$$$$ﬁ5ﬁ§5§% 874291

RBURDERHENRES
NS »\

Bl PR 3E [ 55 M AH AR

<+ YERVOY.

(ipilimumab)

(ONO-4538-48/CA20974351\5%)

NBUBEH/CMUAENPD-1E/ 50— )Ltk

ATk FApE

20, 100re;1201e,240ne
=RV T GEIZFEIRA ) &H
LEYERSRAY, BIRE, AT BRI

E)AB-EEIEFDONSZICRDEMRTHE

OPDNO

(nivolumab)

NEBEEERR/ ENEUIERCTLA-A £/ J0—F)LiE

-‘7_ 5 "'_{ RRERER

20mg,50mg
A1EVLI T GEEFHERDEH VERVOY.
EYRREG BRE LS EEERY (ipilimumab)

) FR-EEEOLSTEICRDEATHIL

aEA
=0

1.1 FAEE . B2EFIC T WL TEDEEMERICS
WT DA EEBEIC T DR A58 - 1R Z D&
fDHET. AE|DERANEY) EHIBSNDE
BICOVTDHIHERST DI E T BERRBIC
FIB.BENEZORKICENERUGRME
Z+REHAL.RIRZETHSIRST DI E,

1.2 BEMHERENGSHN. FETICESTEESD
HEINTVLBD T, YIEER (RN, [FEIRE
. W IESE) OESRNR O HEXEFIREDRE
F_% ﬁ?ax%ﬂ_ﬁj\(h?i:‘):t it_\,\ h\wu\&)b
NIEBSICEAE DRSS ZHIEL, BIBKRER
WEVEIORSEDBEYRLEZITOII &
[8.2.9.1.2.11.1.1&0]

aEA
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1.1 KEE. B2 ICT WL TEDEEMERICS
WT. P AEREBEAIC TR RERZ R DE
BiDHET. AR DERINEYEHIMSNDIE
BICDOVWTDHEET DI & Fle BERIEIC
5. BEXGFZOREKICENERUERRME
%+ﬁnﬁﬂﬂb ERZETHOIR5TBHTE,

1.2 $§UT2%LA:U E%B"FF‘ j(ﬁ’i_v/k /ﬁﬂ:
B 15Y oY g Tl s Yo 1IN Zliﬁud)}ﬁ%fﬁ%Tb\B
HHBBICEKIBU. FECICESIFlbIREEINT
W2 BESHEIT TR IS TROERZ T+
DTV BEDEOONEBEICIE. BIBEE
MILEVEIDKRSEFEDBEYRUNEZITI &
[8.2.11.1.1.11.1.2&8]
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| A

RRICHTD7 Y- ROER VARG REARSNTCVSEERUHABERRUET, |

EREHEIEIEER(ONO-4538-48/CA20974 35 58) >

(LB ER BB R BN MENREENRELT. 4TI —REY—RA DHEBED XN FER

EVRTSFURBHIVRT SFVOHBEEICH T B ZIRE T 5L DIC. RERBIREIT B,

L e ESHLEIFSIRERIER LSRR (B4R

(LB AR ABED YT E s B MBS E 6056 (B4 A 601)

F I — R+ —RA B 30361 (BAAN236]) . RARVFER+I R T SF URISHILINT SF V8 (U T L2
BAEY) 30261 (BAA3761)

T 77— v —RA B T Y—R3mg/ kg BRI T, P — 1R 1 mg/kg 6 BRIRSIE CAuEs I Ll (8

241 AR o

{EREEEBERANUFER (500mg/mP day 1)+Y A FSF 2 (75mg/m?.day 1) %= 3:BRERER (RA6Y 17

L) RIEFRARNFER* (500mg/m*. day 1)+AILRFSF*2(AUC 5.day 1) %3BRIRRE (FA6Y A

J)b) CrUBEsELI,

% 1 AFBICH T DBIEMIBE DRI T B AN FEROFEARVAER, [VATSSFVEDOHBICHN T B, BAICE
RANVFERELT, 181E500mg/m? (FREHE) % 109 BN I TREEEL. A< s H20BBRET 5, TNE
10—2ELBESEBRT . B8 BEDRECLWEERET 2. TH D,

M2AFICBVTHILR TS SF > BB R AEICH U CRAGR TH Do

BailEIEN [ FEHHEE 2 4E7FHRI (OS)

R EHEIEE S E 4 77 28R (PFS) [modified-RECIST (m-RECIST) **ZERECISTHA RS A >
1. 1HRICE D<K BICR**#IFE] . =512 (ORR) [M-RECISTXIFRECISTHA RS A 1.1
IMRICED<BICRYIE] . REHAEMER (BOR) . Z=31HARI (DOR) . &3HCE D E CTDHARS
(TTR) . fR244II781% (DCR) . PD-L 1 KIZER|DOS. PFSK U'ORR
BEREHEER:QOL (EQ-5D-3L Ul EQ-5D-3L VAS, RULCSS-Meso)
BEEER. ERIGESE
%3:modified-RECISTOERIC DV TCIEp.210Z TS ELIEET 0,
M4BT COIRTIPRYE

BTEtE FEHEER Kaplan-Meier;£Z AW TCOSHREN U ZDMfI95%EFEX A (Brookmeyer-

Crowley;%) . diTFIC6.12. 18,24, 36,487 AN USERRDOOSERVZNSOMEE
95%IEFEX [ (GreenwoodT) ZHH Uz B RLLEIC (. IRTICE D <MHEBER ORI
ZBRIRF LT 2ERmAllog-rankiREZA W e, Fle ST LMEUcB ZHEB LU
ERICoxtLFIN T —REFIVICKWUHREZ DRI 00X (1 —FHEE D) %ISTEX R ZHE
EUTz. BRSNS 1 1EDiBEHZE20.05 () & Uz, PRI R ORI D
ZHPRFE(ELan-DeMets;AICE I < O'Brien-Fleming Bl D o HERBIFIC TR L.
PR RR CORBRDODEEKEF0.0345TH ol
BIREVEHIIEE:PFS DT [EKaplan-Meier;ZZ W TPFSHRER U Z DA 95 % SR X E
(Brookmeyer-Crowley;&) . M TFIT6. 12, 18, 24,36, 48n B MU SERRODPFSE
RUOZNSDERAI95%EFRXE (Greenwood) Z&EH UTc,
M-RECISTXFRECISTHA RS 1. 1HRICE D<K BICR¥IE CBORNCRX [FPREHIE
SN A EEMEFTE L. ORR(BICR) RU'Z DIEHRI5%{EMX (& Clopper-
PearsoniEIC KW EH U, m-RECISTXIFRECISTAA RS54 1. 1hRICE I<BICR¥
TE CBORN'CR,PRYIFSDEHIE S NIIHBEZDCREEE Uz, DCRR U Z DIEHER
95%EFEX A IE. Clopper-PearsoniEICKWBEH U, SR S8 CPRYIFCRAERHS
NICHERE(CH T BDOR%ZKaplan-Meier;EZFWTHEL. hRIES RIS %IEFE
XEZHEHUC TTRIZFS VS AMESNIEBD SRANICEMH RO SNIZHE TOHE
EFEREUPD-L1HIEZEBIICOS. PFSRUORRZFHE LT
YT — T ERIICRE S NI BARABIEE. BEERIOY T 7 IV — B Z{T ol £l B
HIICRRE S NI BB ERATER R (SR80, MR AR, 3thig. ECOG PS. #H#SEY. 7RHEA. BYE
. MEHEA R E . 2 BN AGBERE. PD-L1 RIBLRRE) [T 50S. PFSOY 7
T — TR 7Z{T o1,

29)INEFER T / TURNL-RAV—X RT47 | EERHBEENE(ONO-4538-48/CA209743) sHERAHE (&) AGREFRETHME
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(nivolumab)

HERT YAV

4 )\
B R REch R fE &
(605%1. HA A 601) P
S e )
e e 1 PDXHH B TEAL
o2AMA-LS ! e33R (30261) BIEREE RS
REELR
®ECOG PS 031 X ARt 500me/me+
SRTZF 75mg/mP i
\ Y, HIVRTS5F % AUC 5

SBZE(RAGHITIL)

© ERIEF HEME (bR, JE ERREY) (MR (B, &)
KUEIICBWTHIVART ZF U EBIMERE T E IR TRAB THB,

Yy
®5hE
4 \
ATT—K BT E. Y—KA GBI E
............ » BE241 BB
el T T P T T Rrov—samee
+
Y — R AR t t t'\"-:‘]Wng/kg
4 4 L 4
63 128 . . 188
SETE (RK6H17IV)
O e e e e e e e e e e e e - Ep KO H A 7 I B
T T 1+ 1T 1+ 1 umz
Rt B STk e
4 L 4
0 3 618 9 128 158
f7f7°°/”—71'i’(3mg/kg SUEERE) fiﬂ—?ﬁ"’f (1mg/kg MiEESE) f1 [B=a=97
0&%%1@(&@@#&5@65@!’5(i?E)?&b‘5485ﬂEi’(“ti6iﬂF§I(i7EI)ﬁ'aﬁ&%’&%®f§ti12iﬂﬁ§J(i7
B)BERRTET(PD) X k5 H IEOVWTh BV EET. m-RECISTXIERECISTHAIRZ 111 hRIC
EOZ BICRERVAREE (418) ERAHIEL .
BERENRS L RBETEF R TREVWEEORE L TR
. J
4

4. SHEENFTHER (—BBHR 1)
VIBRARETREST- AR DR MR 7B

6. FiERUFE (—B L)

GIERTEETRES T - BR O BRI IE) B B

BERACEZRILY T ELEFHEIRR) ST, 1E1240megZ 2 BEEREX (31 0480meZz 4 BEERE CriEEfid 2.

A EULR T (BIFHEIRR) CHATHEEBE AL IRV T EEFERR) E LT 10240megZE 2BR—ER X 13 1E360me %
3BEEMRE CRERT T .

7. FERUHESCEETD 23R (—80R7%)

R

7.1 RENE 30D ENFTRBEFHTT BT &,

B EEEH mwl
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ERHESEEER (ONO-4538-48/CA2097435158)

BES
F TR A B LR iR
(30361) (3026)
= PRIE 69.05% 69.05%
OS5I 71(23.4%) 96(31.8%)
65m A 75w 1 54(50 8%) 127(42.1%)
758 85 75(24.8%) 76(25.2%)
85 L 3(1.0%) 3(1.0%)
3zl S 234(77 2%) 233(77.2%)
oy 69(22.8%) 69(22.8%)
PN BA 266(87 8%) 250(82.8%)
TIT N 26(8.6%) 39(12.9%)
PRARUNA VT4 P URET SANRER 2(0.7%) 4(1.3%)
Z DA 9(3.0%) 9(3.0%)
HEEY FR7AY 229(75 6%) 227(75.2%)
LY 26(8.6%) 28(9.3%)
fEEY 35(11.6%) 36(11.9%)
Z DAt 3(4.3%) 11(3.6%)
S I 2(4.0%) 20(6.6%)
I 23(7.6%) 22(7.3%)
il 103(34.0%) 106(35.1%)
0 60(52.8%) 149(49.3%)
BHEBL 5(1.7%) 5(1.7%)
ECOG PS 0 114(37.6%) 128(42.4%)
1 189(62.4%) 173(57.3%)
2 0 1(0.3%)
3BE 0 0
LR JFEEE 127(41.9%) 122(40.4%)
BEEES 1 55 (51.2%) 163(54.0%)
S 8(5.9%) 8(2.6%)
i 3(1.0%) 9(3.0%)




OPDIVO.

" (ivolumaby)

T

O4FHR (OS) (FEFHEIER)

SHEFHBE(OS)ICDOVWT A Y=V —RAHBABE AT A LI =R+ —MRAB) DAV F R+ R TP SF
RIFHIVRFSF 8 (U AR EER) (TR T 2B D R 2RI S NE L2 (p=0.0020@ A& =
K#0.0345. BRllog-ranki&E *?) . OSHRIE(E A Y — R+ —RA BT 18.070 8% (95% S XA [16.82,
21.451%%) L2 EERF C14.090 872 (95%ERX A [12.45, 16.231*) Torh) . A4 I — R+ —RA BDL2E
SEBEH T B\ U'—RH(30.74 (96.6% =3 X [0.60, 0.911%°) TUTz.

@) osdKaplan-MeiergiR
(%)
10049
. AT AT —RABE ACERAR
90 4 ANV 200%1(66.0%) 219 (72.5%)
n=303 n=302
80+ g 18.07»A 14.0948
- (95%{EFEXRI** [16.82, 21.45] [12.45, 16.23])
60 -
=
% 50
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A risic i
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i
b
(F—9Hvh4T:2020438250) =4
S ABICBNTHILIRT ST F BRI U TR AR TH S 2

2R (ERZAY, JF FRZRY) | 1R (S, &) ZERIRFL LT

% 3:Kaplan-Meiers%

x4:Brookmeyer-Crowleyi&

XEIRSHEHZT S, HlE (LA, 3 ERZAY) IR (S, &) ZERIRFE UTcCoxtbBIN S —REFIL

6. AR U (—ERRI)

IR T BRO BB RE - -

B BAICIE =ML~ 7 (B TAERR) S LT, 10240meg = 2B s 1 D480me R 4Brrig Crumtsii s 5.

A EULR T (BIFHEIRR) CHATHEEBE AL IRV T EEFERR) E LT 10240megZE 2BR—ER X 13 1E360me %
BRI CrUBR T Y 5
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ERHESEEER (ONO-4538-48/CA2097435158)

O EIEELZHIRI (PFS) @EIxHVsHEIER)

BRI A S HARY (PFS) DOPRIE(E, 4 Y — R+ — A B T6.771 8™ (95%EREXRI[5.59, 7.36]™2) (L3EE
BT7.2008" (95%EHEXR[6.93, 8.051%2) Tt 4 I —M+7—RA BEDILFEERECH T 2/\ P — R (&
1.00(95%=%BXRI[0.82, 1.211%%) TLIz.

@) PFsmKaplan-Meiertiifg

FTI—R+V—RIBE ALFEER

90 - AN 21861(71.9%) 20915 (69.2%)
n=303 n=302

80 - rh @1 6.77»8 7.20»8

. (95%fEFEXE*2  [5.59, 7.36] [6.93, 8.05])

B0 HF S e 2
g

—— A TI— R KA B
104 ——fesmmsn

(=—2134T5H00)
O T T T T T T T T T T 1
0 3 6 9 12 15 18 21 24 27 30 33 36(A8)
) HAmE
At riskE
*;Z;?F‘z; 303 198 135 89 64 52 45 36 22 15 7 2 0
1bZ#EEE 302 222 144 71 44 33 27 21 10 6 3 1 0

(F—9hvb47:2020F1815H)
1:Kaplan-Meieri%
% 2:Brookmeyer-Crowleyik
MRS EHL S HRE (LAY, 3F ERZAY) R (5B, i) ZBRIRF & UTcCoxtbBIN S —REFIL

6. FiERUFE (—BR %)

(EIBRTBETRES T- R DRI IR E) B B

B BAICEZMRILY T (EEFERX) EUT, 1@240mgZ 2;BEEEX (31 @480meZ 4 B—E CrEiEt s d.

A EULRY T (BLTFHEIRR) EHATDHGIRGBE. AICEZRILY T (B FHERZ) EUT, 1@240mgZ 2B—RRREN 131 E1360me %
3BEEEMRE CRERTT D,

7. ERUHEICRET %732 (— k%)

hEeH®

7.1 AAENE 300U NI TRERRET BT,
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" (ivolumaby)

O BRI DE4FHIE (OS) (FEFHEER-U 77 IL—T#R)

LAEFHIR (OS) ICDWVT. 4 Y=+ —RA BB EABICH T 5/ \ '—Rib(E_EZAIT0.85 (95%IEFBX
00.68, 1.06]1*"), I LA T0.46 (95%EREXE[0.31, 0.701*") TUTc. OSRIBEE A I —R++r7—RA
BT LEREN18.731B%2(95%EEXRI[17.05, 21.721%%), JELEEH 16.897F%2 (95%EEXR[11.83,
25.201%%) . (b2 EABF CERZAUNY16.2308%7 (95%S#EX ™ [14.09, 19.15]1%%). FELFAIN'8.8018%(95%
ERmXRE[7.62, 11.761*3) cUlz.

@) OsmKaplan-Meiergii (BRI

(_EF7EY)
(%)
100 <
FTO—KR+Y—RAEE AL ER
90 4 A NN 15711 (66.5%) 1641 (69.8%)
n=236 n=235
80 - ch df %2 18.73»8 16.23»8
5 (95%fEREXE*2 [17.05,21.72] [14.09, 19.15])
60 -
4
7 50+
b5
40 -
30
20 -
—O— AT I—R+r—RE
104 ——fepmnn
(v—71T540)
0 T T T T T T T T T T T T 1
0 3 6 9 12 15 18 21 24 27 30 33 36 39(R)
At risk# A -
0:‘:_'[: E
*17,1.,.}; 236 213 197 177 159 140 113 98 79 48 22 6 2 0 F;'g
{bZEEE 235 212 189 162 142 120 102 86 57 36 18 9 1 0 %
(E_LR7RY) =
(%) [
100 4 ]
AT —RABE ACFROERS =
90 1 A NN 43151(64.2%) 5541 (82.1%) B
n=67 n=67 BE
80 1 rh s fE e 16.8958 8.8058
5 (95%fEFEXE*® [11.83, 25.20] [7.62, 11.76])
60 -
4
7 50-
$
40 -
30 -
20
—— A TR+ —RA
109 ——feemnn —
(Z—7135TB400)
0 ; ; ; ; ; ; ; ; ; ; ; ; ]
0 3 6 9 12 15 18 21 24 27 30 33 36 39(R)
At risk# H
F7V—H+

Y gqm 67 60 54 49 41 33 30 26 22 17 8 5 0 0
1LEHEER 67 56 44 28 20 16 11 9 5 2 2 2 0 0

o . (F—9hvbA7:2020863825H8)
¥ 1 IEERICox BN T —RETIL
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ERHESEEER (ONO-4538-48/CA2097435158)

@ =393 (ORR) (EIXHIEHEIER)
ZWE (ORR) [F F YV — R+ —RA B T39.6% (OSWISFEXR [34.1, 45.41%") AL EEBE CT42.7% (95%ISHE
Xm[37.1, 48.51") TUJ=.

(=9 HvhA7:20208£18158)
% 1:Clopper-Pearsonix

OZRMEMR(BOR) (BIRIVFHEHIEE)
REMGMER (BOR) 3 FERO@EI TUIZ,

| A FU—R+H IR B (3036)) | L BOEEE (30261)
REMRGIIR (BOR). 51%1(%)

CREE=Z=R) 5(1.7) 0
PR(BEZ3H) 115(38.0) 129(42.7)

SD (L) 112(37.0) 125(41.4)

PD (#417) 55(18.2) 14(4.6)
SHMABE 4(1.3) 5(1.7)
HSFU 12(4.0) 26(8.6)

(F—9Hvb47:20208£1815H)

@72 HHZR (DCR) EIXHIEHEIER)
PREE| 12 (DCR:CR. PRI IGSDEHIESNICEIE) 3 F Y — R+ —RABET76.6% (95%EEX[7 1.4,
81.21"") LB AL ¢85.1% (95%EFEX R [80.6, 88.91*") TL1z,

(F—9hvbh47:20201815H)
% 1:Clopper-Pearsoni&

O=HiE (DOR) (&EIxRBVEHIEIER)

EPNROONIEA I — IR+ —IRABE1 208007461 (61.7%) AL EHEEE 29615010041 (77.5%) [CHWNT. #E
TEUICEHIR (DOR) DHRIBIEH Y — R+ —RAET11.0103 (95%EFEXAE[8.11, 16.491™) (LA
B T6.6718 (95%SFEXA[5.32, 7.101*") TUlz, BB TUEERIRIEBICRICK>TModified RECIST criteria
[CREWVHIELR U,

(=9 HvhA7:20208£1815H)
% 1:Kaplan-Meieri&

O=NCEDFTTOHE(TTR) (BIRHIFHEIER)

EPNRDOSNIeA TV =R+ —RABE1 2008 ALZEEEEE 1 29B)ICH VT ENCEDE TOHIR (TTR) DR

BlFF T —Hh+ V7 —RAET2.6908 (&IVME~RKIE0.8~13.4)  {bFEEE T2.531 8 (R/IMBE~FRAE0.3

~19.4) TUE. 3B TIIEBZIRIFBICRICEL > TModified RECIST criterialcflgWHIFELE LI,
(F—9Hvh4T7:2020518158)



" (ivolumaby)

EEA

EABREBEBEEREHZSTRIERIGEA LY — R+ —RAE8T80.0%(240/300%!) .t & EET82.0%
(233/284%l) [CERHHNE LI,

FRBIER (10%LL L) (&4 TV —M+7—RA B TIFTH20.7% (6261) . ZSFERE16.3% (4941) . F214.3% (43
Bl EF13.7% (414)) . FPIRBRBEEEE TIE10.7% (3261) . Binv10.0% (304) AL FEERF CIERN36.6% (104
B) . E&MM35.9% (10261) . 3FPIRRIAME25.0% (7161) 55 19.4% (5541) . BEEHR 17.6% (5041) . #/3AE15.5%
(4441) 81 14.8% (4261) . IBI14.4% (414) TUT=,

BERBEERIEA TV =M+ —RABET21.3%(64%) ALZBEEEET7.7% (226) ICEBRHOSNF Uz, ERHD
(1%L L) FA T =R+ —RA B TIIRER3.0% (961) . Infusion reaction2.0% (6f1) . FFHEEERE . 2MEERE
ENOURIERS1.7% (56]) . FRINR O NEABEEE NES1.3% (44)) . BB MR R OFEZAZ1.0% (36]) {bFE
EEFCIFEAM2.1% (66) . FEEMEIF P IRFANE L OSRIMERFEAMES1.1% (3%1) TUTZ,

KBS ICESERIERIEA Y =R+ 7 —RA B T23.0% (6941) AL EEEE T15.8% (4541) (CERHSN. FEH
D (1%UE) 3 A TS =R+ — A B CIERER MO TR 2.3% (74)) . il S O'Infusion reaction®1.7% (5
Bl FFHEBERE1.3% (46) . 2RUBRENVO TS U7 /NS VAT —1EIE1.0% (34]) AtZEAEE ClE
Bm3.9% (1161)  fEIIAE2.1% (661) . Bl SFPEREAME M O TV R AMESS 1.8% (561) 180t 55 M OB R T
£1.1%(38) TL,

RABRICEVWTHTICESIEBUERF F Y —R+ 7 — R A BETERER . AR O 2 0A2E0.3% (141) .16
FEOER ClIEBEEER20.4% (141) TUTZ,

BIEFRDFE &8 (£IEH)
FEIRBE (%)
Z I =R+ —RA & (30041) LB AR (28441)

BIEFRFIRAIR 240(80.0) 233(82.0)
Grade 3L EDEIER 92(30.7) 92(32.4)
SEREIER 64(21.3) 22(7.7)
5MIECESf=RITER 69(23.0) 45(15.8)
FTICE-STRIER 3(1.0) 1(0.4)

6. FIERUFE (—8B R

GIERTEETRES T - BR O BRI IE) B B

BERACEZRILY T ELEFHEIRR) ST, 1E1240megZ 2 BEEREX (31 0480meZz 4 BEERE CriEEfid 2.

A EULR T (BIFHEIRR) CHATHEEBE AL IRV T EEFERR) E LT 10240megZE 2BR—ER X 13 1E360me %
3BEEMRE CRERT T .

7. FENUAEICEET 23R (—EB kR

R

7.1 AN 300U DI TREEAET DT L,
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WINHDEFCEW%LU EICRIRUCBIER—%

FIRIH(%)
7Y =R+ —RA & (30041) bR AEE (28441)
£Grade Grade 31 E £Grade Grade 31 E
FREHRUR THEEES
ZSFEAE 49(16.3) 3(1.0) 1(0.4)
R 43(14.3) 3(1.0) 15(5.3)
S NREESIN A 16(5.3) 1(0.3) 2(0.7)
ShEs
TR 62(20.7) 10(3.3) 21(7.4) 2(0.7)
) 30(10.0) 1(0.3) 104(36.6) 7(2.5)
& 12(4.0) 42(14.8) 1(0.4)
180t 8(2.7) 41(14.4) 6(2.1)
—Hg- 2 BEED IR SEBAIDIREE
ksl 41(13.7) 3(1.0) 55(19.4) 5(1.8)
mHE 25(8.3) 44(15.5) 12(4.2)
Fah 16(5.3) 5(1.8) 1(0.4)
BEERARE
U/ S— BB 20(6.7) 13(4.3) 1(0.4) 1(0.4)
75— 17(5.7) 7(2.3) 1(0.4)
PSTUPE /NS YA TTS—LHE 16(5.3) 5(1.7) 2(0.7)
5B
ERIXARBEBEIR NAE 32(10.7)
HERRDLVESRMES
RIS 22(7.3) 1(0.3)
AR 15(5.0) 3(1.1)
REBLOSERES
-E BAHE 29(9.7) 2(0.7) 50(17.6) 2(0.7)
B s osss0nESHE
o3 SEACHS RIS 24(8.0) 3(1.0) 2(0.7)
B aenes
,«% FEER 3(1.0) 19(6.7)
7] MRS L) SRE=
= @im 6(2.0) 1(0.3) 102(35.9) 32(11.3)
B BRI ANE 2(0.7) 2(0.7) 71(25.0) 43(15.1)
MR 2(0.7) 2(0.7) 26(9.2) 10(3.5)
BMEREAME 22(7.7) 8(2.8)

EEID SHESNIcBETEREBIEMedDRA ver22. 1JZAWTEHRHE R CTCAE v4.0ZAWNTEHIBLE Uz, RERBIR(S. [BEdD Y | [BhER
Ul D2ERBETHIES . [BHESD W | EHIESNIB IS BMEREUTEST LR UTc. RS, [FRIEHES B aFBERE L TES LE L.
FHIFAR(LEEBREDOYOIR SN OREIR 5% 30HF CICHIR - BRUCBRENRICEST LE LU,
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BRI A\ZEIEM (£EA)

OPD1 V0.

(nivolumab)

FEIRBIEL (%)

# TV =R+ —R1 8% (30041)

% Grade Grade 3Bk

FZREEE 4% 108(36.0) 9(3.0)
ADEE 2(17.3) 4(1.3)
=l 6(22.0) 6(5.3)

= 6(12.0) 6(5.3)
Hﬂ%’l& 20(6.7) 2 (0.7)
BEEM4 5(5.0) 4(1.3)
WBEE/ Infusion reaction 6(12.0) 4(1.3)

%LU EICHIBUICBE I REEIER—

FHEHIE (%)

Z I —iR+47—RA B (30041)

% Grade Grade 3 k£

Z &=

Z DFEAE 49(16.3) 3(1.0)

HE 43(14.3) 3(1.0)

BER EZIREZ 16(5.3) 1(0.3)
ADBES

ERIRBRHEREIR I 32(10.7)

ERIRBRHERET TIEEE 1(3.7)
Bhast

T 62(20.7) 0(3.3)

PANiZAING 0(3.3) 7(2.3)
==l

PoOZUFE/NTVRTTo—EEN 6(5.3) 5(1.7)

FPANSFVBT=/ NSV ATTS—EEN 2(4.0) 3(1.0)
==

RritfigisR 4(4.7) 1(0.3)
ﬁZEEll\/:-E

ML 7F Z /1800 2(4.0)
WBHUE/ Infusion reaction

FENCHDRIN 24(8.0) 3(1.0)

BEUE 10(3.3) 1(0.3)

BREGE i’hﬁﬂ?ﬂ%‘ﬁl

BEINEEEA. BN QTR S VBRI E - IV TENAEREE T ZEMERTT,

EEID SRS

NIcBESRAEMedDRA ver22. 1JZ2RWVWTEFRH#ER . CTCAE v4.0ZRWVCEHIELE Uiz, ARBRIE. (& ] [FEER

Ul D2ERBETHIES N [BhESB Y | SHES NG EIC BMERE U TEST LEUIC S [RAIEHES NI B G FBIERE U TES LELI.

FIFAE (L BBREDOYOIR SN SRIEIZ 5% 308 TICHIR-18

BULERERRICESTUFELI,

(=9 hvbA47:202061815H)

6. FENUFHE (—ERRHT)
CEIBRTBETRES T- B FE D BRI 7 E)

BE.RACEZRILY T (EEFHEIRR) LT, 1E1240mg %= 2:BRER X (&1 E1480megZ 4 B~ CruBEst d %,

AEULY T (BLFHERR) SHAT 25 B RAICEIRILY T B FHEERR) EUT, 181240mgZ 2 8- 131 B1360mg %

S EEEE CrUEI Y .

7 FERURRICET 370 (—aeh)
BEZ~

B oL TR e,
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—NEMRERA — ENMREND-1E/70—FLUHF ZRILY T GEIGTFHEIRR) WF

AR R BN, B, LT RS

AT

OPDIVO® I.V. Infusion B % 2~8C TR
) EE-EMSONTEC R EET AL HRHEAR 36 14 11

% S 20me - 100me - 120me - 240me

=4
=0

1 AEIE. BREBFICTOWRTEBERMERICSWVT. DALEEEIC
THEHHE - BREFOEMDEHET. FEIDERIEY HIMTSND
EBIICDOVWTORESTD &, o, BERIBICKIIS. BEXIZD
RIFICHEWERVREREEZTHHEL. AREETHSE/E5IDIE,
1.2 BEMEMEE N HSDN. RTICESLLEABHRSESNTLSBDT,
MRER (Bn. FRERE. KR, ©H5E OESENRUE X FR
BOEmE. BREeTHCITOIIE. Foo BENRDONIBEICE
AEDRSEHIEL. BIBREFRLEVRORSEDBEYSLEEZITD
&L [82, 912, 11115H]

1.
1.

2. B2 (ROBBICFBSLEWIE)
AEIDR S 1E UBBEDEHERE D H 2 EE

3. 4R - MR
3.1 #RK
) FTT—R FTV—R FTI—R FTY—R
W 58 % RUHEHE R R R
20mg 100mg 120mg 240mg
HARR T —RVYT GEETHIRE) ED
G/ D (17 vh) 20mg/2mL | 100mg/10mL | 120mg/12mL | 240mg/24mL
D-wr=F—= 60mg 300mg 360mg 720mg
R | 7TV M) AKFI 11.76mg 588mg 70.6mg 141mg
m LT by A N 584mg 292mg 350mg 70.lmg
VI FLIMN)TIVEREE | 001576mg 0.0788mg 0.0946mg 0.189mg
Al KL= 80 04mg 2mg 24mg 48mg
pH AR EIA 205 LTS i S i

1) ARANLEETRHEEZBAICLD, Frf == 2225 —J0 Al E Tl s s,
H2) ARSIEEHEBGIREOBREEEEL T, BRAEINTWEIOT, EREEITL 4
22mg/22mL. 105mg/10.5mL. 126mg/12.6mL. 246mg/24.6mL Tdhb,

3.2 A OMEK

MREHTE 20mg FIHEHE100mg P EHTE 120mg MUREHT 240mg
LA T ON A 7 )
pH 55~6.5
BB #91.2 (R AN )
MR | O~ OB I E R T 2. MR T 2D TPIRDL I LD H 5,
4. ThEEX (3% R
OFMErmiE

OYIRRARE & ¥ETT - BROIE/lafhE
*OFF/ RN (C & VT 2 WTRT B &
ORATIBRTRER (2 Exf8 1 D B iR
OBRIIIHEAMOEARNFT X2 1) 2 INE
OBRX I EMRES % HJ HEHEMNE
ORRYIRTEE £ ET - BROBE
OYIRRTEE L ETT - BROBMME P RIE
ONALZEARISHEEB L ARV RLET BROBHEEY( /70751 b
TAREM (MSI-High) 2 ¥ 51l - BEiRE
ORAVIRTEE L ETT - BRORERE
OREREIC BT BT EREBIER
ORFETBARE
ORI EREICH T BT IR

5. SHEE IR ICEET 2EE
(BHEalE)

5.1 [7HRBAE I OHONE 2 AL RHOFRER LR T ICBF L7 -

T\ HISEFOBRELTH) 2 Lo [17.1117.1.75HK]
(UIRRABE 4 3E9T - BHRDOIE/ | liBafhE)

5. 2 BRI A AN SN2 B FH OEGFRE T2 R NIALK A B s T- O 1
FIZoWT, NN7HREHR OO NE 2 #H L AR OGNV R ORENE 1501
Mg L7z BT IR EEOEIRE 4T 2 &, [17.1.9-17.1L.11B K]

* (FE/NRaRHTE (C 5 (F B iTRTHBNEE)

5. 3 FRARERICHLA AN S N2 BE ORI oW T 17 IR A O THONET % 3
ML RAOFER O 4tk % 0B L7 BT, din B HE0ERZITH &
Lo [17.1.12204]

5. 4 KHIOW MBI B 2GRV R R EEIHET LT v,

RAVIRRTREX (1 Eie M O BilfarE)

5.5 {LFHERGEGBRBE N LTA EY A~ 7 GlETHIEZ) L0003 254,
IMDC® 1) 2 7 433 A8intermediate X idpoor') A7 DEZERNRETH I &,

5. 6 AHOWEMINFEIC B 2 HRMER LML L T en,

5. 7 7R DHEO N %2 M L REOGRER OREME% TS L7z =
T\ WIS EE OFEIRNEATSH 2 Lo [17.113-17.1.15% 1]

(BHEIUIHBEHOHBE KD X2 2 NE)

5. 8 [17HRBA DI ONE 2 AL KA OFRER CRAEMEE oIS L7 -

T, BISEZOBIRNELT) Lo [17.1.16-17.1.18% K]
(BRI =REEEH T 2EEBE)

5.9 75 F F | & G L ALEHREIC X B IEHE O B w BE I T B KK OGN R
ORAEVEREL L T,

5. 10 RH| DM A IFEEN B 2 AR K LI L TR,

5. 11 N7 R BEA OO NE %2 3 Ly R O R OV e % T 2B L 7z
LTy @SB OBIRELTH 2 L, (171192

| BXEEE S EES 874291 |

EMEENE ARES BRFchts | EEAMIRER
20mg | 22600AMX00768000 = =
100mg | 22600AMX 00769000 NU4FSH | NUEIR

BEEREE NS s gmE | 120me | 30200AMX00925000 | 2020 4F 11 /1 | 2020 4 11 /1
240mg | 23000AMX00812000 | 2018 4 11 A | 2018 4 11 H

GAmYIBRTRE AT - BROBEE)

5. 12 KA O EAHPFETN BT 2 G L ORI L TW v,
(OIS RE 42 1T - BROBMHMER KB

5. 13 ARH| O T O BRI B 2 G RPE R O &R L Twin,
(DPFALRERR ICHEL LARYRTRELSET BROSEEY1 /7O 751 b
AREM (MSI-High) 2 5T 3 fEls - EREE)

5.14 7 v4b¥ ) I T U RIUEMIEG A 4 X)) T I F LV ROA ) 2 T CHRBREK
FINC X 2 0B IEO 7 W IBEITB 2RKF O AR LTI L T e,
5.15 153 % %8Bk % A 3 2 i BRE SUIMRAS TR 1S B 2 AIC X ) . MSL-High 32

SNBEIEG T 52 L REICH 72 o T, AKGE S 7RSS I T I 38 i 3L
EHRE T H D Z & 2B, KE S NARIL S I 38 T OSU L R Z ISR 5 2
HHIZOWTIE, T = 794 bSO AFAHETH S :
https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0
001.html

5. 16 [17.EIR A DO N % 3 L AH 04 RV 0% 4V % + 5 (S HE L7z
T RAI DA OE DO TR DT H EEITHRE L, #In B EORIREITH 2
Lo [17.1.25% 0]

5. 17 KA OW R TN BT 2 G LRI L TW v,
GRAYIRRTRE R ETT - BROBER)

5. 18 [17.EIRBAE DO N % 3 L RE O RV R OV % 55 3% L7z
T IS B EORIREIT ) 2 L, [17.1.26, 171275 ]

(BEREICH T 2 MEHEES)

5. 19 AR BIFRIEIC & U W B 58423 %) (DCR) 2538® S N e o 7o A ITH -5
HZk,

5. 20 AH| DM HIHI DI EIC B 2 HE R O RATEIET. L T,

5. 21 ERRBRIH A AN S /- B OHIAHE, pCROEFZFIZOWT, [17.ERK
WIOHONEZ I L. RA ORI O % 0 1B L7z 1T, s i
FHOEIREITH T Lo [17.1.28Z ]

(RFETEAE)

5. 22 [[REEARHDBAZIHRANA ¥4 ¥ ] (ARBREEY2)FE0RTONRE S#
W2 W) 7 A B AR SR I OV BRAE MM AE 2 920t L 72 1L USSR AR 25 ANHA 20 1 Bz P
PERESS & Bl S 2o, IO - MRS IO W THESE S N B RO 7
WHETHL L EERTHI L,

5. 23 [17FR B ] DD NEE % B0 L ARH O RE R O 4 % 50 2B L 72
LT IR BB OBIRETH T L, [17.12981]

(RE&EREICH T 2T EBER)

5.24 Y AT T F VEDT T FF AN X DIEHIRERIAIIE I NS OREEE
k¥arz i,

5. 25 AA DAL FIEEAIC L D R 2 HIDRE SN T 5, AT &
DFERIZOWT, [17HIRBEA OO N 2 300 L. KFOF R R R4tk % 1
SCHUR L7 1T B IR IS B T TR B R b B F 2 ARHI DAY
DEFFDEREZ DOV T HPEITHES L. @S EZ OERNET9 2 Lo [17.1.302H]

5. 26 B RERICHLA AN S N7z BHORHHE IOV T, [17HRERE ] OTHONE %
BN RANOANE KOG E 4R L7z BT, s B 0BI4TS
Lo [17.1.301]

5. 27 KA OWETHPIFEIN B B G L OREMEIIHETL L TW v,

1) International Metastatic RCC Database Consortium

6. HERUVAZE

(EMEEE) WW RACE RV~ 7 @l E 2 & LT, 1240mg % 238
153 T3 B S 1 I1480mg % 430 [ [ B C piiiliiiE 3~ %0 7272 Ly BB AANE IS B0 4l
BHiFREOY AL, EHHIZI2 » HMETE T %,
HIBYBRAR R EERAE IS L TA ) A< 7 GERIETHIEZ) EPEHT 256
L lE KA =RV~ 7 Gl FHER 2 ) & LT, 180mg 2 33 [ i & ¢4l
MIEEHET 20 20%, =RV~ 7 @IE T2 ) & LT, 1m240mg % 238 [ [H B
S 11480m g & 430 ] i B C R HE S S0

(VIR RE 4 1T - BROFE/NRIANE. BB LET - BROB®) W,

BWACIE =RV~ 7GR FRIEZ) & LT 1m240mg % 2308 [ [ B 313 111480mg
% A R R B C R EE T 5o

M DPLIEMERE S & PR 2 B A&, . ACIE =R~ 7 GEIE TR R) &
L C. 1101240mg 2 2.8 [ F b 31 1181360mg % 358 [ W B C i i3 % 0

* (FE/HRBRRGTRE (S & T 2ATRIHBAEER) Mo PUEMMERHl &L O ICB T, @,

WA IE =R < 7 Gl s R 2 ) & LT, 1m1360mg % 338 [ e C r i i e 3
o 72721, GRS ETET 5,

GRAVIBTER EEBHOBMEEE &%, ARV~ 7 G Z)
& LT, 1181240mg % 2.0 [ T s 3L 13 1191480m g % 408 [] ] b C s EHE S %0

HRY U F =T EHHT HLAE @E KA =R~ 7 (#n e z) & L
T\ 1181240mg % 208 ] [ B 1 1 101480m g 2 4 [ 1] b ~C Al 3 % 0

(LA AR IEHE O BUE Y BRASRE B O B 20 LT A ¥ Y A= 7 (Gl{R
TR Z) EOFHT 2860, W, KA =RV~ 7 EEFHEIRZ) & LT 1
[11240mg % 338 ] 5] b T4l Bl LT %0 2 O%. =RV~ 7GRz iR Z) & L
T 11240mg % 23 15 1] B 131 101480m g % 438 [ [T B C AT i3 % o
(BREUIEAMOHBIRT XU D /NE) WH, BAICIR= RV~ 7 GEEH
Haz )& LT, 1m1240mg % 2308 [ T g S 1 M1480m g % 430 ] ] B C Rl s 3 %0
S NRICIE =RV~ 7 GRAE TR Z) & LT, 1n3mg/kg (R ) & 24 [ ] Fs ©
PUEEHET 50 B, KF40kg EO/NEIZIE, SRV 7 SRR E LT
[51240mg % 23 [ [ B 3131 11480mg % 4 I I C i35 2 & b T& b,
(BEXIEREGE2H I 2EEHE. FRABER) @, KACE=Rr~ 76l
fr - z) & LT, 11240mg % 228 15 1 B 11 M1 480m g % 4308 [ [ B ~C 3 i
T 5

(IR EE AT - BROEMBESKIE @, RA ISRV~ 7 GEIET-HlR
%) & LT, 1181240mg % 238 [ B S 1101480m g 2 430 [ ) b C© Rl i3 %0
AE) A= 7 IR TRERZ) BT 2561 d@E, KA =R v= 7 Gl{aT
H R ) & LT, 1Im1240mg % 250 [ R B 3131 101 360m g % 338 [ ] Fid C Al i E§ % o



(D ACZEER ICHEL BB LET - BROSREY1 /09754 b
TREM (MSI-High) 2 B¢ 51885 - BlaiR) W, WACIE =R~ 7 GEA1#
#z) & LT, 1M1240mg % 258 [ [ B 3013 1IM1480m g % 438 [ e C RUBHHE S %0
AEY) A= 7 BIZTHBER) 0T 2561, @E, MAIIE=FLr= 7 (#E
T 2 ) & L C 1m1240mg % 358 [ ] B T4 sEHE S 50 T Ok, =F V<7
(E;ﬁ%%ﬂ?ﬁ%i) & L C. 1181240mg 7 238 ] 1 i 313 1101 480m g 2 48 i [ 5 ~C e i e
1T %o

RIBVIBRTRELETT - BRORER) AH. MACR=FV <7 EEFHEIRR)
& LT, 11H1240mg % 238 [ i e 313 11m1480m g % 434 [H] [T i C AL S % o
M DOPUERERESH & OF 5 2 355451&, @ RAICIE =K< 7 GRIZTHIR R ) &
L T\ 111240mg 7% 25 (] [ I, 1151360mg % 338 ] ] & 30131 181480m g 2 48 [ 1 B ©
FIHHHES %0
(BEREICH T 2R MBEE R EREICH T MRS @H. A
=R~ 7 GRAZFHIRZ) & LT 11240mg % 2.8 [ 18] B 313 101480mg % 438 ]
IR CROMIHE S %0 7272 L, BGMIMZI2 » A ETE S 5,

7. BERUHEICEET 238
(heHE)

7.1 AANZ, 305D B CREIMEET A 2 &,
(BHEalE)

7. 2 BRI RE 2 B RAME IS LT, A €Y A~ 7 GEETHIRZ) L 0FH T 58
Al BRRBICHLA AN S N7 BF OFHAFRIES IO W T, [17EHRS 0O
N7 % BN U RE O A RE R O % 5 B@ L7z 1L PR o B
WCHEICHBIT 22, $720 A ¥ A7 GRIZTFHIRZ) O FRIC X 56
BFAE. PD-L1% J68 L 72 SR A% 5 8 5 4 (PD-LIZEBIE) 12 X ) 7% 5 #1A)
ARIEENT VD, 4 ¥ A< 7 GEIETHIEZ) & OPF S (2B L CPD-L1%HL
HOPWEAREREAE S N, PD-LIFEHEI TV LR SNZBEICBW T R
HI YA G- OFEROWT S HoME Lz LT EMEICHET 5 2 &, [17.168 8]

(UIBRTBE &3E9T - BROIE/lbafhTE)

7. 3 AL AIEI B T 2 ARF B G- O AR R O AL L T,

7. A Mo HUEMEIESH & O3 2354 D3 2 o PUEEES A&, [ 1756 AR Rk
DIFEONEZ B L. RIS B W TR S BEOPD-LIEBEY EE L2
ECHEINT S Z &, [171.105]

* (FE/NRRRETRE (C 5 (F B iTRTHBNEE)

7.5 PRS2 o PUEMEIES AN, [17EREEOHONEZ M LRI 22 &,
[17.1.12511%]

GRABYIBRTEER T &M OB MRS

7. 6 AL REREFEEE RO A b A4 Y BADOAROHRFEZ AT 5 BH T 5

ARAN YA G- DAY B OV AR LT e,
(BREIHAMOTRIKR T XU 2 /NE)
7. 7 MOBEES K] & OOFIIZ DWW T ARIE R VAR L T2\,
(BRI =RIEHEE%*H T 5 EEHRE)
7. 8 MDHLENERESH & DOPHIZO VT, AR R L Tw v,
CRBYIRRTRE R ETT - BROBRE)

7.9 ARHN HAEE 50 — RGO RGBT DA R O MR L T
W,

7. 10 Mo EE A & BFH -+ 28561213, HER2BE D BF 1RG5 2 &,

7. 11 Mo PUENEIE S A & OS5 oG &L PD-LIFEBE(CPS)IC L Y i b
23R S T W % CPSIZOWT, M7 KRR OO N Z 8 L. AH 0O
FRVE R OV 4t & IS BRR L 7 L ARHI R BRI S B BRSO W CE T
Wi 2z &, [1712151]

7. 12 Mo HUEPEIES 7 & O3 2 5565, DRI 5 M oo HUE PR IS 0 [ 17 R et |
DEONAEZPHILRIRT 2 2 &, [17.1.21. 17.1.228 1]

(IR BE 41T - BROBMHME S KB

7 A3 ALFHREAGI B (IR 2 ARA B 5- 0 A 5 L OV i LT 7
W,

RAVIRTREAHETT - BROBERE)

7. 14 AL ARG B (O 2 RF A 5- O R R ORI L Tn i
L2

7. 15 O PUEEEE ) & OGS O A $PEE, PD-LIFEHE(TPS) IS L ) 24 %
A ARE STV b TPSIZDW T, T7HRKR  OEONE 2 8 L, Ao
HRE ROV A% TSI L7z 1L AH & S D IERARREOLEEIC O W T
HIHWTT 5 2 & [17.12758]

7. 16 M BrE IR A & 6FF 5 236 PR 3 2 Moo B Pk ITE A 17 B R st |
DEONFZBAL 7 LT, BT 22 &, [17.12751]]

(BEREICH T 2 FHEIEE)

7. 17 MO PR A & OBEFIC DTy ARIE R O AV IR L TWv Wb,
(RRETEERE)

7. 18 MO FLHENEIEEH] & OHEHINC DTy HRIE L O AP R LT,
(RBERFEICH T B AL

7. 19 MO PFLHEPETEE A & D BEFIS D W T AR R O &R IEREY L Tw v,

8. BEELEFNEE
(GhREHE)

8. 1 RANIOTHINIEHALEHIC L b BEDRIESUSTEN T2 EE 2 bNbikc %
WHRPHERD L b DT LMD D, BlgEE 15547, RO SN A1
. MEORIERISIC L ZEWE OB 2 Z/R L, SR BB AT 2 L.
BEDRIEONT X 2 RIEH 2B b L5121, RIBRE RV E Y Hlo55 %%
B 5L, 7o, KA GHTRICEELRREN D 5 b E I EDHEDT,
ARAN G T % OB R 5147 2 &,

8. 2 MMM BAD S b b Z LW B DT, KADKGIZH 72 - T, BHIER
(PR PR 3 Ik, 2, WG o0 L3 (FR 5235 ) 55) Ol B B OB X 2 o0 92 il 462
BIgE % +512ATH 2 & T2, BTN UTWHERCT, i~ — » —E oA % Fiit
F5ZE, (12,912, 11L.L1ZK]

8. 3 HIJEM MEITIE Lo 2. i 98, BEBU BURIE DS H b N D T LW 2 DT, i
R HRHGE T A, WL R, e T B, CKE A ORI, M R 2 7
Tvy EASOBISEE I ) 2 L, [111.228 ]

8. 4 1HIBEIRIFEDSH Db D Z EAH LD T, i, Bl MEHZE OSER O FEH R M
fED LA TERT 5 2 &, [11.145H]

8. 5 BIENT 2. WFA4x, HFHERERE . ITF 28, W LN R H 5 bNDE T VDD D
T B RREM AT 2 ATV, BZ OREZ T3 cBlgid 5 2 &, [11.1.63 1]

8. 6 R BERERE S, PR E R OCRIE B ENH SDNDL I ENDHILOT, K
H#ll O P G- B GG K OV 5300 1 A s U 09 LS P A i B R AR A (TSH. 0 BETS. 02 B

T4, ACTH, IiiH 2V F V' = VEDOWE) EiET 5 2 Lo F 72, LG U Tl
MAESOIN D E-T 5 Lo [1117, 1118, 11.L11Z1#]

8.7 BHEENDHLDOND I ENDHDDOT, B E LTV, BEOIREE
Tt s 2 b, [11L1L10B1R]

8. 8 Infusion reaction?¥d S b % Z L WdH % O T, AH #5135 FE Olnfusion
reaction |2 fif 2 CERARFIC 523G D TE 2 8% 1T - 72 ECHIRT 22 Lo &
7z, 208 H DL O ARFH B 55 2 Infusion reactionidh b n 2 & b d 5O T, Al
PG R OARFIE G THIENA Z VA Y2 ET 5% L, BEOREZ 4512
BlgET 52 L, [111153H]

8.9 REIEENDHLDONDLIENDHLDT, BB OHME EMMWIHRT 52
Lo T72 IO RE DD SN BAITIE, ERe IR 2 22T 5 &) B
IR 5 2 L, [11.1.2081]]

(UIBRTNBE & 1T - BROIE/ R fHE)

B.10ARKNEANEKTTF 2 X7 ) F XNV JONRNY X7 Gl THIR2) % BF
PG5 2 B IE, BT R ERIRAEDS S b D 2 EWH D DT, BTN L
TR %2479 45, BEOREZ T3+ 5 2 L, [111520H]

9. HENERERTHBEICHTIER

9.1 AHHE - MEEZENH 5 BH

9.1.1 HERBRBDEHIIIIEMNEL CIBRUEDECRERBOBEED &H
BBRE HOWEREIWMET2BTIWDH S,

9. 1.2 HEMMKRBEDH 2 BENIIZOMEEDH B BE  FEMEME L5
2BENDD 5, [12, 82, 11.1L1ZH]

9.1.3 MBBHE ENRHABEEZET)DH 5 BE AHOHKTIC L) BAHH
A0S B HH OSSR 1 T HFEBLY B B LW D %o

9. 1. 4 WBOBRXIIREEHTHRE MMERIET 2BLINDH 5, [1LLITEHE]

9. 4 &JEREEH T HE RS WD D B LIEIIE, ARG RO GH T %
—E M N 2 T 2 V2 X9 IRET L 2 & [958 1]

9.5 {#E Il URHIR L T AW REMED & 2 KPR, 6 Lo A iR ekt =
EWS &SN DA ORLEGT B Lo IRV & W72 AR RO A
DFEANZB T % BRI BT, 10mg/ kgD H210 4% 5- (AUCH B C B AR ME 52 5 0 #96
RIS )12 & D IRIRRINC B0 B IR - IR TR D 2 R L TR O
HIRD SNz DS, AT ED b0 fzo F 720 AN OBRE R OFEEICHE
RO LI o720 B AR AR O TR0 5N T\, [94Z 1]

9.6 |ILIm W LORRER O RILREOH L ZE L, RALOME LI IR %
BT % 2 Lo KA O L PP ANOBITIIME STy, b MGt
TIZBATT 2D T AASBATT 5NN D 5,0

*9.7 \NRZ%

(BMEGE. YBRTELET - BROIE IS, JE RE <5 3 iTam
By, RABVIRAE IGEBMOBMRE. BRI EREGEE2HF I 2HEEN
&, BEYIBRTREELEIT - BROBE. VIBRTRELET BROEMMESEE. »
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