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All Monotherapy Pool (23T, KIFGRIZEET 524 FFRIL, 2.0% (25/1281 #) |
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All Monotherapy Pool (23T, /L RICEIE T 54 F F4T 0.5% (7/1281 #1) 12578
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FPR B e L E 17 (4.7%) 0
FR R 2 (0.6%) 0
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PLE, ERRERER ORGSR K NS O BLEIRGE#RICERIER GETH) ZETe 1 AR
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IEAE B9 5 Bz e 372

Page 13



B O R

BERBEINZY A7 & L2FH -

BRI

Japan Monotherapy Pool {233\ C, E¥ (Grade3 LA E) @ JEkEEIZBE 3 5 H EHG:
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EHEG EREE. TS 13X 1.6% (21/1281 #) (238D b,

OF FIERIE
Japan Combination Therapy Pool IZ3 W\ CTHE & (Grade3 UL |) DR EEFEIZBES 54
ERGIL 14% (5362 41) [ZRDHNT,
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A TR - B SN T2 R T OMEED T — & B, ZRM MRS R
EEEAL - BT 5,

[4R% =G 22 MR AUE B ORE RUTEAD W THEM S 2 FTREMED & 21BN OHE K U D
B AR DR E KL ]
HiH &7 DS, LR ONEZEZO R U 2 7 EHEHEE (RMP) ORELE1T 9,
c ARG L D L BRI HEEO U 27 WA B Mo TG a1iE, U A7 &/Me
ROERER 2 HFtd 5,
CFONTRREEE A, EROMRIDBLELHE T 258203, Hiic g erEEAE
EUESy TRy FRI
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3 AMEICET SHE - ABRDOFEOHRE

L
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4 )R wIMEETEIDHEEE
W DU A7 Fe/METESE)
HH DY AT fe/IMETRB O
BTIRCROBEMERL T A NICEHE L CEEiE - SEitd 5,

BIMD Y R 7 fe/METEE)

ERAEEH AT EM GEEEHATA F) OO

[Z et gE]

Infusion reaction, KAHZ « LD T, sk - BT RMAE - EEMEDIE, LK -
DS, BHEEREE (RMEMEMEERSE) | NokEsE (FRIREERERESE - I HEe
- FIEARSREREE) | 1 AUEEIRSS, EEOREREE, #REE (X7 « N L—fEfE
BESE) | MR - BEMRESR, ITASA - IFRERERESE - ITR, RVEMERTR B, Nl b (1 i
MR REZ ZTe) ObHBFE~OMH, FRIRmiRIERE, BEMELHEREUDE, ok
PR/ AR E . R, 5 E SIS, MR EENE, MERE MY o SHERRERE, m b

AR 2. A8 2%

[F9]

EIRIEEH TR LT AR GRFOZENMEICE T M. ZatEmat FEO R TLRN
A NS FEBLRF DR IELE B OV T OE AR L, AFORIVEM S ORI E 2 &K/
L322 HIIE LTIT O,

[ iRy 751k]

CAASERASRT L, PGS E AN - S L. B OTEA A2 KT 5,

- ISR SR O T = 7 A MY S,

[&iF & 72 2 B K O iE ]

LA EHIEE OWERFC, IWE SN ZEMEFROBERRN G, U A7 f/MEk
DH 2 H 5L LW SN D5 EITIE, BMOUGET, BATTIEOUETH 2 a5,

BERTEN (U7X X DR eZT 6N5E8 S A~ OIER MO

[ZetEmatgiE]

Infusion reaction, KAHZ « LD T, sk - BT RMAE - EIEMEDIE, LK -
DS, EHEEREE (RMEMEMEERSE) | NokEE (FRIREEERESE - Al HEe
PEE - TEEEEREREE) | 1 BUNEIRN, HEEOREREE, MREE (X7 - N U—ERE
BESE) | MR - BEMER . A4 - ITHRERE - ITJc, RVEMERTR B, FRiie 38 E, %
P PRI RIBUZE | FEEMEAF BRIV E, R, 5 & 9 A, MmEREEME Y o HARkEK
E, ME R

[F#Y]

BERLDOFBEPAAN L DEHRZE LB L, AR OLZEMEICET 51E ). BIfF
MOREREA, REZZ22RT L2 NS LTT I,

[ iRy 051k]

SRR L, BRI S H AT - S L. B O 2 KT 5,

- IS R SRR O U = 7 A ISR D,

Page 34



[&iH & 70 2R R O E ]
LEMEE S OWERHS, WE SN2 ZEEEROREHER? D, U A7 f/MER
D H e D5 LA NE LW S D5 A I2IE, M OUGET, BAT T IEOWETHF 2 a5,
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5 ERLRSMERIHE. AMECETAHRE - RROHERUURY
B/IMEEE D —&

51 EXGREMERIEO—E
M OB R a2 VRS E)
AIER KR OSCHR » PREFEOUE « #ER - T IC S SRR O e

BN D [ 4K i 22 LR A )

ENOERREAIES | BAEROE | BREAD | o | BEEO
EBO4 B B R O R B
”}ggfﬁ)ﬁ B Rcwn E&g“f’;ﬁé”; & “®T (2023 4 11

SO AR
gy R E

5 s P A P o Ve pkchs
(FEr ) 120 41 s | oOmT (2029 4 3

o A7)

52 AMECETIAE - RBROHEO—E
ALY B0 - B | R ERBENE | BHLRS | . | BEE0
R4 T B TR ERTE H
oy
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53 UYRIm/IMEETEIDO—FE

HH O Y 27 f/MEIEE)

WH O YU A7 e/ MEEE OB
ISR OVEF M ESES T A RICEd L CEEraE - it 5,

BIND Y R 7 Fe/METIES)

BMO U A7 F/IMEIEE) D BiHERD TN
7 T O S
A Y ':‘ j/ ~
ERPEEH NI EM (GEIEfE G A R A i

MATA ) OYER R U2k

BEMTEM (V77X 3ick
HIERAEZ T ONHHBES A 22 A T W T Iz i
~) OFERK K ORI
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