BHIN 1 (5.0) 0 0
mfr=vFa b e 1 (5.0) 0 0
VT — LR 1 (5.0) 0 0
T R A5 N 1 (5.0) 0 0
R L Ok EE
&Y > e 1 (5.0) 0 0
B R L OV A HL Rk
RaHm 1 (5.0)
EZ kAR 1 (5.0
iR R P
IR S 1 (5.0) 0 0
I 1 (5.0
B L ORISR
g RekE S 1 (5.0) 0 0



LY Bk (%)

FEAGE 2041
(MedDRAV/J ver.25.0) 4=Grade Grade 3-4 Grade 5
MR ER . HEREs K ORI
H 7k 1 (5.0 0 0
B R KOV T AL RRRE
P2 S Wz A 1 (5.0) 0 0
TR 1 (5.0 0 0
)= 1 (5.0) 0 0
% O PEIE 2 (10.0) 0 0
% 5 (25.0) 0 0
R INTRZ YN 2 1 (5.0 0 0
D MR 1 (5.0 0 0
TR 1 (5.0) 1 (5.0) 0
I P
e 1L 1 (5.0 0 0

—

¥, HUIRNRPERERRE 4 5] (20.0%) . #REREE 2 61 (10.0%) . ®IEHEEERE 2 f

(10.0%) . BEBUTRALARAE/ X A/ 3F—141 (5.0%) . NFEERERE 161 (5.0%) . HEED
eIl 161 (5.0%) KOV 161 (5.00%) 2780 Siuiz, £z, RIEMEMZEE,
HEIEAIEIAE, DR, e, KRBk - /NEK - EEO TH, 1 BRI, BIRETFR.
FFAR4, IFge, BEALMERRAE 28, T RRHERERT S, BIFSREmE . MM - BEIEZ. SR
FEFIE, infusion reaction, HFFE 7 MyRRET | MERE RIEMRE, FikZ, Wk, HEOHK,
SIS, FRIFFEREE . IS M OVEFLIZRRD SR o T2, ARIWERARERDLXE
HES BAREERELEL) 2 E30EHERE =T,



(ML - HE]
AFNOREMARYEEET LV EFIHA L2V I 2b—2 3 280, AHl 480 mg % 4
T IR TR 5 UFBEAGR O ik - RS TR LT BROARF oI PR E S RET S
7o TORER. KA 480 mg & 4 HFMIR TH G L 2B EFIRIBIZB T 2 F g+
BHE (LATF, [Cags) EWV9,) 1E. AH 240 mg % 2 FREIFIFE TG L7ZEED Cugs &
BT 5 e PHlEn (F#£), £z, A4 480mg % 4 HFMR TR LiZEEo @ ik
BICB T DR MIETIRE (UUF, [Cras] EVV9. ) 1E. AHAI 240 mg % 2 JE[HHIR
TG LTZBED Craxss & B L TEMEZ R T & THISIZH OO, BARANBEIZEBNT
DEVENHER SN TWA AV - & (10mgkg % 2 BRI THKY) TARAIZ#S5 L
BRD Craxss & FEE LTI 2 7R3 & FRIS Lz (TH) , AT, #EOBEICE T 5
F— AT AHI 3mglkg (RE) % 240mg & 2 FEIREIRE, 35 L < 13A%A] 480 mg
Z 4 JREE TS UT-BEOARB ORE & & Ao IR & OB 2 REtd 2 g
BLOGET VAERE S, BEBEEIC YW TR TOR R, EiRo s - HEO
[ CHBME R OV BT R 22 R IT v & RIS Lz,

£ 3 FAOEWBE T A—F

s - R Cinax Chnind28 Cavgd2s Cmax.ss Chminss Cavess
(ug/mL) (ug/mL) (ng/mL) (ug/mL) (pg/mL) (ug/mL)

3 meke W (352 .760-8) (16.25?50.3) (21.321 '4?3.9) (75.1){3171) (27.612,'107) (42.717,'?27)

240 me Q2W (51?1%.103) <23-33?'539-0) (30.‘;670.9) (10;,5254) (41?57,'51;58) (62.11(,)91 87)

480 mg QW (10?;07) (15.25?17.4) (37.?)3,.;)4.8) (14?,1 236) (27.751,?37) (62.11(,)91 87)

10 mefkg QW (142,9222) (86.959,.?32) (101,1 ?48) (323,9225) (18421,1 §o3) (232,7277)

HRAE (5%, 95%5)  Q2W : 2 S [EIFEIRR . QAW : 4 JEHIMIFE, Crmax : FIEIHE 5% 0 fie @ 3K L Crninzs ©
Mz 5% 28 B B2 2 BARMIETIRE . Cavgas : MIEIFRG-1% 28 H B £ TOFJMIEFTHE. Cmaxss :

TEFIRBBIC IS 1T D A MG IR EE . Cminss @ & FIREBIZ IS 1T D BARMIE FIREE, Cavgss : EHIREEIZIIT 5
P4y M ¥ Hh R



4. FERIZOWNT

IS U A 7 EEEHE (RMP) (ZHED & | AHI D E I 2 MR RIE B~ i 1 4]
N HIEX T > T, AFNOEGN@EE) 72 BE Z2W - FrE L, RAIOEGIZE Y EHE
7REWER 2B LTRSS 5 2 & BB R 7o D LU OO~@DF T A& 72 7 i
RIZBWTHEHT 2 ETH D,

O MEFRITHOWT

D1 Fieo (1) ~ (5) OWTNITEY T Dk THDHIE,

(1) BEAFBRENEET 503 A B REEEILSRBES (FEI RS A BRI AR
HidEk S AL IR E . M S ARSI B e )

(2) FrErERERPE

(3) HBENTEAEDFEE T 2 0 APHEEEHT (03 AR EEIE ST, 23 A RS
IR, A A IR HEE R 7 )

(4) ARACFRIEEZRE L, ARG L FRIEZRR 1| USRS L a2 R
2 Ok FEAEITSR D JR H & AT > T 2 fiak

(5) PUEMEREE AL & BRINGL O i g% FE B4R B B H 21T > T D Jifi

O-2 PRz E CEMEfRE R RIS 2 R <) DAL L ORIWER R BB O RS+
TRANGE &R A FFOERT (FEOWTINTEZE ST HERN) 28, Y2 O AFNIC R
TAHREOEMLE L LTRESNLTWSZ L,

7

o [ERNEFFEUSH 2 FOYHHEZIE T L7112 5 FLLEDO R ATRE D ERIHE 2
ITHoTWBHZ L, 96, 2L RIX, BDAZEMEEZ £ & UEERIES S OIHE 2
1ToTWBHZ &,

o [ERIRFFISER 2 FOMNHEZE T L72RIC 4 L LOEKRERZA L T 5D
2l ob 3FELLRE, BV EE CEMERRE R IEZ R <) D0 AL E
B AABIRDERRIHE 21T > TV D Z &,

© BtADERMEREHEOKH]IZONT

A B IE S 2 BMEE L E S, BRSO OB D . A2 - &2
B ;%'Q%E’Jfﬁ%&@ﬂsﬁ&()\liﬁﬂ?# I D IE IR A EFRNRELE LGOS
. FRESNITAT DN DIEHINE > TN D Z &,




@ BEA ~DXRIGIT 2OV T
@-1 HEsAHIC BT 2 B

VR MEGE RS O TSR BIER T4 LI-BRIC, 24 BRSSO T, Mi%hiak X
IEEE R 1BV T, BEL L2 RIWER IS U CARBEE B K O CT O RIVEH ORI &4
HAAREOFERAY BRI S, BHICKHG TR IRH N E > T D Z &,
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