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9, 13, 16)

2. BEMTEM (A7 V—RICL DR EZ T DH5~) OFERL, Bifi, GhRESUINR
D1, 5. 8, 9. 13, 16)

[EEdR B ]
R R R N MRS IR Fe % D BUE R MEE . DR R M OBGRUT IRE (2 B9~ 2 1 &
ERPACRHE N OBHE IRt L, S IER ISR T 2 B 2 e 3 72,

PN

/MEHR . BED T

HERRBESNTZY A7 & LI2BH -
AHNDBAFETOHET —ZITBWT, RANZE T 2 KIBR. DIBER. THSOREH
2 14.3% (631/4398 f) IZFBH HAL, ZD 9B Grade 3 LA B3 1.2% (51/4398 Bi) | FEFEH]
75 0.9% (39/4398 f5il) 1ZFDH BT,
AHNOOFRFIETOUET —Z BT, JFRFIECRIT 2 KIBE. IEk. THIEOR
TEMIDY 26.7% (1406/5261 i) (278D HAL, D H 5 Grade 3 LL B2 4.6% (244/5261 i) |
HREHINN 43% (228/5261 i) IZ@RDH BNz, 7, FETIT 2 IR D BT,

EINRIE IR TERIC I T, BAIFRYE T Grade 3 LA EO KGR, THIZORIMERD 5 61 (2015
7 H 31 ARER) L NMERORBITERN 8 1 (2019 4F 2 H 26 AR RS Tnd, £
7o, AL A LU ABEEROBEEN O EAEEES T, BRI DEL, A LT RIS
BDEINE 222 BTN 24 ] (2019 22 A 26 HiIKER) HwEINTWD, B, ZAHLDF
GUIAK| OFEPNE T o 2 50IE OTEMEALICBIE L TV D ATREEREZ 2 b D,

UbEXy, BERFEINLZI AT E LT,
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= H AL M AR O NE L OV OEIRELE -
(M%)
W OB AR TS E)
BN 3 22 R A TS )
1. /NROFRITER MO H AR X U U NERE Zxtg & U FEEE H BGET A
(EIFA)
2. ORI ERE 2kt & Lol o A

ot

[P ]

RLEIREZ T T D RIBR, /MBS, BEEO NHORELBE K OB HFSR O R g3
DI,

U 27 B/ MEIEB DG K OV OEIREEH

(%]

WEDO Y A7 F/MUEE E LT, BRSO TERZRFNWER ) O K OBE =KL
A Rz, BEHM TR OYZERREBUFOEREIC OV TR L CEEWRE T 5,
B Y 27 e/ MEIEE)

I ERGEEEMTEM GEEMERTA K) OER, B, GHREIZRED 1, 5, 8,
9, 13, 16)

2. BEMITEM (7Y —RICLDIBEEZ T D5~ OFERL. B, GhRESUIzhR
D1, 5. 8,9, 13, 16)

e P ]
B IR U K OGS ORI /NMER . BEEO TS 2 1z ERBERE LU
FIRUE L, WIERE ISR 2B 720

1 U R %5

HERFFEINTZY A7 & LIc#d

REOHEFFIETONET —ZIZBNW T, AANCBT D 1 BBEREOBIERAR 02%
(9/4398 i) (2D BHIL, ZDH L Grade 3 BLEAY 0.2% (9/4398 f) | EEHFD 0.2%
(9/4398 fil) 1ZFEH LTz,

RAOPFRAFETONEGT —ZIZB W T, FRFEICE T D 1 ABERFEORERD 0.5%
(24/5261 f5) IZFB® HAL, ZD 55 Grade 3 LLED 0.4% (19/5261 #1) | EEHFID 0.4%
(19/5261 f51) (ZF8 BTz,

ENRGEIGE RIS CL BIUE 1 BB R 2 S e B 72 1 AUEIRIBORITER 2 5 1 (2015
10 A 31 HRER) MiESNTWD, 2. ZOHERIIARHFOFEIEMH TH 2 %0 OTEMAL
WZBHE L TW D AMREMEA B 2 b D,

12




bRy, EERRESNTZY 27 & LT,

B3R S VAR BN O N S O OFRINBREH -

(M%)
W O R 2 VRIS B
SEYIRIVSE Srb eeex 7R 0)

1 /NEOFRSUTEIEEO H AR P F v U Vo lRE 2 RS & U e il A il iR A
(A5 )

2. JRFEABERE G & U e — WA ks A

2

(e P ]
BOEMGERR ISR T 2 1| BUEIRIA ORI K ORBLFER ORI ZLET 5729

U 27 F/IMEIEEI O N & OV ORIRBEH

[M%]
HWHEOU R fg/MelEE & LT, BFIRXO TEERERNERE) . [EHKEME
M) OHEROCBRFRERDT A RIC, HG5HH R OEZEFGEBRFOEREIZONT
RO L CHEEMLE T S,
BAND Y 27 Fe/MEiES)

| ERpEEL T EM GEEHERTA F) OfEk, B, GEEUIMED 1, 5, 8,
9, 13, 16)

2. BEWTEM (AT V—RICLDIBEEZIT D7~ OFER, A,  GhREUTE
D1, 5. 8, 9. 13, 16)

(2R B ]
B IR PR K OBGE IR 7etR 0 1 RUBEFRIIZ B 2 16 & R BIARE R OVEE IRk L. EIE
RS 3 5 B 2R 7=

BIERTS . A, ITPERERE . Fde. REALPEARE 2%

HERRFEINTZY A7 & LI-HEH
ARFNOHAFIETOUET —ZICBN T, AANCBIT AR, IFERE. FROREIE
A 1.3% (320/4398 f5) 1Z@BHBAL, ZD 55 Grade 3 LA LA 1.8% (80/4398 fil) | HE
1723 0.7% (29/4398 i) (TR LT, 7, FETIT 1 HUIRD B,
ARANOOFRFIETOMET — 22BN T, JFRFRIEICR T DA E, IFHERERE. %,
MEALAERRAE R ORITERI 28 19.3% (1013/5261 1)) IR BV, ZD 9 5 Grade 3 BL LD 6.4%
(336/5261 i) . FEFEHID 2.8% (148/5261 f5) IZFBO BT, I, JETIL 2 BIZFED B
e,
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EWNELERGER ICR W T, BEPEIRE R BEEFESR S E O T 10 F (2017 4 5 A 22 HEF
M) L HFRENBIEHES LS T 1761 (2018 4E 11 A 30 KAL) | BUEMRSBEESRS
FHHT 15 (2020 4 8 H 20 ARER) WS TnDd, 2B, Zh b OFRGIIAK OIEH
TER Tod 5% OIEMAGICEIE L TW D ATREMENR B 2 B LD,

LEXY, EERRESNY AY & LTz,

238 i 2 MRS B O N K OV ORIRPEH
[(NAE]
T H O 22 VR AR TR B
BN [ 28 22 MR R AR )
1. /NROFEIESUTEAPED HIEY AR % U BB 2R & U ReE A i A
(Zffl 74
2. AP EE xR & U e — il 1 plsiin A

o}

e P ]
BUEROERR ISR DBERT R, T A4, BFHeERETE . T2, B LMERRAE R O FEHBE K O
RIAFELROFHR RS 5720,

U 27 f/MEIEE DN & OV OFBIRFRH

(M%)
HWHOY A7 /MBI LT, B TEEREARWERE] | TEHXZEIE
Ml OB ZROBEFERERSL T A N, #H5EHEREOYEFLRBERFOERIZONT
R L T D,
EBMO Y R 7 F/METEH)

| EREELGEM GEEERTA ) OFER. Bifi, GHREXUITIED 1, 5, 8.
9, 13, 16)

2. BEMTEM (A7 V—RICLDEEZ T DH~) Ok, Bifi. GhREXIIZR
M1, 5, 8.9, 13, 16)

[EE4R B ]
B IR AR K OIS HOE & OBERT R, FFAE, ATRERERE® . AT, sfbrERE RI2BIT %
oA PR S R OB H ITIREE L. B IER B4 2 B iR 2 e 9772,

WIS (RURIRPERERRTE . T ERARERERTE. BIEEE)

BERLRFEINZY A7 L L-HH

RENOHEAFIETOMNET —ZIZB N T, RKANCB T 2N IEEORIEHA 13.8%
(607/4398 ) IZFBDH HAIL, ZDH B Grade 3 LLEA 0.6% (26/4398 Bil) | EEHFIH 0.7%
(31/4398 i) 2@ BTz, HURIMERRRES (FURIMERRIR TIE, FURIERETTIEERE,
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WIRK ) ORMWEMIT 12.8% (562/4398 f5) (IR HIL, ZD 55 Grade 3 LLED 02%
(9/4398 i) | EFEFIA 03% (13/4398 ) (TR bivlz, FEAEERERES ORIERIX
2.7% (120/4398 ) 12§ Hiv, Z?D 55 Grade 3 LA EIE 03% (11/4398 f51) . FHEEHIIE
0.3% (11/4398 i) (258 B LTz, RIBFEEFORIEMNIL 0.8% (36/4398 f5l) (28O HiL, Z
? 55 Grade 3 LA EIF0.2% (10/4398 #if) . EHEEHFIL 0.2% (10/4398 f5) 278D BT,
ARHNOPFRBETOMET — X2 IZB\WT, JFRBEIEICR T 2 N mEEORITER D 21.5%
(1133/5261 f5) 1Z§B® HIv, ZD 55 Grade3 LA A3 2.8% (145/5261 f) | FEFEHFIDS 3.4%
(181/5261 i) IZFRDH BTz, 7233, FETIX 1 FNIERD Hivle, FURBREREREE ORIMEH 23
18.7% (983/5261 i) 2@ H AL, ZD H 6 Grade 3 LL LA 0.5% (26/5261 fi]) | EFEHIH
0.8% (40/5261 i) (T8 BN, TEMEHAEREF ORIEMIL 5.3% (281/5261 fi) 127D
B, 2?95 Grade 3 LA I 1.4% (72/5261 i) . EEBIN 1.6% (85/5261 i) 1278 &
Nic, BIBREEORIEMIL2.9% ((151/5261 ) 12O B, ZD 55 Grade 3 LA LT 1.1%
(60/5261 i) . EEEFIA 1.3% (68/5261 fl) TR bz, i, ELIT 1 FIZFED b
7=
ENBRLER B4 1BV T, Grade 4 LA BT = /L F Y — 178 4.0 p g/dL R & 5 U 72 T T ipk
pEE N BLEFR G E O T 80 B (2018 45 11 H 7 ARER) HEINTWD, B, Zith
DFEGIIARFNOIEEEH T 5 909% OIEMHAGIZEIE L TV D AIREMEDR B 2 Hivd,
PLEXY, EERFEINTY A7 L LT,

= AL AR O WA L OV OBIRBEE -
[N#]
1 DO AR T )
BN 3 2 R R TS E)
1. /NEROBFREIEIRMEO H MR X ) ol EBE Zxf g L U7 FrE A R A
(2Bl )
2. FFEARHIEEE ARG & U T — et F B A

ot

(3R ]
BUEIRTERIZ IS T D N Wl OB O R ER O R A HET D720

U R 7 s/ METRBI O S O OZIRFEH -

(¥
WH DY A7 E/MEIEE L LT, BT o THELREAWEE] ( TERZRENE
M1 OEXLCEEFERELT A NS, BEHETEOLEFERIEHRFOERIZOWVT
FLEl L CHEEME 5,
BIND Y 27 e/ METEE)
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I ERGEEHMTEM GEEMERTA K) OER, B, GHEEIRED 1, 5, 8,
9, 13, 16)

2. BEMITEM (T —RICKDBEEZ T D5~ OFERL, B,  GhRESUIzhR
D1, 5. 8.9, 13, 16)

[ER P ]
RPN OBRGEIRIER DN IR ICBE 3 5 T & R BIR A L OB 1Tt L. @1k
B3 5 B 2 e 97720

Fofiie e

==
=

HERFFESINTZY A7 & LIc#d -
RENOHANFIETCOHEGT — 22BN T, RANCE T 2R E CRHEE= 2 —r S
—. BRREE . FEMEDEVE) ORIERN 9.5% (418/4398 i) IZRH B, ZDH H
Grade 3 2L F78 0.5% (24/4398 i) | EEFEHIS 0.5% (20/4398 i) (278D b7z,
RENIOPFHFETOMAET — 21280, IFAEEICE T 2 MREEORIERZ 31.9%
(1677/5261 f5) 1Z§B® Hiv, ZD 55 Grade3 LA EAY2.9% (155/5261 6) | FEEHFID 1.1%
(56/5261 f5) (RO BT, 72d, FELTIL2 HIIFED b,
PLEXYy, EERFEINY) A7 L LT,

3R S VAR BN O N S O ORINBEH

[N#]
W O R 2 VRIS B
BN D[ H 22 PR AR TS B

1 /NEOFRSUTEIEEO H AR D% v U Vo lRE 2 R & U e i A i iR A
(A5 )

2. JFREAHAHE R 2 xt g & U e — M kA A

(e P ]
BUERTEIR T3S 2 it O JE BV R OB B FR ORI T 5729

U A7 f/MEIEE DN R OV OBIRFRH
(M%)
WHEOU X7 F/MUEEE E LT, EFRCO TERZRREIER] OB K OB E 3 5,
HA RIZ, BHGHRP RO ERIHEBRFOERIC OV TR L TEERE T 5,
BIND Y A7 i/ METES)
| ERpEEL T EM GEEMHERTA F) OfEsk, B, GEEUIBED 1, 5, 8,
9, 13, 16)
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2. BEWMITEM (A7 V—RICLBIEEEZ T D H~) OEK. Biifi, GhEEXIIzhE
D1, 5. 8, 9, 13, 16)

[EE4R B ]
8 PR BB e MRS RSB 1% O AP R T (S B9 2 1 i & IR BEARE R OVE A ISR B L. Sl IEfl
N B4 2 B AR 3772,

I8

=

s

HERRFEINTZY A7 & LI-HEH
ARFNOHAFIETOUET —ZITBNT, AANCBIT 2 BEEE (FRE, RAE B
REORERRBERSE) ORIEAD 2.5% (111/4398 i) 1T HAL, 2D 5 5 Grade 3 LL L
250.4% (17/4398 %) . FFEFINS 0.4% (18/4398 i) (ZaBb BTz,

AR OPFRBIETONET —XIcB W T, IFREIECBS T 2BEEFEORERN 6.9%
(361/5261 ) IZERH B, ZD 5 H Grade 3 LLED 1.1% (60/5261 #) . HEEHFD 1.3%
(68/5261 f3l) ([ZFBHBITZ, 72d. FETIT4BNIFED B,

PLbEXY, BERFEINTZI AT E LT,

2= HE 2 M BT B O N e OV DRIRPR I -

[M%]
R O AR A e VE R AR )

s
MO [ 2 RSB

L IR TS BT D A E R % L U K Ak & Lo B B P R
(&)

2. IR £ K & LT A

[EE4R B ]
BUEIRTERR 1T 2 B RE OB N O BLF RO R 2 R T 5 720,

U A7 e/ MEIEBY O N OV OEIREEH

[N#]
WHEDOV AT F/METEBNE LT, BEIRCO TEEREARNER] . [EKAFHME
M1 OEEOCEFEMEELLT A RIZ, MR R OSSR FRREREOEEIZ DN T
AUk L CHEERE T S,
EBIDY R 7 e/ MEiEE)

I ERGEEEMTEM GETEMERTA K) O, B, GHRESUIZRED 1, 5, 8,
9, 13, 16)

2. BEMITEM (T —RICLDIBEEZ T D5~ OFERL. B,  GhRESUIzh R
D1, 5. 8.9, 13, 16)
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(a4 B )
[ PR PR K MRS T 1% O 5 (2B 3 2 1 i & R BIAR A M OVE A IRt L. e
(ZPE9 DB e 720,

=
oy

. BEIRE . FESR

HERRFESNTZY A7 & LIc#d -
ARENOBAFETOIET —ZITBNT, KB T DMk, BEEXOBIERNN 0.1%
(4/4398 i) (@D HIL, ZDH L Grade 3 LLED 0.02% (1/4398 f5il) | FEEHIA 0.05%
(2/4398 f5) IR BTz, 72db, TR IBICRO b, £, WINIBIT 52 Dfmo
BRREBRIZ W T AANCR T DR ORIERIE 4 BlICREO B, 205 b, BT 1 4
(2015 42 4 H 29 HIR ) 2RO BT,
ARHNOOFRFLETONET — 2B\ T, DFRRIEICRT Dk, BER%, TR ORIE
H72304% (20/5261 ) 123D HAL, ZD H 5 Grade 3 LA 22 0.3% (14/5261 i) | HEH
2503% (14/5261 f5) IR LTz, 72k, FELTIE 1 BHIIED b,
EWNELERGERICEBW T, BEIER B ESR S Z 0T 55 41 (2023 43 H 19 HERFR) |
WA DORIEIR TR IV T, TR BIEFLR S 5T 87 4 (2023 4210 H 10 AFRES) #
HINTWD, £, ENAORIERGEHRICHEN T, FIRERREAY b T AEED 9§
WESHNTWD (2024 48 H 13 HFFR) o e, T O OFERRIIAFOEKHEN TH D50
P DIEMEARICERE L TV D ATREMEN B 2 b D,

PbEXY, BERFEINTZI AT E LT,

3R i 2 PR HUE B O NS R OV ORIRPR A

[M%]
T O 22 VAR TR E)
BN 0D [ 48 ity 2 e MR A )

1. /NEROFFESATHIRMEO AR D% ) N EEE 255 & U7 R e ik A
(2pld) (RO LEVERFIFEHE L TRIE)
2. JRFEAWEEE 2R L Ui — i AR (s, BRI O 2 SRR HIE &

L TRE)

e P ]
BUBHGERR ISR T DS, BEER., TR ORBHE R ORI FROBEZLET 2
&bo

U 27 s/ MEIEBN DN e O OIREEH -
[N#E]
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WE DY A7 F/MEIEE S LC, BRI TERRBIER] OHELOHEE A ER N,
HA K2, BHHIRP RO EGHBIRFOERIC OV TR L THEEME T 5,
EBMO YU R 7 F/METES)

| EREMEEHETEM GEEMTTA F) OfEK. Bifi, GREXIIED 1, 5, 8,
9, 13, 16)

2. BEWTEM (A7 V—RIZL DR EZ T D)7~) OFERL, Bifi, GhREXIIENR
D1, 5, 8, 9, 13, 16)

[EE4R B ]
AR AR Je OO R et O BRI, FRERICBI 2 2 ERBISRE R OB H IR
L. EIEERICEET 2 BfF 2 eI 720,

HE O R e E

HHERBEINTZY A7 & LIZ#H
AHNOBAFETOHET —ZICBW T, KRBT 2 BEOREEE (LA, X
FIER AT (=T A - Vary AEGERE) ORIWER02% (10/4398 f5) 12588 B,
ZD 5B Grade 3 LA EDY 0.1% (3/4398 ) | FEFEBIAY 0.1% (3/4398 f5il) IR bz, F
7o, WBAMCB T D OMOBKRBREL N a Ry v a F— ha2a—RA7 07T AIBWT,
ARENCHT HEEO LGRS (PRt R REEMARE) ORIWEMAN 3FNIIERD Hit, WIh
DIEFIHIETHITH -7 (201544 A 29 AR o
RADUFETOMET — 2B T, JFABIEICE T 2 EE OGRS (LA,
BRWIE, AT 4 — T A« ¥ a v EBER KO EMER R ESERAEE) ORIERN
0.6% (31/5261 Bl) IZ§BH B, ZTD 5 H Grade 3 LLED 02% (13/5261 #) . HEEFN
0.3% (14/5261 f5]) (R8O b7,

EWNRGERGER ICIV T, BEERBEIEL 8 #i (2017 4F 12 A 19 HIER) @A ST
Do ek, FREIEIIAMOIEIRIEN Th 20 OIEMALICBEIE L T2 TR E 2 5
N5,

UbXv, BERREINZI AT E LT,

2= HE 2 M BT B O N e OV DRIRPR I -

[M%]
R O AR A e VE R AR )

s
MO [ 2 RSB

L NI TS BT D A E R % L U S A & Lo B B P R
(&)

2. IR £ K & LT A
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[ERELH ]
BOEIRFER (1T 5 HE O JFIEE O R BUHE K CRBRER O AE T 5720,

U 27 F/IMEIEEI O N K O ORIRBEH

[N#]
WE DU A7 F/MEIEB S LC, BRI TERARBIER] O K OHEE EE,
A Rz, HEHIRH R OY S ESRBRFOEZICHOW T L CHEERET 5,
EBIMO Y R 7 F/METES)

| EFRUEFHETEM GEEMERT A R) Ok, Bifi. GHRESUIED 1, 5, 8.
9. 13, 16)

2. BEFWTEM (A7 V—RIZL DR EZ T D)7~) OFERL. Bidfi, (GhREXITNE
D1, 5, 8, 9, 13, 16)

(g4 B ]
AR AR J OV IRFE 4 O B O 2GR E I B3 2 1 A R BILRE R OB 1Tk L |
W IEME AN B9 % PR e 372

R AR FERR

HERLRFEINZY A7 & L-HH

RENOHEAFIETOUET — 2B T, RANCE T 2 RS ZERREORITEA N 0.1%
(6/4398 Bil) IZFB®H HAL, ZD 5B Grade 3 LLEA 0.1% (3/4398 #i) | HEEFIDY 0.02%
(1/4398 i) 1ZFBH BT,
RENOPFRFIETOET — 2 2BV T, PFREIEIC T D 5k ik ZERRIE O BIEH 23
1.0% (55/5261 i) (Z#BH B, 2D HH Grade 3 LAED 0.4% (22/5261 #il) . FEEHIH
0.4% (20/5261 f5il) IR BTz, Zeds, FELIE 1 BHUIFED B,

UbEXY, BERREINLZI AT E L,

3R S VAR BN O N S O OFINBRH -

[N#]
W O R 2 VRIS B
SEYIRIVSE Srb eex 7R RE 0)

1 /NEOFRSUTEIEEO H AR D% v U o lERE 2 R & U e i A il iR A
(A5 )

2. JFREAHAE R g & U e — M kA T A

[ER P ]
BUEIRTEHR T30 2 Bl AR ZEARAE D FEHSAE Je DB HFRORE LR T 5720,

U 27 f/MEIEBN D NE e O OIREELH

20




[N#]
WE OV A7 F/MEIEE S LC, BTIRXO TERRBIER] O K OHEE mEE,
A Rz, HEHIRH R OYEESRBRFOEZICHOW T L CHEERET 5,
BIMO Y R 7 F/METES)

I EFEUEFEETEM GEEMERTA R) OfFER,. Bifi. GHRESUIED 1, 5, 8.
9, 13, 16)

2. BEBEWITEM (A7 V—RICL DR EZTD)7~) OFERR. Bidfi, (GhREXITNE
D1, 5, 8, 9, 13, 16)

(g4 B )
PRARER M OO 8 14 O §R IR A ZEARE (T B3 5 o & R IR BIAR B L VB IR Ik L
W IEME N B9 2 PR e 372

Infusion

reaction

HERFFESNTZY A7 & LIc#d

AHOBEANFIE TOMET — 2128V, AANZE T S Infusion reaction (FEAITFE D I
S, TF 74 7% —va v 7%) ORWERAN 3.5% (155/4398 #i) IZ@BHHiL, ZDHH
Grade 3 2L E73 0.1% (5/4398 f5il) . EEEEFIAY 0.3% (13/4398 fiil) 1ZFE & b7,
AFNOPFHEETOPFE T — 2B\, JFHEIEIZE T 5 Infusion reaction D FI/EH 23
6.3% (331/5261 §) IZ@RD B, ZDH 5 Grade 3 LLED 0.8% (42/5261 fi) | EEHFIN
0.7% (35/5261 i) IZFE® b7,

PLEXYy, EERFEINY A7 L LT,

B3R S VAR BN O N S OV OFIRBRH -

[N#]
W O R 2 VR B
BN D[ H 22 PR AR 15 B

1 /NEOFRSUTEIEEO H AR D% v U Vo lRE 2 RS & U e il A il iR A
(A5 )

2. JEREAR I R A kPR & U — el A i A A

| GEZ7NELNEED |
SR FEZ I F31T 5 Infusion reaction DFEBUEE K OB ELR ORI A HET D729

U R 7 s/ METRBI O S O OZIRFEH -

(%]
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WHOU A7 g/AMEEE L LT, BRSO TEEREARNER] | TEXZRENE
M OEBOEERERSL T A NI, EHETRPYEFRREIFFOERICONT
ALl L THEEMGEE T 5,
BIND Y 27 e/ METES)

I ERUEEFRMTEM GEEERTA ) ofFpk, Bifi, GhEEXIIRRo 1, 5, 8,

9, 13, 16)
| GEZNEZNEED |
bk R BB e O B 72 7% D Infusion reaction (2 B3 2 1H 2 E R EAFR & 12 U, i (=4 H
BT B EfR Z R T 729,
BB 7 i R R E

HERRFFEINTZY A7 & LI-HEH

EPNRGEIR % ISRV, mER MRS & U oot /MR P 25 BT 5 23 B 42

EHTS5H (2016 48 A 19 HEFR) | Wl 3 BEFRS L 5O T 16 1 (2018 4 10 A

23 HIER) | MEFERIERAE S BE S § 5D C 26 45 (2018 4F 10 A 23 HIER) WA ST
D, B, TNDHOEGIIAKIOIKIEIEM TH 50 OIFHE(LICBIE L T\ 2 "TREM NS

bbb,

FE7o. AN B Aot G & U EBR L RIERREER (ONO-4538-52) T, &AL /v

RTTF v, N7V EXRALRKRORAY X7 (BaHiRz) & o ABRERITE O

TEREDNVRTTF o N7V EFELROIRIAN AT (BIEHBEZ) & OOFHE

EREIC IRV TC, OFFAFRIE & OBIEME N6 E T & 2R W BWE AL R ERIUME R T 15.8%
(43273 B) KT*9.1% (25/275 Bil) 12588 b LTz,

UbEXY, BERRESNLZI AT E LT,

2= HE 2 M BT B O N e OV DRIRPR I -

[M%]
R O AR A e VE R AR )

s
MO [ 2 RSB

1L NIRRT E D U IHR % U LS AR L LT B A
(&)

2. IR £ K & LT A

[EE4R B ]
BOEIRFER (31T 2 BB 72 MR T O S BUSHE & OB ER O AR 57290,

U 27 e/ MEISBN DONE e O OIREELH -
(2F
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WEOY AT F/MEIEEIE LC, BTRXO THEEREAWEE) . [EX2AIME
H1 OEFEOEEMERL T A R, #5HETROYZEFRREBRFOEREICONT
RO L CHEEMLE T S,
BIMO Y R 7 F/METES)

I EFEUEFEETEM GEEMERTA R) OfFER,. Bifi. GHRESUIED 1, 5, 8.
9. 13, 16)

2. BEBEWITEM (A7 V—RICL DR EZTD)7~) OFERR. Bidfi, (GhREXITNE
D1, 5. 8, 9, 13, 16)

[EREEH ]

IR M OBGE R ER OO B ES Z2 MR P 3 (S B3 2 TR i & R BAAR A K OV A (TR L,
W IEME N B9 2 PR e 372

1 B R

HERFFESNTZY A7 & LIc#d
EWNELERGER ICB W T, MERAEEEIESEEFR L E O T 10 441 (2018 4F 10 A 23 HEf
F) SR TWD, B, ZOERGUIARFOKEIER TH 5 OTEMALIZBIE L T
LEREMENRE 2 HiLD,
UbEXY, BERRESNLZI A7 E LT,
B3R S VAR BN O INA S OV ORI -
[N#]
W O R K 2 e AR TR B
BN [ H 2 M RE R TE E)
1. /NEOFREUIEIAE O H AR D% ) Lo ERE B G &b U R kA
(HIFRA)
2. JRFE ROV &kt & U e — M o A

i

(SR B ]

BUEIRGE# 21T 2 MERE RAEMBERE DR BB E M OB F R OB 2 i 5720

U 27 s/MEIEBEI O N K O ORIRBEH -

[N#]
WHEOU R 7 F/MuIEE e LT, RO TERARRIER] O K ORI 3 5,
HA R, BeHHIRPR O ESHBIRFOERIC OV TR L THEERE T 5,
BMO YU R 7 f/METES)

| EREMEEEETEM GEEMEATA R) OfEK. Bifi, GREXIIED 1, 5, 8,
9, 13, 16)

23



2. BEAWTEM (A7 V—RICLDBREZ T 2T7~) OFERL, Bifi, BIREXIINR
D1, 5, 8, 9, 13, 16)

[EE4R B ]
BUEIR7E% O M ER A RAEGREIZBE 9 D i 2 BB E M OV ICIRfE L. i IEfE A B

T o B AT T2

Tk

FBERETINEY 27 L U
ENRLEIRFEH ISV T, FEE 10 ] (2019 4E 2 A 13 HMES) HESn sz e, F
L FEERRBRICEB W TE AR 7 R LHEE LT PD-1 /v 7 T b7 ATl I

RIFTEGAICEFEMET LI EOWRENRH D Z LEND, HERRESINTLI AT &
L7,
I RIS E O NE K O ORRELH

[ME]

W O R 2 VR B
BN D[ H 22 PR AR 15 B
1 /NEOFRSUTEIEEO H IR D% v U Vo lRE 2 RS & U7 e i A il iR A
(A5 )
2. JRFEABERE G & U e — WA ks A

(e P ]
BUEIRTERR BT DR O RHME M OB ER ORI LB T 5720

U 27 e/ MEIEE DN R OV OFBIRFRH

(M%)
WEOY 27 &/MEIEEIE LT, EFRXO (REDERZATL2EHICET
Bl . TERZEWEM] OBEEOCBEMEELLTA NI, K5HHTROYEFELHE
B OERIC DWW TRk L CHEEMAE T 5,
EBMO YU R 7 f/METEH)

| EREMEEEETEN GEEMHTA F) OfEK,. Bifi, GHREXUIED 1, 5, 8,
9, 13, 16)

2. BEWTEM (AT V—RICLDIBHEZT D5~ OFERk, BT,  GhREXIIR
D1, 5, 8, 9, 13, 16)

[EE4R B ]

24




BLEIRTE R OFERZICEE T 2 15 W 2 EREARE K OVEE TRt U, @iEMEHICEE T 2 #fif %
fed7=%

BERLRFEINZY A7 & L-FH

RADOHAFIETOWET —ZIZBNT, AANZB T 2R ORIEMD 04% (17/4398 #i)
IZRD B, 2D 9B Grade 3 LLED 0.2% (7/4398 ) | EEEHIZY 0.1% (5/4398 f41)) (7%
LoYSY W

AENOHRFETOET — 2128\, JFRARIEICIT 2R ORI 0.7% (36/5261
Bl) IZRD B, ZDHH Grade 3 LAED 04% (21/5261 #i) . EEHIN 04% (22/5261
fil) 2R b,

¥, ARFOHANFETONET — 2 RKOKKONRFLETOEGT — 2 LSO ERNS O
I R BRI O B B S %1 B Ty A & ORI BIR AN 1 C & AR WL IS E - 7S
23 841 (EI NS+ DR R SR e N/ &R GER « 2019 4F 10 H 28 HIFA. EWNELEIRFER -

2019 4F 10 H 29 AFR) RO BN TN D,

bk, BERRFEINLZY A7 & LT,

[ 3 i 22 e B TR B D N B OV OFRINERH -
[M%#]
O EE 7 AR E)
BN 0D |25 38 5 22 A P B AR T Ay
1 R RE &kt 5 & Ul —Mefl Fl lcisam

ot

[EE4R B ]
BUEIRTER I T D IR ORBIE M O R EZ OB IR 5720

U 27 o/ MEIREN DN K OV ORI

[N#]
WEDOY A7 FMUEEIE LT, BRI TERZRFANER] QWK OBE M EHEL
A Rz, BHEHH PR OYZFERREBRFOERICOW TR L CEERE T 5,
BIMO U A 7 fe/MEi% s

1. ERUEEEMITEM GETEMERTA F) OfER, A, GHEEUIZhED 1, 5. 8,
9, 13, 16)

2. BEWITEM (A7 V—RIZL DR EZ T D)5~) OFERR, Bifi, GhREIINR
D1, 5, 8 9, 13, 16)

[EE4R B ]

25




i AR SR My OV B FB 0% DR (2 BT~ 2 G i & R R BEfR T M VR I FR it L. B A IS
R4 2 BfR 29 720,
BHEDHE

BERLRFEINZY A7 & L-HH
EWNELGERGER ICB W T, BEOBHROENEMZ 13 41 (2022 41 A 24 HEFR) W& SH
TWo, 2B, ZOFERRIIARFOHKIER Th 2 50/E OIEMHALIZBEE LT 5 FTREMEN S
2B D,
PLEXYy, EERFEINTY A7 L LT,
S S 2 AR B O A L OF ORI ¢
[N#]

O EE G2 AV E)

BN 0D [ FE i 22 M B AR T B

1. R AR BRE &t & U e — M6 A i A

[EiRE ]

BLERER BT D HEDO HROFBE L OFRERORHEAILET 5720,

U 27 e/ MEIEB DN K OV ORI

[N#]
WEDOY A7 F/MUEE E LT, B0 TERZRFANER] O K OBE [ EHEL
FA Rz, BHHM PR OYFFERRBEBRFOERIZ OV TR L COEERE T 5,
BIMO U 2 2 fe/Mbi% s

I FERGEEHMTEM GEEMERTA K) OERR, B, GHREIED 1, 5. 8,
9, 13, 16)

2. BEWMITEM (A7 V—RICLDIEEEZ T D H~) OERK., idfi, GheEXIIzhE
D1, 5. 8. 9. 13, 16)

(g4 B ]

BOEIR7E% OBEE O HRICET D1 W& R BARE L O TR L, SEFEAICET 5
B 2 e 72,

& E DK

EELREEINZY 27 L LR
ENFLEARGE#IC BV T, Grade3 LA EDSE ) RN EEES § 50 T 28 5] (202141 H

20 HERE) &G SN TWA, BB, 2O OFERIIAFOIKIIEN Th 5 5 OiEMHEIC
B L CWARREMENRE 2 B D,

26



bRy, EERRESNTZY 27 & LT,

[ 38 L 22 R PE BTGB O N S OV ORIRPEE
[M%]
A O AR 2 MR R AR B
BN [ 3R i 22 = ME R AR )
1. A RS 2 G & U 7o — R Rl i A

(e P ]

BLEIRFER TR 55 E 9 BRROFRBSE K ORBLERORELITET 5720
U 27 e/ MEIEBN O NE e O OIREELH -
(2F
WH OV A7 F/MEIEE L LT, BT THELREARWER] . TERZQREIE
M1 OEECEERERM T A NS, FGHETEOEZFRIEHRFOEREICONT

FlE L CIEEME T 5,
BN Y 27 EeMETEE)

. BERPEEENTEM GEEERTA R) OFmk. Bifi, GIREXIIEED 1. 5. 8.
9. 13, 16)

2. BEAMTEM (AT V—RICLDIEREZT DT~) OFFRk, B,  GHRESUIENR
D1, 5, 8 9, 13, 16)

e P ]

BOEMRTER D5 & D BRRICE T D 1 Wz R BR S L O ICHEtE L. S ICR4 %
PR A AT 72

IR G IR RIE % 5 1) Db 5 BE~OMHH

BERFEINTCY A7 & L-#E

[EI NS B PR 3R J OIS AR 5E 42 12 36U T BRI AR (k3 2 FEAE SO 28 12 1] (2017 4 3
H 22 BRER)  BARER RS 908 34 B (2017 4F 6 A 8 HEFA) s ShCTnad, 725,
ZIE OFERIIAFNOIEFIEH TH 550 OIEMELIZEE L TW A RIEEMERE 2 Hivd,
LLEXY, EERREINLY AY & LTz,
53 S 2 MR EARIR B O N S 0% ORI ¢
(M%)

O EE 7 AR E)

[ER P ]

27



N AICKRT 2 BN OB, o & i LT < RAIDOFR GRS & 725 8%
FRERTHD LEZDBNDT0, 18 ORI L EMEEIEENC TRHBRINET 2,

U A7 f/MEIEE DN R OV OFBIRFRH
[N%]
WEHOY 27 &/MUIEENE LT, BTl O (FEDTERZAT2EBEICET L2
B OEKOEEMERS T A NZFEHE L CEERE T 5,
BIND Y 22 i/ METES)
| ERpEEL T EM GEEMHERTA F) OfEk, B, GEEUIBED 1, 5, 8,
9, 13, 16)

ES7AGEEED |
BLENRFE% OISR BRI SOSZ BT 2 15 A R EARE It L, @ EERICET 5
PR 2T 728

HERBEN Y A7

1L DR G

HEREEN Y 27 & LA
AHNDOBEAPETOHET —Z IR T, AFNTBIT 218 EORERIEE T 2 Z &3
METERWVEIER DY 29.5% (1298/4398 f71l) 1238 B LTz,
ARHNOPERFILETOHET — 2B W T, PFRBIEICBIT 2 EORERIGICER T 5 2
EMEETERVENERD 39.7% (2086/5261 fiil) 1Z#8D b7z,
ARV T, PD-1 ZRESH KRR O~ T A TIE, K4 OBEHERITIG L
TR 5 B R BEEIER (BALB/c @ B CHUIKRDEE Z £F 5 JERIREARLL A IE O FEIE
C57BL/6 : EHMET Y T~ b —F ZEROARERKIKE R LK OB £ OFIE. MRL : HCHLED
PEAR %A D D R DFIE K Y NOD = 1 BUBESRIN OFIE(EE) % 5 L. PD-1 1L H RS
ORI ET 5017 ThD I ENRBINTND DI,
AAENIHAFEHUR (HBsAg, SKMel & TF DNP-Ficoll) % #RE L 7= /L ORI i 24 e OF
SIS 2 BT 5 Z E AR ENTND Z &b, SR LEY 7 FUICxd 5iRE
DFIEISECFES IERDP BB T 2 8ZN0H 5,
L& BEEREENY X7 L LT,

4 : 1) Okazaki T et al. Trends Immunol 2006;27:195-201.

2) Wang J et al. Int Immunol 2010;22:443-52.

3L VB RIS B O N K OV OFEINBEH -
(M%)

28




T OEHE 22 VR AT B

(3R B ]
[ PR BRI K OV FH B A O R > B L I E OSRBEIE OFEBLY 2 7 13BARE & 130 X 720
T2 G OBEHE LZ EVEREAUEEINC CTl A O 52 SOS O I EE Zilkie L T1T 5,

U A7 e/ METEEN DONE O ORI
[N%]
WHOU AT F/METEB e L CE IR THEEREANER) . HAEER) |
[ZOMORIER] OBEEOEFMEEL T A FIZ, 5B ROY % ELH B
DIEBNZDOWTRIH L THEEYE T 2,
BN Y A7 Fe/METEE)
| ERAEEHMTEM GEEHERATA R) Ok, A, CGIEEIIED 1, 5, 8,

9. 13. 16)
[ERFEH]
B R ek R My ONRLYE B 58 £ D 8 FE D50 SO Z B3 D 1 i & R BRI 4Rk L. i EfE A
BT B B AR T 728,

HEREEN Y 27 & LB

] N Je QN4 0 il R SRR I ON S 56 i 56 7% o0 L 208 N2 38 W) TR IR BRI BE 3 5 3%
HEUIHE STV, — 05, RV LV E AW AR R AR O AEICBI T 5 R R
IZFBW T, 10mg/kg O 2 [E# 5. (AUC Lk CHERRIEZE RO 6 fFICFHYS T 5) 12 L Vit
PRARINC I 1T DR - JRWAE T RS 5 WITHAIE TR OHEMMFRD bivl,

PIbXo | BERBENY 27 L LT,

B3R L A EEEHIS B O N K O OFRIRBEH -
(%]
T DR 22 Ve R AR TR B

)

(GES7EE Nz |

BN T, i SUTIEIR LTV D ATREME D & 2 PRI, 163 O MRS a2
ERD L ENDHBEICOAKEETH L L LTEY . AFOERm~ORGIZRER T
HHLEERXTND, LEBR->T, BMOEED LRGN AE L L, RGERERIC
BOTEm I S BE 13, @5 O R 2 MRS TR SRINESE 21T o,

U 27 e/ IMEIEBI O NER K O OIRIRBEE -
[M#E]

29




WHOY R 7 /MEfEEN L LT, EBFHRXO REOEREATL2EEICHETLIE
B OERORERERLTA FICFEH L CEEMRET 5,

(GES/NENAEED
iR RN B 5 i 2 R MR BIARA I HR Bk U W IERE I B D B 2 e 3772

OFEMED, ARAR, MM )

HEREEN Y 27 & LB

AHNOHAWETONET —ZIZBWT, AANZBIT 2 DIBREEORIIEMZ 1.4% (62/4398
fil) IZRRD BT, 7ok, FHTIX2HNIED b,

WEveiE o M RENEHE 26t 5 & U2 ERIREAER (CA209037) Tl /LB o I1EH
IARAIFET 2.6% (7268 B) (238D Hiv, BYE KR OBARA S 2 5, W ONTDFERRATHE . TR
IR, PSR L OV RPEREEIRANAS 1 I T o 7o, RIBEE (b595EE) @ 102 Bz T
FOEEEORWERITRS 6N TR 67, ARFIHEO MR O RIEH O3 BLE 1300 EE &
kL Cmhole, —FH., RIGFEOBMEERAMBE 255 & U 7o IR SR
(CA209066) Tik, DEFEE OEIMERIZAATET 1.5% (3206 #) . XHREET 54%
(11/205 #) (258D B AV, I/ RS BH 2 6 5 & U 7o RS (CA209017 M Or
CA209057) TliE, AAEET 1.7% (7/418 1) | XHRHEET 1.0% (4/397 f) 12RO BT,

RENIOPFHBETOMET —Z 2BV T, PFRFIEICE T 2 DIREEORER 2.0%
(105/5261 i) IZ@RDHNT, I, FETIX 3 BIUTRD HIT,

kX o | BERBENY 27 L LT,

e 3R i 22 MR G B O N e OV ORI
(M%)
R O AR A 22 VE R )
BN 0D 1= 5 ity 22 M R AR TG )
1. NROFIESUIEAPED H PR P 0 U o/ ERE 2R & U ReE ki &
()
2. JRIEA I EE 2R & U Te— R R i A

(GES7NE e |
BUERTERR T B DR T O FE B K ORI FR ORI 2 LT 5720

U 27 fe/METEEI O N K O OFREEH -

[%]
WHEOY A7 f/MEEE E LT, EFRXO [ZOMORIERH ] OEICFHEH L THEE
a3 %,
BN Y 27 e/ METEE)

30




| ERAEEHMTEM GEEFERATA F) Ok, Bifi, CGIEEUIED 1, 5, 8,
9, 13, 16)

2. BEMITEM (7Y —RICKDIREEZ T D5~ OFERL, B, (BRI R
M1, 5. 8,9, 13, 16)

(GES7NE e |
8 PR B e NG ST 1% 0 DRI 75 (2 B9~ D A i & RS PR R OV I ik L. JTEIEAE
N B 2B 2 e 37729,

35 Bk

HERWIEN Y A7 L LzHA -
ARHNOHAFILETOET —ZIZBW T, RANCB T 2 RFHEORERITRD bk
N T,

AHN OB RFETOIET — X IZBW T, PFARIEICRT 2 RFEHEORIERITED b
o,

—J7, EWNEIEREZICIBW T, ARIFERE A 3 641 (2018 47 10 A 23 HIER) @EIhTw
%

Flo, RERBITFE TCHOIMOBET = v 7R A MEFEEKICEBWTY 27 3T
5.

PLbEEY | EEREENY X7 L LT,

=3 S 2 B BTE BN O NS e OV DBRIRPRA

(%]
R OO AR A 2 MR R B
BN 0D [ 48 i 22 VE R AR )

1. AR RS 2 G & U 7o — R Rl A

(GES/NEAEED
BUEIRIEIR 3T 2 AR RIS D R B e ORI ER ORI AR T 5720,

U A7 F/MEIRBN O INE B OV DRI -
[M%]
WO YU A7 FAMEIEENT A L,
BN Y A7 fe/METEE)
| ERAEEHMTEM GEEFERATA R) Ok, A, GIEEUIED 1, 5, 8,
9, 13, 16)

(GES7NE D |

31




EH DY A2 BMETEBIC W TIE L AHA & 0 BRI BIHe 22 A7 3 B D JiE 1 28
HThsLhh, BEAICH CETIRCTORETEIIRE LU L2, 5%
DR OFIBIRIUIIE U CHEME O S & Ratd 5,

PR AR M OV IR 56 1% 00 AR IR BRI B % Wik % PSSR BRI IR 06 L, S BRI
B % B A (2 72 o

HEREEN Y A7 & LB

KA D BAWRIE TOMET — 22BN T, RANTBIT 2 EEHMORIEMA 0.1% (54398
Bil) 12RO BT,

RENOPHFETOMET — 228\ T, JHAEEICE T 2EE O IERR 0.04%
(2/5261 ) 12RO b7,

722 L, ARANC X B REEHIIO U A 7 IXBfE TR,

LLEX Y EEREENY X7 & LT,

[ 38 2 M EE TR B O WA KON ORINELH -
[N%]
W DR FE 2 AR TR B
BN PRI 2 A AR TS B)
1. JRFEATEEE 25 & U lc— it A pois i A

2

(GE/NEAEED
BOEIRTER 30\ 2 MG H . D S BUSH L Je O ER ORI AR S 5720

U A7 e/ METEBY DN K O OFRFEH -
[N%]
WOV AT FMETEBNIT A L,
BMD Y A7 F/MEIEE)
| EEEEETEM GEEMATA R Ok, KA, GEEUIZED 1, 5, 8,
9, 13, 16)

(GES7EE D |
g PR SR e MRS o8 #% oD R HH 1ML (2 B 9~ 2 Ml i 2 R R PR A (At L. IERE B3
B 2 Ae 9720

AL

EEARBIERN Y 27 L L-FH
AENOHFNEIETOMHET —ZIZBWT, RANZB T 2EILORIWEAD 0.1% (3/4398 )
IZERD ST,

32




AR OPEIPRIE TOHET —ZITBW T, HHRIEICK T 2EILORITEM L 0.1% (5/5261
) IZERD b,

7272, AAENC X DIEILDO Y A7 IZBfETR,

kX o | BEERBENY 27 L LT,

3L VIS B O N K OV OFEINBEH -
(%]

W O S22 2V AR TR E)

BN I b 2 e AR T B)

1 JFFEARIIRE S 2R & U Te— i Bl i A

»

v,

[z B ]
BUERTER 23T DBILOREHIE M O R EZ ORI IR 5720,

U 27 B/ METEE D N K O DOFIRFEH -
[H%]
WHOU A7 FMEiE#E L LT, BFRXO TZoMoRER] OBIZFEHE L TER
U3 Sy P
BIMD Y A2 i/ METES)
I EREEFRETEM EEERTA ) OfFk., i, GhReXIERRo 1, 5, 8,

9. 13. 16)
SRR ]
it AR R Ny OV AR 5T 48 OB FLIC B - 2 1 & R BRIt U, d B IR o 8
fif 2 A9 7=,

AFN P 5-1% 0 [FIFR & L AR I B9~ 2 E DS PHETE Y 2 7 OB &ML 2RE ]

HEREEN Y 27 & LB

I e 3 L R L R AL U B 9 2 6 DFIE D FE BB B R0 BE P |2 AT T A AN D BT &0 &
o TR WHER XU BB E 2 & LSRR (CA209205 :
2021 4 1 A 22 HEERD 2BV T, AHIF G- [RIFRE Ml BAE 23 i T S iz 57 Bilo
55, 15 BINBAEILE ) AOHEIC LV ELICE - TWS, F7o. AR A &HE 3205 KO
ABAMEREAE 618 IR F 2 29 B O 3 FlCERD B, ZdD H B Grade 3-4 (Grade R
BIOIERIIT Grade 4 & L TR 28 14 IR 1 FICRD SR, B, 25 OHERITIA
FIDOIKEEH T dH 5 H0E OTEMALICEE L CW B ATREME R E 2 b b,

bRy, EEREENY X7 &Lk,

B3R S AR B O N I O ORI

(M%)

%

33




T OEHE 22 VR AT B

BN [ K i 22 MR R A )

L /NEROBFESOIEIGMED HIAYAR 2% 0 U o SEEE 265 & U7 R e 1 s i A
(ZflFH )

(GES7E e |
BUEMRFEMR (21T D A 542 o [FIAEE . gl A A L 2 BE s 4 2 T 00 & OHIE D FE BB EE
M OFRBREZOREZILET 5720,

U 27 fe/MUEIEBEI O N K O DOFREEH -
(%]
HWHFOY A7 F/MElEE E LT, BFIRXO [ZOMOER ] OBICHHE L THE
g 5,
BN Y 27 Fe/METES)
1. ERPEEHmTEM GEEMRTA ) Ok, A, GIEUIED 1, 5. 8,
9, 13, 16)

(R ]
B R AR M NI IR 58 1 00 A A4 544 oD [R) Fl 6 L oM A R A L 2 B9 2 B D B FEFE B
U227 oM DEmaEg] (2B 211G H 2 ERFEMRE (SR L, WEIEE ISR 2 B
2T,

5 S NE E

Bl

34




1.2 AMEICEHY SRAEIER

RIBEIBRANREZR AT « FEIE D b PR B MRG0 5 6 A7 I Rl LASY oD T3 BEAR AT 0 J8 2 Sk 5
& LT FERE TIT 1T 2 ARHI DA itk

AVEICBE T D Et S IE & L7 B
RIGUIBRARE 2 HEAT - FFIE O b B B R LRSS 00 o B ARG e LAk 0 9 BEAH A% oD
BEEMNRE LI HEE FICBT 2002 M#RT 5729,

AMEICBET 2 A - RBROA T
IR UIBR AN BE 7R HEAT « FFIE D L BGR PG HEANEELE 0 5 6 AT WM K LASh 0 9 BEAR AR oD
B G & LT R e I s A

AL - HBRO B, A M OFIEOBEEN QNS SRR
EMERTTOAIMELMHRT L2 L2 ARE L, FEM MR ISV THZIMEIS
B 2RI 21T 9,

35



2. EX

=
AR

REHERAEORE

R DR 22 VR AT B

T O AR L VR ARTE B OB
H¥EH, SCHR - PR, RERCHRMES LV @l Sh oA S FRIER OFFE

BN 0D = 4 ity 22 AV R ARG )

/NROBFESUTEIEMED H AR 3% U L RE 25t B & LR EME I oA (fli )

Sy LA )

FUEPEMR R, EEREEAE, (O R, sk, BRRAE. KBk, DNIBk. HEOT
W1 BUBERRIE . BENTFR . IFARA. IFREREREE . TR, BePEIEAE K. FRIRpEee =
F. TIEABEREIEE ., shRbEE ., BREE. BIBEE. M, BEORGES, #kiLEZE
f2JiE, Infusion reaction, HAEZRMIKIET . MERE RIEMBRE, MikZ, OIEEEE (L FEME),
AR, DEMEMISMIESE) | AHIE 5% o R R 32 i Wl i R A L 2 B9 2 L O & OFE S
BLU 27 ofhn [ i g ]

[H1]

/N OIS SUTEEAME O I AR Y 0 U LSO BE ISR L, AR ORGSR %ISR
LREWER (FEFEL) 2ROFBBIRNZHET DL L2 AN ET 5,

(€SN

- FHAHAN - 2021 4F 9 H 27 H~2027 49 A

< BERHIM 2021 429 A 27 H~2025 4 12 A

- BIESHIR - 12 7 A

- BAEERERIEL - 20

Fehiti ik - ARHEIIAAEHESE 2 ERRE Lzl eraXr 7 47
\ZEMET 5,
[ S5t 31 i) o AR L)

- BLEZHIR O ARHL

A EER (NCCH1606, ONO-4538-15 Jx (NCA209205) (2T, AFRE DL VMG HE
IR E L= S FHHOYEORHBIER T 12 7 ARBORWEARBRIZ TN ER 100%
(16/16 f511) . 100% (11/11 #) . 98.22% (166/169 f5l) T o7, 723, CA209205 5
(ZDH 12 B HBORBREZBDO TS OO, AAWEHBIAGHE 12 2 F LU B 2 A a1 %
WOl UERY | ZatERETRHICRE LSS HORBBIRDMIT 12 VAT
BB TRE L B 2, BB 2 12 0 A L BOE LT,

- HAEEFIEL DRI

FEfi ATRENE S O A TEDOINERI SR & 72 D8 &I 4 3 L L, /NEOBIEUTEREO L
LAY AR % U SRS KT 2 ARAI O EBE ST T 6 BIRRE CHEES LD Z LA
D, 3ETK 20 Bl BERERDFIRE & B 2, BEEFIE A 20 fi & 8E LT,

36




[ H & 722 % T E OB K O DR HL]

< REMEMWE R, ZeEERICOWTEENRRFT 21T 5 129,

DT — ZEESKET LI CRE R E AR - SR D, BRI OWT
HASH IR G 21T O T2,

[ Y45% 1= SRS 22 M EEANE B O 5 FAZEE S W TEE S 5 ATRENED & 21BN O FE i X N
D B bR DR E FLHE]

HiH &R DRI, UTONEZEDEEL Y A7 EHEEEE (RMP) O RE L AT

50
s BT R 7 EVERETHREHOAE S G0 T A KGR O R BN A DL FEZAGIZONT
R 2T

50
HRERMERIFIRICHT 5, U A B MEEBIORE SISV TRIETT .
CBUROZRNERHFIIC AT 5. U 27 B/MERBIO WAL BEE IOV TR Z (7

50
JRFEA I B 2 R & LT — i Tl R i A
[ZtEfaTEmH]

1 RUBERRR. BUEATA. AP A, NTFHERERET . HTJc, SbrEIRE &, NowEE (1

IRIRBRRERR T . T RAEREMRE ., RBIBFEE) | MRfEE, BEE, MR, fikik, HEZO
=t

ek, HMEOHK, SEIBEK, DIEEE (DEMB), R, DEESAGES) | JRFE
BRE, JEISHI M., EEAL

[AY]

JRFEARIPE D BFKRT D, AR ORERGTEZICH T 2EIEH (FEHESR) 2ROREBUIK
WMEET S L2 A ET 5,

[ 5%t 71167 ]

- FHAHAN - 202244 A 18 H~2026 43 A 31 H

- ERERHIR - 2022 4F 4 H 18 H~2024 429 H 30 H

- BIEHI - 6 o H R

- HARREGIEL - 100 1] (22 MEMRT R G0E 51450

- T AT R U TEBT 5,

[ 5t 7 e D AR 4L ]

- BLEHIH DR AL

[ PR BB (NM-K2002) (23T, AAME ARG HZICH B L gIER @ 80.61%
(79/98 1) 23, Fiz, ERMMFIFEE UTRE LIZAWER O 83.78% (31/37 ) 23K

37




FIGEFIBALAH 24 HLANIZR O LTI Y | AHFIfEABRAAH 24 I B R 22 e 27
TEWERIZRD LN T RN Enn, BlElZ 6 VAICRE LT,

- HEE B O

ENERRER (NM-K2002) & O HBHRES 2 ATRB 2R IEGIEL & L L R RRAT K G5
Z 100 BHCRRE LTz, AFEICBWTERMMEFHEE LTRE LZAERO S 6, BN
ERARRER (NM-K2002) T#RD b BIRWEBBEE T 1.79% (1/56 ) THDHH, Z
ORI T 2Rt (D7 &b 1 FILL EOFRBDTEO G HER) 1L BEESEEIE 100
BT 83.57% ThHoH Z &no., EWNERKRHER (NM-K2002) THRI L /ZEIWEHOFEBME &
DN AR E B R D,

[fi B & 72 2 T OEEH L OV OFR#L]

- eV E AR, ZRMERE IS OV CEFER R 21T O 720

c DT — Z EEPHE T LT B TRE R EAIERL - T 5, BaMEFRICHONT
A IRIRES 24T O T2

[ Y45% 1= 3R 5L 22 MBS AR B O 5 FAZEE S W THE S 5 AIRENED & 2 BN O FE i K N
DA O TR H ]

HiH &R DRHIC, UTONKEEZEDERELY X7 EHEIEE (RMP) O RE L EZ1T
96

CHTE IR MR R EEOAE S J O T A EGETR A O FHENA O ELRITONT
RETEAT 9,

C TR R RMERET IS T 5. U A7 R/ METEBI O R EEEIZ OV TRET AT 5,

s BUROLZEWBRFIFHIZH T2, U X7 /MEEB ONAZE FHEGIZ OV TRET 21T

-

Do

38




3. AMEICEET SFHE - ABROFEOME

RIAUIBRARE R IEAT - F38 D L RCRBFENMERIZE O 5 6 ARG LA O i B AR 0 [ 2 /5
& U7 RpE i G i A

(AP BT 2 Mt g ]
HRIGUIBRARE /R HEST « FFIE D bR R B FEMEREIES O o O A B e LA A 0 Jos BEARL R L 0D FR
FAXIG L Uil R T ds1) 2 ARFI 0 H

[B11]
RVGUIRARE 72 HEAT « TR D LRGSR B EMEIEE © © B A Rk R LAt o 99 BEAE AR 0>
FIxIT 5, RFORGEIRGEH OMEFERE FIZBIT 2 8ECET 27— 22 IET 5 2
LR HMET D,

[ 5t 717 ]
- AR - 2024 455 H~20324F4 A (8 4F)
« BREEHIRT : 2024 455 H~20304E 10 H (6456 B H)
- BLZEHIR - 6 1 H

HAREGIRL « 30 5] (A MEMRAT R R AL & L O)
AIREZRBR U E N ERAR SR (KCTR-D014) (23 W TRRFMBIE A R 54 T 2 59 BEAH R
BEERY R BEKT D, e, BEELBE L, B8 EEREGFEKIL 35 flE 32,
< FE 5 - AT IR IS TEMBT S,

[ 55t 7 e D AR 4L ]
- BLERHI ] DR
ENEERHER (KCTR-D014) (23T 2 A b thatlilril 2 25126 W H & Lz,
- HAEEREGIE DAL

BT — A _— A% AR SEM (2017~2021 45) O bR RS ENERE S R ~ DO bt
TR A DML IR, ARFI OG- RIR L0 1525 ERCR B JEEMERERRE O O BAT
HeLsE LAS L O J BEAR AR O FRFE O 5 80 5 BIE R ORI O Tt O RIARSE XD . BAEE
Btz 30 5l & BROE LTz, WIREZRIR D [EWNERIRFRER (KCTR-DO014) (35U THEFHIIE A BR
LN TV LRI O EF 2RV 2 < BEkT 5, 72b. ENEKRRE (KCTR-D014)
IR D FEFMEE ThH D REORE (hRflE) L0, #FEDERE 194% L UE
L7e8t, WHELZ 30602 B e s 1 FILLER 1385 (CR+PR) | &7 DI
99.8% TdH D,
[HiH & 722 T E DR K O OFRHL]

LM E RGN, AL OV TER R RE 21T 79

B DT — Z EENKE T LT B TRERIME F LR - 1R 5. AR W TR
HIZR RS 21T D T2,

39



[ 24 3% A DRE RATIE DN THEM S 5 ATRENED & 5 BN O HTE K O OB hd DR E
%]
FEAETHRHS, LFORRZGOEEL Y 2 7 EHEEZE (RMP) ORELEITO,

s AR RIZEE S W T AFIOAZEDOBLR D B ETFIRCREM OUGETES 2 Matd 2,

40




4. YR B/MEEEIOBEE

WH O YU A7 M H)

WH O U A7 FAMEIEE OB
BRI, BEMERLTA NI XD HER - i

BIND Y A7 Fe/MEIES)

B,
LR

ERRIEFH AT EM GEIEE T A FHEABRER - GEAERD OFERK - 1208 (HARIER @ Bk

WA A O3 ) SN, EME R RE, B A E CEMEMRR R R <) L JRE
LRGN DR RIER - BRI, M R b R )

(et FH]

FIEVEMIR R, BIEMEEE, DR, Rk, BUBUTHRARE, KIBX.
L1 BORERR, BIEATAR . BFARA, AFEERERRTE . AT4c. BEMEARE . PormkEs (H
IRIRFERERE T . T RRPREERE T . BITREE) | Mgk, BEEE. Mk, sk, FHl
%%, BEORIGES, FIRMEZERIE, Infusion reaction, FH e MKMEE, MERE AIERE
s A (EmeMiaBiEEL &) Ob2BE~OMEM., Mk, MR, BEEOE
S EIIRR, WEORERIE, DEES (LEME), R, DEERAGES) o R
BRps . AAIF 1% ORGSR IC PSS 2 BEOGOHERHY 2 7 o [iE
MRS ] | MR i, AL

[F]

ARHN DA MK V2 2VEO TIERY 716 8, L EMERETEEOEIVRIL, B & @7
PDWr  BRO T2 D DIEREL LT 5,

|@ERENDPApIRT)

=

)
7

S ow o

< AR OVE 3L R e e A R — A — I3 5,
< AR MR 23EfE - SR 2 FE M L, EM O ZIKIET 5,

[HiF & 7225 FEORE, i Lo RIS S ERIRS LD TREMEDS & £ 72 D HE ]
Wr7e PR ARt fE H M OVRAL « BRUBRAIRMS S LRIV T EMBECMIRDL, LV,
FHEHOFERML - WOEBOHERB LR T 2, ARRND. U R 7 R/AMEROE 72 % 58k
VB LW SN D HE. RIHTCRZEMEREFENBO DG E H 5 VIR EE
MAE-CHESE IR U2 58113, BM OKGET, Bl TIE% O R G EOWET, IBINOE
MRS 2 a5,

WG OFERH] e E s R, PR A RE R

fE%)

BEMTEM (A7 V—RICL DR EZTDT7~) OFERL - 2t CEMEREE, FiiRsx o
U N, VR B, B R CEPERORR R E A R <) L EREORIE, L BGR B A

(2 e ]
FUEPERGR R, BUEMBEIE, (DR, Bk, BEUHRARIE, KGR, DMEk, HEOT

41




A1 BOBERRT, BEATAR. BFAA. APHERERRE . AT4. BLPEARE R, AomiEE (F
IR RERE . T RIS, BITES) | MRS, BEE, Mk, sk, Tl
%K. BEORERE, fFiRMEIERE, EERDKESE, MERERIEGRE., ML, BER.
HEOHR, SEIER, OIEES (LFEME), HRIR, OEMEHIMRES)

QERES)|

AFN DLV BT 2 CAER 2 . BIVE oo T Ak K ORI HH 0> 72 oD OS5 4 42
92,

HAKRHY 70 05 15]

- A3 N QRS L IR R B A AR — L — DI 5,

- AR MR 23824k - BB A 520 L, EM OTE M 2 KT %,

[§i 8 & 7222 PEDOKRH, i L7ofi RICEDS S ERIRS LD "TREMED & 5 72 2 #5iE ]

AL - BBREE R MG O MR RIS B W T, EMBECATRTL, ZEMERETSFHORBHIME - Ik
TREOHER MRS D, AMERNPD, U AT HR/MEROHE 22 %5 58 b3 b 2 LRIl S 5 55
B FIOHT R EEMERGETEEDREO D56 b 2 WIS 7 R R R SO HER I N
UGBl B OWET, B 71E% O RN TIEOWET. BIMOEM RS 2 B4

&

WG OTIERY - e atE s SR, AR

42




5. ERMREMEREE

51 EXAREHERHBEO—RK

. BAREICET HERE -

SROFERTY XY R/MEETEID—

W O ERE G RN EE)
B, SR - i, SEIOEHMAS X 0 s S o HEELIEN O
BN D R 3 22 Ve B AT B

BMOERSZE | fiHERDEME | BB ERDZTED | Ehki HEEFD
PEEEARIE B D4 FR EREHRLEA 522 YERL T 7E H
MRE %A (R | &8 WRoeBth 6 WA | KT fERE (2015 4
16 BIBR R RE 72 M 5 AR
{5 )
RIGUIBRABE /2 | BUEIREAR A LI 14 | ZEMEM#RER | KT o ] R AR
PERAIERE 25 | 7 AR OFAZE RN | 8 3E IR 58 7K GR # (2018 4 3 A
L U RE | JEF] (HEE 200 B1) /8L | 14 4 A #% % TI2IX )
A (BpERE) | EPCEAR AN DIRE | EINToHAE S B R FAE R

BAA30 7 Hi £ CICR | M xt G & Lo (2021 4E 7 A

Fk SN RSER] (HEE | ST )

91,700 1) IR AR YRR IR
PR3 TR | 250 f TRMEENmER | KT o ] AR R
HHAYR Y% Y AP MGTR 13 4 H # (2021 £ 9 A
v A B BETICNESH fEH)
& U 7o e E A AR 7o T8 A L % fif A %t B & R FAE R
fig ol A (426 SL Li-pER # (2023 4 1 A
) fiRe AT )

AR R VR

RE#RAE (R | 2497 (RIEOIBR RAE 72 | #&T TERCHE (2019 48
TE I BR A HE 72 T RAE (P & 1 A4&H)
BE (IP1 &0 DHFR) 1 DA
OFAD) ) BAFH MG 6 4 Hik
IR EIBR A HE 72 2 | 100 451 EYEERERE | KT TERCH (2021 4F
P i R A ot g ey (Hnai 9 HfE)
HLLzIPL &
OF IS & % H e
F A A
3 AL FIRIER T | 100 B TRMEEHImERE | KT fERE (2023 4
L - BB AR RE RO IR VRS 3 AR

43




IREEAT - R OE
P g i o Bz R A
AR E Lo — K
5 FH Pl o

&
|

/INIR 0D PR SLILEE | 20 B LARMEN MR | % Hic R O 1R By
TEPED H LAY R ¥ RO VRS (2027 %9 H)

oy o RNERE
ERG L UTREE
il I ple A AL (42

(ELES,

=
=

SRR AN B & | 100 f] 22 T S = B &S VERICRE
KR L Ll —fE B AR VE R RE (2026 £ 10 H)
FH SRR A

44




5.2 AHEICET HAE - ABROHEO—
ARWECBT 290 | HiB &R DAERE HiH LD TED FEht AR L WEHD
- RKEBR o4 H AE Bl % REH TERCT E H
PIGOIR AR RE 7 | U AR GE AR B LARE 14 | RAeMEMSRER | KT Hh [ AR AR
PR AREERE 2 x| 0 A RER OFEA R | 8 ik 5E KGR 7% (2018 4 3 H
G L U AGE | JEF (HEE 200 1) /M| 14 7 A% F TITIY f2)
A (REFEA) | ERGEAEAORT | EINTHEE L I A R R R
BRLE30 W A £ TITR | T Rt & Lo % (2021 47 H
GRS NI BSER (HEE | FIEEFHRT R fEHY)
91,700 1) RO B VR RS
PP ST EERMED | 250 41 TARMEEMRERE | KT Hh ] R AR AR
TR Y X Y A RAATE 13 T A # (2021 49 A
VBB A xR BETICNESN )
& U7 Ry E A A AR 7o TR A L % iR A B & R FAE R
o am A (4R S L L EEF 7% (2023 41 H
) fiE AT i fEH)
RS A E R
I EIBRRRE 72 | 30 B LARMEEM SR | FEE RO E R
1T - B¥ D LR RS VRRK (2032411 A)
P2 % T R0 D
A A e e DA A%
O 953 BEAR AR o 8
FreRRL LI-F
TE A Rt i

45




53 YRIBR/MEREIND—F

WE DY A7 e/ METEE)

TR, BHAEERY A FI2

KD At - ek

feflt CEMREE, Hipry
XU N, MR R
JE, FEMErP R CREMER R R
JEZFRS) | SRIEARIE, bR
B2 AR )

BIND U 27 e/ MEIEE
BIND Y 27 e/ IMETEB D4 i HiH & 7D TEDORH FERR I
TR E %A X 21 @it HrFEBR4G 6 77 A T
(BRIBEIBR A BE 73 L B A i)
TR E A X 215t (FRIRUIBR AR 2 MR | KT
(VBB RN RE 72 M T il (IP1 & DOPFH) | DGR
(IPL & DPHFH) ) BAFH D 6 71 H#%
EIRAEEE T EM GEIEMEA | M e MG S it
A REAFRIER - OF R PR AL A RE I
i) DERK - $RAE (HLAIRIL
R MR ANE, AR O %
VU N, S R R
B BN R M b B i A
Br<) o R, BRCRR
JE RIS . BFERTERR M
AR, R R R )
BEETEM (K7 VU—RIck | Bt EWE S R e/
DGR DJ7~) OVERL - | FHEARTER

DI EE DN T) DIERL -
el

BIE 1 BUBEPRIFIC BT e | — wr
HDOBFEAVOIERL - $2#
WIEFEHORBE (A7 Y—R | — wT

46




	医薬品リスク管理計画書（RMP）の概要
	医薬品リスク管理計画書
	1. 医薬品リスク管理計画の概要
	1.1 安全性検討事項
	1.2 有効性に関する検討事項

	2. 医薬品安全性監視計画の概要
	3. 有効性に関する調査・試験の計画の概要
	4. リスク最小化計画の概要
	5. 医薬品安全性監視計画、有効性に関する調査・試験の計画及びリスク最小化計画の一覧
	5.1 医薬品安全性監視計画の一覧
	5.2 有効性に関する調査・試験の計画の一覧
	5.3 リスク最小化計画の一覧




