BFiEERROEES 874291
EXRURAVEEFBENRE D

EE A MRS
(ONO-4538-12:5%)

NERMESAl/ENURENPD-1E/20— T)b}’ﬁﬁs

2% F=j-; ;@ AR

20ng,100ne,1201g, 240

SRV T GEInFHEIRR) KAl
54?%;@@ BISE. LS BRI OPD1 V0®

ERSONSS SR DL (nivolumab)

1.

1.1 $§Ul3 KRFICT XN TEBDERMERICE VT BN ALREEIC T2 1R A5 - RERZ 1 DERD
HET . ABDOERMNBEYEHBENBERICOVTDHEES T DI E Kl JBEMIBICKILS
BENFZORECHNERUEREZ+2HAL. ARZETHSIRS5ITDE,

1.2 BEUMERENGSHN ETICES>LEMDRESNTNZO T IR (RUIN. [FIRE .
X R 5 55) DR MU MEXRRBEDOREE. BRZ+ DI K. EBNROSNIS
BICEFEDERSZHIEL. BIBRERIVEVEIOKRSFDEFUEZITIT L. [8.2.9.1.2,
11.1.1&8,]
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[E5 ARZSUIRBREFERIFEFDIN—IZTSRITIE,

EEHEISEMEEER (ONO-4538-1251E8) >0V

2L FDE R EEEAEE T HIEEARICRB X ISR OABEREERE T BROBEX B EBESE
(EEDPONBEEESIKIY L FScmURICIIE T 288) ERRIC. A TI—RED S ERBCNT S
BHMERTT2EEDIC. REMDIRTT B,

E bR SR TS iR E SRR R LB IEHER (B ER]

2D EDIER AR RS T HIEELEICRIE X E T OARIBR T E T BROBEN IR EBESE
B (EBOH DN BEEESBEY EFScmRICIIE T 2808) 25 49361 (BAA2266)) [4 7Y —mEs:
33061 (BAA15261) . FSEREE: 16361 (BAA746)]

FFI—REBEF TI—R3mg/kgZE 1B 0. 2BRERER CAEEsIl. 68% 191 J)LELT.
FSURE BRI R 2 ERRER CAEERsE L.

T A2 477 (OS)

BIREVEHIIE S ISR AR R (PFS) [RECISTHA RS 4 1. 1MRICE D <HERE it DEMEIE] .

22203 (ORR) [RECISTHA RS+ V1. 1HRICE I <HERE R D ERMHIE] . =3H
@ (DOR) [RECISTHA RS54 V1. 1RRICE D<HBRE MR DEEMHIE]  mBHIE R
(DCR) [RECISTAHA RS54 1. 1hHRICED<HBRREER OEMFIE] . ZICEDE
TOHE (TTR) [RECISTHA RS 4 1.1 RICE D <HERERMEER DEMIE] . RRE
B3R (BOR) [RECISTHA RS 1. 1hRICE D <HEREfefts DEMHIE] . R0
EDESEOR(ER

BEER. RRRES
EMERENFEYIE

NAAR—H—FRFE bEMIREFR (HLA) RE. MBP < 7 ORNAFIR BT KA M E IR

(PBMC) &

fRATEE FEFHEHIER: £ 4EFHR (OS) [F B A RV ME26 14 DH75% DA N (1964F) HMREEUICRR

T ERIOSEICHE>THREFHZEEL . BETEERDNEANYR328H N FE U
R CRAIRITZRELTC . SR FZEBRIEF (EiEE.ECOG PS. iriglEzssh) L UIc/E
Alllog-rankiRE (A AIEEK%EE2.5%) [CXVIRSBE DR ZE{Tofc. ISIC. EI- 2R
DREEDTEUT, log-rankiREIC L B SBB DB Z(T oIz, ERAFZEBRIRF &
UeBRICOXLEBIN S —REFIVERWVWT. A I —RED S EREHIHT 2/ \ F—R
ERUZDmEIOS%IEFEXM & Uz, Kaplan-MeieriEZ WL THRER UFZ D
I95% SRR &, 3.6.9. 128 U1 81 ARRDEFER U Z D95 % SRR M= 1%
BglLlcEHUR,

BIRBEHIIER g EAFHE (PFS) (3. I EFZERIERFEUZERIlog-rankiRE (F I &K

#2.5%) ICK VIR SEE O LR ZT oI, ElIfAF ZERIRF £ Uz ERICoxHFl/N\
H—REFIWERAWVWT. ZFI—RBEO TS REICHT D/ \P—RERUZ O
I5%IEFEXEZEH Ui, Kaplan-Meier;z%Z W CTHRIER U Z D95 %EFEX
B&.3.6.9. 1280181 ARROPFSER U Z DMEAI9S%IEFEXEZIR 58T &IC
B H U, 232 (ORR) R UTRZH{EE (DCR:CR+PR+SD) (LU T BIERUZD
mfl95%{E3EX R’ (Clopper-Pearsoni) Z#% 58 EICBH U, SR FZER|
AF&EUfzCochran-Mantel-Haenszel (CMH) & E (K VIR 5B D LLE Z 1T o1z
ZHAFZERRFEUVCCMHEZERAWT A I —RED TS EREICHT DAY
AR ZDOmEFIISKIEFEXR. M FICURITERUVZDOMEAIOSKIEEXE =& H
LUfc. RRIEEMR (BOR) [FE£%E%0 (CR) . 8893 (PR) . = %E (SD) . 17 (PD) . &¥
i~ EE (NE) 1 DEIS K U Z DAl 95 % EFEX R (Clopper-Pearsoni®) #1858 &
([CEH U, =308 (DOR) [CDW T Kaplan-MeierBifR #1858 & ICRR U,
FBORN'CRXIEPRDERIZXRIC. Kaplan-Meierikz WL THRIER U Z Db
BIOSKIEEXEZRSE CEICEH Uz, BMICESDF TOHM (TTR) (. Kaplan-
MeierifR 218 58 C EICRRL. BRI EZR ST EICEH U RINRZEDE
BROZ(ERIC LT, waterfall plotZ{ERE LT,

Y77 — T RS E OB TRESNIFHEIRE CS VL TRES NI BAABL EFZHR

ELIEY T T\ — TR T ofc. o BRIICRE SN RIEE. Fifh. 145, PS. B
FEOBRR AR O EHE. NIRE. SR EE 0. BREBOEHE. HEB0Ds
# RWRZEOEE. AUEE (FiT- MSHREE) OB RENRURIERL I X M7z ER|
EFEL.OSDY T T )— F#EfZ T o1,

50)/\EFER T % | ERERSEIE (ONO-4538-12) i BRAAE (ENER) AERREHHER
51)Kang Y-K. et al.: Lancet., 390: 2461, 2017.
[(FIEABR I ASERIS. Bristol-Myers SquibbD&EERAt. RNUNFERTENSDZIEZSIF TR NI,



OPDIVO.

(nivolumab)
HERTHIY
| Z9U—= A > | SRR >
s N\ )
[BIRE %] N
. $f¥§€5ﬁ¥§b§$m(¥ﬁti$m§§®fﬂﬂﬁ$ﬁéﬁ% FT—KEE:
AXIZERBE(RESEAEESD s e
ABEE LT2L Y X UL E RS 7] 2\,: FZJF./EJKETimg/ ke®
) i BIEF BE R TR S B
ECOGPS0-1 % e 4= %
(330%1) TR
- KiEE 3 RIS
(BRo1E2E] (Bx.8BE. % T“%;‘:\t
CELEEEE = L) A 4 Hﬁg na
 HERERBROAH B L L et
" (0.1) 2:1 TR ks
- [ E MRS PR HEED S X ISEEE . BRI W42
- MR A BEREICERE A BT B (=1.22) HIBEIERE
CRREBEETBHOER. FIKRITHEKD 2B IR CEEIRN IR S
HEERDD ¥ (163f3l)
(49315)
\, J \ J
ECOG:Eastern Cooperative Oncology Group METTH RSN RO AR ERIEE ICRTE T IRR T CHREEME T3,
T EFME B 247H(0S)
BIRAVFHEIE R : EEEAFHIRE (PFS). =32 (ORR). X4 (DOR). /& HI#E1== (DCR). =%hIC
3 COHE (TTR). XE#EEME(BOR). ZEHNREDESEDE(LR
EEER. BEARES
EYEEE. MEMHE
N AY—H—FFR | ErAMEREHR (HLA)ARZE. M~ 7ORNAFIREET. RAMEEIZTR (PBMC) &

125757% N

[ ATv—rm A %
— A
[==)
5 § § B
A e ) T ) . 9 iy ------------------------ =
"
| T 1 1
B | omes 23RS 43ERS el
1t \
E (
A & PAAE
- R
| }}10 iy ---------------=--------
03 23@E% 43R% il )
4 #7Y—K(3mg/kgkFiE)
Y WAL
@ HIEBEHRHTE (RECISTHIRS11.1KR)
47— A% 2BRIRR CIER 5L, GBRIBICRECISTHIRS 121 1 RICECEHR B I & 5L 72
L 6OBIFETEEMILIC, 60BRLIR I 2B & ICEHE BN L BT LRI 1= |
4. FEEUS NG (—EBHHE)
BRI T BROEE
6. FEERU AE (—5k)
CATYIBRA T B RO EE) - -
SR LA (CI3 L~ 7 GREFAIRR) £UT, 1E1240mgz 2B Y3 1 E480mg = 4 8RIRIAE Crsass o 3.
Tm?g%;ﬁ?é%ﬁu&#ﬁﬁéi%ém EERAICE=RILY T (BEFAERR) ELT. 181240megz 28R aR Y (& 1 B1360mg7 3BRIREE
7. FARUFIRICESEY 225 (— SRR
GogELLE) 338
7.1 AR 309N I CEREETT BT,




EFFHFESE M5 (ONO-4538-125158)

BES= (2EH)
A FPI—REE(33061) PSR (16345)
1R e 229(69.4%) 119(73.0%)
i 101 (30.6%) 44.(27.0%)
5 <658 189(57.3%) 95 (58.3%)
= 6558 141 (42.7%) 68 (41.7%)
<758 300(90.9%) 149(91.4%)
=758 30(9.1%) 14(8.6%)
15 (SD) 60.7#%(11.4) 59.9%%(11.9)
hRfE 62.0%% 61.0%%
B/\E~BA(E 20~83# 26~83#%
N FITA 329(99.7%) 163 (100.0%)
NDA SR E M0 1(0.3%) 0
ATEEER
ECOG PS 0 95(28.8%) 48(29.4%)
NS seues) 1 235(71.2%) 115(70.6%)
BROGE 7L 194(58.8%) 91 (55.8%)
') 136 (41.2%) 72 (44.2%)
RIS ERA ()205) ) S 285 (86.4%) 138 (84.7%)
B 63(19.1%) 42 (25.8%)
? iz 78(23.6%) 28(17.2%)
R fi 18(5.5%) 6(3.7%)
1 haRe 4(1.2%) 2(1.2%)
_ = 6(1.8%) 4(2.5%)
E: = 6(1.8%) 5(3.1%)
Z0ft 36/(10.9%) 17(10.4%)
HIAREL Y X AT 2 69 (20.9%) 29(17.8%)
SRRty 137(41.5%) 62 (36.0%)
>4 124.(37.6%) 72 (44.2%)
F19(SD) 3.401.1) 3.5(1.1)
choRfE 3.0 3.0
B/E~BAME 2~9 2~7
FE U 117 (35.5%) 51(31.3%)
&) 213 (64.5%) 112 (68.7%)
RO EIE =L 289(87.6%) 138 (84.7%)
") 41 (12.4%) 25(15.3%)

IWRS:interactive web response system
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OPD1 V0.

(nivolumab)

T

OLEFHR (0S) (EEFHEIES)
LAEFHE (OS) ICDOVWT A Y —RBED S ERETH T 2BHM N HE 2RI S NE U (p<0.0001 A
BEEK#0.025. BRllog-rankiRE*") . OSIREIFF 7Y —REE C5.26 18 (95%SHEXE [4.60, 6.371%%),
TSURBEETA.1418 (95%(SHEXE [3.42, 4.86] %) THY A I —RED SSwREHTH T D/ \ P —REHIF0.63
(95%{5#8X™[0.51, 0.78]1%°) TUTz,

O OS®MKaplan-Meierei#R (£AEHI)

(%)
100 -
004 ATS—KBE  TTAR
AN 226151 (68.5%) 141151(86.5%)
801 n=330 n=163
R fE: 52658 41458
704 (95%fEFEXME*2  [4.60, 6.37]  [3.42, 4.86])
60 -
4
F 501
b=
40 -
30 -
i —
104 ,,,,,, . fi&
N ,i
19
O T T T T T T T T T T 1 E
0 2 4 6 8 10 12 14 16 18 20 22(A8)
=
At risk$ AR =

A7V—KRE 330 275 192 141 94 56 38 19 10 5 3 0
7o RE 163 121 82 53 32 16 10 4 3 3 1 0

¥ 1TIWRSD T —9 [CED<EUTHETF (EhEE. ECOG PS. enllEzss) ZERIRTF LU
%2:Kaplan-Meieri&
% 3IWRSDF—F [CE T EIFRF (E5EE. ECOG PS. &) ZBRIET L UizCoxlEBIN T —REF)L

6. AR UFE (—8R)
CERUIRA 6 T BROES)
BRI (I — ML 7 (B FAEIRR) £ T, 1 E1240mg7 2BRIRIR 4 1 480mg /s A BRIRIR it 3 2
RONEIIBALGHD S50, 8. LIS VYT B ERA) £UT. 1 8240me = RIS TB360mg = R
CTrUEEsT I 2,
7, FERURH BT 3 (—aR)
BEZ~
- N

340
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EFFHFESE M5 (ONO-4538-125158)

Q@EIEEATZHIR (PFS) [EETHIE] (BIReVEHEIER)

MIEEAFEHE (PFS)CDOVWT A Y —RBEDO S EREICH T DMAZNICHERBIERNROSNFE U
(p<0.0001HfIBEEK#E0.025. ERlllog-ranki&E™") . PFSHRIEIF. & Y —MEF T1.6 108 (95%SHEX
[1.54, 2.301%) . FSERET1.450 8 (O5%EMXRE [1.45, 1.541%°) THY. A4 I —RED TS S RETH
I 2\ —RH(£0.60 (95%EREX R [0.49, 0.75]1%%) TUTz. R MEERRIFIBUEMNRECISTHA RS A~
TRRICREVHIELE U,

@) PFSDKaplan-Meierti (£7EH))

*F7T—KEf TS REE
AN 253%1(76.7%) 145%1(89.0%)
n=330 n=163
Fh R fE: 1.6158 1.45%8
(95%fEFEXME*2  [1.54, 2.30] [1.45, 1.54])
70 A
| 60
14
,i 50 1 | —— ATU—KE
== | YT T REE
F 40
304 o
20 -
10 -
0 :
0 2
At risk#%
F7—%K# 330 131 83 46 31 19 8 4 2 0 0
T otREE 163 41 17 9 7 4 2 2 1 1 0

X 1UWRSD T —F IR D<EINEF (FiEE. ECOG PS. &5 Ez ) ZERIRFE Ul
% 2:Kaplan-Meieri&
% 3IWRSD T —S [CE D EINREF (EhEE. ECOG PS. eExgfiias#l) ZERIRF L UizCox BN T —RETIL

O@Z33 (ORR) [EETHIE] K UREHlfE=R (DCR) [EEHIE] (EIREFHEIES)

=% (ORR:CRHPR) (4 Y —REET11.2%(30/26861l. O5%ERXE [7.7, 15.61%4) . S EREET0%
(0713161, 95%{E8BXAI[0.0, 2.8]%) TU (p<0.0001. ER|Cochran-Mantel-Haensze #&E*") . F 1z f7E
##E1=R (DCR:CR+PR+SD) &4 'Y —RE T40.3% (108/268%|. O5BEEXE [34.4, 46.4]%%) . SSRET
25.2%(33/13141. 95%1E58X R [18.0, 33.51%) TUE (p=0.0036. ERF|Cochran-Mantel-Haenszell&E*) »
BB FEBENRIFIBHEEMNDRECISTAA RS A V1 RICEVHITELE U,

#4.Clopper-Pearsoni&
5 BGHETF (EREE. ECOG PS. &Irifgfizs#)) Z=ERIRF UrzCochran-Mantel-Haensze i E

- RRHEGR(BOR) [EEiHIE] (BEIRIFHEIRE]
REHREWRBOR)F TEROBE CUI RS FEEIRIFIELEMDRECISTHA RS A V1 RICIEVHIELE LI,

CR PR SD PD NE
Z T —E (26841) 0 30(11.2%) 78(29.1%) 124(46.3%) 36(13.4%)
TSEREE(13161) 0 0 33(25.2%) 79(60.3%) 19(14.5%)

1% (%)  FRT S EHE oI AEE S



OPDIVO.

" (ivolumaby)

O=NCESTTOHE (TTR) [EEFHIE] (BIXRHFHEIES)
EWHROSNIA TY—RBE30/268H1IC BV T EHICESHF CORIR (TTR) DIHR{E (BB~ BATE) (3.
1.6118(1.4~7.0) TUI. 138 FUEBIRIFIBIERIHRECISTAA RS A V1. HRICIEVHIELE UL,

@ TTROKaplan-Meiertii (#ECRX [3PROER)

(%)
12 5

10 -

B
o

AR

At risk%k
*A7—KE 268 251 244 242 0
Tt RE 0 0 0 0 0

Bl BT SRER I

6. FIARUME (—5BER)

CAOMIRAR LT BROBE) - -

R AICIE =LY 7 (BT B%) &L T, 1 0240mg BRI 4 1 D480me 4B Crsieit o 5.
OB (173 58I 8% AT =L (RiE P1E#2) EUC 161240me = 2SI 13360mg = e
TEEEET 5.

7. AR U BRICEEY 5118 (— 8RR

Gtestm)

7.1 AN 30U EMNF CTREEFET D&
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EFFHFESE M5 (ONO-4538-125158)

@==3HARE (DOR) [EEHIE]  (BlIREVFHEIEE)
BN ROSNIcA TI—REE30/268HICHNT =3 (DOR) DPRIE (R/ME~RAME) 3. 9.5313(6.14~
9.82) TUT. 168 FTIEBMRFIBEEMARECISTAA RS V1T RRICHEVHIELE U,

) DORDKaplan-Meiert# (fECRI & PROFESHI)

(%)
100 -+
90 4 —— TR
rrrrrrrrrr TS uAR
80 -
70
= 60 -
h
¥ 50 -
o
40
30 -
20 i [}
10 4
O T T T T T T T 1
0 2 4 6 8 10 12 14 16(R8)
HAR
At risk#
F7o—KE 30 29 23 15 9 2 2 2 0
T RE 0 0 0 0 0 0 0 0 0

6. FUARURIE (—EHRR)

CARIR AR T BROBR) B B

R ACIE =LY (EE FEIRR) LT, 10240mgk 2BRIEMEY & 1 D480mg a4 BRI CrBisiis 5.
BRI 3 5B 8% A~ ¥ (RiE F1E82) EUC 181240me = 8RR 1E360mg = s
TRUERRE T B

7. AR O FRICEET 558 (—5BiRe)

GiREEEEm)

7.0 AENF 300U ENF CRIEREFT D,




OPDIVO.

" (ivolumaby)

O =47FHAR (OS) (RIEH) (EZEFHHIER-Y T )L — TR
S4FHB(OS) DT T T IL—TFEMRIILITDO®BITUI,

©) 0SDY T T I— TR (L)

e ATI—KEE s NY—REE
A NN/ IR A NN/ IR [95%fERBX ] ™
&tk 226/330 141/163 — 0.65[0.53, 0.80]
EheE '
=k 107/152 63/74 i | 0.63[0.46, 0.85]
8E 96/146 63/74 —e— 0.72[0.52, 0.98]
=] 23/32 15/15 —— 0.46[0.23, 0.92]
FHX5H 5
65K 138/189 83/95 e 0.76[0.58, 1.00]
65k 88/141 58/68 e 0.53[0.38, 0.74]
e |
B4 152/229 104/119 - 0.59[0.46, 0.75]
gy 74/101 37/44 ———i 0.83[0.56, 1.23]
ECOG PS |
0 63/95 43/48 ——i | 0.59[0.40, 0.87]
1 163/235 98/115 — 0.68[0.53, 0.87]
BREOHE ;
%L 145/194 79/91 —o—{ 0.74[0.56, 0.98]
&) 81/136 62/72 re—i 0.53[0.38, 0.74]
REDEBL (TNMS ) ;
;gﬁgﬁ%‘* R B, BRIREES 193/272 115/135 - 0.69[0.55, 0.87]
BEBEAY 16/30 11/12 —— 0.44[0.20, 0.97]
Nl 17/28 15/16 —— 0.59[0.29, 1.19]
#B#EE (Lauren>48)
(o) 76/120 48/55 ——i | 0.59[0.41, 0.85]
VAR 75/106 51/63 —— 0.82[0.57, 1.17]
ZDfts 12/17 6/6 ———H 0.37[0.13, 1.04]
7RER 63/87 36/39 —.— 0.57[0.38, 0.87] -
PIERE! (Borrmann#48) =
RHE 2/7 1/1 | rE'_ﬂ
ETIR 8/13 3/4 > 0.63[0.17, 2.39] g
TR 38/59 34/38 — 0.49[0.31, 0.79] =
$EFTIR 99/141 54/62 —— 0.84[0.61, 1.18] "
HEFTIVE 37/50 20/27 —.— 0.78[0.45, 1.35] =
R 42/60 29/31 — 0.46[0.28, 0.74] e
IR DO '
25K 53/84 34/44 —— 0.70[0.46, 1.08]
28k 173/246 107/119 — 0.62[0.49, 0.79]
IEiRER % ;
%L 178/267 105/121 e 0.64[0.50, 0.82]
Hh) 48/63 36/42 —— 0.74[0.48, 1.15]
iy T A '
&L 168/252 115/135 e 0.64[0.50, 0.81]
Hh) 58/78 26/28 ——*H 0.67[0.42, 1.07]
ERRZE E
%L 43/62 26/32 ——r 0.70[0.43, 1.14]
Hh) 183/268 115/131 e 0.64[0.51, 0.81]
BiARE (40 :
&L 87/117 46/51 ——i 0.67[0.47, 0.96]
Hh) 139/213 95/112 e | 0.63[0.49, 0.82]
AAE (MsHEERE) ;
&L 199/289 118/138 | 0.69[0.55, 0.87]
Hh) 27/41 23/25 ——i 0.45[0.26, 0.80]
AAEL DA B (M EEAEET) ;
2 47/69 24/29 ——— 0.82[0.50, 1.35]
3 98/137 51/62 ——— 0.89[0.63, 1.25]
41 F 81/124 66/72 - 0.44[0.31, 0.611]

0o L 1_, 2 3
ATIRBPRE T RRN R

% FEBRICox LN —REF IV N —RER U ZDI5%ISHEX A F. SBBEDAEFIRN 1 0AKBOD Y Ty NIDVWTIFEB UL
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EFFHFESE M5 (ONO-4538-125158)

T2 (FEH)

RRREBEERBELEZSORIERIIA T I — R T42.7%(141/3304) . S MEFT26.7%(43/16141) [ICFRH
SNFELIE,

FREMER (GWLLE) F. 74 TV —REECIE. ZOFEME. 1% (3041) . THI7.0% (2341) . F25.8% (1941) JEF5.5%
(186l) T. FSEMBETIE Z IFEENUREHE5.6% (981) TUT,

SEREIEAIRZ Y —mEE10.0% (334) . FSEMEES.0% (841) [CEROSN. ERBD 2BILL L) 34 7Y —mEE
Tl EEMEAERR0.9% (361)  KEZHK. FEZR. Fik ., IRESERRE N ORERKIMET N7V R—2 250.6% (261) TUIZ. 7
SENBECIE 28I LICEROSNIcEEREMERFHUE B A TUI,

B SPIECESTBIERIE. Z Y —R8£2.7% (98l) . TS mEE2.5% (461) (CERHON. F 3B D BIM E) 134
I —MEORBBEMAERER0.9% (38l) TUIc, IS EMBE TIF2BIL EICRHON/IR S IEICESIEIEREHUE
BATUIC BT CESICRBIERIF. 4 7Y —MBETIRIMR L FET MR R R O BRI IR R #1'=0.3%
(161) . PSR CIEIBIEBE AR URAIENE0.6% (14]) TU. (EERES)

RO 1 BIIFEAER (RAIR 5% 28BN F RO N ATBERRIIEE) LI ICIRIF D BT LR 0T,

WINHDEFCEW%LU EICRIBUBIER—%

FIRGIE (%)
I —REE TIonEE
£Grade Grade 3Bk £Grade Grade 3Bk

ShalEs

N 23(7.0) 2(0.6) 3(1.9)
—-EBEES LRSI DIRE

da) 18(5.5) 2(0.6) 9(5.6) 2(1.2)
FESKLUN MABES

T DFERE 30(9.1) 9(5.6)

HZ 19(5.8) 5(3.1)

EEINSMESNICBEERAIE. MedDRA ver19.0)ZBWVCHFE X, GradeldCTCAE v4.0ZRWCEHILE Uz, RRERIF. [BIESH ],
[BHER LD 2B CEHI S 1. [Bh&E SR | IR SNBSS BWFRE U CESTUE LIS B8, [RB| CHE SN B S BB FRE U CESIUE
LTz, Ffc. RIFREF Ri&IR 5% 288X (SRR GER DEEFERIII DOV NH RV RE CICHER SR UCBIFRZNRICEST LR U,

6. FUARURIE (—EHRR)

CARIRTR LT BROBE) B B

. B =R T (85 F4HRR) LT, 10240mgk 28R Y3 1 D480mg & 4BRIRIR Crusiiii s 5.
OBITBEA LA SBANK. B A=) ¢ (R TIIRR) LT, 18240me 2B 13 151360me s 3BI8AFG
TRUERRE T B

7. FARUREICEHET 331 (—5RR)

GeEtE)

7.0 AENF 300U ENF CRIEREFT D,




OPDIVO.

(nivolumab)

Z2 (BFEASDEEH)

RRMREERERESZSORIERE S Y —8$T55.9%(85/1526l) . XS EMEF T30.6%(22/7241) (CFRH S
nELrc.

FREIWER (5% L) [ A I —MEETIF. ZIEFEAET1.2% (1761) . FHI9.2% (1441)  #E2RK7.9% (1 24) |
7.2%(1141) . BEURE6.6% (1061) . BOKR UFEZEE5.9% (96]) TUIC. IS EMEE TlE. RU%8.3% (6f1) &
UBHURIRES.6% (441) TUIZ.

BERBEMERES I —INBET12.5% (1961) . S EREFC.7% (76) ISERHS N FRBD BILL L) (34 7V —
B CISRIEMERERER2.0% 3HI) KEER1.3% (261) TUTC. TS M BE ClE 2B EICERH SNIcEERBRIERF
HIFEFBATUIZ,

BESPIEICESIZENERIZ A TI— B T4.6% (7). S EmEFT5.6% (461) [CRRHON. 12D (2FIL E) (&
F TV —IRBEOBBEMRMEER2.0% (36l) TUIC. TS MEECIE. 261 EICROSNIR S I ICESICRBIERE D
WFEBATUIC ELICESICBWERIE 7 7Y —REECIIMELER O AE0.7% (16) . S ERE CIEHIEER
FLH%.4% (161) TUTz. (ERES)

Usda)
e

WINHDEFCEW%U EICRIRUCBIER—&

FIRFIE (%)
FI—REE TSRE
£Grade Grade 3B E £Grade Grade 321 E

BheE=s

T 14(9.2) 2(1.3) 2(2.8)

=0 9(5.9) 1(1.4)
—R- 2 BEEDLORSENMDIREE

R 12(7.9) 6(8.3)

5 11(7.2) 1(0.7) 4(5.6) 2(2.8) C—
RABLUREEE i

BAUHIE 10(6.6) 3(2.0) 4(5.6) 1(1.4) 0
REBEUR TRREE i

ZOFEE 17(11.2) 1(1.4) =

%5 9(5.9) 2(2.8) 2

RO SIS SN BEERGIE. MedDRA ver19.0JZRANWTEidHE R . GradeldCTCAE v4.0ZRWVWTEHIiLE UTc. RREGRIS. [BSiE 0
[BHE/R U D2 TEHIl S M. [BhES | EHE SRS BWFREUTESTUELIC B 6. [ CHESNCBEIFBIFRE UTESTUE
Utco e RIBEE S RIRIE 5% 28N FRIIR SR DRIEEFRBAIOV I NA RV RF CICRIR BRUICBHERZNRICES UE LIS,
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—NEMNERA — ENMREND-1E/70—FLUHHF ZRILY T GEIGTFHEIRR) WF

AR R BN, B, LTSRS

AT

OPDIVO® I.V. Infusion B % 2~8C TR
) EE-EMSOMFECL YT L HRpEAR : 36 14 11

=4
=0

1 AF . BREFICTIWITTESRIERMERICHENT. HNALREE(IC
THEHHE - BREFOEMDEHET. FEIDERIEY HIESND
EBICDVWTDOAREST D&, o, BERIBICKIIS. BEXIZD
RIFICHEWERVREREEZTHHEL. AREETHSE/E5IDIE,
1.2 BEEMEE N HSDON. BTICESILEMNBHRSESNTLSBDT,
MEER (Bh. FREE. BB, BH5E OESENRUEE X FR
BOEmE. BREeTHCITIIE. Feo BENRDONIFSICE
AEDRSEDHIEL. BIBREFRLEVROKRSEDBEYSLEEZITD
&L [82, 912, 1111&H]

1.
1.

2. B2 (ROBBICFBSLEWIE)
AEIDR 5 1E3 UBBEDEBHERE D H 2 EE

3. 4R - MR
3.1 #mK
) FTI—R FTT—=R FTI—R FTT—=R
W 58 % HUHEHE SRUHEHE HUHEHE U EHE
20mg 100mg 120mg 240mg
HARR T —RVYT GEETHIRE) ED
i/ D (1307 )uh) 20mg/2mL | 100mg/10mL | 120mg/12mL | 240mg/24mL
D-wr=F= 60mg 300mg 360mg 720mg
R | 7TV M) 2KFI 11.76mg 58.8mg 70.6mg 141mg
o LT by A . 584mg 29.2mg 350mg 70.1lmg
JIFLIN)TIVEREE | 001576mg 0.0788mg 0.0946mg 0.189mg
AL| Y v vx—1 80 04mg 2mg 24mg 483mg
pHAREIA 205 LTS RS LTS S

1) ARANLEE TR BAICLD, Frf == 2225 —JR Al E Tl s s,
H2) ARSITEFEBGIEOBREEEEL 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 MREHT 240mg
A B T O A 7 )
pH 55~6.5
BB #1.2 (R AR )
PR | O~ OB I E R T AW MR T 2D T PIRDL I LD H 5,
4. REX (3% R
OFMErmiE

OtNBETEE & 1T - BROIE/MAafHE
ORABVIBRTRE R (FEr/5 1 O Bl iz
OBHXIHAMDHHMIEA T X2 1) /N E
OBRXII=REHEH T 2EENE
OBHBYIBRTRE L EIT - BROBE
OYNBETEE & 1T - BROE MK &g
O AILEEERICHEEL LARYIBRTELET BROSHEEYI /7O T514 b
ALEM (MSI-High) 2 5T 3585 - BiRE
ORABVIBRTRE L EIT - BROBERE
OBEREICH T BT EERES
OFE A A=
ORBEREICH T BT HRMEIES

5. RHEEIIHRICEET BEE
(BHEElE)

5.1 [17.RRHGRT | O HDOWNE % 380 Ly AR O 0% 4tk % 50 R L7z |k

T OEISEZOBINELT) 2 L, [1711171.781]
(UIBRTNRE & 1T - BROIE/ B fHE)

5. 2 IR ARERICHLA AN 5 N7 E DEGFREAE T2 B IUZALKRA BAE T O 4
FIZOWT, NN7HREARE OO WA 2 #0 L. AF O R % 1501
HE L7z BC, BIS B EORIREIT) 2 Lo [17.1917.1.11% ]

5. 3 KA OM AN HELN B 2 A BVE R LI L Twie vy,

GRABYIBRTEER I3 EBM OB HaE)

5.4 ALFHEERFEHREE I LT €V A< 7T GIZFHIER) & OFH T 2354,
IMDCH ) Z 7 433 dSintermediate X idpoor') A 7 DEFHE WG ET L L,

5. 5 RA DM EABIHELN BV 2 AR ORI L TV,

5.6 [ 7R DHONE 2 ML RE OGN OREME% T ICHE L7 =
T EINEHEOBEINEITH T Lo [17.1.12-17.1.14Z 1]

(BHRUIHAMOHEI KD XU 2 INE)

5. 7 [17ERER OHOWNE A2 B L RA O AR VR % T 3§ L7z -

T I EEOBEINEITH 2 &, [17.1.15-17.1.172 1]
(BRI EREREH T 2EEHE)

5.8 79 F 7 A & G TALFHEIC L B IHWEO W EBE T B KA OFRE K
O REVEIRE. L TV,

5. 9 RA DM EAMBIFLN BV 2 AR ER LI L T,

5. 10 [17.H R B O IO NZE & 30 Uy ARAN O A 300 B 0% 4tk & + o c B L 72
LT, IS EEORIREIT) 2 L, (171183 ]

CGRBYIRRTRE R ETT - BROBRE)

5. 11 RAIOWH I B 5 AR R OZ &V L T v,
(UIRABE 41T - BROB MK &)

5. 12 RAIOFH OMBIFEIN BV AR ORI L Tz,
(PALZERRICHEEL LARYRTRELET - BROSEEYI /O 751/ b
AREM (MSI-High) 2 F 7§ 2 5 - EEE)

5.13 7 vAL¥ ) I UV RPUEMELAL 4 X5 T T F R4 ) 2 T H CIFREK

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

| BXxEEE S EES 874291 |

EMEENE, ARES BRFchts | EEAMIRER
20mg | 22600AMX00768000 = =
100mg | 22600AMX 00769000 NU4FOH | 0UEIR

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

FIC X 2 EBIEO 2 WEBEITB T 2 RKF OHRE R CRETEIHELL Ty,

5.14 153 % 5% A5 3 2 0 PR SUSMAS TR 1 B 2 AIC X ) . MSLH-High»3 2
SNBEITG T 52 L BRI H 72 o T, KGR S 72 ARSE S T I 38 i 3L
EHREREE D Z & 2B, K S NARIL S I 38 0 OU L R 2R ISR 5 2
HHIZOWTIE, TFTOY 2 794 b 2O AFITHETH S ¢
https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0
001.html

5. 15 [17.EIR B DO N & 3 L AF D8 RPE R OV 4 % T S B% L 7z
T RAI DA OEFH DO TR O T H EEITHRET L, #In B EORIREITH 2
Lo [17.12455]

5. 16 RAI DM EMHYIIETNT BT 2GR LREMIIHETL L TW v,

GRABYIRRTRERETT - BROBER)

5. 17 M7EIRBAE D OMNE %2 3 L AFE O RER O &M% T 8% L7z

T IR B EORIREITH T L, [17.1.25, 171265 1]
(BEREICH (T 2 MEHEE)

5. 18 A A BhHIEIC & U B 58422 %) (DCR) 2538@ S N e o 7o BRI §
HZ ko

5. 19 RAI DM HIHI DR EIC B 2 AE R ORAETEIIET. L Ty,

5. 20 ERRFRBRIHLAAN S N7z B OHIAHEE, pCROEFZFIZO VT, [17.ERK
WIOHOWNEZ I L. RA ORI O 4% 0 B L 7z 1T, s i
FHOFEIREITH 2 Lo [171.275H]

(FFETEREE)

5. 21 [EEARHDBAZIHANA ¥ T4 ¥ ] (ARBKREE S 2)FE0RTONHRE S#
W2 W) 7 A B AR SR I OV BRAE MM AE 2 920t L 72 1 USSR AR 25 ANHA 20 1 B P
PERESS & Bl S 2o, ORI - MRS IO W THESE S N D RO 7
WHHETHL I LEERTHI L,

5. 22 [17 R DO WA %2 A L RE O RVER OV V% T Sl L7z
LT IR BB OBRETH T L, [17.1.288 1]

(R EREICH T 2T EER)

5,23 VAT IGF VEDTTFFHAN L DIHESWEELLAIIE I NG ORFEEZE
P R R

5. 24 KA DAL FIEFALI L D R 2 EIDRIE SN T 5, AL T &
DFERITOWT, [17HIRBEA O THONE & 200 L KF OF R R R4tk % 1
SCER L 22 BT B IR B TR, IR BRI D B F 2L ARHI DAL
DEFFRDOFEREZ DOV T HWEITHES L, @IS EZ OEINETH 2 Lo [17.1.2981]

5. 25 FIRERERIZHLIA AN 5 N7z R ORI IO WC, [T KRR OO NE %
BN RANOANE R OGR4 L7z BT, s B 0BIRE 4TS
Lo (1712950

5. 26 ARANOWHTHHIFEIN B 2GR R ORI L TW v,

1) International Metastatic RCC Database Consortium

6. HERUVAZE

(BME®E) W% MACE =RV~ 7l /iRz) & LT, 1H240mg % 28
1 5T B DL 131 11480m g % 430 [ P B C M § 50 7272 Ly MR AIEIC B 24l
BABFEOY G GWIHIX12 2 HMETE T %,
MBI R R EEREAE IS L TA ) A< 7 GHIET/HIEZ) EPEHT 256
L EE KA =RV~ 7 Gl FRER 2 ) & LT, 180mg 2 33 [ i & ¢4l
FHEET o 2O, = AN~ 7 GEIE TR Z) & LT, 1HE240mg % 274 [ K] F&
S 11480m g % 430 ] 1 B C R e T S
(UIBRABE & 1T - BROIENARIGE. ABYRTELET - BROBE #H.
A =RV~ 7 GEIE T/ 2) & LT, 1n240mg % 2348 [ B B 3131 M480mg
% A B C NI T b0

MeDFLEVEIESH & B A8 AE, . RAICIZ =RV~ 7 GEE IR 2) &
L C. 10240mg 2 238 [ 1 b 313 1181360mg % 358 [ W B C i i3 % 0
GRAVIBTER FEBHOBMIE &%, A =RV~ 7 (BT z)
& LT, 1240mg 7% 218 4 14 8 313110 480m g & 438 [ I W C 2UMHHET 5o

AR F =T LT LA E@FH KA =RV~ 7 Gl THIRZ) & L
T 1I1240mg 2 235 8] 18 B 313 111 480m g % 4308 [ 11 B C A0 5 % o

(L2 R G OBUE ) A HE S B M o BN 2k LT A ¥ A~ 7 Glfx
TR Z) LT AL @ A IZ =RV 7 Gl 2) LT 1
[51240m g % 338 ] ] b CAlRl e S 50 TOH. =RV~ 7 (#ETHRZ) L L
T\ 1151240mg % 2308 ] 181 K 3131 1480m g % 458 [ 14 i C AU HHE S 5 o
(BHRIIHEAMOETHRRDS X2 U NE) B, KACIR=R V< 7 GEET-HL
#2) X LT, 1240mg % 258 [ 11K 313 111480m g % 438 [H] [ b8 © AU 5 o
L NBIZIE =RV~ 7 GEIE TR Z) & LT, 13mg/kg (TR R) 2 208 HRIFE <
PUEEHET B0 2B, REA0kg EO/NEICIE, =RV 7 GEETRIRZ) LT 1
[01240mg % 2304 4 14 i U131 1480mg % 4308 A IR C il sE T 5 2 L T 5o
(BHRULEREB2H T 2BEERE. BRFEE W%, KAIIR=RV~ 7 G
fERR2) & LTy 11240mg 2 238 [ 1) Ba S013 1 m1480m g % 438 8] 14 b C 405 i i3
T 5o

IR EEAEIT - BROBMBERKIE) @5, WA =RV~ 7 GEIETHLR
%) & L. 11240mg % 258 [ B S 11480m g % 43 [ ] b C R i3 % 0
AE) AT BIETHEIRZ) LT 25613, @5, RACIR=F Vv~ 7 (E 5T
HHI 2 ) & LTy 1M1240mg % 2308 B R R 30131191 360m g % 330 11 I B C i B B o
(BPALEEERICHEEL HABYBRTELET BROSEEYI /70T 514 b
AREM (MSI-High) 2 H ¢ 24585 - BB #%. KAIE =R~ 7 GEETH
Haz) & LT, 1m240mg % 238 B [ 1% 1 1M1480mg 2 430 [ [ b C e % o

A ) A~ 7 (BT LT 286 @, BAICIZ=R v~ 7Gx
TR 2 ) & LT 11240mg % 338 B [ T4 S EHE S 5 T 0%, =K< 7
G-I 2) & LT, 1E1240me % 258 [ 151 B8 3131 81480m g % 48 [ 11 b C i i
FY 5o

GRAYVIBRTEE R ELT - BROBER) W%, MAICE =RV~ 7 @z FHlRz)
& LT, 1m1240mg % 2308 14 [ 3121 M1480m g % 438 [ 181 B C RO HE S 5o

fle D PLEEPEES A & PR3 A 81, %, AR =RV~ 7 Gl Rl z) &
LT, 1E1240mg % 258 4 I & 1181360mg % 3308 [ 14 & 3131 1m1480m g % 4304 [ [ k& <
MIEEHET 5.




(REREICH T 2 REEE RBEREICH T 2MEMBIESE EH. LA
=RV = 7 GRAZ TR Z) & U CL 1R1240mg % 234 [ 1 1 3131 01480m g % 434 [H]
IR C RHIHE T B0 7272 L 3G IIIZI2 » A E CTE T %,

7. BARUVARICEEY 538

(zhBeStiE)
7.1 AFNE, 3055 LL B TRGHIHES 5 2 Lo
(BHREE

7. 2 BUAYIBRARE 2 BRI LT, A ¥ A 7 GEETHIR Z) L 3 28
Al BRRBUCH A AN S N BE OGBS oW, 17K 0ED
N % B Ly ARA O AR I OV 4k % 140 (B L 72 B¢, BRI o235k 1z o
WCEEICHIFT 228, F720 A Y A7 GHETHEEZ) O FREEIC L TR
W1, PD-L1%& 881 L 22 BRI 25 5 8 % 14 (PD-LIZEHH) 1S & 0 87 2 4510
PRIEENT VD, 4 B A% 7 GEIETHIIEZ) & OPF S 12K L CPD-L1%BL
KOWEREENE SN, PD-LIHEIEC Z E PR INZBRF BV T A
HIHAPE 5 DI OWT S H0ME Lz LT MEIHET 5 2 &, [17.162 8]

(UIRTBE 4 31T - BHEOIE/ | lbafhE)

7. 3ALFHRLAIEH B NS 2 ARH AP G- O AR R ORI L T,

7. 4 WMOPUEIEE A & BT 2 WA S 2 Mo PUBERE AN, 175
DEOWNEZPHL ., BRRBICB VW THRE SN2 BEOPDLIEHH 2 Z B L 72
LTEIRT 5 2k [17.1.1081)]

GRABYIBRTEER IS ERM OB MR
7. 5 AL RBHE LR A A4 Y BADADBRBEEZ AT LBEINT S
RHN YA G- DAV R OB AP LT e,
(BREIIHAMOERIR S X2 U 2 /NE)
7. 6 MOPUEMENEEF] & OO W T, AR LML L Thivy,
(BRI EEEEEHE T 2EEHE)
7. 7 WMOBEERE S & OPEHIZO VT, AR R ORI L Tuvn,
GREYIRTRE A EIT - BROBE)

7. 8 ARH WAL - — G O REH BT 2 AR R ORI L Tw
W,

7. 9 MO BLEEVERE A & BEH 3 2 %A1k, HER2EBMO BB IS TH 2 L,

7.10 O PUEEIEE A & O PRS- O G %M PD-LIBBE(CPS) IS L ) B4 b
A ATRIE SN T W 5D, CPSIZDWT, [7HRIERE I OHOWE 2 A L, KA 0
HRVE R OV 4 % BRI L 72 T AHI Z DR B BRI oW TR ]
Wi 2z &, [17.1.2050]

7. 11 o BUEENEE A & OFF 5 2 3G DR 9 2 Moo BUE R RE S A 17 B R 1t
DIEDOWF % A LiRIRT 5 2 &6 [17.1.200 17.1.21%08]

(IR BE & ETT - BROBHME R &S

7. 12 {b ARG B (O 3 2 R H B 5- O AR R O MR L Tn e

L2
GREBYIRBRTEE & ETT - BRORER)

7. 13 AL R I A 3 2 AR A A 5- O R R O &R L Tn e
L2

7. 14 o PUENEEE A & OOF 3% 5 D4 %11k, PD-LIEBE(TPS)IC L Y R b
A ATRIE ST W 5B, TPSIZOW T, N7HEEF I OHEOWE 2B L, AH 0
FRVE R OV 4 % B R L 72 1L AH E S S IR B IC oW T
FIHWT 2 2 &, [17.1265:H]

7. 15 o BUEENEE A & OF 5 2 354 DR 3 2 oo BTk s A V17 B 1t |
DHOWHE I L7z 1T BT 2 2 &, [17.1.2651]

(BEREICH T 2% HBIEE)

7. 16 MO PHEMETEH] & OISO W T ARIPE R R EMEIREY L Tw v,
(RHEAHE)

7. 17 MO PUEMIEEHA] & OPEHIZ DV T, AR ORI, L Tvni vy,
(RE& LRI BT BATHRAHENER)

7. 18 MO PSS H & DOEIC D W T FRIPE R ORI L Tw v,

8. EELEARIER
(hEHE)

8. 1 A OTHIRLHFEALMEAIC LV BEORESISICERT 2 L EZ 5Nk %
PRHRREDS D HbNDE WD b, BLEE 51T, BESRD LNTHAEIC
1 HEORERISIC X 2RI OB 2 ER L., @Y 2B W 21T 2 &,
JEDRPERGC & BRIWE SN 256121, BIFRERVE VFORE554%%
B2 I &, T/ KARGHRTRICEELRAEA D 5bNLZEHFHLHDOT,
ARHNF G T HHBGE T5I147H) 2 L.

8. 2 MMM BN H S b D Z LD DD T, KA DKL IZH 72> Tid, BHFEIER
(IR0 PRI B8 ik, S 28, il 0 S8 (52 %) 45) O He a8 K OB XA A o T2 Hti 56,
B % +512AT) S & o T 720 BBICIE U TWECT. Wik~ — 7 — S o kfs % 920t
T5Z & [1.2, 912, 11L.11ZH]

8. 3 WIAEMMEIAE (Lo 95, 15 95, BERUH AFRED S H DD T LDH B DT, M)
AT MR T, FROR DR, e R, CK S BRI, I R O R s 3 F
uv s EAEOBISRE 15T S, (111228 7]

8. 4 1UBEIRIG A S BN D Z L WD B DT, 1138, Bl MRS DAEIR O FEBLR M
D LA EET 5 2 L, [11.1451]

8. 5 BIENF 25, HFAN 4, HFHEme R, T 48, LR RS H S b DD DD
T EMIICIF A 2 1T, BEOREZ T+ BT 5 2 &, [11L1625H]

8. 6 HURB B AR S, T AR REREE L ORIH R ENH SO bND L BDH LD T, K
Fil £ 5 B UG AT K O 5 390 ) v s BT 09 02 N 23 s B e A A (TSH., 3t Bl T3, 3t B
T4, ACTH, It 2 )V F ' — VEEDORE) # EMS 2 Z Lo F 72, BEITIG U THiE
MAESEOFEHD ERET 52 &, [11.1.7, 11.1.8, 11.1.1121H]

8.7 HEWENDHLDNL I LNDHDHDOT, EMMITEREMRELZ TV, BEOIREE
FaricBigiy 5 2 & [111.1030]

8. 8 Infusion reaction?3@® bbb Z & WD % O T, AKH| O ¥ 513 H EE DInfusion
reactionlZfiii 2 THEAMIC T A MR TE 2 #2177 ECHIGT A2 L, £
72+ 20 H DR O AR #)$% 5K 12 Infusion reactiondid Sbh b Z & b d B DT, AHl
PG B ORI G THIENA Z VA V2 ET % L, BEOREZ 4512
BlgE5 52 &, [11.1.1530#]

%8.9 REINRENDHSLDNDE I EDNHLHDT, IROEFOLMZ EHIMIHERST S 2
Lo E72 IO RE DD SN WA, ERe I EREM 2 22T 5 &) B
EIRET 5 2k, [111208 ]

(UIBRANRE & 1T - BRDOIE/MERafHE)

B.1I0AKRKNENNKTTF oV, 32 0) ¥ FEIVFEOINNY X< 7 Gifn Rl z) 2 6
JAPES-F 5 BT, FEEMEIF R ERIRAEDS D H oD Z LW H D DT, LEITIHE L
TIERE 1T 9 55, BEOREEZ +5cBlgd 52 L, [11158H1]

9. BHENEREFTIREICHTIAR

9. 1 ABHE - MEESD & 2 BE

9.1.1 HERERBOAHIIEMNELCIBREMOECRERBOREEDH
PBE HUOKWEREIRESTLBZWDDH 5,

9. 1.2 MEMMEBRDH 2BEGTOREEDH 28E MR A ES
LBEND S, [12, 82, 11.L1B]

9.1. 3 [HEAFBHEE (ENXMARBEEZEC)DH 2 BE AHAOKGIC LY BALRK
AT 2 3OS USRI W8 RIS T 2 BTN H 5.

9. 1. 4 FERDBEERIBFZET2ERE ML RIETLIBINND S, [1LLITEH]

9.4 £JEREE BT HE WIRT 2RO H 2 thizid, RFIF G- 0P 538 T 1%
— W) T e WA L) IRET 5 2 &, [955K]

9.5 1R I IR L T W A ReE D H 5 et icid, B Lo A S a2
L2 RSN DG EICOREE T D T o IRV E o 72 AR R R 0N AR £
DA T BRI BT, 10mg/ kgD 20014 5 (AUCHL I C IR IR 5 & 0 %96
FEICHI M3 %) 12 X D IR B B8 - B AR THD 2 Wid A L TR ol
DR HNT=S, T IEIEILRED SNk o720 720 AR O E K OFEIE
IXREO DN hoTze B KANZIAE RO MIEH TRO 5N TV 5, [945 ]

9.6 BIB I LOLGRMER OFILREOL ML ZE L., HALOME UL Pk 2
WEt3 52 Lo KAlO DA PANORBITIIME ST Twirwvas, b MeGidzlit
HFUZRATT 2 DT, KA S BITT LMD D 50

9.7 /R

(BHMEeE. YIRAPREAET - BEOIE/MaNE. RAVIRTEIGEBRHEOE
HiE. BRI ERER 25§ 2BEBEHE. ARYRTELET BROBE.
YIBRABE A ETT - BROBMBEERKRIE. »ALZEXZ ICHEEL ABYIRATRE
BET -BROBEEYC 70774 FARREM (MSI-High) 257 3 #5 - i
. RABVIBRTELET BEOREE. BEEICH T 2 MEHEIEEL. FRETH
B REBERIEICE T 2T mHBIEE)

NREE R R & L 72 BRRRBRIZIEHE L T v,

(BRUIHAMOEARD X2 U 2 /NE)

AR, B SUIAR 2R L U BRRERIL IR L T v,

9.8 EHpE HHOWELZ T /HICBIRL AP SEEIHSGT5 2 L, —HITEMERE
PETFLTW5,

10. HHE{EA
10. 2 BFRER (BFRISERT B 2 &)
FH S FRPHEIR - 3518 7 i B - fabrik 1
ks T BB L7272 F A3 5 M EE 2 S IE | AR O TS YA PRI X 5 i

G9RpET 7 7 | IR D GERD B L2 A1 | EEORIE ISR 52BN DH

RNET 7 F | ORERITH . %o

1. BMER ROBIWEMZH5bN DI EDHHDOT, 8% T5I24TV, B HEs
SN AIERG 2 ks 52 L, W R MLEZ1T) 2 &,

1.1 EXLEEMER

11,11 BEEMRRER I, Mg, IR 45 oo BRI 2 (36 %, 6.2% ) 23 d>
LN ENHAHDT, BFENPARD S NLA T, HR X, i
CT. Mi%~— 7 —S0MfExEid s Lo [1.2, 82, 9.1251K]

11. 1. 2 EEEBHTEAE (0.1 % A5, 0.1% Aii5) « OEBHRE (0.2%. 02%) B (0.1 % A,
0.3%) . BB AL 01% K Choa2 Gl E XN
LHEENT WD, 72, TIEMHMENFEIC L B 2 1) — ¥ O 70 208 I 4 54T
FTHIENDHLOT, WARBEOEAICHERT 52 &, [83BK]
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