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MBIkt & D Z LN AEe — EOEM A TR THER T A I ENEETH D,
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77

KGR DEIEN - A MA— X AR EHEL0 Mg (—#k4 AT e Y AT (B
%))

R5ERDMETTNR « T S TG M O R PHEAERR R f R Bl U > /N
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PD-1#% 3% 13 THI N 50 28 B LA 7> S AL 2 72 D12 28 AV 23 FI 4 % 3 22 S 5 Il 4B &
v FC, PD-LIE, EFZREICEWOEHERETHEOMIEZmIZREL L, A OREGEE
AR TR R e B RS & T 5, 3725, PD-UXY Y REFETHZ &I
DHURSZRRIC LD 7 T VnEE AICHIE T 22K TH S, PD-LIOIEFMKRIZBIT 5
RHITDOTNTH LN, 2L OBAHIETIITHROME 22 21FLEBREICEHR LTV D,
DS ARIZ 351 APD-L1D m s B, BMfwE, el . A, DREE . FE/ KR s
R EDEA R NATTHRARK T TH Y | RWEFE L OMBEMENHE STV D,

FEELD 3 v DEFIRA) T 1% & PD-LIREBLOFARANED & . PD-1 & PD-L1D#R B VL NEI5; D ez B
WECIBWCHEE/ARFEZE S Z EAVRIBESNTREY , i BNARBOER & LTRSS
T3,

AAX, PD-1EPD-LIKUPD-L20D0 U > ROFESELET S Z L1k v, EERK/ RS
T O JEIG R IS BT U VS ER A TE (L S8, PO S 2 e (L35 2 & CThHiE
BN R A FIET D,

ARANDOVE BRI HA B DREFISIC X DEWERMENH o, HEXIIETIZED
AREMED & Do AR DG T /R O 5ARIIE, BEOBIE 2 o241, REDPHEO LN
GrenlZid, FEBL L 7o RITIS U7 B 20 sk & RBR 2 [ AM &8ss U Culabl e 22 W 4
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3. ERIRBGE

B ST VR M 0 JRFE MERERR ]I BA AT U o /B D A GREFIZ M &2 17 - 72 B 72 IR
REBRORAEZ T,

[A7h]

OEWNE 1 B (KEYNOTE-A337ER)

FEFE ST EETE M O S MERERE SR BHIL U o BEAREED (TH]) Z %512, AHI200 mg

MMM (LLF TQ3WJ L9, ) HEEDOF MR VZRMERKRE S,
TEIAGEE T MR [LETIWG criteria (2007) (21 < ey E1C X % 5222850
(CR) XIFERmrZ%h (PR) OEIA] 1X. R1OEEBY ThoTe,

H1) (1) BFELSMRBEEICHEREPRO b BE, (i) BFREnHHMaBE%e0
HLUPNIZCRAT L < IIPRAFF LR o T2 B, 303 (i) B Z0E Ml B AR (S Rk T
bHo%E. AU LR 25T, B L UREL ORI LTCEE

#z1 FAMERE (KEYNOTE-A33ER)

7451

72785 (CR) 1 (14.3)

Bk %ﬁa % (PR) 2 (28.6)
(%) & (SD) 1 (14.3)
ﬁﬁ (PD) 3 (42.9)

F5h=%= (CR+PR) (%) 429
(95%{5HE X ) (9.9, 81.6)
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@/ T HHFER (KEYNOTE-17073K5%)
P ST TR ME O RS VERERR ] R Bl AL U o S BEBE D (5361]) Zxtgic, AAl
200 mg Q3WH 5- DA 0 Je V2 B MEA R S Tz,
jz%éﬂ?ﬁﬁlﬁ HTh %% [BETIWG criteria (2007) (235 < Pl @1 & 552484
(CR) XIEi#m%Ezh (PR) OFIEG] 1%, R220OLEBY ThoT,

H2) (i) AFREMEBMBESZICHEENRO b EE. (i) BFEEmBmRBHEE
60 H ANIZCRE L < IZPROEG BN o T B, Xk (iii) EESEHIES V2 I NS

ThH%6 . 2N EORNREEZ T, B8 L <IXEEDOIREEZ IR LB

# 2 BAMERE (KEYNOTE-17035R)

5345

5E48728%) (CR) 10 (18.9)

il %rsia:é’f*ﬁ (PR) 14 (26.4)

%) ZE (SD) 5 (9.4)

#17T (PD) 13 (24.5)

AN RE 11 (20.8)

=% (CR+PR) (%) 453
(95%fZ HE X fH]) (31.6, 59.6)
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[z 2]
OEMNH 13 (KEYNOTE-A33#ER)
HERFGITHER ST (100.0%) (ZF8H HAL, BWERIISTH] (71.4%) 12788 Bz,
BIERIZFIDO LB ThoT-,
#3 Bt (KEYNOTE-A33RER) (LM xtsaME)

#+ B BIKS3%H (SOC: System Organ Class) F:AGE @jﬁ;/g’z}l
(PT: Preferred Term) " “7 5

(MedDRA/ ver.25.0) 4 Grade Grade 3-4 Grade 5
2RIEM 5 (71.4) 2 (28.6) 0
MEE LY v R bEE

FEENEAT BRI iE 1 (14.3) 1 (14.3) 0

T BRI S 2 (28.6) 2 (28.6) 0
PR E

SHTR 1 (14.3) 0 0
ME g, HOERds K OERRRE

K 1 (14.3) 0 0
B ¥ £ OV T kR

FIBE 1 (14.3) 0 0
—i% - RHREER X ORI O R EE

FEEN 2 (28.6) 0 0
AR A

TI=LT ) RTUAT = T— BN 2 (28.6) 0

TANRTGX T I ) NI AT =T —EH# 2 (28.6) 0 0

728, HHEREREE X261 (28.6%) TR &D%hto Flo, FEMERMZEE, j(EE'”"/J HE%
HEO TH, BHRERESE (RS MEMER R, REREERE) . NowEE (FERAHKE

FR SRR . FIEREREIE ) | 1*"”#“?)T'<f\ 293: Wl N /S -*ﬁrﬁiﬂﬁﬁﬂﬁstﬁ\ [N *EPfﬁi
s (X7 - /\I/v—fhﬁﬁifr)\ BEOREREE (TElERRBEERARIE., R EIRE
ERE, ZICALEE, JERRIES) . MM - BllEsc, FIEM M E, O, EE e Mgl
(e ME i R PESE B p . IR MR i, AREFER;, MEERIERIES) . HEOH K, MmEk
BRIEMERE, infusion reaction )z OFERZ IR SR o T2, ARIWEFA BRI EES
(RS E 2 51) 2 E LR RE R,
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@/ T HHFER (KEYNOTE-17073K5%)
HEFERITHABR 2R T0/5361 (94.3%) (2588 Hiv, BIVEAIE305341 (56.6%) (278 5
7oo FEBLEN5%LL EORWERIZRAD L0 Th oz,
£K4  FBEEN WL EOEWER (KEYNOTE-1703RB) (R REn)

p—
#EBIRS3%E (SOC: System Organ Class) @fé;/g%)g
FAFE (PT: Preferred Term) g 53 i
(MedDRA/J ver.25.0) 4 Grade Grade 3-4 Grade 5
ERIVEH] 30 (56.6) 12 (22.6) 0
MigE LD > REE
i BRI 10 (18.9) 7 (13.2) 0
PN 3 IR
FRR I REAR TE 4 (7.5) 0 0
— i - REFEER X OGO RRE
) RE 5 (9.4) 1 (1.9) 0
7 3 (5.7) 0 0
FEEN 3 (5.7) 0 0

72k, NPRERERE R I3AM] (7.5%) . NS (TEREAKERT, FUIRIMSRERE, &8Ik
RERESE) 13561 (9.4%) R UMWHRIEE (T « N L—IEERES) 1361 (1.9%) TR b7,
F7o. MEMEMEEE, K% - /DGE - EEO TR, BHERERE (RS RIEMER &, KER
RBRE) . VRBERIN, 5 &R, Mk - BBUHRME, B, EEOKRERE (hEHEk
F R EACRMRIE . R SGREBEIRE R, SIEATBE, JERRUIESE) . sk - Bl Je, EJEREE S
fiE, O, BB MRS (Ve MRS MESREE . WM ., JRIFERE . HERERL
BRIESS) . HEEOFHK, MERERIEMRE, infusion reaction ONEAZIZFRD B - T2, AR
TERZBURI X RS (BRRMAERE 2 5T) 25 0EHHERE =T,
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[k - A&

AFNOREMEYEREET LV EFA LY I 2L —3 3 2k . AKHKI200 mgz Q3W,
400 mg 6l kR (LLF TQeW] & 95, ) XIE10 mgkg (AE) Z2EM MR (BLF

QW] &9, ) TEE LIZEORAO MG TIRENSRF S L, TO/KR. KAl
400 mg% QW TH#t 5 L 72RO ARF O & HIRIEICH T 2 EHMiEFIE (LT [Cags) &V
9. ) 1. AHI200 mgEQIW T LT-BEDCagss L FBIT 5 & TS (FHE) . /-,
AF400 mgZQEW THe - L 1= B DOAKI O HIRREICF 1T B e @ g THE (LLT T Craxss!
LWV, ) X AHI200 mgaQ3W TH G L7-FRDCraxss & bl L T A~ & FlRISNTZ
DO, BAANBEICBOCERMENHER SN THDHE - HETH 547110 mg/kg (ARH)
ZQQW TG LTZBRDCraxss & e L TIRE 2 7R FPHIS Lz (FHR) . 60, EPER
fIE RS & KT RICARAN400 mgz QW TR G- L 7-HEs 55 1 #HaklR (KEYNOTE-555:45%) L ¥
BONTFERMEIC LS EYEhE (T A—2E, V2 2 b— 3 ATk PRl L7z SEhRe <
FA=HEFERILT: (TR), AT, BEOBEICE T 2 BRRBRSEIC K S AR O
5 B & A SOT RN L OBEZ G DB SN T T LR S L, ARFHI1200 mg A
Q3W X (3400 mg% Q6W Tz 5 L 72 B OUREE & & A ME T L2 & OB EIC OV TRET S
IR, EfRo Mk - HREOM THEIMER ONZEMEICHME R 2R IT W & TRIS T,

K5 FADEYEEN T A —F

P - B Crax Cavyg Chin Crax,ss Cavg,ss Chin,ss
(ug/mL) (ng/mL) (pg/mL) (ug/mL) (ug/mL) (pg/mL)

200 mg Q3W! (582?&97) (27§Z§81) (17%3%83) (9123g41) (4928éi0) (3028?14)

400 mg QEW! (12%??24) (32.362,'g2.7) (10.%1(,)?0.8) (14(13?249) (50.51(,)';1.3) (19.%3(,)20.9)

40(0%%%6)\,\/ (1351.2?%6.4) NA (14.1:'32.4) NA NA NA

10 mg/kg Q2W' (21§?223) (14%?145) (11%?221) (423??33) (2727282) (192?200)

T:n=2993, 100 [HD ¥ I =2 b —3 g A kY Bl S BT ESEO P AfE (25%.5, 97.5%5) |
Cnax : PIEIFE 14 O e @ fLIE PR EE . Cavg @ FIEIHE G- OFEENMIE I, Cmin : PIEH 5% (YA 702
B 571 ORARMIEFIEE, Craxss 1 EFIRIEIZI T D EmIMIEFRE. Cags : EHARIEICIIT 2 FH0M
THEFIREE, Cminss © T HIRAEICIS1T 2 AR ML i i

1 : 56 Bl DRTIELME (95%(EHE X [H])

§ : A1 Bl DA I (95% IS HE X [H])

NA : %47 L
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4, FEFRIZTHOWT

I Y X 7 EHEE (RMP) (23D ARAIDEEIE L PR ANE T ~D W /1 23 &
HtiEE T o T, AFNOEENHEYREEZ2ZW - FFEL, AFOELIZ XY BEELEIEM
ZRBL LTRSS T 5 Z &gl L TFOO~@D 3~ T & 7o 3 hiak i 3\ Tl
AT 2o&Ths,

O HRIZOWT

O-1 Fied (1) ~ B) OWVTHNTEYTHMHTHD I &,

(1) EAEFBRENEET 20 A BEEEILURRES BRE RS A BPE LSRR, H
IS AR EERL AR BE . MU A TSI e L)

(2) FrERkREmRbT

(3) EBEFIRINFENIRIE T D DA BHEIEFRT (DS ARREEEIE ERbE. MDA BFEER )
B, DS ARSREEERHEES R 72 &)

(4) S RACFIRIEE 2308 U, SSRIES LSRR TS SRS b A 1L 2 ek 2 O fi
FRILYEI AR D SR HH 21T > T D itk

(5) PUEMAEEHIL T & EINE O sk AR D R H 21T > T D ik

D2 IR AIBINNG U o SIE DAL R ORIE R B O RES 145 72 4
WL BB A RO (FROVTIMNCEYST D) 75, %D RR AR M 2 15
OFEH L LTRBENTNS D L,

%

. EHTS R 2 D IRIHE A5 T Lo (T4 DL | D78 AR D BRRATE & 17 -
WBZE, Hb. 2ELL I, BSASERER £ L L ERIEEYOTHE 21T T
HZ L,

. AR 2RO DIMHE A T L= 1440 EOBRER A LT 5 = L,
5. ELLLIE, FEOSEMEIEE 1S A SR % & R I O BFE 217 C
WhHZ b,

@ BENOEEMFEREHRDOMEHIZONT

LI RE I F T H LA M EE S, BEIRBEN O OERE D, Ak - 22tk
SIS R OEEK OERIZIC 5T D IEHREd, AEFSENRE LG AOREERE. &
DR NIATON D ERHIDRE S TWD Z L,

ilty
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@ BIER~DFIZDOWT
@-1 HEak I B3 5 B

MR MR B O EEREIERNRA LBRIC, 4R HREAEH O T, HekhEsk X3
PERERR 2BV T, B L7 RIERIZIE U CARBEE B L OCTE O BIER ORI 4 B2 A
DOFERDZY HHIZE G I, B HBITKIN AT REZ2RHI N EE > TWnWA Z &,

@2 BERUEFEICLI2EEFTSNICETIEM

DA D D M e i M OB 2 A 3 2RI EE NENEHT =4V v 7 %5
DIEEROAY V== T H{TWEIRE LM A ILH TE 2 F — LERIKGI DS ST
WHZ E, 2B, BHERHIZOWT, BARBE & ZOFRICH SIS TnD 2k,

@-3 BIVEA O 2Rt icBE LT

BIVEA (RVEMEMZERIZN A, KBE - /DMEK - BEO TR, BUEFE - A4 - e
PR - fFo - AEALMENRAE 28 ERRREIRE ORI MEMER K. RERIKERE) . NomwbEE
(TFEAERERETE, FURIRMERERE T, BIBREREE) | VIBEIRP, S & DR, ik - B
RMRSE, WER, BEEORERES (PEIEREIEIAE, FEREIREERE, 2R,
KIEIES) | infusion reaction, Jid7c - BlESR, HAEANIESE, AREFEE (7 2 - N L—JEE
BESE) . Dbk, EE MRS (oM MR SRS, W L, ARIFERE, M
TERIERIES) . BHEOBF R, MERERIEMEE, %) 1S3 LT, Haghiag XUTr B =
BIOHEMMEEZ T HEMEEE L FIEAOZK-CRNCE L THRELOEEZZ TN
FHECHDH L) | BEHBICETIRAEN TE HEFNESTNWDHZ &,

10
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5. B#EXR L DBE
(G 5hitEIc B3 2 H1E]
O TRICEYT 2 EE BV TARAIOFIEN RSN TS
o AZFEMEHALBAERE ISR IR b B
s BEEMHMIEBAEEE0 H LINIZCRIXIIPRAMSG b d o 12 B

s HFEEMSMRBIEICNER TH S50, 2R EORERZ 2, #2371 <
(TIET DIBHRIL I FRIE Lo

@ TRUIERY T AHEHTEICONTIEL, AFOEHMERHEL SN TE LT, AFlo#EE.
KR E 72BN,
o ALFHRIERIBEDORE
o fOFEM RS & O HFH

(“Z2 4tz B3 % F1H]

O TRICEZYTHIEFICOVWTIAFORENEED L ENTWDHZ b, BE5E2TH7%
WZ &,
o AHNDORSTIT R LIRBUE DBEEIE O & 5 B

@ TBFERTOFMIZIB W T RIS T 2 BFIZON T, AFOEGITHELE S 03,

L DIEFRERIE D 2 NGEITIRY | EEICAHIZHEHT 22 L 2BETE 5,

o [HEMMEEBOEISUIBIEDH 5 BH

o MRS AR A CRVE R 258 0 % B K ONE B 0D U R it ik ¢ <0 S e M ili
REFEDIINIIENEACIA T B D B

o HOMEHREBOGOE UM L < ITFHMED B Ca)E R B OB TR
Do 5B

o BB H LB (A FE M R 2 Fr < )

o ORI AT LB

»  ECOG Performance Status 3-4"0 D g4

(=D ECOG o Performance Status (PS)

Score | EF

0 | &<MERIEEHTE 5, FFAIE R U HFEENHIRAE AT D,

RIRBIIZI LU NEBENEHIBR S 11523, BMTAMEE T, BAIEESE > TOMEEIITI 2L TED
AN S

HBATRBET A OE OB O Z L3 T R TREEEBEEIX TE 22V, B O 50%LL EiF~y R Tcild 2,

1
2
3 [BHNTESOHFDEYDZ L LNTEXRY, HEO 50%LL FE~Xy R+l
4

ALENT RV, BOOHFOEY O Z Ei3eL TERY, BRIy KRR+ TilId,

11
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6. WEITBRL THETREFH
O WCEFMA, WERFEHEE RIS 2 GBI IS & K O Rk M OVl IE o

728

WL BERERE I B L T AT 2 &,

@ JRIEBLAICAEST S, BRE NIXFOFHEICEINER et 253 L. REsE5EC
MO ETHZ &,
® FREWEHDO~XIY AL MIONT

MEMEMEENS SDOND Z ENHDLDT, REOFKGIZHT--> Tk, WIHEIR
(EGldv, MR REE, k) ORI O XEAR A O i %, Blgt % 0127
92 &, Fio, MBS U TRECT, i~ —h —E0MmEZEMT 52 &,
infusion reaction23 & 55 Z L 23% %, infusion reaction23 588 H V755121,
WO 7R E 21T 9 & &b, JERMAEET 2 £ CREDREZ +0ICBlEd 52 L,
FOR IR RERE . T HR AR REFR E K ORI REREE RN H b oD Z &N dH DD T,
AHN O 5-BRbGET N O 5- 8 I E A N isikre A (TSH, EBET3, i
BET4, ACTH, =Ly —VEDORE) ZFET 22 &,

BIER 25, IFAE, HHEREREE . TR, B{EMERERDH LD Z LR HDHDT,
AHN OB G- BRbA T M OG- HI R R IE I IR RER A& (AST. ALT. y-GTP, Al-
P, BEUNLEVEDORIE) 2FEMTHZ &,
SEIVEREOERERBEENRHHONDHZ L NHLOT, EMMICIRORFOH
MAfERT 52 &, £72, IROBENEO NG, EONICEFEERE 2=
CTHOROBEERET L L,

AENOFREAZ LY | WEOREERISNTERT 5 &E 2 b oEk4 RRECHEN & 5
PnoZ bbb, BENRDONTGEITIT, B LCFRITS U H R 722 %0
ik & RRER A RO R Al & U CEU) BRI ATV WEORIERICIZ X D EIE
DD D5EIIE, AFIORETH IR, R ORIERERVE CRlORG%EE
BRI DL, k. BBREFRNE L ORGIZLYEHEHOUEENTRD B
BralZld, BB AR VE DA OSEIRFIOBEMbLEEST 52 &,

BEA& T, BoRMN SN ARGE L T OEIWERNRET D Z ERH 5720, ARAl|
DEE TRICHRIER ORI+ FIEET D2 &,

VRIBERRI (BPEVRBE RIS 2 & de) Nd Hbiv, HERFMES R 7 v R—V RIZED
ZERHLHLOT, Oig, El, MEHZFOEROIEHCMPEED FRIZ+0EET 5
L, VRN DN GEICII &R G2 HIE L, 4 R Y CRFIOR 5% D5
OREZIT O 2 &,

@ AFIOEERRBRICBW T, 5B S12B T L ICHEMEOF M AT T2 & %
SZ\2, ARG PILEMICEGRE TR OMEEREZITO Z &, FrIOARRBITREE
1IN E2ZE L., BEHGH%I2EE CIIshRICE LEEREERTHZ L,

12
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REEREET A KT 14 v
NRA7n ) X<w7 (BlniE#z)
(B34 : %A FA— 4 SEETE 100 mg)
~EHHERSF Y N fE~

Y2 94111 (546 AKED)
AT EE
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B

1. [FC®IZ

2. ARH DR, 1EHET

3. FRIRAKAE

4. FEFXIZHOWT

5. #&EXGL DB

6. HHICEL THETRXHIRA

P2
P3
P4
P10
P12
P13



https://www.ajha.or.jp/topics/admininfo/

1. IILBIZ

SR O M - RO DT DITIE, B SCEFEICE S W@ IER2 23RO Hi
Do O, IEFEORFEMOESRIT LV | FUREIES e & OFF 2 BT E BT 35
DK INDHF T, 2O DOERLZ BEICHLERBFICERMT 2 Z L NBEOMEE 725 T
BY ., BHFMBEEES & QEEOFEART# 2016 (CFRL 28 4 6 A 2 AEEERE) ITHBWTH, H
B EIE S EOMEHOFEEHEEZ XD Z & LSt Tnd,

PR RS IE S T, I ERR R AN T 0 7 7 A AR DES T EH SN R S
ZEWHD, ZOD, AMERNRENEIZET D IHFRN %M T 5 E TOM, HiEK
D BEE R ZIT D ENMIR SN EBEICR L THRAT 2 & bz, BWERANRE LT
BRIC LB kb Z & 2D 2 LN A[RRR — E DB 2 7= T B CHERH T2 2 L NEET
H D,

LTl T, BKIA R4 Tl BARBBERES N E TITHE LA TV D EFIEFR - #7%
LR EED & | DUF OB 35 D fieii 704 2 HEME S 2 B D B2 3 B 2 RO
BEREHZRT,

B, RIA T A %, MSATBOE NEIES ERESR O, A EE N B ARERIR
fE e . — AR ENE N B AREERANFHE S K O EEN BRSSO IO b &AL
L7,

W E IR DEIRM © A MV —Z REEHE 100 mg (—f4 AT e ) XvT (BB
FHHAZ )

KL RDRRETIIDNE : FFE TR MO H AR % Y Nl

HEERDMEROHE: BE AT, NA7 e ) X+7 @ z) & LT 118 200 mg
% 3 WRIMIRE LI 1 7] 400 mg % 6 B IR T 30 32T Calii et
9 5%,

Bl3E R e 3¢ & - MSD Rt
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2. AANOKK, 1ERBERF

XA MV—F miEEE 100mg (—fx4 L7 nr ) Xv7 (Ea i z) ., BLT TARH]
W9 ,) 1%, PD-1 (programmed cell death-1) & %DV Jj K Tdh 5 PD-L1 XU PD-L2 & D
A EERET S, & MEIgG4 €/ 7 a—FLHURTH 5,

PD-1 fRE&IE T MRS BEARREAE 2> 53K 2 72 DI AS AR 23 FI 9= 2 T 70 S g il e A o
v FC, PD-1 1%, f@EE/RIEICRB W CIEMER T MEOMIEREICRBE L, HORENKIGE
BB SUTIR R 2 0 SOS Z T 5, 77206, PD-1 XV T REFETLHZ L1
TV HURZHERIC L D v 7 FnZE e AICHIET 22 B8 Th 5, PD-L1 O EFHKIZISIT
HZHEBUIDTNTHEMB, < OB TIE THIROM X 2402 51F C@mEICEH LT
Do MAMIBIZISIT D PD-L1 OmEBLUE, B, Belstm, s, DN, FE/mia
it 7o & OB A e A TTIHRARK T THY . RWAFRE OMEMERRE STV D,

IO A DRI T4 & PD-L1 FEEBLOFEEAMEN S . PD-1 & PD-L1 O#REE X EEE D iz
AW CEHEBEREE Z2H D Z EAURB SN TE Y BN ARROER & LS
nTW5b,

AFNX, PD-1 & PD-L1 LONPD-L2 Diij U > ROFEEZET D Z L2k, /N
BR B ORISR ARG ENE T U o\ BRZ1E M L S8, PG 2 ISt +5 2 & T
YU R 2 54 T 5,

AR OVEMBEFIZ A BEORERISIZ L HRIERMER & b b, BEEXIIETIZED
AR D D, AR OFE P R OEGRITIE, BEOBEL T5I2ATV, BENBO b
e id, BE LI HRITS U R RO 2 ik & Rk 2 FF O R Al & il U T bl 2 ih 72k
ATV, BEORERRC K DEWER SN 2 5HE6121%, @8I REAVE CFIOKRGHED
W) 7R ALE 2 AT O MR D D,
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3. BRREE

PR ST EEBYED AR U3 U VBB O KGR IS 21T o 72 122 bR 3B 0 pli i
oY,

[FH%hiE]

OE BRI R FEIFEE (KEYNOTE-087 #5R)

B UTEREMED PR % ) Lo EBE (210 B, HARAN 10 Gl 5T) OLLTD 3
DO AR— ARG, KAl 200 mg 3EMEFE (LLF TQ3W) &5, ) EHEOHEK
[OE7E X E VN - ER RV g Wi

- HEEMBMBEEITHRIC, 7L YFo~T RRF UL HEREZ T -BE

(2R —1F1)

- AFRE S REIEERETHY O T LY F~wT RRF UL BIEERZIT

=BE (2dh—1h2)

- HEZEMBHIABRITRIC, 7Ly YR~ T RRFUAC L HIEE (—RIBE T

BB FIELEO—BE LTOT LY X o~T RRNF AL HENERITE 720
BT TWReWERE (ah—h3)

72F. EERTA CHRBHET TR LT A IRBEIT 2 R TER AR S eV ED
BRI TE LT 5 B Tl IRBILARE O I FEATG CHRAMEIT A O B d £ TRAIO#
a5 2 EAAHEE Shve, EEFHMLEE Th 5 E2%0% (LET IWG criteria (2007)
WIS FIHIEIC L 55784888 (CR) UL /» &% (PR) OFEIA) 3R 1DOLEBY TH
ST, REB, FANCHRE SNBERRIL. WThoak—rs 200 TH -7z,

# 1 BERERE (KEYNOTE-087 k)

ak— k1 aR— k2 amRs— k3

(69 1)) (81 1)) (60 1))
7e4272%%) (CR) 15 (21.7) 18 (22.2) 13 (21.7)
% #7850 (PR) 35 (50.7) 35 (43.2) 27 (45.0)
(%) “ZiE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#1717 (PD) 3 (43) 17 (21.0) 7 (11.7)

FFAM R RE 3 (4.3) 2 (2.5) 0

#Z5h%& (CR+PR) (%) 72.5 65.4 66.7
(95%Cl) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)

Cl : fFHEIXH
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QE B[R ZH ISR (KEYNOTE-204 5:U5k)

B Z 18 M AP M T I . T H ZaE B OB IS & 72 D 1 LY R
VUL DA SRR 2 A 5 B ST EHAPE O T AR P U LR 304 151 (H AR
16 Bl & Ete) AXHIZ, AHK| 200mmg Q3W BH-OF R O ZEMEN, 7Ly~ T
R KT 1.8mglkg Q3W Fe 5 & Rt & U -CRMiET Sz, FEERHMETE B X A 5 i s i A
% ST [FIFR S MR DO BRR T — & Kk VG 7 — ¥ % & o e A 771 (LU T TPFS )
EWVVD ) L WNC R & SAv, 5 2 IR R OFE R, AFIET Loy~ X
RF e LT, PFSZHRICER Lz (2 KUK D .

# 2 FHRMERE (KEYNOTE-204 3B
AF] 200 mg Q3W Ty xINT
(151 1) g
(153 1)
HRoefiE (A ] 13.2 8.3
(95%CI) (10.9, 19.4) (5.7, 8.8)
PFS™- " AP — R 0.65
(95%CI) (0.48, 0.88) -
PfE (Frfal) ™ 0.0027

Cl: EHEXM. *1: 82 PO T —% 20201 H 16 B v 47, *2 : %ET IWG criteria
(2007) (ZHES ST YHEIE, *3 1 BRI Cox bl — FET ML BT LY F o ~T X RNF
YEDWE, ¥4 J@RIa T oy BE, AEAKEE () 0.0043

100 1=
90 _ — IﬁUZOOmg-QMN‘ y
80 f TUIYFIIT RRFY
& 70
N‘60‘_
£ 50
5153140‘_
8 30 7
20
10
0 T T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42
i
at risk#% HEIERSFHR(B]
ZEI200mg Q3W 151 116 96 74 65 55 44 35 18 15 9 4 1 0O O
TUUYFYITARFY 153103 63 41 32 26 191410 7 5 2 1 0 O

1 PFS @ Kaplan-Meier Hiff (KEYNOTE-204 3Bk)
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[Zz421E]
OEBILFEFHIFERER (KEYNOTE-087 #5#R)
HEFELITHBAM T 202/210 ] (96.2%) 12788 Hiv, BIEM X 144/210 5] (68.6%)
IZERD BT, FELRN 5% LORIERIZFR 3D LB ThoT-,

# 3 RHEEN 50 L0EER (KEYNOTE-087 3RB) (RAMMITxIS5EM)
H% (%)

IRERIRS¥E (SOC: System Organ

Class) A& (PT: Preferred Term) "i%%ﬁg
(MedDRA/J ver.20.1) 4 Grade Grade 3-4 Grade 5

PFEIEH 144 (68.6) 23 (11.0) 0
MR LY o RlEE

Uit BRI E 11 (5.2) 5 (2.4) 0
Wi

R IR B B AR TiE 26 (12.4) 1 (0.5) 0
B IBkEE

T 15 (7.) 2 (1.0) 0

G 12 (5.7) 0 0
—f - RHEER L OB G OREE

9 55 19 (9.0 1 (0.5) 0

FEEN 22 (10.5) 1 (0.5) 0
PR E

G ) 13 (6.2) 0 0
s, MaERds K OERm R

% 12 (5.7) 1 (0.5) 0
BeJgHs KOV TRk

9% 16 (7.6) 0 0

7ok, PEMERTEEIT 6 ] (2.9%) . KRIBK - HEO FRIX 3 Fl (1.4%) | #PEEFESE (¢
T v NU—SEERESE) 1X 16 (05%) . HFiRERE T IX 8 5] (3.8%) | HRAREERERETE X 29
B (13.8%) . g - AERUHRMZIEIL 2 1 (1.0%) . infusionreaction |% 17 #] (8.1%) . 5 &
IPELRIL 2 B (1.0%) K OVDMEZIT 161 (0.5%) TR bz, 7=, BEEDORERE (K
JEREEARIE e, ZTALBE, FERIEIES) | TEAHEERE . FIB MRS, 1 A0 RN,
ERSREREE RN RIEMB RS | Bk, EIEMEIE, MK - BRI, oMk Mo
D VESREESR | PRI M OVIR BEERIE LR B 720> o 7=, ARRIWEF 38 BLIR I 13 B 352 (i
IR 25T 28 0EERER~T,
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Q[E BEILF ISR (KEYNOTE-204 5U5k)

B EFGITARKIRE 145/148 141 (98.0%) K N7 L Y ¥ o~ 7 R RF B 143/152 15 (94.1%)
IR BV, BWERIL, £ £ 110/148 i (74.3%) KON 117/152 5] (77.0%) (2589 HiL
Too WTNNDOEETHRILEN 5%, EORIEMIZR 4D LB ThoT,

£ 4 DWTNHLORETRIERN 50l EORBIEA (KEYNOTE-204 3BY) (2L e L)

ZREBIKS3¥H (SOC: System Organ i )

Class) AFIHE TR T NRF U
FEAFE (PT: Preferred Term) 148 4 152
(MedDRA ver.22.1) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
RIEH 110 (743) 29  (19.6) 1 (0.7) 117  (77.0) 38 (25.0) 0
MEE LY > GREEE
I BRI I 5 (3.4) 3 (2.0 0 15 (99 11 (7.2 0
PN o WA P
R s R T AE 8 (54) 0 0 0 0 0
FIR IR B R T E 23 (15.5) 0 0 2 (1.3) 0 0
e
e 3 (2.0) 0 0 8 (5.3) 0 0
T 14 (95) 2 (1.4) 0 7 (4.6) 0 0
L 6 4.1) 0 0 20 (13.2) 0 0
M - 6 4.1) 1 0.7) 0 15 (9.9) 0 0
—fi% - BEEER L O G AL
DIREE
957 13 (8.8) 0 0 16 (10.5)
FEEL 19 (128 1 0.7 0 9 (5.9)
B, R L OMLE A JHE
TEAZPE D B 5 (3.4) 0 0 12 (79) 3 (20 0
PR AR A
I EREGR D 3 (2.0) 1 0.7) 0 10 (6.6) 7  (4.6) 0
PR TR PR
K= 2 — X F— 3 (2.0) 1 0.7) 0 28 (184) 5  (33)
B, 2 (1.4) 0 0 10 (6.6) 2 (1.3
R = 2 — /R — 3 (2.0) 0 0 20 (132) 2 1.3)
BRIk AR, FaERds & OMGERR R &
fitili e 12 (8.1) 6 4.1) 0 1 (0.7) 1 0.7) 0
FEE ¥ OV Tk b
Z 9 HEE 16  (10.8) 0 0 8 (5.3)
B 8 (5.4) 0 0 7 (4.6)

7. FEMEMZERIL 15 61 (10.1%) . KRB - /MR - HEO FRIL 3 6] (2.0%) . #if
fEE (X7« NU—JERRES) 1 X361 (2.0%) . BUEATFHK « FFARE « AFHEREREE « AT -
EALPENRAE 221 12 B (8.1%) . HRIAEEEFEE 1T 25 f5] (16.9%) . RIEHEREREE X 1
(0.7%) . EHERERE (RAEHIEMER R, REREBRE) (X241 (1.4%) | PERIT 1 4
(0.7%) . sk - BRACTIRAAREIL 161 (0.7%) . K2k - BEIERIT 161 (0.7%) . 5 & 9K
X161 (0.7%) . OfBZIE 2 1] (1.4%) . infusionreaction (% 6 5] (4.1%) MK OVERES 72 ik

7
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G LNRIR A EREER , FRPER L, ASFERE, SERRRIRIES) 13301 (20%) T
B DIV, E7o, TIEORREIES (LR AR IEARE , K RSIIRIEGERE, STVALHE,
BUGIES) | TRIGIERE, LARRA, TR, FIEOWR, DRa L
BOREBIERD DIV T, ARIERRBRIUIBIESS RRARRE 2 61) &6
IRFE R AT
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(M- AE]

AFNOREMEyERRET V2R L7y I 2 b—Ta 2k v, AH| 200 mg Z2 Q3W,
400 mg % 6 BEMFIE (LLF TQeW &9, ) XX 10mg/kg (KHE) % 2 HEMFE LT

QW L\ 9, ) TG L7ZBROARAID MiE FiRE ARG Sz, £ OfE%, AH] 400 mg
% QBW THAE LIZBEROAA D EHIRBEIC 1T 2 FIMmEFEE (LT [Cags) &V, )
I%. AHI 200 mg & Q3W THE- L72BED Cavgss LHLT 5 & PHIS N (THR) . £72. K
#l 400 mg % Q6W THH L 7-BEDOAAK|D EFIRIEIZ T 2 e m g HIRE (BAT [ Cmaxss)
EWVVH, ) E. AKI200mg & Q3W TH G- L72BRD Craxss & R L CRfE 2R3 & TS
TbOD, HANEEIZEB W CTEAENHER SN TWD YL - AETH 5 A% 10 mglkg (IR
H) & Q2W THEG L7-FED Cmaxss & LB L TIREA R T L IS (TH) . EbIC,
T FL A il AR A e R I AH 400 mg &2 QBW THES L 7-VES SR (KEYNOTE-555 #
BR) L 0EONFEREICE S EYBIRE N T A—F T, VI a2l —va itk FPHlILE
HENRE T A —& LRI L2 (TR) . Mz T, BEROBEICK T 5 ERRBR IS
x| ARHNORETE R & FHIMESUIE RN L OREZ MR DIREE SUGT T VMRS S Fu, K
200 mg % Q3W XIZ 400 mg % Q6W TH:H L 7ZBEOMRFR & & AN X322 & o Bz
DWTHRF SR, ERROME - HEOM THIMEL L IR ZR 1T E T

H -,
&£ 5 FADOEKYFHE T A —F
)Eﬁ{f . )EHE Crmax Cavg Chin Cmax,ss Cavg,ss Cmin,ss
- (pg/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
59.1 279 18.1 928 504 30.9
)
200mg Q3W" | (a5 597) | (27.7.281) | (17.8,183) | (91.7,941) | (49.8,51.0) | (305,31.4)
123 324 106 148 50.7 203
)
400 mg Q6W" | (195 194) (32.0,327) | (104,10.8) | (146, 149) (50.1,51.3) | (19.8,20.9)
400 mg Q6W 136.0° 14.9°
(S2H1E) (135.6, NA (14.4,15.4) NA NA NA
136.4)
220 144 119 428 279 197
)
10 mglkg Q2W'| (515 993) (143,145) | (117, 121) (424, 433) (276,282) | (193, 200)

+:n=2993, 100 BID ¥ I = L— 3 A2 X 0 B S - 8 FEo i (2.5%1,97.5%4) . Cmax : ¥
[B1% 556 D M TE PR EE . Cavg : WIEHR G OEIMTEPEEE, Crin : FMIEFRGHE (I A 21 2 HE/) ©
%1&m{%§qﬂ(}%g\ Crmax,ss © ﬁ‘:ﬁ%ﬁ?&:%” 5%%@(%31:}3/&%&:\ Cavg,ss : Eﬁ#ﬁﬁﬁ&:%ﬁéﬂzi@m{%qﬂ%&z Chin,ss
TEFRBBIZ 31T B e AR i i B

T : 56 BIORMELIE (95%(EHEIXH)

§ 1 41 Bl D LAEEIE  (95%(ETHIX[H)

NA : %470 L
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4. FEERIZOWT

ARBSM L U CTHHBRERE (2FFRE) 2o s 2 Enb, YikRi 2 mylic
FERETX LR THLINERDH D, £O LT, EFEKMY A7 EHGFE (RMP) [2HE5%, K
F O [ 3R 5 22 R EEARIR B~ D1 IR A b D ftisk Tdh > T, AFNI O G038 Y] 72 [BE %2
Wr« F5E L. AFIOEGIZ XY BEERRBER 2B L-BICRHET 5 Z E R0 ER-o, L
TOO~BDFT R TEHI-TIFICBWTHEATLIRETH D,

@ HEFIZOWVWT

O-1  TFEo (1) ~ 6) OWTINTEYT Ll THDHZ L,

(1) EAFEBKESEET D0 ASHER LR S  (BRE IR A A EGEHEIL SRR,
M 23 A RSB ML SURRE . HUES AR 7R &)

() FrEHgREFERE

() EBEIFRENENEET D03 AT (D ABRGEEEEHE, 2 ABREERE
TIRBE, DA SRR e &)

(4)  HRAFEREIEE AR E L, S RIERC AR 1 U RIE B L L2 ) 2
D fiti s HAEIAR D il H & AT 2 T B fitiak

(5)  PrEMEREE AT B BN OfE R FEHEIAR D R AT o TV B ik

-2 HHWER XU Lo EDAL SR K OEIE F F BLE 0O /E S 43 72 ik & R &
FFoERT (FEOWTINNITEYS T D ER) 25, YL REOARANCBE T REOEEE L
LTRBEINTWDZ &,

7

o [EAIRFFEFR 2 FOPMNHE ZE T L721%IZ 5 4ELL LD AR DEFRRNHE 217 -
TWaZ &, 96, 2 B ET, BDAREYREEZ L L LERRGEONHE 21T > T
W5k,

o [ERIRFFEUSE 2 EOWINHE ZE T LRI 4 U LOBIKRBRA A L TnD 2 &,
OB, 3L RIT, EMAREIENG O 23 A SEYRIE 2 e IR LR OWHE 21T > T
W5k,

@ BENOEEMFEREHDOMEHICONT

RS BT 2 BT DR E S 4, REEREN O OFRED ., AR - 242k
SEHFHIE OB B NEME T R, AHEEGNRE LGS OMEER., &
DL AT O D IRHINE > TN D Z &,

10
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@ BUERA~ORIEIZDWT
@-1 HERk A BE 4 5 B

FE MR R E DO EEZRRWERAIA LIBRIT, 24 REFEZRIARHIO T, Hi%hhak X ITEHE
MR IV T, FH LI RIERNICIE U CARBEE B O CT F O RIEM OBHN L2 R AL D
RRDE B HPICAE DI, B HICHISATRER AR > T D Z &

@-2 ERMEFE L DAEERMCICETEM

DA EE D DB R AR N O A AT 2 EREFEDRIIER =421 V7 %25
DIEROA T V) —= T 2ATWEIRE & A G TE 2 F— LB EEfH S 41T
WHZ &, B, BHEHNZOWT, BABFE L ZORIEICHFITEAMENTNDZ &,

@-3 BHEADZWrox N ICE LT

BIER (RVEMERZR B2, RIBHK - /NEK - BEO TH, BUEFK - A4S - T
[ - IFJe - B LMENRAE 2, BpREEREE URMIE MR &, RERIRBRE) | NowEE

(TEAEERETE, RIS, RIBHEERS) | LABERE, SE5EE, Bk - #
B RARIE . BER ., B D R ERETE (IR EESERAIE . BRI . S TEALEE,
BRMEIESE) | infusion reaction, M7k - SIS, EIEMEGE, MREE (F7 0 - NL—
FEWGERESE) | Dk, EERMIKIEE (Gt MO MHESRER, TRIMMER I, ARZFEREE
HEPERIERES) | HEOFR, MERERIEMGEE, M%) 1Tk LT, Yekhiag T ER
FEBI O REMME 2B 3 A ER & L (RIEAOZWr-CoXIGIZBE L THRER OB A2 b
LHEMICHDH L) . BEHITHEY R LEN TE DEHNESTNDZ L,

11
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5. EXHB LR HBE

[B2h I RE+ 2 1]

D B 258 M AR S S ME SUIR TS O F36 T EEHE O I AR D% o ) LR E
FIZBWTAFOF NN RSN TN D,

@ TREIZEE Y 3 2 BEITKT 2 ARFN O 5 ] OFEATFIEIZOW T, RFIOFINED ST
ENTELT, AFOBE G L2570,
o ALIHRIERIGR O BE
o fhOHENERREA] & OOF

[Ze 4t B4 % 3]

O FRICHELTHEEIOWVTIEAFOFE N LR L SN TWDEZ b, FEE21Tb2R
W &,
o RHENDFATT T UIBBUE DBEFERE D & 5 B

@ VRFERATOFHIIZ IV T FRLICHE Y T 2 BT ON T, AAIOEGITHERE 1172008,

L DIRFEBPE D WG EICIR Y | HEICAHIZFEH T2 L 2ZBETE D,

o [EMEMZERBEOEI XIIBEDH 5 B3

o JE I G RR AL TRV R 2 78 6 5 FRAE M ONE B D Jil S A il 2 I YL ME T 28 55 D fiti 12
RIEMEALD B B D B

o ACMEEROAIE UMM ZE L ITFHRMEO B B REOBEROH 5 A
*

o lEaRBAERE D & 2 B (e g 2 R <)

o FERIORREN IR A AT L HRE

» ECOG Performance Status 3-4 "=V o &

1) ECOG @ Performance Status (PS)

Score | EFE

0 < - EBTE 5, FWEIL R U HHEAESHIRZ <ATA D,

PIREICI LUWTEENIHIR S5 28, SITARE T, BAEEH > TOEREIFTH 2N TE D,

Vool moss, wsek

2 HBATRIRECH P OH DEID O Z LT T X TAMREIEPMEEILTE R, HHO 50%LL LT~y Tl 29,
3 ROENTZHGOEDEY DZ L LnTE7R, HHFO 0%, EE~Xy R Tl 2,

4 ELENT RV, BOEOREID OZ Li3e TERY, BRIy Rt Id,

12
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6. BMEICEL THEETREFE

N SCGEREITIN A, BOEIRGESEE D TRt 3 2 ERME 2 3D & ARH 0 Rtk K Ol i
DI DI ERERZ TCHE L THOERTH 2 &,

TRIRBARICIENL S | B UTZE OFIEITA MR OERMELZ 0@ L, REEST
NoEGTHT L,

FEREWERH O~ R T A MZDOWNT

@

@

WEMEMIREN D S d Z LR D DT, AR OF G H 7= - T, wIHER (&
Glav, PEURIRIEE, HKAE) ORERE M O X SR A O M, Bl A2 +3I12iTO 2
Lo Fio. MBS UTHE CT, MiG~— I —50OMRELZFEMTHZ &,
infusion reaction 3% H I D Z ENdH D, infusion reaction 23588 B LA I,
WE) R ALE AT 5 & & bl IERNEE T 5 £ CREOIREZ +oIcBET 52 &,
FOR IS BERR S . T RAEEREE X CRIBRERER S D bNDS Z ERHHDT,
ARFHN D e 5-BRIART M OB G-I 13 @ IR IS N WS RE RS (TSH., b8 T3, b
T4, ACTH. Ifitf o — LV EDflE) 2 FEiid 52 L,

BIEIF ¢ IFAR A, FRERERE 2%, i LMEIRER DR H b Z EBHDHD T,
ARFN DB 5-BRIART M OB 51 I3 @ Wi I g sEM A (AST, ALT, y-GTP, Al-
P, BV LEVEHORE) ZFETHI L,

SEIER (MERE I BRRERZGT) SORERERREERNH DAL Z &
BoHDT, EMMICIRORFEOFEAHRT LI L, £/, IROEFEDIHD LN
AL, HONICEREMZZZ2 T2 L BB LHRETHZ &,
AFNOEHIZ XY BEORERISIZER T % &5 2 b kA e BCREN H
SONDIENH D, BENRD LNHAITIE, BB L-FRIS C-HEM 2
TR & B A RO AT & U CGEYIZREREW A1 T V) B ORE OGN X D E
TER D SN D51, AAIORIESUIH IR, K OFEIR R E R VE Al B %
BEETAHZL, B, BIBRERVE L OEGICL 0 BWEHOWENRTD S
WEBIZIE, BB RE AT DSOS IIHIFRI OB G EET 5 Z &,
WERTH, ZEBNSHEIARB L COORERANEIRT L Z 085D, A
KD EA& T HICHEWERORBICHSICEET L Z L,

1 RIS (BIE 1 BRI 2 & de) b Db, HERBEMES 7Y R—v RCE
HZENHDHOT, OV, Bl EHEOGER ORI O EFIC+0iEET
HZ L, VEBERIEN DN GE 3G 2R L, 4R VBFIORG%ED
HE R ALE 21T 2 &

AFNOEERRBRIZBWT, BERRBENS 12 B2 ICHMEOF M Z T T\ Z & %
ZET, ARFBGFITEMBNCEBRE CHROMREITH Z &,

13





