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{AE80kgkiti
188 350mg 50mL/8%F 75mL/B¥
VAS|=! 1,050mg 33mL/BF 50mL/8¥
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8HHE 1,400mg 65mL/BF
1588 1,400mg 85mL/bF
29478 188 1,400mg 125mL/BF
31 7ILBE 18H 1,750mg 125mL/B%F
{AE80kgll t
188 350mg 50mL/8% 75mL/BF
28H 1,400mg 25mL/B% 50mL/BF
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sE8 1,750mg 65mL/B
1588 1,750mg 85mL/BF
2947)VE 18E 1,750mg 125mL/B%
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'\ min/mL ! Do Do ¢ imin/mL ¢ @ min/mL | | min/mL |
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O B I I 0 0 1 Y Y
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BIBRENILEVE MERIZVEIRUBHERRZIZSL. MEZICRUTHZEABNACHITFZRSUT
LREEV 1P/ T)VBD8HBLIEZ. FIE R I = VRN U HEEEREZ% 5L BT U TEIBRERILE VA
HoRBAHBENFPHIIERZIZSUTREEV (14XR—-IUSH),
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5. IS HI DR

(3) IS0 #iE LA

a4 WA DR
AR BUBRNA T IVBOERE . LITORBELTRE W,

WHE/INA 7 LI D #EfiE
[(HEICETVWTRESNAMEZRETS

NA 7 VthDRIFE DTSR
[ EE~HEEDRETHIN (REXIHILFHIROSNIBEFERALRV) Zi#ET S

iR\ D DEESR
CIRutg{eEZ L. RUFO LY, RUIFLUREGRUA L D4V EESYETH I ZERT S

ARFICASETSH0
FIRRE LR LSV,

wIRB
[1250mLD5% 7 R UREEFIRN$0.9%EBRIZERDE R/ W T

RERStyh
RS Y METERH T V.

LRy

[(#5tyNEBEINENNAOY Ty IU—(TVRMNYYTIU—) DEZSHABSEORU I —FIU
RIVRVBIA VSAVTAII—REFAOAVEAVSA VT4 )T — (F#R0.2umX(£0.22um) %
BRIRUSLI Y, RUTIV Ty, RUE(EE =)L, BUTFOEL YR ERUIF LR ERWND




AR

UTOFIRTAF ZRELTILEE 0,

n @Ry I KU A TENT3AE EREDHFREK 1\«
FIVICOE7mML) ZIREMIERELE S,

ZINA 7 )L (KEI350mg/7mL) iS5, FRI7ZmLEZNhZEN
REMIE T

A CiRER AR ZE#R/ w2 (TR,
BREEE250mLICUET,

REET. BN
BEIULTLIES L,

[FE]
o K ElF. AREERRFIZHE. BROARMGBE. 10BEALUAICKESRT I 2UENGIET,

17
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6. ISP - I SHIIBE DIESEEIR

(1) AEEmMERICKTIEHNGREIRE

EEMEMERENGSDNBTENHIET,

YIHAAEIR (IFIREREE . I, FHEAEF) DHERNR U ERNREBERIREDRES. RRZ T2 (T o>TIEEI .
Fle. WEICIHU T, BIRIMEER D E (PaO2) . BHIRIMELREZAE (SpO,) . Aifa IR MELSR 2 EEE (A-aDO>)
FfiHLELAES] (DLco)  KL-6FDIRAEZIT O TLEE L,

Fle BEICHUT, PHEERD HSHONIIZEICE EPDCERKREZRZE2 T 5L SEEL TS,

REHTIU— | REIEE
BIRIRE WHER
BIARIMEE SRS E (PaO2)
BiSAEIRE BYIRIEE RO (SpO2)
(BEICHLET) B BRI 5 E 8 (A-aDO)

Fi L ELEES] (DLco)

EEZHRE

KL-
(BEICHET) 6




1. B85 (&#%)

1.2 FRIDESICKVEEEMEREBNHSHN. FETICESIEFINRESNTVS DT, FIHAAEIR ((FIREZE .
X HE2F) OEBNUERNFHBEGREDORES. BRZ+TDICITSITE RENROHSNL
BEEAROKRSZRIEL. BIBRERIVEVEIDRSEDBUIFLEZITI L, Fe. FHISERAIHIE
ARXIFZENICETZEEDT T BEMMKEREDERFEERARRICEIHRRZTICITIT L,
[8.1.9.1.1. 11.1.28&]

1.3 AFIKSEIERENIC, WERCTRER U MR ZRIEL. BEEMRBDEHIFEEEDFEZHESIUIC LT,
REDUEZEECHITTDI L. [9.1.1888]

7. BiERURASEICRET 3 (RiF)
7.4 FXERSICKVBHERANRERUIIBEICE. UTOXRZSEICKRZRE. P, AEXFPILETS
&

BfEARREOXF OLE
R AR
2 | i
£EL) HET 3.
e B5%HIET B,

8. EEREFNER (IR

8.1 BEMAMRBENGSDNBIENHDDT. PHEIR ((FIREEE. X, FHE) OHESINUE RN R ER
BEHREDORERESE. HRZ+ 0TI E MEICIGUT, BiRMEER D E (PaO2) . BIRMEREIFIE
(SpO2) . AfifaENIRMEESR 73 EE = (A-aDO,) . FifhAYEES] (DLco) FDHEZITIT L, Fic, BEIC
MUT, HERD SSONIBEICF EPHICERKREZZ2T 5L EITDIE[1.2.9.1.1,
11.1.288]

9. RENEREZR T HEEICAHT HFEE (IR#)

9.1 BIHE-BIEFESFDH 3 EE

9.1.1 HEMMEEDNH ZEFEENEZDEREEDHHEE
BAEMMEENRIEXEBRI DB ENNHD.[1.2. 1.3.8.1. 11.1.288]

11. BIfER (=¥
RDEMERANRSHSHNBIENHBZD T, BRZTHITITVL. EENRDSNIZEICII RS ZHILETERE
BB =TI o
11.1 EXBEIER (=#)
11.1.2 B EmEE
il (1.7%) . BEMMEE (0.9%) "H5HhNBZTENH D, RENBOSNIHZEICIEAREF D
’¥5ZPIEL, BIBRERIVEVAIDRSEDOBYGUNEZITITE[1.2. 8.1, 9.1.18]

SATUNYNBFRX 2025 3F4E] (B2hR)
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6. IS -1 SHIGIEDESEEIR

(2) BHWERFIREFDXFUE

@ BHEARRIBOS A TUNY N DREICOWNT
FEUESICKVBHERNRRUISEICE. U TORESEICAREHELTZE 0,
o EIFRRRFICARZRET BT DIREE

EfEARRROKRSE 1ERfERE 2E3PERE SERbERE
1,050mg 700mg 350mg
1,400m 1,050m 700m
g g g -
1,750mg 1,400mg 1,050mg
2,1700mg 1,750mg 1,400mg

@ BIfEAREIRDO S 1 J' U\ 0D FAS5RET &%

FERESICKVBHERNRIRUCIBEICE. ZNENOAZERICHMUICAEREH ZITV UL T EE L,

® Infusion reaction D FHIRMF

EEE \ nE
=l
 FERDEELEIRES. HIRIFDS50%DRS5EE THET S,
- B2 D30 ™ICinfusion reactionDEEIRHERHSNEVIES. PHIIFDIRSEEF T
Grade 1R%U2 FIFBTENTED, ZDOHD 2B Cinfusion reactionDERNRH SN VRS,
FAHICFESN TV cREREFTLIFRIENTES,
 Grade 2®Minfusion reaction|Z &k 31& 5ot - BB (CGrade 2Minfusion reactionh®
BRUCES. BEICHIF2R5E DA% 2,
s ARICBIFBRS5=ZHIET D,
Grade 3  REIBEDERSTEIFEEDIREICIGUTHEU. 5% E(FEGrade 2088%Z8E(C
EBEDIRRECIGUTHIRT T B,
» Grade 3®Minfusion reactionhBRUICIES. #5%741E9 3,
Grade 4 Kk5%hItd 3,
SHBE31~ 38— B
® RIE AR S DFIRHS
2 | &
W ARET 3,
e Bk57Zhit9 3,

SEMBIF51R—IBHR

% :Gradel@NCI-CTCAE v5.0IC#U%,



® ERER I MESDRIREEG (DIVKRTSFIRURAMNVFERFNIDLEDOHADIZE)

EEE | i
Grade 1 2BBEICHBHROSNBVEE HEERETT D,
Grade 2 2B EICHBNROSNBVES JHEZIRETT S,
Grade 3 Grade 2L FICAE T 2FTHRELHELTRSZHERT 3,
Grade 4
EEOKBEIERE RSEHLETS.
FIBE D REREE

FHllE67~73, 88, 89R—ISHR

® ZDMDEHERADREIREF (WILKFSF U RURXMNFERFRIDLEDHADIZES)

EEE \ nwE

Grade 2 . REAEBET B, | EEEVSICHELES . REU TR S EEMT 5L 55T 5,
e Grade TUTXIER—ZSAVICOETDETHKRET D,

e . EBLNICEELESS. AURRTRS £ ENT 5,
I EREEYECOEL S HEL TS EEHT 5.
- AERENAICEELEVES. 50t ERH T,

Grade 4 RANELTERS%=DIET D,

% :Gradel&NCI-CTCAE v5.0[C#U%.

21
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7. BARGAERDIREIRE—E (%)

EFFHFESEMAEHER (NSC3001518%. PAPILLONERER) [CH(FD
REATI1—-IVEREIRR

o EFHFRISEMIBHEER (NSC30015HER. PAPILLONGRER) [CHBIFBRERX T Ja—ILY

#5H(218RE/9121V)

FrEsFE R (B) 28 ~-1| - | - |1 | £1 +1 £3 +3 +3 +7 14

2 VU—Z 05

ECOG PS

MBERE

HRERE

FRIRE

IHIRARE (BN (EER) *2 o BRRE [C A BTIR G S (TR

MARAIRE/MRELF

R (RS HT7 2B ) ® oo o o o ° °

K 0 o e e e e

Tl (FEBHTRVBRY

12FE0ER*3

BERRENXF
MUGAZRF %4

NAII A%

SRR

BEERY L

SHRERSEIRY
SR (g

B

CT/MRIIC&ED HERLERER (H1HER) . RURVID18ARF6:ER (t1H5E/) J&.
BB DERIRE 10 D128/ (£ 18/) J&.

ARiMRI [ ] BRRNICHBIRZE

AEIRMED

R [
RBETANY J*

&7/ RENE L

BEDIRH ABE2 .

NHRER: TNV I T O IARERE (W T SRS (61186372NSC30015758) (FRIFHEHER)




© EFHFESFMABHER (NSC30015K5%. PAPILLONEKER) [CH1F B REIEE"Y

FHIVHA, BEIFT R R EHE (HBsAg)  BRUFT R REHiA (HBsAD) . BEUFF R I P Hitk
(HBCAD) . #HC Vi
MERE
- HBVRAEDH BEE. HOVRREDH HEENIES
ZNENDIAIABDEBIRE
RERE OOV EVERE (PT) GEM(EED bOVR TS AF VR (APTT) . ERRZEEE(LLEE (INR)
W&, pH. FIVa—R RIVIST MV EULE Y, 9O U/ —5 Y, BilEE. B
IRTFS—F (RECRERIES)
RIRE
- FREBCEEN 55
FREEMRE (FRIMER. EIMER. FRZ4RS. $55. CAST. 5
M&AFHIRE AEZ'OE Y. MIREL. FEHFRMERETE (MCV) 3FPER @ EL . BIMEkEN. BBk D E
. RS (RTU—=V T BESD)
FILAUKRR T 79 —€. IJLUFPF=V . AST.ALT. JUFF-VYIUFSUR
(Cockcroft-Gault®) . y-ZIWI9ZIWLSVRTTS—F(GGT). . EUJLEY (BE UL
) » BV EECUILE Y BHEEUILEY)  HLEB KRR (LDH) . PILTS Y TR A,
MRE(EFHRE U FRUSLA AUSL ALY YL
« Z0U—ZV 0 BDEINREDH
I VIND MPFRFZESR (BUN) ., MFE
NAIIVTA IDEEL. ME. IR, (R BB R E
T— 55 (AE. £50MNE. BE. B, 8. EE F.DE. 5. . 5ERR UVNR 8RS
DEREERERSO

1 REERTRERG. BBRERERS30HENEXDIANABEEDRIIBOVITNNREWVNAETICERET 2. BIAEHBICE. BEDIT. BIAEX(E
BEEROZRE. ABRKRTRETCT —I=ZNET D,

%2 EIRDTBEEN DD LMD I ATU— VT iEBBRENDIR 517 2B UAICHE, B - i ORHIICKBREBZSFIDOBRENRE I FTONTNS
BaE. FYA7)LDDay 1817 2BUAXGEB1EOVWITNAEEN GV TREZT T I %,

%31 ATU—ZVJHICECGOEORAIEI A 7)VBD1HE CEREZSH) ROV JILEBD1BE (ACPHTIE7ZINYINY T CPETIEIAILRTSFV
£5#%300LN) [C3ADECGHITE, BEREYOIRS/17 20BLINICIT 25831 T 7)VBD1BEICBERAEZTOINEF RV,

¥4: 20U—Z VB ROLEIFRENICHERIZS.

5.8 Y4 7)LD 1 BED(LEEAR SHICIMBEL ME. FIRE. K. BRENEZAE, 7SN\VIXTRSHB05LN. PENVITTREDI05 (£59)
BfR. RORSHIRTE (+59) [CHEIE E2BABRUOTINVIV I ZERDBICR 5T RHEEF. TNENDBEBRERSHIICNA IV YAV EAET .
1A 2IVBEDITBEDO7EINYIRTEENEHRNEEFE. 1A JILBDIBBICFESN TV ENAI IV AV Z 1S4 J)VBED2BEBICEL.
1A 7)VED2BBICFESNTVENAIIL YA VIF1HAI)VEDIBEICINET S, CPETIF 1Y A TJIVEHD2BEDRRFAETHDH 114 7ILE
D2BEDODNA I T A VEARETH D,

%6 RTU—ZVIBICEPIBLEEER, AE. 2BNENUEE. B, 2. WIE. i, DE. BB, Wi, HEER. UY/NIR BRROBEEZZH D, ETAT)LD
1HECHEICRUTCHETZBENVENDERROSUREEEL. BEENICERDHI2EEFRIEFEEERELTRET 2. ER2EAERD
PENVIRTZRIBZEICKRS T 2BEF. ZNZTNOBEERSHICERICE DKERMBEZSHET 2.

X7 ERRANEICERZE THSBBRERKIEES308%F T (XIFEERE [BhED Y | SHRSN/ZIBE1330818) MiGHICIET 5.

%8: TV MED28HAINSBREREIRS30HE (RFEBEDOTREIFEEADRBOVITNANREVNS) FTICRESNEIRTOLAER UV —RAERRZELE
T2, BERERE[BEDY | SHMTSNIzGrade 3XFADEEERNHSNEBBICDOVTIE, BHESERDEBIHAER T ETHARZIRT 2.

HOURHBANDHEANTRICOVT, EMAES REIMBEEMERZS0) XISREHRMEXDBEX FESHEN H2BEIFBHRATNI.

10 8BAEZBLCRALAXAZFERT 3. BICRICKDEZETE TR T 2. BENEBETHEASNICRDEREEEZZT2BGETERY KETDZ
L. SRBFHMEICATAHIVEZI—EEBICHREKR LORR T4 v ELE 1—9 %, BERHIEXE(CERFI CHHTH. HIEAL28BUNICIEEDR &
ELTESNIEEGREREIG. R7U—Z V7 5HIlIERLTHXL,

11 RIERENSHRNICINE T 2 (BHAEHZZSO) .

%12 BEDEE. BB, BBETH. BRNGEEEDINOERETICETIIERZNET 2.

ACP:AREIHEZEE (DL P SFURURANFERFNIDL)
CPHUEREE DIV T SF Y RURXSUFERFNID L)

1) #WNERL: 72NV I T OIFIBISATE RS O I BERPRALE (61186372NSC300 15 E) (HERIFHHE R
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8. ZEHREIEIR

(1 EERBFESNIEVRT

1)Infusion reaction

fE1R
* Infusion reaction(d. AE| DRSSP PR SEICHOSNDI 7 UILF—RIGEDKIFEIRTT

s DD THADFEHN ZRFBEREICE L HEN. RBRBTIBICSESDNBTENEVNETNTVET,
* AFND20BLEDIR S TIIRIREE (28, 29R—ISR) FHETLE I, 5|EDTEFBNUNETT,

© FHAREIR & EIRFER

Infusion reaction DJHAFEIR
&, B FE. KSR, I5E. F2Z. TOE. BEE. BOEXESME e

B G
I:‘ ﬁvﬂﬁ‘l 78:&“ E— I:‘ E‘Fﬁ
N [ ®HFEL e
[E bl
[ ] % e
[ ] FPIREE me
E5FIR
IDVE
[ ] #z
[ ] HaERAN IR o
= Be E¥a)|
[ EBE
=5 mE:
= eks
C]ED i
] T e [ EREE
[ | K ImE
RZRS mli
[1Z5%F [|%2 L] padi
2 12
] @RS . Omem L,

24
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ARIESICKDinfusion reactionhRIR T 2 FH IR EF(FBESH ER>TULEE AL

—iRBIIC. infusion reactionld €/ 7 0—F IV EEICEBEUEEARRESN., MENARROERELS
HAMNAAVDESHREBESNTVETY,

(B8E) EREERISEIEHER (EDI10015KER. CHRYSALISEER) DRSS YAV —yaFIVREICSIFBAFIC
KBRSZEI—H—~DEE

Infusion reactionMFEIRHFIEIEFIRFIICH VT, U4 M+ VI AEIRE. AR SRR FER . IES AR IEAEIREE.

RS EICEET Y —H—ZHRUER. ABIKRSICELDinfusion reactionFEIREFEY—H—IC

HEEIEERSOSNFETATLUR,

<FEY—-H—>

o YA MAOA VIREEIREE : TNF-a. IFN-7. IL-6

o IEEMREREN N S Y—E e XY=y

c BERIRERE ALY DL, AUD L, FREE. FLEERR K REER
 FAEML SR (CHso)

<MiEHF>
FRZRSSNCBBICB T 1Y IVED1HE (FEIDIRSHEE. RSB 28EE. 1R557% TH) RO
2BB (FF D% SEE. 855 TH) . infusion reactionEIREFDMERAZR UL,

Park K, et al. Lung Cancer. 2023; 178: 166-171.
[FlEBR - FE(C[FJanssenDHENZEFND,]

1) Lenz HJ. Oncologist. 2007; 12: 601-609.
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[EE - ERZSUIRBEFERI FRIDIR—IZTSRLIEE 0,

8. ZEHREIEIR

@ HRIS (BSER)

EEHEEME5ER (NSC30015KE%. PAPILLON:tER) 1

AEBER(CHFBinfusion reaction*DRERIREIS T EAERM TACPEE41.7% (63/15161) . CPE£1.3%(2/15561) T

LTz Elo. CPEEICHEVWTEMEN'0.6% (1/15561) ICERHENEH LT,
BARANERTIFACPEE36.8% (7/1941) . CPE£0% (0/1561) TUT,

ACPEICBIFBGrade 3Ll EDinfusion reactionld. 24 &M TGrade 3h'1.3% (2/15141) ThY. BAA

EMTEGrade 3h'5.3% (1/1941) TUTz.

@ Infusion reactionDHREISF"

Z65E
(%)

100
M Grade 3
80 - [ Grade 2
Grade 1
B Grade 3 1.3%( 26l)
o [ Grade 2 30.5% (464)
% 41.7% Grade 1 9.9% (1545)
gl (63f%1)
5 40-
20
1.3%
(2451)
0
ACPg% CP&:
(n=151) (n=155)
BEXAEH
(%)
100
M Grade 3
80 - [l Grade 2
Grade 1
W Grade 3 5.3%( 14l)
g« 60 [ Grade 2 15.8%( 3#1)
ié?] 36.8% Grade 1 15.8%( 3fl)
. (781)
20 -
. 0s1
ACPE¥ CP#t
(n=19) (n=15)

¥ OEAILHEDERIDIEKIE. infusion reaction (EAICHEDIKIN) EUTHEEERDESTICZHI,

ACP AEIHEFEE (DILR T SF U RURANVFERFRID L)
CPHERFE (DL SFURURANFERFNID L)

MedDRA Version 25.0.
(F—5hvhzxT8:2023F5H3H)

1) #WERL: 72N\ 9T T OIFIBISAEBE O T SERPRALE (61186372NSC3001:8) GREREFFHME K



SATUNVRCE, BRERSEHBRN O ERERSIEHBROBEZ S EITERBINK L.
AEHICBHELU TV 2 ERHEREEMEHBRO—EICE. EATORBASLFERBIEANSENTVET,

(MNEEBFESNUZXZ 1)Infusion reaction

® Z Dt DFRIFIRRY
EAREBDACPEICH (T Binfusion reactionDREIFIKZICDOWVWT, BEPIEICESEEIGIF0.7% (1/15141) .
AREN (X SPRRCESTZEISE37.1% (56/1514]) . HEICESIEEISIE0.7% (1/1514]) TUT,

EEHEFEIIEER (EDI1001 888, CHRYSALISEER) 2

AHEEOACPHAIR—K*ICHBWVT. infusion reactionDHIRE|SIEILAERAT65.0% (13/2041) .
BARAEBT1/4BlCRHOSNFE U,

® Infusion reactionDHIREIS2

2HEE
(%)

100
I Grade 2 55.0%(11%1) = Grade 2
80 65_0% A Grade 1 10.0%( 2&“) Grade 1
(1361)
5 60 —
=
£l
& 40
20
0

ACPHEIOR—k
(n=20)

ACPHAIR—k (n=4)

infusion reaction (Grade 2) 141

MedDRA Version 25.0.
(F—=9hyh4T8:2022F118158)

¥ AHBRDACPHAIN— DN REBE & [VIFRABEI0NETT - BHEDIF\BI2ftERE 200 (BEAN4BZS ) | THolz,
ACP: AEIHEFEE (DIVR T SF U RURANFERFRID L)

VI T DI RIS E O I HERFRAIE (61186372NSC30015ER) (HERIFHME K

1) AP 7S
PENYITT DI BEIEEEINT SEAE (61186372EDI100 158 (RBIHHEAL)

2) B

-~

SATUNYMCDEBENIFNRER SHIR
4. TREX SR (R#F) EGFREGF LIV 20B AL EG D UIBRTAEMET - BR DI/ HBiafhfE
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8. ZEHREIEIR

3 HIIIFH

EEH RS MiE5ER (NSC30015KE%. PAPILLON:tER) 1

AEHERICHIFBinfusion reactionDYI@FEIRE TOHAB D P RIEIFACPEFT0.98057 . CPE¥T5,041.050
TUTz,
FEIRS(C K Binfusion reactionF¥IEIESE (1844 Z)LD1HE) [CZLEBHOSNTHY . FIERSIFDGrades!
TldGrade 15'9.33% (1444/15041) . Grade 2h'26.67% (4044/15041) . Grade 3H'0.67% (114/150%41)
TUTz,

® Infusion reaction* M FIREFHA"

%) EHEHE (ACPE)

100
W Grade 3
90 1 M Grade 2
Grade 1
80
70
60
H 1912)L1HE
;é?J 50 M Grade3 0.67%
“'3. [l Grade 2 26.67%
40 - Grade 1 9.33%
30
1902)L2H8
20 M Grade 3 0%
[l Grade 2 0.67%
10 Grade 1 0.67%
0 P —
1917IL8 1917IL8 1917IL8 1917IV8 294208
188 288 8HH 1588 LARE
B 150 149 131 123 145
=EE 150 149 131 123 1961
Grade 3 1#(0.67%) 0% 0% 0% 144 (0.05%)
Grade 2 40 (26.67%) 1#4(0.67%) 0% 1£(0.81%) 61£(0.31%)
Grade 1 14{4(9.33%) 14 (0.67%) 114 (0.76%) 2145 (1.63%) 414(0.20%)

MedDRA Version 25.0.
(F—=9hvh74TH:2023%F583H)

% :Infusion reactionDFEBHEICHHDS T KECEICTHDH (RPEBEENBVER) ZHD VMU, Infusion reactionDFEIREIE (. infusion reaction
KN E RSO CE >lEELTETELR,

ACP AREIHEREE (DILR T SF U RURANVFERFRID L)
CPHEREE (NIVIRFSF U RURXSUFERFRUD L)

1) #NERL: 7NV I T IR BISAEBE O I BERFRAE (61186372NSC30015158) (KRS )
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(MNEEBFESNUZXZ 1)Infusion reaction

EEHESE1485K8% (EDI10015%58. CHRYSALISEER) V

A ERDACPHAIDR—NCHBIFBinfusion reactionDYILIFRIRE TCOEAR DI RIE (81FE) (£, 2.43 (1.6~
3.3) AT L,

AEIR ST L Binfusion reactionld. ¥1ERSEE (1HA2)LD1EHB) ICZLBHSNTHY ., ¥IORSEEDGrades!
TlEGrade 15'10.0% (2/20%1) . Grade 2/h'55.0% (11/2041) TULTz.

@ Infusion reaction D FIREFHY

. 2%E (ACPHAIK—H)

100
[ Grade 2
E Grade 1
80 1912)L1HE
" Grade 2 55.0%
70 - Grade 1  10.0%
60
=
gu 50 I
P
a
40
30
19417IL2H8
20 - " Grade2 5.0%
Grade 1 5.0%
107 I
0
19412IL8 19412IL8 19412IL8 19412IL8 251408
188 28H 8HEB 158 LARE
kS 20 20 20 20 20
Grade 2 114 (55.0%) 161 (5.0%) 0% 0% 0%
Grade 1 2f(10.0%) 161 (5.0%) 0% 0% 1651 (5.0%)

MedDRA Version 25.0.
(F—=9hv A T7H:2022411815H)

¥ ARFHBROACPHAIM—PONREE G [VIBRTERET - BROIF)WiafEERE 206 BFAN4EZZD) | TH oz,
ACPFREIHEZEE (DL SF U RURANFERFNID L)

1 HAER: 7NV I T OIFBILEERE (YT DERRAE (61186372EDI10015E) (REBISSTIE )

SATUNYICDEBEINIFNRER SHR
4. TEEX SR (R#F) EGFREGF LIV 20B AL RGO UIBRTAEMET - BR DI/ HEiafhfE
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8. REHIRSIFHIR

EpEHESmMiBER (NSC30015%5&. PAPILLONSKER) V)

AEERICBFBAAE|CKDinfusion reactionh'@E T 2F COEAR D RIE (£5HE) (£, ACPEZFT0.8(0~35)
BRI CUT,

@ Infusion reaction@{EF O

g il

‘ ACP# (n=151)

Infusion reactionFIRAES! 634
EEFETOIFR. dR{E (FE) 0.8 (0~35) B¥RS

(F—9hvh#TH:2023F583H)

ACP FHIHERFE (DIVRTF ST URORXSUFERFTIIDL)
NARER: 7SN Y9 T OIBIIEEE (CN T BRI (61186372NSC30015E) (RRIFHEEL)

30



(MNEEBFESNUZXZ 1)Infusion reaction

® FEIRBFOIFMLE

S4TVNY N OREFEE X%

EEIIZS(CKYinfusion reactionhM&EIRUT:
Fe, WLEDHHHETIT>TLIRE L,

SaICld MTORZSECHARIDAEREZT>TIIEE L,

SAITUNIR® Po Uy
- BR% D309 ”ICinfusion reactionDIEIRH
FHSNBWVES. PR DR SREF T LTS
RIREFD50% D TENTES,
B 5EE CHH * ZDHD2BFAEICinfusion reactionDAEKH
RHoNBZVEBES. BIHICFESINTLERS
R mmsmegscemess,
- BEI% D307 @I(Cinfusion reactionDAEIRHY HERXRI=ZVEI
Grade 2 ROSNGBOEE PHEORSEEETLSS | | 22005
FIREFD50%D TENTES
B5RECHH « ZMD#% D 28R (ITinfusion reactionDAEKRH
ROSNBVEBES. BIHICFESIN TV RS
- ommswgaTeywes, o L)
Grade 2
 REUEDIZR ST TG EBEDIRREIC G U THIER HEZIZVE
‘R5&EEEGrade 20BEZSECHREORE | 250K
(SRS L TR 7
------------------------------------------------------------------ cZOM. PFT45
FU—ICEDUR
B2

% 1:Gradel&NCI-CTCAE v5.0[C#02 (TRER)

SATUNYNBFRROER KIER

%2 ERHESEMERER (NSC30015 5. PAPILLONEER) 2 TIIRDEA LHERBEEHZL CHIENRESNTVELR,
(BRI TERTUY [REZIREA(I70VIV) JERY VA @ERERSA) . JLFIRT04 R ERNRSH) &

[FRERE]BRRAR. UBHERER. FRlEISR & GHF36X—U2R)

(8%) CTCAEIC#(33Grading?

BESR ‘ Grade 1 ‘ Grade 2 ‘ Grade 3 ‘ Grade 4 ‘ Grade 5
Infusion related BET—EAMD | ABEFLCEED | BIE (B ERIC | £EHEBENHT; T
reaction s == O o B AR, 212U NI BEENT/ BHRWNBEZETD

ZEIBVEE | ERICWTZEE | FFEEHEORE

ZEIRWV (Bl eERI=ZY g FICR U TRP D
ZE NSAIDs. HE | [CRRULEV);—E
MEE EFIRANE | EBEUCOERERITS,
R ITIEEPDICKR BEEICEKD AR
Y, =248FHD ZEID
FRIMREEZET S

[EE] EMFFEYHBOEEICH T IEERIN

1) FHED, RiflE—. EFDHKFH.2023; 285: 965-969.

2) HARER: 7NV I T T OIRNBIFRRERE (L I BERRME (61186372NSC300158) (REREFSHEmER)
3) BESBRIEABINE v5.0 BFBERICOGHEHZIA  JCOGHK—L~_—Y (http://www.jcog.|p/)

31



32

8. ZEHREIEIR

Infusion reactionEIREFDS A ITUNY N DIESEE (GBEOHEZNUBENIRS)

AFI®S(CKVinfusion reaction M RIRUEIBAICIE. UMTOREZSZ(CARDBRSREEZEZBLTLREEL

© (AE8OkgKRFTNIES
YA4II
[1H42)L3:80 (215E) ] 191218 29498 39«1 7)LBELE
Day 128 1588 188 188

9@@@99

350mg/ 1,050mg/ 1,400mg/ 1,400mg/ 1,400mg/ 1,750mg/
250mL 250mL 250mL 250mL 250mL 250mL

50mL/BF 33mL/BF 65mL/BF 85mL/BF 125mL/B% 125mL/b%

Infusion reaction®FIH&H ") (Grade 1~2)

205

Infusion reaction®
FEIRZL

AH| DR

@&

Infusion reactionFIREFD50% DIE5EE CAFI DB

(BS) eE®)  @EE (s@m) RLEV GUIoLEME

25mL/BE*" 16.5mL/B51  32.5mL/Bg*"  42.5mL/Bs+ 62.5mU/E*  62.5mL/E"

304 EICinfusion reactionDIEIRH ERSH S NERL

B DR SHEEE T LIFBIENTES

QUAoIL  3Y17)LBEUE
(188) (288) (8HE) (1588) g8) 188)

50mi/EET? 33m/EET? 65mUKET? 8SMUBET™ 195 mere 125mu/EsETH?

Z D285/ (Cinfusion reactionDIERHERHSNIZLY

JA
o i ABCFESNTVEBEREFT LI BTENTES
1ge) (a8 1Es)  (@es) eEE)  asam) QLN BUIZLENE
75mL/B5  50mL/E3 75mu/BsET  50mL/BsET  65mU/BET  85mL/EET 125mUBEE 125mU/EET

% 1:Grade 1Minfusion reactionh"2BEEICHIBLEELIEBG(E. BE5EREZISIC50%IEELTHRLTIZE L,
%2:Grade 1Minfusion reactionh"2@EICEIBULEUCIEGE. 5 EEFBEREBICPIULCBDOREF T LIFDIENTEFI,
%3R5 EER LIFEBBTERICEZU. infusion reactionhFIRBUES L2 7O0—CTHRULTLET W

Grade 1M
infusion
reaction

B

Grade 2D
infusion
reaction

B

FHID
EE®
®5ch |k
=




(MNEEBFESNUZXZ 1)Infusion reaction

o KESOKgI L DIBE
AT
Y4 2)U3:86 (2188) ] 191218 294V 39«17 BLE
Day 128 1588 188 188

9@@@99

350mg/ 1,400mg/ 1,750mg/ 1,750mg/ 1,750mg/ 2,100mg/
250mL 250mL 250mL 250mL 250mL 250mL

50mL/BF 25mL/B% 65mL/BF 85mL/BF 125mL/B% 125mL/B%

205

Infusion reaction®FIF&H ") (Grade 1~2)
Infusion reaction®
FHIRZL

AH| DR

@&

Infusion reactionFIREFD50% DIE5EE CAFI DB

1gs (B8 ©@E)  (s@E) (ZEA9L BYI2LBLE

25mUm 125mUB" 325U A2BTURT gy e g B

Grade 1M
infusion
reaction

B

304 EICinfusion reactionDIEIRH ERSH S NERL

B DI SHEEX T LIFBIENTES

1Bs (88 ©EE)  (s@E) (Il BU1ILBELE Grade 20

1 : )
50mL/BsET 2 25mL/BEET 2 65mL/EET2  85mL/EET2 125:5/5;'@“ 125m5§;.@z infusion

reaction
B

Z D285/ (Cinfusion reactionDIERHERHSNIZLY

JA']
i AECFPESNTVREREF T LIFHTENTES AR
- : FE®
aEE)  (E8) =E)I=E) 8EE) (1588 ‘2‘”57)“’ G*’jgg)ﬁuﬁ sk
75mL/B  50mL/B 75mu/isEc  S50mL/BsET  65mU/BET  85mlL/EsET 125mUBET  125mU/BET Eiast

% 1:Grade 1Minfusion reactionh"2BEEICHIRULEELIEGGE. BE5EREZISIC50%IEELTHRULTIZES L,
%2:Grade 1Minfusion reactionh"2@EICEIBUOELUCIBEGE. RS EEFBEREBICPITUCBDOREFE T LIFDIENTEFI,
%3RS EER LIFEB BT, infusion reactionhHIRBUES L2 7O0—CTHRULTLET W

SIS AT V21— IVERIEMSAITUNY DGR T I1—IbEF Ty IER| ZIBLRET
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8. ZEHREIEIR

(BE)SATUNYRDIZRSICH D > TI-EERE
EFFHEESEIERER (NSC3001:5ER. PAPILLONERER) (CH WV T AFIDIZSITH D S EBFREIEF AT D EBY TUE.

191471L
188 2HH 8HH 1588
BIEL 150 149 131 123
FUBICH D BEFR. 4.43 6.18 4.33 3.30
thaRfE (B2E) (B3R (0.8-24.4) (4.0-7.3) (3.5-7.0) (3.0-5.3)

294000 | 34T | 48400 | 5941 | 684

B2 142 138 130 132 128
R BB, 2.25 2.25 2.23 2.22 2.22
choR{E (§E) (B5RN) (2.0-4.0) | (1.9-4.1) | (0.9-4.8) | (1.1-5.6) | (1.9-5.2)
79400 | 8Y4TIL | 994N | 10Y4T1
B2 127 118 113 103
SEICHYD BB, 2.23 2.22 2.23 2.23
chsR{is (556 (B5R) (1.9-4.2) (1.2-8.5) (0.5-4.7) (2.0-5.3)

HAERL 7SNV I T O HHIATEERE O8I SERRMIE (61186372NSC3001 5ER) (AERIFHIME L)




(MNEEBFESNUZXZ 1)Infusion reaction

(B8%) BRLESMERER (NSC30015858. PAPILLONERER) [CHIF AR SEICEAT 3 RE
AHBRICBVT, FEIICH T B EDRSFERERVERDESARELERDOESITU,
® XEIDFIIRSE

SATUNY ISR

Cycle/Day ' RSEHE |~ g mamin spepy

WEDR SRR 2

Cycle 1 Day 1 ZIWAJVFIAR | THEYATY20mg \Y 45~60%
. .| TFEUAIVV10mg
. N _. YTIVERSIU25~50mg IV 15~30%
INT MEAT VA (XIFEEDEHA) &0 30~60%
. NSEIE—IN(FEr7PZ/T7TY) | IV 15~30%
\ |
gnc R 650~1,000mg¥X [FEZEDEH] &0 30~60%
ERDZSIRE
Cycle 1 X w3 TFYXIV10mg \Y% 45~605)
Day 8L ZLIINFIAE XFEAFILFURZYVO40mg ®70O 60~90%
= F’T,(?,:’HZ' SZFI50mg (RIFEZHDEH) v 15~30%
= Fv9vEhOr8~16mg &0
|03 ~
ER lttHl (DA UV 15~309
V=847

¥1: FEERPOERNERATERVES. A1 RS VECHVELRZREEDAECRE I 2IENTES.
2 LINVADFEHIDHAREROEBES. BRIBUEMNMRBEERRIT DL, ABEN LELOBNISEL CVRVIES, &I T 2EEIZRALZTHRL.
%3:Cycle 1 Day 1XI(FCycle 1 Day 2(Cinfusion reaction"s8 SR EICF. BARNICHEIRIBE . AFIRSHIC. FROBSHIFREDOZTOA N
Cycle 1 Day 8h'SRBLTHRSLTHRL,
HAER: 7NV IT T OIFNMARIEES O T DR (61186372NSC3001588) (RERIFHME )

(8%) ERFHEESEIHEGER (NSC30015ER. PAPILLONER) [CHIF 2RI SEDIRSIKR

AHER(CBWV T, AEIIR ST K Dinfusion reactionDERZBHNE U T TFRICRIT EBYDREIRSHTHN
FUI,.

ACP&t Tinfusion reaction® XE N HEIBLIE1 YA )LD THERU2HBBDRIRS I TTHNEEED
E|FIFTFROEBUTUR,

BATHIRS BEICHLTHES
RIS
FRSOEEDNS HIRSOBEDS
19qonp | BERERVEZA 94.0% H B S SR 27.8%
188 MEASS A 98.7% sl 98.0%
BAAREA] 87.4% :
Voqone | BHEEERLEVE 97.4% N 1855
PI=I= MEXI=VE| 97.4% s+ 9.99%
BAAREA] 88.1% :

ACPARAIHEREE AIVR T SFURURXSFERFRUD L)
HNER: 7SN R T O3 MRRERS (8 S SRR (61186372NSC300155) (RRBFMER)
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8. REHHEIEIR

(%) BRI ER (NSC300155%. PAPILLONGRER) [CHF B 3i%
« AEBERTIEinfusion reaction R SNIERRISHRERIGET A TED LS. infusion reactionz8& I S
e DEFIPHRERBEZEFLTHLIENHEINTVELE,

[ & & | IEXTUY IEXMEF(T7OVIV) . ERYZ VA FEIRAKRSA) . JILFIRT
O~ @EiRARSHE) F
(FERSE] BRMAZL. e RSEE. [Ril2sESF

¢ Infusion reactionHh'EBHSNIEIFEDHEEIEE. UTORDEHBIYTUL,
o ERHESEMiEsKER (NSC30015KER. PAPILLONERER) [C$1F Binfusion reactionDEIE

36

B REREE

LI oigSIc

B1F BE0RE

Grade 1 BRRNICHERISE ERNOE I 32X TREZE-_IVUVI T340 | iERIZVEI BEE

* BEORIN ®’5(1Y/J)VEDTHERUV2HE) TRRUGE . KVEEERS | ROZILVIDLFIAR,
CEZRRIED ICRADRSHZERT D,

Grade 2 B D R MERX Y I VA REA

c BENSHFEEDRM
o SBERNIF DR
o [RUEERICH S DIaRICIEEPHICRIET S

BRI UESIRAEIR ZFIE T 2. Y TTVERSZY 50mg (I
BEE) OHRAIRS RO/ XFNSEIE—IL(FEINPZ/TIY)
650~1,000mg##Z59 %, )LFIARTOA RXIETEZIERF D
BE5ZRET B RN EET 2F TEEEIRREZIVYT TS,

Infusion reactionICx4 9 % 1 EIE DSl : PRIEFDIRSEREDS50% T
BRI ZERT 5 3001%E%. infusion reaction SR T NE L
SE. . PIBORSEENDIO0RICERETRDIENTEDR . BER
FERKEZIUIIT T B,

Infusion reactionlCxt 3 % 2@ E DOk : HEZRBRICH T BIEERED
‘527D IEL. LIEDERERSDOPIEERNT D, I TIVERSZY
50mgX3IEZEDERZEMAKRSL.ERNOET 2FTEEE
EZI—9 2. 8BREDKRSEZELHREEICEERT 5. 20B DO PR
“OBRE5ERGET 3185, 2BEDPREDRSREDS0% TREE
BT %.3091%i8%.infusion reaction " BRI NEWVISE. dlff
BFDRSEEDI100%BICRET DTENTED BEEITEFKEZY
U793,

ROZIWIIILFIAAR,

BENBERUEEZRR
UTIziBE . meperidine™?
DRSZIRETT .

Grade 3X(34
s EEDORIL

Grade 3

o B (ERICH T HBENY/ XIFEFEO
FUARLEICH U TRP TR ML)

- —EWEUTCHEHETD

» RREICKIARZET S (B BikEES. iz

Grade 4
c EMEENT AEENIEATIFRIEICEKD
IR ZANEET D

REZEDLET S,
EERIBEKDORBEZRIET 5. [REILRAZHLET S.1/1,000IC
FHRUEIERTUV0.2~1mgZERE 5. XI1$1/10,00000.1~
0.25mgZ =N T CEEIRAIIR 5. RO/ XFBEBICIHUT. YTV
ERSZY 50mgEXFILFURZVOY 100mg (RIEER) =
BIRAIES (WMECIRUTIENDOEHA) .

SBEREE (918) EEIDERIBRUBVEHIMT3F T . BEEE-Y
UYTF % 8REE (DB EME7F TS+ —DBEICEATS
TBERDAA RS A VIS T EBEREDBEUEER (Bl: 12 5% 188
LRDOBFXE25DZSEE) PRRBUIBE MEICHU T WHEE
A BROKRSOHERIZVEIRIFIILFIZXFTOACR) Z{T3.

Grade 3 ERDEREE
[CWMU T AFDKEH
BhIEEERT D, LU
D”REEMRE T BHEIIC
AFARIVEZI—EHE
TRIHENDH D,

Grade 4:AE|DORED
#B5=7DIET D,

28

FERS (FROVORRR) 275G 0 H5I8REDRSH.
RBEAXFREZEDREL CEGERIESENENCHEREZ
ERT LR TCETHY. EMEBESISERZTASIRETH S,

% 1:GradeldNCI-CTCAE v5.0[C#0%
K2 ARFIARIEGR

HAER: 7NV IT T OIFNBIBIEERE O T DERARAIE (61186372NSC300158) (REBBFETHME




(MNEEBFESNUZXZ 1)Infusion reaction

6. FiERUHE (5}

<EGFREIRZFI IV 20 HEAZER MY OUIRRAFEERET - BFE DI/ il abhEz>
AIVRTSFURORANVFERFNIDAEDHRAICS VT, 3BEZ1YC7)LEL. BRE BAICRT S
NIRRT BLFHERR) ELTUTORERURAE TREFET 5. 885, BEORECKVEERET D,

{5 | R | 56 | A
18E 350mg
1947)L8 288 1,050mg
80kgFi 8HHE. 1568 1,400mg
2947)VE 188 1,400mg
34T ILELE 188 1,750mg
18E 350mg
1912I1L8 2HH 1,400mg
80kgll E 8HH. 1568 1,750mg
2947)LE 18H 1,750mg
34 0)VBLIRE 1HE 2,100mg

7. BFERUREICEET 53 (k&)

7.1 KB SIZKBinfusion reactionZEFS B 316 AFIESHIIC, 14 ZIVEOE1HERU'E2HE(E.
BIBEERILEVE. MIERIZVEIRUBRRERSZZSL. BHECIHU THZEAFIETHFI P HI T
BRE5ITDE, 1A 7)VEDESHELER. ik RIS VIRV RAERRI#RSU. BREICHUT
BIBEERIVEVE] H2REAEREICHREZR5TDE[11.1. 181

7.2 AREDHERRZUTDRETIRS I L,

FRIDESERUVESEE (DIVKRITSFIRURAMNFERFMOLEDHADIES)

w58 B5RE
(/250mL) R SRR 1S RAA 205 R
{AE80kgxKitm
188 350mg 50mL/B% 75mL/B%
LG 2BH 1,050mg 33mL/B% 50mL/B%
8HE 1,400mg 65mL/bF
1588 1,400mg 85mL/B%
294 7)V8 188 1,400mg 125mL/B%
30 7)VEIURE 188 1,750mg 125mL/B%
tAE80kgll
188 350mg 50mL/B% 75mL/B%
154 TIE 2HE 1,400mg 25mL/B¥ 50mL/BF
8HEBE 1,750mg 65mL/bBF
1588 1,750mg 85mL/B%
291 7)LE 188 1,750mg 125mL/B%
30 7)VEIURE 188 2,100mg 125mL/B%

7E) Infusion reactionHs8OSNBEWVBEF. B ESFB2HBRICIRSEEE LIFHTENTES,

SATUNYNBFRX 2025 3F4E] (5B2kR)
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8. REHHEIEIR

7.4 FEEBESICKVBHERANRIRUCIBEICIE UTORZSE(CARZRE. Pl AREXIEPIETEIIE,
EEARRIICFH ZRET S E5DIRSE

BEARIRFDIRSE ‘ 1ERBERE 2ERBESRE SERFERE
1,050mg 700mg 350mg
1,400mg 1,050mg 700mg ik
1,750mg 1,400mg 1,050mg
2,1700mg 1,750mg 1,400mg
BERRIRIFOERRDIUE
Infusion reaction
B \ i
s B5Zhlg %,
c IERP' EELEIBE. HIRIFDOS50%DIRSRETHRET %,
- B2 D309 ™ ICinfusion reactionDIEIRHERHSNIGEWVIEE . DEIIFDIRSIRE
Grade 1XRU2 FTLIFBTENTES, ZDHD2BERICinfusion reactionDEERHERH SR
BE. ABICFESN TV REREFTLIFRIENTES,
 Grade 2®Minfusion reactionlC k2% 500l - BREf&(CGrade 2Minfusion reaction
HERERUEEES. ARICHIFRRSEHIEZEETT D,
- BRICHIFZERSZEHIET D,
Grade 3 s ROFEDERSTOEIFEEDRECHUTHEBIL., 5% E(EGrade 205E&%
BSE(CEEBDIRECIHUTHRRT %,
e Grade 3Minfusion reaction"BFEUIBES. i85%01ET 3,
Grade 4 ®’57hIET 3,

#GradeldNCI-CTCAE v5.0[C£U %,

11. BIfEA (GR#%)

ROBWERNHSHNBTENHBDT, BRZTHTITL. EERDROSNBEICERSZHIETIRE

BYRMEZITI &,
11.1 EXBEIER (7#)

11.1.1 Infusion reaction (57.2%)
EE I, [FIREE. . IR, IEITZEDinfusion reactionh'&HShHnNdZENH . 2L
DIESE. YOS EICESHSNA. 20BEDESRICHESHSN TS, [7. 18]

SATUNYNBFARY 20258345 (5524R)




(N EBEEREFESINIZURXZ  1)Infusion reaction

Infusion reactionl&. EENMNENEIZESIFERELTDIURINHDcH. —ZBHELEDIFCEYICHNT DI EN
WMWETY,

Infusion reactionDFJHEAEIRZ BRI IZ W eI, ARIDYEIRSDERIICUTORBICOVWT LI EEREE
LTLIEELY,

Infusion reactionDEBEEHIEED RIS

AT D&LSiRinfusion reactionDHAFEIRIC DWW TERBALTLEE LY,
FIHRREIR : g, B, (FE ., TETEE, AR, 52, T 57, HiiE. (RINEXESmERE

Infusion reactionMEFE{LZEBHLT=HIC, K[ICKRDIEREZENL HESONTEIHEIZZEPLHIC
EEIPCEEMMCEULEDLIIBELTLIEEL,

SEADIRIC (&, BIEM [S1ATUNY N DRSZERTDEES MDD DEWERSHIAY — b
12721—932-U77v3> (&) |ZBBICFELTLIEE L,

[SATUNINDIREZZ(TDEBSADEHDEIERSRIEY — b
A72—I3y-U7PIv3v]

Infusion reactionlCDWVWTEE(CEBRELTWVEREE. AFIRSPICHRAZLZRUIEEFC
TRACEBRAIYIICBRULHTW L DEHBY —MTT,

Infusion reactionTHSNBOEEHD HDER—EU AR DVTHY, EFNFIVT
TEBLEERICHBOTVET,
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8. ZEHREIEIR

(1 EBRBFESNIEVRT

2) SRR

AEIR

RIEE AR (. FAREE (CIRAE PRI EZE U, BRI EXNWIAHH L KIRY  BERFRIMAEZ E T UTRET T . IERH
—NTHEITZHEEHHITI N, MREEISEITIZIHEEHHIET,

® AR

o IFIRASE, X FICE MR  Z&# RE
OREEHSICEDHHD,

© /3 FER 4RI E M AHR B DORBY

BN UIEBIFER PRSI D—EBZBT LI B DT TN TOEFIDERGIERZTRIDIFTIEFHIEE A

DAD OP
(UFA RS (SEELATSY)
WEXRE
. EGFREEIER S %, KREAOTYAS A~ | MPD-1ABEARS & 5 LHBH
BT OUIRERO T ERBOLRERST.
WECTER
= MICER BT
e R o 2| FiPD-1tHANR S, BIESCT Tl MG
e SEEE BT BIRAMORBENHENS.

1) BEESBE  SERERERERRNN~Y Z27)0 BN (FhlEX. BEEK. FfRHE) 186118 (HHTFEIBNE)
https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1b01_r01.pdf [20245E6 87 BE%]




SAEREY
FERSIC & EERREN IR T 23R EFRES B TNEE A,

—iREICIF. BENMRESIER (ERBERK. tOFEFEOHEEER. REORERBRECKZERDERE) CAEN
fHRRESER (PLILF—RE) DZODOHFENEISNTLTIN, RECTRASINEELCREDHEESINT
WE9,

EizNiliaES{ER
NBUEEEDKLSBHMREESHERICK >THOMEBANEEZZITTELD B,
« BRI ZERAUTH SRS TIEM (BBE~HF) [CREBITDHTENZL,

EEtiREEER
«BEHCHTBRERINDRERREEZEISNZ BN,
*SLEEFNMRRMZEFL. MESZEET 2.

« EEIERAE. LRIEMRE (1~2BBEE) [CRIET S,

1) BESBE  EREERARZBRNMY Z27)0 BN FiEX. Ik, i) 185118 (HHTFIRNE)
https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1b01_r01.pdf [2024F6H7HRIE]
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8. ZEHREIEIR

@ RIRES (FEER)
EEHE S ImiE5ER (NSC300151K5%. PAPILLONEKER)

KEHERICHT B [/ EEMRER] [CHRBSNICBEEEROFEIRES(F. AL TIFACPE2.6% (4/15161)
CPB£TI%0% (0/15561) Tt BARANERTIFACPE5.3% (1/1961) . CPE$0% (0/1561) TUT,

ACPE¥ CGrade 3L LoD A/ RIS 4AHRER | DFIREIG(F. £AEETGrade 3h'2.6% (4/15161) THY. BEA
&£ TlEGrade 30'5.3% (1/191) TUIec WITNDEFIICENTH. LWITNH DBEREDIRSPHIEICEIR U,

© i/ ME MR EDRRES!

2(FEHE
(%)
100
W Grade 3
80
60
=R
2l
& 40
207 2.6%
(4451) (017
0
ACPE% CP2%
(n=151) (n=155)
BEAEH
(%)
100
M Grade 3
80
F 60
IR
£l
8 40
20 5.3%
(1450)
0 — Ot
ACPE% CP2%
(n=19) (n=15)
MedDRA Version 25.0.
(F—9hvb77H:2023F583H)
® ZDthDEIFIKRV

2FEAOACPEICH T ZREMMARRDORIBINRICONT, IZESPILICESEIGIF2.6% (4/1518) TUT.
REXFRSPHICESHIERMEICESAFROSNETBATLI.

ACP: AFEIHESEE (DILRFSF Y RORANFERFNIDL)
CPIARFSF YRURARFERF RIS L

NHAER: TNV I T O IAHRERE (W T SRS (61186372NSC30015758) (FRIFHHER)



(MERLGRESINIEVRT 2)EEMMEE

EEEEISEIHEEER (EDI10015t5R. CHRYSALISEER)

AEERDACPHAIR—M*TIX. [FlEXR/ BEEMEE] [CHDEINTCEEERORIRESE2AERT5.0%
(1/2061) TUTe. RBHSN=16IE. Grade 2DfTERTHY ., IRTODBEBREDKRSZPIELE L. HEA
ERTIE, [/ AEEMEER] ICOEINEEESROFKRERHSNEFBTATLURE,

o i/ ME M HEBRORRNE"

(%)

1009 ¥ Grade 2
80 -
H 60
]
2|
& 40+
20 5.0%
(1451)
0 |
ACPH#HHEIR—bF
(n=20)

ACPHAIR—k (n=4)

Fififig %/ E E 4R R (2 Grade) ofl

MedDRA Version 25.0.
(F—9Hhvha4T8:2022F11815H)

¥ ATBRDACPH A IR—hDONRBE S [PIBRARERET - BREOIFNBIRIERE 200 (BRA4ZZD) | Thor.
ACP:AREIHEZEE (DL P SF U RURANFERFNID L)

N ARER: 7N 9T OIFIEILEE RS (U I DERRAE (61186372EDIT00 15 E) (RERISSTEE )

SATUNYMCDEBENIFNRER SHIR
4. TREX SR (R#F) EGFREGF LIV 20B AL EG D UIBRTAEMET - BR DI/ HBiafhfE
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Grade 3 o
(141 5.00(5.0~5.0)

0@ 5038
(2 5EEm)

ACP AEIHEREE (DILR T SF U RURANVFERFRID L)

1008

FEDIRSHIE. PRIB (FEFE)

38.8838(0.4~107.638)

1) #RER: 7SNV IT T OIHIRRERE O Y HERRAE (61186372NSC3001558) (REREFFHEE 1)



R ———

(MEBEERBEINIEVRY 3I)EBEDOKERS

KABRDLZLMBTNRERICH TS MERDYILFRIRE COHAR DD RIE (EEH) (F. 2EFERDOACPEICH LT
10.43(1.1~81.6)BTULI=,

Gradef|TldGrade 1Hh'11.57(1.1~81.6) 8. Grade 2h'9.64 (2.0~56.7) 8. Grade 3h'18.50(5.7~
31.3)BTUI,

® MEROMEFIRE TOHR"
[ S15%EI(ACPE)

O tRE —

24k P
(8551) 10.43(1.1~81.6)

Grade 1 o
(496) 11.57(1.1~81.6)

Grade 2 ®
(3461) 9.64(2.0~56.7)

Grade 3 @
(260) 18.50(5.7~31.3)

I 1
08 508 1008
(R5H8)

FEIDRSHAR., PRIE (E3E)
38.88;8(0.4~107.658)

@ DO{EF THHIR

EEHESEIBEER (NSC3001545%. PAPILLONEER) I

ARHRICBIFTBAEANICKBGrade 3 (2941) DEZHOE T BSFTOHEAB D RIE (8H) (. ACPET20.0
(5~66)HTULTI,

® Grade 3DHZOO{ERHE"Y

GEETT D
Grade 3REHIRH 294
OEFTOBEH. PRIE (E2H) 20.0(5~66)

(F—9Hhvb478:20234F583H)

ACP: HREIHEZEE (DL P SF U RURANFERFNID L)

1) #HRER: 72NV F T OIRBIRERE O T SERPRAE (61186372NSC300158) (REREFFHME K

65



66

8. ZEHREIEIR

BT UIE B X ERPRAESI D—EBZHBTUIc B DT TN TOEFIN ARG IERZTRIDIFTIEFHIEE A

® EHIIEE (BE)

(BE) ERDEFZBES A ITUVNY N DXL

® Grade 3DITER : (K% HEL THEMUER (50iFL. i)V

AHIDO A=A
% 3B ZILELE:1,400mg/ YA T )L AE | 1,050mg/H17)L
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| Lo
| R E
| (A -
| ) SR &
Gade2{  Ee ¢ o —
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3 4 » EECOMEREZRIBT B, * Grade 4DIHE. AF|ZKFH

s EEDPEEDOHRIINFIARTOARNMKRY | [CHIET S,
NEEO25%5ZIBL. 1A Tprednisone*>
(0.5mg/kg) #7HE2BER 5T %,

- [KFEEDacitretin*>X (Fisotretinoin*> (20~
30mg/H) ZEET %,

- 2;BRE%ICHFHET 3.
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(K #E 1 (0.7%) MBERTUVINREE 59 (39.1%)
—fi% - EHBEERVIESEIOIRE 74 (49.0%) =1l 38 (25.2%)
R MEZE 36 (23.8%) YFPEREAME 36 (23.8%)
B|HE 22 (14.6%) BMmEKEAME 24 (15.9%)
®H 13 (8.6%) M) ViRRIAME 20 (13.2%)
B 11 (7.3%) UZINERRIAMEE 4 (2.6%)
FEER 11 (7.3%) FEEEIT PRI AME 2 (1.3%)
E5MFE 9 (6.0%) BMmERIENNE 1 (0.7%)
RiEMERR 3 (2.0%) U 2 NERIEAAE 1 (0.7%)
HBRAV IR 1 (0.7%) IFIRES | R R U HitPRiE= 18 (11.9%)
fa5E 1 (0.7%) FZEARTE 7 (4.6%)
B 1 (0.7%) SHIm 4 (2.6%)
NE= 1 (0.7%) it 8 4 (2.6%)
‘R 1 (0.7%) RdINESE::: 3 (2.0%)
5E. PERULESHIE 63 (41.7%) X 1 (0.7%)
Infusion reaction 62 (41.1%) REES 1 (0.7%)
{EZME R 1 (0.7%) 1Zmm 1 (0.7%)
BRARIRE 61 (40.4%) il 1 (0.7%)
PSZUTPE/NSVRTIS—EEN 38 (25.2%) BORNAE 1 (0.7%)
FPANSFVEBET=/ NS5V ZAT7T5—EIE 36 (23.8%) EHEREVUSA 1 (0.7%)
Y=JIWIZIWNSVRTTS—EEN 14 (9.3%) ifasdinn} 1 (0.7%)
mep7ILAVKRRAT 79— 13 (8.6%) IRFEE 17 (11.3%)
FEm» 11 (7.3%) RS174 5 (3.3%)
MohE| B R K SREFSRIEN 9 (6.0%) EREREEIRIE 4 (2.6%)
Mmoo L7 F= V1 5 (3.3%) BREg R 2 (1.3%)
7=S—E1Em 3 (2.0%) TRIEN 2 (1.3%)
Mo D' R oFEEN 2 (1.3%) BAE 1 (0.7%)
DERQTER 2 (1.3%) fEREHm 1 (0.7%)
n (%)

MedDRA Version 25.0

X EIER DERIBUERA AR LORREFZRES Y (Related) CFHELIEER,

ACP: REIHEFEE (AR TS FURORASVFERFNIDL)

F—9hvh74TH:2023%F583H

1) #RERL: 72NV F T OIFHISRERE O T SERPRAE (61186372NSC300158) (KR FHME L)
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9. BlfFA—E&

BIEA—E(DD3F)Y

ACPE} ACP&%
(n=151) (n=151)

EIEFom 1 (0.7%) IR 1 (0.7%)
BRI REE 1 (0.7%) DREE 9 (6.0%)
BRI 1 (0.7%) AR 3 (2.0%)
iR 1(0.7%) =R 2 (1.3%)
iRZ S EEAE 1 (0.7%) TEEIR 1 (0.7%)
ARERAERR 1(0.7%) DEHE 1(0.7%)
B8 1 (0.7%) DESEIR 1 (0.7%)
HRREE 15 (9.9%) DEELE 1 (0.7%)
BREFRE 5 (3.3%) EtEETS 1 (0.7%)
SEEIMEHEL 3 (2.0%) gz 1 (0.7%)
R 1—0/5F — 3 (2.0%) AR 1 (0.7%)
GRS 2 (1.3%) AR 1 (0.7%)
= 2 (1.3%) DEMEEEA IR 1 (0.7%)
kB 1 (0.7%) ERERRUAERE 8 (5.3%)
S 1 (0.7%) I EERAR 3 (2.0%)
IR 1(0.7%) B EI I ARAE A 2 (1.3%)
sami 1(0.7%) BEQHN 1 (0.7%)
BERRRURESESEE 12 (7.9%) alEES 1 (0.7%)
PSR 5 (3.3%) BB AL 1(0.7%)
RAERAEAR 2 (1.3%) [t 1 (0.7%)
BAET 1(0.7%) Bt BERUHERAOH LY
B 0% @RROK—TESD) 4 (2.6%)
=¥ 1 (0.7%) {LER 4P 2 (1.3%)
bt 1 (0.7%) FrEnie 1 (0.7%)
HHIET 1 (0.7%) fER AL 1 (0.7%)
s 1 (0.7%) ERUREES 4 (2.6%)
FEEREE 11 (7.3%) BiERS 3 (2.0%)
BEUILE VIE 9 (6.0%) B8R 2 (1.3%)
PR 1 (0.7%) R 1(0.7%)
BrSYRTSF—PmiE 1 (0.7%) HERE 1 (0.7%)
M= 11 (7.3%) QOLEE 1(0.7%)
A IRIASTE 6 (4.0%) n (%)
=i 1 (0.7%)
BT 1 (0.7%)
MmpE 1 (0.7%)
{E i 1 (0.7%)

MedDRA Version 25.0

7 BIVER BERIBUEN AR EORREFEEEDY) (Related) LEHALIZER,
ACP : KB HEREE (DR S FURORXANUFERFRNUDL)
F—9HhvhATH:2023FE5H83H

1) #RERL: 7 SNV I T OIFHIAERE O T SERPRAE (61186372NSC300158) (REREFFHME L)




10. (ZE1FH) Q&A

XN ACPEZEDRIIRSEESARRSIEFICOVTHI T,
A1

EREHEIEMEKER [NSC3001 588 (PAPILLONERER) 1 ICBIF BRBEDIZS(E . RANVFERFRUD A,
AWRFSFU. SATUNYR DIBECTONEL,
FE52SOBRSIERERUERDRSEICOVTIE. Lwa)aasvr@a“o

73\8\ ﬁﬁﬁjéﬁﬁﬁuw?i*ﬁ@%?m\\jﬁf |:V|..\<7:\
5 “ + 1
PAPILLONSERICBI(FBIRS5RT Y
2 ?; 1949) 194218 294008 3Y4OLE  4Y4JLE  SHCILENE
Yy 2 | =214
L 188 288 == 1588 188 188 188 188
- [ At | e |
72—
L3 KIHBIRD 5 D5 L (PLBRSpSoRSEEE)
*2
B HI ) ° ° o
% MEXI=VHE [ ] [ o [
5 fRENSE A () ® () ®
| ssgEtvess ° ° (® (@) ° ° °
% ’;ff,'; gft K 500mg/m:. 500mg/m2 ’ 500mg/m2 500mg/m2 500mg/m2 :
E | ALRTSFY | el im‘g‘.‘%%/i! imQHn%/?nLi im‘g‘.%%/id
= L B4R AR L
- BRI ) ) ° o ° ° o
7 MERIZVE o ® o ® o ® o
5 2ZEAERE (@) (@) (@) (@) (@) (@) (@)
e aE (@) (@) (®) (@) (®) (®) (@)
_ | w#msog | (@ || (mhW ||@EEE || (@hEs | | @hEs) | |(@bEs)| |@shEs)| |(@bEs
3 RiBDTT 350mg || 1,050mg | | 1,400mg | | 1,400mg 1,400mg 1,750mg 1,750mg 1,750mg
5 (4esrg™) || (585r8404%) (4e5R97) (3esm) (285R9%) (285/9%) (285R9%) (25m™)
5 OO TR PPPOURRRRRRR
N
. | umso | (m) ||(mhad | |mbakn)||ekbed)| |@behe)| |kbs)| @] (@
kD7 350mg || 1,400mg | | 1,750mg | | 1,750mg 1,750mg 2,100mg 2,100mg 2,100mg
. (4ezrg) (6mm™) (4msm9%) | | (3m6R9%) (285r5*) (285R5*) (285R8*) (25R5%) |

XSATUNYRDEREICHDBF-EIEERTT . @ LFFADAIRG R
@ SATUNYKNDRIRSE
(@) RE(CIHU T

L1 1 FORIVEDBERT Y1 —UICBEIET :

L2 PENVIRITOIEIVEREFESEICH T DERREER (61186372NSC3001 58R) Tld. Infusion reaction E

: W EBUCESDEYREZR/\RICHIZ D=0(C. 1:BEHS 2;:BEF TIEREFEIRN SDIRSHIRSTIN.
ZNERIEPOERS A HhoDR5HTREELE U,
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10. (ZE1FH) Q&A

SATUNYRN DEIRSE
PAPILLONSRERICBIF BS54 TUNYR DFIESEICEITIRERFIUTOESUTT ,
e SAJUNYN"® DRSS E

SATUNY MBS

Cycle /Day 5 BRSRH | T o epens

WWNBDRSEIRE 2
Cycle 1 Day 1 | Z)L3J)LFIAR FFEYAIV20mg \Y 45~60%
X . FEFEYAIV10mg _
Cycle 1 Day 2 | ZIL3JJLFIAR UEXFILFUR=YOV40mg v 45~60%
. N . YTIVERSIY25~50mg v 15~30%
= |
InT REAFZA (RIFEZEDEH) 20 30~60%
\ NSEIE—IL(FPENFS/TIY) v 15~30%
N |
gnT R 650~1,000mg X [FR% DHI P 30604
ERORSHIRE"
Cycle 1 . w3 | THFPAIYV10mg IV 45~60%
Day 81 ZWAIVFIAE | 9337 L FUR=VOv40mg p— 60~90%
i EAT=IHo- 5=59Y50mg (RIGEZEDZEH) v 15~30%
= FvgrtehOr8~16mg &0
| | ~
R RILLA (REEZOREH) 2V 15~30%
IV =B%ARA

X1 LRRPOERIDMEATERNEE . A RSA VERVELEZBREDHETRBIZIENTED,

¥ 2 NADERIDHARROEEFGERIBEEMNABRZRRT 5L ABEN LEDOBENISELTLRWEE BB FZE T 2EAZRALFTHEL.

%3:Cycle 1 Day 1X[&Cycle 1 Day 2(Cinfusion reaction"ZHS5NICBEC(E BRARNICHERISE | AFRSHIC, EROBRSIIREDORTOA NE
Cycle 1 Day 80 SRBLTIRSLTHL,

HRER: PNV IT T DI MR ATEERE CN I BERRME (61186372NSC3001 :ER) (AERISEHME L))
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Q1 ACPEZEDRIESEEZS AR SIEFICDONWTHZI TLLIEE L,

YA OIWERBSBHRICKVAILRTSF Y. RANVFEROHANRRGSSH. HAZEROFERNDESIERZ
BIR3NY =V TRULE T,

SATUNYR BALRTSFIURURANFEREHALTIESTZES
SATUNYN ZELEEEEHACTICIES T 358

1~4947IVED1HE
192)VBE®N2.8.158HE

SATUNYRN BRANVFEREHALTIEST 388

5947)LBLIEN1HB

OSATUNYRNEBEAIRTSFURURANFEREHALTIES T35S DHEIRSIER
(1~49«02))B0188)

5

SA4TUNYRN BRSO
WIS S HARY

\ # 9 EROY8~16mg R FAEDEA IV
L EOE 0L &) : :
RRA7TUEI VN /P FLEI VR v
L2 EOER Y — e s
b 29 = | JTIVERSZY25mgXRIFEEDEAI RO | go~o04aiicizss
o— - R FIBL ERESNIEIER T
s NZEIE—IV(FPENZ=/T1)325~500mg 1
7 7 l = e 1 Z (- o
EFRERBRA || g gz #O | ®’593TL
1T947)IVED1HB : T+ YA >20mg°
ZW3ATJNWFIAR | 2~4854J)VED1HE B - Db FEEDZE v
RUOBARSA VIR OTTFIAIVV10~12mg?
LR BORRE RANVFER IV _
LR BASE HAIRTSF \Y, —
SATUNVR A NSEIE-I(PEh7=/T1)325~500mg v
FREE (RIFEHEDEA)® XF#&0O L
S SN 15~305/1ICRA%A
%t7\9=yﬁu YTIVERS SV 25mg R IFAE DR \Y
TBEREE SATUNVR® v —
IV=850RM

a. (LB EZDFIRSICETBEEDHARSA VICHST, FOOEE /B 55EE KRBT BTENTES,
b. 5S4 TUNVRCICH T BNADEHRSE,

o SATUNYRN RLPEELHAL TICIRE TS DMRIRSIEF
Fl:1917)IVEH®D2. 8. 15HB)

SA4TUNYREREEID

IR SHAR

ZWATANFIAAR | FEHAIVY10mgRIEXFILFLUR=YVOV40mg IV
XS E—IL (PERPZ/TT)650~1,000mg W, o
| ~ CRae
R (L EZDEH]) wiggn | 12 307EICHE
HMERI= VR JTIVERSZY25~50mg (RIFFZDEH) W,
BEBREDRS SATUNIR® \Y] —
V=82l

a. BSHIATOAMRFITATILED2BEBIRMEAETHIT1TATIILBEDS. 15HBRERTH . 1T TILEBD 1HEX(EF2HBICInfusion reactionh®

BOSNWRECIE, BERNICHERBE . S TUNYR RS/, TRORSIREDORTFOARE 1Y+ 2)LBD8EENSHKBLTIESLTHEL.
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10. (ZE1FH) Q&A

OSAIUNYN"ERANVFEREHALTIESTZES 5 YrI7ILBUED 1 BE)

n SATUNYRB5HID
RS M4 S A
[T = a ~ AN ~ —~ 5 b=d IV
BB E S Fr9vthOr8~16mgXIFRAEFEDEH] 20
2T LF A KO 5’"41?’)‘9‘)‘)1 OmgXEAFILFLRZVO40mg Y 30~459Filciz 5%
ER) BEAL JETR S NIZIEF T
J— NSEIE—I (PEMPZ/TTV)650~1,000mg \Y, ’593C&.
" (RIFEEDEHA) XF#&EO
RIS VEI JTIVERSZY25~50mg (RIFAZDEFH) Wi
(b2 EEE RANVFER v —
BEREDRS SATUNYR® \Y] —

IV=E8IRA

a. (EEEARD TR SICEATISEDAARSA VST, FLDEE /&5 E%%sT / REIBTENTES,
b. B #DZEROAARIAVIH ST RAMNVFEROBRSFIREDATOA REZFRATED. 1 P4 7)VED 1HEXIE2HEICInfusion reactionh’
FHSNIWBRE(CIE. BRUICHERIES . S TUNVRNBSHIC, FBDRSHIIEDRATO/RE 1 Y1 7JLBEDSHENSHBLTIESLTHEL,

C. SATUNVRCICH T 2UADHIZSE,

SATUNYN BDIBSE
EARNICHNERISE . BEREE (918) EEIDHIE T, FE2DIRSEZDIEFEENAL. WTNHDEBRERSEREKX
A8BFREFECTIELCH IV ESTNTULE L,

O SATUNYN " EDIBSE
SATUNVR®
BS5ER B5E0
BS5ERIGH™
BEDRS5% DR
» Ry e IS e \ e W IV EEEFJ:G)LZ\E'E(: F=3
FVATNFIAMR | FEYXIYVIOMgRBEUOIVFIAZTOAR | o | 207 =
- e m e ey \Y BEFR_E D HE (T -
MERI VA JIVERSZY25~50mgRIZEZEDEH wEEn | s £
o _ - . _ \Y, BEFR_E D HE (T -
R NSEIE—IL (FERFI/TIY)650~1.000Mg | e | i =
‘ o1 155 (o S A \Y, BEFR_E DA E (T -
tEEAl ARYI Y (RFI)25~100mg e | BUT =
- ZFV9vEh0Or8~16mgXIFEZEDEH \Y BEER_E DB o
o =
Fv9 V08 mg IR Z DA gO | WUT
IV=88fRA

a. BREDAEEICIUTERICERRSEZFHHICERTIENTES, LLRPOERNERATERVES.

TRETBZIENTED,
b. AFBARAER
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Q1 ACPEZEDRIESEEZS AR SIEFICDONWTHZI TLLIEE L,

B8E {LR2REDRIRSENURRSE
EREETHIRXNVFERFNIDLRUAILVR T SF VICET 2 BIBERICEAL TR, SRR DEFRZ
THEBLEE N AEBRICBNT, RAFEROHARELT, [SEOFINERISE - s OFENRLRC
eV JVFIARTOCR BB EISYBuDHARSZETI. ] ESNTVELUIL, Ffo. FEEUSHDEAIICEIL
TlF. [BEDRNXE . ZBEACMRS A UXBFERRLDABEECIHEU T RXSVFERRFAILNT SF DRSS
AR B EPICFHRESETITENTES, | EENTVELL,

o AN FERDHAE
= \ mE \ 942V
_ | PEUXIYVAMgE B2ERORS | . sin e e e
J)JVFIARTO4R QIR EZE DR RANVFEREIESHO1Hel 15858 % 51H%
b _ n RANVFEROYIOERSO7HeihoRmiEZIR50D218%
R 350~1,000 gl 185 il
1944 2)VBDOTHEO7BYARIC1OESL. ZD%I(F
E9=2B1n» 1,000 ugBnAARER S 3BAIILTEICEESTD EI9ZUBnIERANVFERE
FERHICESULTHLW

a WBRENSATUNVR EEBICTFUXIVY20mgDIVEEEZIIZHERE. 1 YA JILED1BEDFFUXIYV Y 4mgD 1H2EBROKSER+y S
TED,
b ERMFBEMBAIELTRSULTCHIILFEIZVD—BPLLTERSLTHLL,

) PAPILLONZEERICB VT, [FFYXIVY20mgl£HBHBE . TAROVE6.6mgX3NA FIL (FFYAIYELT19.8mg) DERZEHSLT UL,

145



146

10. (B3R} Q&A

BESRREREBEORXNFER, ALRTSFYORERVRHERECOVTHIT
<FEEL

A2 EEHFESEDIERE (NSC3001:588%. PAPILLONEER) Tld. RARVFER, DILRTSF U ORERD
WEICDOVTUTOXRSICHESNTVELUC, BE RANVFERFMITLRTAILKR TS F U DRH
DEFAHRNX D HERLIEET W,

IREE

AR SFIURUOURANUFERIE . FPERIEREN1,500/ uLKiE . MR 105/ uLlKiE . XIFEEEH
Grade 2ZBZ I EMBFNSENRIBUCESICREIBZTEERESINTLELUR, Fe, BN 'Grade 1
TFXRIFHEREDN—RS AV DIREICEE T 2F CHRERIRSENRET DI EEINTVERLUR,

W
AEZER. TELTESEORIROTINBICHSITLERESNTNEL.
HEICOVWTOFBIEUTO MR BEDRBEE| 2 BT,

(LZEEOHERE

LZFEDOAEEB(COVNTI(E. REEORFIRUOTMINEICE DV ERIHIICE DEREBNRERSiHZ
RETDIE SATUNYRN EMZEADHARSEZ T DWRETE . SERBEOREU SO T7 (LR
HREFROUEEMECER IV TCEREORAEBEEZRET I LEHESINTVE L.

Fle AR TIF RN XEICE DLW ERRACEET 2MRSUR VMBS ZEETDIHDHEEEIC
B9 2ENHA TV ANERIFTSNE LI (RER) -

JBERAIRZEL T KRB DS HICHUTZENZTNDBRECHUCRR 2EF CHEBEEZTOIEN TERLN,
EINZBACORAERENMERSEFEREDKRSZHIETILERESNTLR L.
BH.2O00ASFERICMRFNSMENIFGrade 3XIF4DIMRZNBEENKEIRLCIBEE. HB0IF
Grade 3X[34DHREBUNROONIIHZERBEBICRANVFEROERSZRIETEIEEINTVE L,

® {LFEEICLIMREZNSHEICHTIAEEEFHII VR

SPCRERIBRTI RANLEERORE | AVRTSFVORE
250,000/ puL 2500/puL BICIDAED100% BICIDAED100%
>50,000/ L <500/ pL AIEDRAED75% HIEDRERD75%
PR e HEORED75% HIEDRAED75%
<50,000/uL o s e e e
Grade 23 FDHMAERS MERU RILDAED50% AILDAEDS50%
>50,000/uL <1,000/uLHh>238.5 COFEE BIEDAED75% HICIDAED75%

® (LZFEICKBIMRFNSHICHTIAELEEHII VA

NAMVFERORE AVRITSFUORE
R KR ZFR<Grade 3X(F4DEH BIEDAED75% BIEDAED75%
Grade 3 X34 DHERER BIEDAED50% HICDAED100%




\ ) REMERR MEPEGFRR U E FMET
Er_EFEET/70—F IV

= (UL ) W] e +350mg

BXIEERROEES | 874291
& 2 & 5 | 30600AMX00257000

RYBREVANT °Intravenous Infusion
[ EMERNS BE NHEEES"|

n'ul%

-

zlsﬁula* BTG TEREEERICHBL T, BAEREEICT

DIFHNE - ZERZEF DEMDBHE T AF DRSBTS HIB S NDAE

BICDWVTDIHRE T D E, Fie. AERIAICKILS. BEEXIFZD

FIRICEMMER VBRI Z T2 E5HEL. BRZE TS5 dE,

2 AE|DRSICLKDEEMMEEN D SHON. FETICESTTEA D RS
ENTWVDDT. PEIEIR (IEIRE S, X8, FEE) DERNOTEH
KIS ERIREDRES . iRETOICITOTE. EENRHSN
BRI AF DR SZHRIEL. BIBRERILEVEIDRSEDEY)
FMBZITITE, Fle, BITABRMHRIARI I ZNCETIER
DT T, MEMMEEEOEELEERRIRICEIIHRZTIC
73C&.08.1.9.1.1, 11.1.280,]

.3 FEIRSFBHEIC. WECTIRENUREZZREL. B MEMEED
HRIFEEEDOERZRER U LT, &%@‘JE?&EEL#U&W&_
& [9.1.1888]

4 SEIFZITEDOHBREICKD. FEERIRMSENR OMEREZESO
BRI ERIED BHDON. FETICESITERADERESINTLDDT.

=Y

=Y

-

SNVIRT (BILFHEIRR) EFR B 5
OEE-EMEONGEICLERTEIL

B % F A | 20245118
& 2~8CRTE HBHIE 36108

<EGFREIEFZREGEDEIFFEEITET - BFROIF/ HliekiE>
SEILTFZIXVIEBRIBEDHABICBWC. 4BRIZ1TAI)LEL. BE. BAICIEF 7SN ITT
GEEFHEIRZ) EUCUTORERUABTRBFMET D, Bd. BEDODREICIDBEERET D,

%E patell ®5H As

80kgiih 1942V =1E] 350mg
2HE 700mg
8HE. 15HH. 22HH 1.050mg

2540V 1HE. 156HE 1,050mg

80kgll E 19140V 1HB 350mg
2HEB 1,050mg
8HE. 15HH. 22HH 1.400mg

254 0)VBLIE 1HE. 1568 1,400mg

7. BERUHAZICEET %R

7.1 AR S(CLBinfusion reactionZ&R S B, AEIRSHIC, 154/ JLEDSEIHE

&O%ZEEIE I8 RERIVEVE MERYZVEIRUBAERRZRSL. HEICHUT
Sfﬂimﬁﬂ’P%‘Jﬁ%‘l’é&%ﬁ'é;@ 194 2)VEDESABLE. XY VEIRD

E?%&EE%UE}E%LA ME(CHUTCRIBRERIVEVE. H-2ERENEICHEZES5TD
TEL[11.1.181]

7.2 ARBDFRREZEUTORE RS THIE.
FRIDBSERVESEE (AIVIRKTISFURURANVFERF NI LEDHADIES)

BIRMSEREOREENEREERALL LT 50T RE o - e e
[CHIBRT BT &, e, ARURSHFBEDREETHCHRL. TRERO (/250mL) woREEs | Jrast
R 2R RARDIEIRE . SN, BREDEIRMSERAEDZED hEBOKeF
NABURPIEERDFRIRISER T DT E[7.3.8.3.9.1.2, 11.1.4818 15128 188 350me 50mL/B5 | 75mL/BF
2HE 1,050mg 33mL/Bg 50mL/Bg
RB(ROBELCFBSLENTE) 185%% ]jgggi gg;ﬁ
AR ORI X LBRIEDEHEEDHSERE oY )LE 188 1.400mg 125mL/B%
- 3UAZILBLIE [EE 1,750ms 125mL/Bs
St B8Okl E
3.1 #8A% 1912)LE [EE 350mg 50mL/B | 75mL/BE
BFR | 54TV SRR E350ms P 1.400mg 25mL/B5 | 50mL/BS
s | 0/ A TIL7mLeR) B BEE 1.750mg 65mL/B
PN\ HTT(BIEFHERR) 350mg 1588 1.750mg 85mL /B
g | TEREME 595me. L-EXFYVISRIEATIY 8.6me, LAFA =" 7.0me, L 29428 [EE 1.750ms 125mL/FE
! VILR—K80 4.2mg. L-EXFIY 2.3mg. ITFNEEFRUD LK 0.14mg 342 JLELE 188 2100mg 125mL/B5

FENSTF v Z— X\ LAY —IIRBIZ AN TRIESND,
3.2 WEI DR
2 MR | He-~-MEEeDR
pH 5.3~6.1
RBEL | K1 (EERIERICHI D)

4. FHHEX TR

OEGFREEF I UV V20 AZ RIS DYIBRAEEISEST - BFDIF/ Rk
OEGFREEFEEBIEDUIRAREISEST - BRDIF /| IR

5. FRENIFHRICEHET DiER
<EGFRIEIEF IOV 208 AE RGO UIBRAEEISET - BFROFE/ \HHbafhzE>
5.1 THURBZE T OREENIIBREMERICHITDRAEICKD. EGFRELGFIIYV V208 A

EEPERINICRE LIRS TDHTE REICHO TS, ARINIANEMAERERX(E

EEKEYZANDIE.

5.2 lRARIBRICHAIANSNIcBEDEGFERDEFEEFICOWVT. [17. lRRMIEIDIEORNEZ

AU, ABIDBENR O R M2+ CIEEUIC ETCOBINEEDBERZITOCE [17.1.188]

5.3 AFI DRI - MBI AL U COBEMER VL2 MEFHEIZLTULIEL,

<EGFREEFEERBEDUIBRTEEFEST - BFEDIE/) HRAAHE>

5.4 THIERBZE I ORIEENFREMRICHBITIREICKD, EGFREGFER(IIV20
BAZRRZR) RSN REICR ST DL REICHIO T, ARSI AANZHA
EFEENIEEREEEYZAVDTE,

5.5 AFIDIiTaT- it MENEEE L COBMMER LR MEIHIILTULIEL,

) ARSI NN A ERR X FEREESERCETDBRICOVTIE. UTDDIIT A~
NSAFORECTH D!
https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html

6. HiERUAZ
<EGFREEFIVV 20 AL B DYIBRTEEISEST - BFOIE/ A= >
HIVIRTSF U RORANFERFRIDAEDHAICBNT, 3BREZ1 YA I)LEL BE. A
[CEF7ZNVIRT BLFHEBRZ) ELTUTORERUAE CRBRIET D, 15d. BEDIRRE
[CKDBEERET D,
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