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AEOEDNIETIRT VIV BERAFEBICH T DEERBBIEL G T F T4 S5+ —DBERDH
BE

| 2hEEN IS %R (BRIMER ENTFIEE. SMRNZRIMERICR T 58057 ki)

O LERMERXMEATFIBIE. BMRNZFEMER

5. MEENSHRICEHET D7ER (7}

(ZRMERMENSFIEE. FHMRNZFREMER)

5.3 EAZSTER SN BVEE. BIEOE CTOBRIRNMESNBEVEREFICHUTAREIDRS
ZERI DL,

——

=~



BHENHRZEISFREICHT IR
(ZRIMEREPASFIEIE . BRMiRNSHRMERICREY 58897 Z ki)

9.1 SHE-BHEIEEDH B EE
(GhgeiE)
9.1.1 DEEEEZENHHEENFZDEIENH DEE
BE5DOYIBSEAICDER. DII—SCEBEZIUVITETIRE, BEDREE TR
FBHTE, RSPV IR SHRICRER SVEEZEB(ENEBERESE2BZNL B2, [11.1.1088]
9.1.2 Fifi;2iH. FitREREE N H 2 BE N FZDEEENH D EE
/5D (FRESBERICRETRE PEBRMEFH O DIFRSEEN GBSO, FitkisrBE(L
SEZBEND BB, [1.2.11.1.138]
9.1.3 FRUAIVADBRAR FEHEEE T HEE
AE|DEBERE K OSEER T &G L CA R BEE PRI VAR —H—DEZI UV
BITSRE BREEFR DA )L ZADBEHA L DBIRPAER DFRIRISTE T B E. BRFFRDA IV AF v
U7 DEE X FEFERRLE (HBsHERM . h DHBCHIAX IFHBsHAR ) T ARIDEZRS(C
KW BEUFFR DA IV ADEEMALIC L DENERTA R SFFRN BSDNDTEN' B D, RE. HBsHIE
BB E AR ER S L%, HBSH AN MDD 2 MBRIFFN ZERELAID|RESNT VS,
[1.4.8.3.11.1.380]
9.1.4 RRLE (BINSE. Bk, D41 IV ARRRE) #5HU TV EE
EEERICRREEEBIL S B 2B ZENN B 5, [8.6.11.1.78H]
9.1.5 EELEBHEERTDH2EEH SV IIESHIENEESEN HHEE
BFPERR A R OV WA B S U EE(L S B 2B ZNHH D, [8.5.11.1.688]
9.1.6 EMIBREDEHIREDH HEE
9.1.7 PUIL¥—FZANH B EE
9.5 1%
R FEIRLC WD TBEM D H 2D ICIE. BB OB BRI Z FE2 MM T N2IBE(C
DIRT T BT E. ENgGIEREEEEPI @B T 2T N SN THY, HIRDICAFIER S UIEED
HEIRICBVT. RREMmU> ) BB DRSS NT LS,
9.6 {237
BB FOBERM N U BIREDERMZZRBL. FADMGE X EPIEFR T D& AFEEIH DI
BITTRIENRESINTNSY,
9.7 INRF(—BBKk#)
(ZRIMENEAZFIEE. TEMRNSRMER)
9.7.1 INRE AN S E UTERRREREERL TLIRL,
9.8 SihE
EEDREETDICHREUBHDEECRE T2 E. —RICEHE CIIEBRENMETLTWL S,

3) Krysko KM, et al.: Neurol. Neuroimmunol. Neuroinflamm. 2020; 7(1): e637
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| BICEEEEY BEE

B DEEEEE0H 2 FENBZDEEREDHSEE
TR PDVES BN SBHASERHBZTNNBUET .
RSP HESBERCDER. DI I—SICLB T IV I B TIRE BEDREETHICHERL TS,
= p10MHICERZEY 2EEALZ DMK @Z Ot 6EDE TTREB L,

B HHEEEEEDH 2 FENZZ DEHEREDHSEE
[REEECEBRIVEZ M S2MOTREEEN G5O, MRS 2B ZNIH2SH. BE
DB+ TR BEZBRU T 2T,
= PIMBICERZET BEIFASZ DMK OMEMIN bEDE TIRRI LI,

B BEUFFRUAIVARRDH D BRERISZDEHEDH D EE

BEUFFR DA )LV AF+ U7 DEE X IFBHERGE (HBsHURBRE. D DHBCHA N ISHBsHUARG %) T AFID

5K BRFFR DA )L ADBEEMLIC R DBIMEFFRNIFAFR D B SON ST EN B FETICEIAEA

PRESNTVET s Ko HBSTARRIEEE ICAEIR 5%, HBSHA N IR D2 EBEUAT R Z FEE UTER)

PRESNTVET,

RERS(THII T BARRFR DA )L AR OB RZHSL. AR SR CEVRNE ZIT > T EE W,

Fc OBEAET R OTEEE T RIS L CAISREIREB O DA VAN —HA—DEZSIUV T ZTIRE,

BRUFFR DA )L ADEEMHEDEUER PR D FEIRISERL TIZE L,

»p6~7 [FICERZET SENEAEZ DR @BEFFR A IV ADEEHEIC K DRIETR. FFRDIEE]
HEDETIHERLLEE L,

% BEIFFRODGEICEILTIE LIFDAA RS A Y ZBEICLTEE L,
[BEUBFISEREAA RS (541R) | (202266 8) (BAFEZ R FXEZEAL( RS VEREER 7)

B BEEZSHUTWVBEE
AFNDBEEP SR>/ EROBA D' GSDN, BRI T R DR, 2EI0TUVANHA U
TEFIDHRESNTVET,
FEIDOEEIHENERICKREERES 2B ETNN BUFT,
Fle FRICKIZa—EVRAF ARFROBZ NN H 2D T, BYEFHHEBEEZERLCIZS V. BE
DIREEZ T CEHRRL BENBOSNEBFE SRS ZPIELBYRNEZ T> TS,
= p8[HHIEREE T BEIFALZ DR ORPE| EDE TTRRRZE L,

B EELEHRERTOH3BEHIVEEHROSRSEN G2 EE
PR RO RS ZERS & BB 2B ZTNIBUET.
EERBEPRUR ST % FEBNICIRREZTOBLE, BEDREZTHICHRL. RENRHSIC
S EIFREEDEMNBEE(T TS W,

B EEACL B aBEPDESE

ARG SPIC—EEDOMETENGHSHNBZIENHIET,
MEDZEENSFRL BEDREZ TDICEHRRU TSV, Fo RS TROEMHRIMEICKDERAEICH
FRLTLIEE W,

=» p10FTERZET ZENEALZ DR @ZDfth| BEHE TIHERIET L,

RERGSPIINA T ILT A ([E. I8, [FREE) OEZIUV T PBEMEEROBRRZETOIEEDIC,
BE5RDBEODREZTHRELCTIES L,
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2 5 {EH

B HAEEHRAICEETSIL)

ERI LS AR B T RIRET
= c VDRIRICED
EOOF U j’;jf;%;ifi’;ﬁifi% mg; BU/SRIEEERIC &Y FRT S
EEETITF Y A CHOICGRVIOTE | sz2nn's 3.
17D,
. BU RIS (ERIC KW DT F Vo
~ 7N N= “>_L\- Y R X
RELDTF IITYODREAFCCIDTN | 12 wmmEs BB ZNN
NH B,
5%,
R T RE | RS DRME WERUSA LR ‘
S B S I (R R (2 & B AR
ST %) CESCERIERULEAR, | oo R
BIERERLEVEE | BYLEBETS. R °
R —BEOMETEABSHNBE R
ST ) ME R AR B BB ZNN 55,

»p15[BERVTRIENDSHAI HEDE TR EET W,
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BENU TREN DA

FEIDRG5ZRFTHEENFZT DKLU TF AR DREE DT BHERAPZOMRRECDOVTH T
([CTRRBAVIEE  BEZE CTLIES L,

B FERGECDWT
REIDU I SEIEEIERICKUBU Y/ SERN B L. BlEIRESB2BZNH B, COLIBESIC
R EE BTN D) ET . AFIESHRDR R 5% (FEBEDREZHCEEL TS0,

B SIfERICDOWNT

Infusion reaction&EUTRDEIFIERDEHEE CHRESIN TV EABEITHIBLTLEEL,, INHB
DIERIE. ECAF OO SEFICH5HNTVE T,

* FEH c BE * B * BB « K * TOFE
* FHP * % * B - MEFE &

»p4~10[HFICERZETIENEREZ DRI BEDE TR T LY,

B FEEDI7F > DEREICOWNT
DYHF YT REDTIAZZSTEBEEZITTVDBMREMIERYF U NNERECHWVWT. ALY
DIOF VEBANDRIGNS DEDRENHIFTTY,
AEPGSRICE( L DI F U EERB USRS, DI F VDRSS T 2R ZFNAHBUERT DT DI F iEE

BEAICTERLIZE L,

8) van der Kolk LE et al.: Blood; 100(6): 2257-2259(2002)

B 3%, ER. BB DRSICONT

HIEFHIRLC WV 2 T REED B2 L MEIC(F, BB EOBERMENERIEZ FOSEHMESNBIEE(ICDH
BEEREILTLIES W,

B8, ENgGIFREEREPIZBE T 2N HONTHEY, HRPICEABIZZR S UICBEDOHERICBWT,
FEMU /RO DERESNTNE T,

AR O ARME. ZRREMCETZT -5 BRICRFIFEICEIZT Y. HDWVIEFBLDETEREIC
NIFTHEICEHT DT —SEHIEFR A Ueh o T AENR ST RUIRE#1 20 BDORBIFEFLTL 2L
SO EBBITHRALTLIZS L,

BRIFENDERSICOVTIR, BERELOFRMERUBARBEOERMZZEL., KIOME X (P ZR5T
LTLIZEW, [ENgGIFBEPICEITTHIENHSNTVET ]

2 UYF I T (BLFHEBRR) DYF I TR IRERMIXESY
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e —————

1185 (Premedication) [CDW\T

AFIDIRSICEHEL T YIOIR 5P h o S5RIE%E 2485 - LINICinfusion reaction M BFLE T,
KEIRSEICEEFL CHOHNBIinfusion reaction (Fzk, BE., B8ES) 28RS E21CHIC. AFIRS D309
HIICHIE XY = VRN U BRBGEREIEDRIR 52T o C<IZE L,

Fic  BIBREBRIVEVRIEHABLBZWESE. ARIDRSICEUT, BIBRENVEVEIDRIRSZZERLT
<fZELN,

MEXIZVE| BEERE. BIBRENLVEVRZORIRSZITocBE LSV TH, EERinfusion
reaction " EIBUIcEDFHEN B DD T BEDKREE T ICERRUTIEE L,

[&2£]Infusion reaction|Txt 3 BETZSZEXIDEI (GP13-3015K58%)

RIS A %59 B05H
HifIE RS SV —* RON GBS \
W+ TBS
TENP= /DTy 500mg rUBRREIKHK] RS
20 BEIA30) Al
FurRzZvOU* 100mg

1 EREDAICHUCIE. EREFER DA RS A VISR SR (HIEER, KOG, HIEEEl. PObriRy S
FREERE) RSN TOELR,

*2 FAEEICKIREENERBDIHRTELTBIFEATUR,

*¥3: PURZYVOVEARIEHATERTCHDIIEICEEBEVED,
HEER2EEAEUTCVPEL (ORI TFIRKNY. EVITURF URBIENUOTURIVOY) ZRELT
&4, infusion reactionMFBAED = ICSEFEEEHRERED A RS A /(CEUTRIDEIRNE - RESEERIEDRIE
MERIVEVEZHBTRSULCHLWVTEELTVEUS,

2) BETHRsREU Y/ NNEREZNREVCERLESEIERER (GP13-3015H5R) | UV MRt HAER

B TOR—IBHEDLECTTERL S,
pPSMFICERZE T SEIERAEZ DX @Infusion reaction]

10. tHEER (IR
10.2 HEER (HRISERT B L) (R
REIFNERZE I 258 (REilHEl. Bl RENLEVEIE)

11.1 EXBEIER GR¥R)

11.1.1 Infusion reaction ($8fZ7R8A)
AEDTRSHN TR 5FIA% 24BELINICE < H 5N Binfusion reaction (IEIR: F#, BE, B0\ I8 KB, T OFE K2,
0%, REER IERES) O REBEDHIO%BICTRETNTHY ., INSDIER(E G BEEM~PEE T, EICAF OPERSE
[CHESDONT VD, Fle. 7F T4 5FV— ES. DESZFOEELBIER (KM, MEFE. KBRINE. [ESTEE, ik
(EEMAR. 7UILF— MR EEZ )  EEIREN. RE 2 IRGEEESR . DFERE. DEME. DREMY 3y
F) B'HOONBIEN B D, MEAIZ VA BEERE. BIBRENLEVEIZEDRZRSZToBEICBVTH, S8R
infusion reaction M RIRLIcEDIREN B D, BHHIRBHONCIBES(F. BBITRSEPIEL. BYRILE @RIA . FEA.
S[EXIRS. BIBRERIVEVEL BEGERS. MERIZVEIDRSS) #1T3EE0(0 ERN TET 2F TREEDIRER
THICERRT DT E, [1.2.7.1.7.2.7.8.8.1.9.1.280]
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3E R BF DFEF

AERERENOOVUYF IV IBSREREEKHKI DMNEE [BR. AL, VYF VYT (BLFHEER) [UY
FUTTHE11ELTIEEI75mg/m?].@1~4mg/mLICHIRT DIchICHBIFRBE (EERIER Y (F5%
TROMEEFHR) DEEEHUF T,

AR UYF T TBSRIEESEKHK] DEBSEZHE NCIEWHU. 1~4mg/mLICHIRT DIehDICHERE
DBREDASTe s R/ N\ I ITEALE T

OFAB. SUERSER NI ERPHNCREUBSREENILE T TIRNDRET 2EZNNH2D T BIREND
ARSI DR IFHUWVRE Z IR TZWNTLIES LY,

. FREORIEEPDCEALTEE WV, e ERROERISHESROBENDHBDTEALRNTL
ZE0,
XMEISREUIEE BRI OREMRUREEICRIBNIECDTREM N B UE T DT, MRIEDREFLRN T ZE,

FURERERNYTIC AR EDREN BV 2R SHIICER CiERL TIZE L,

[8Z]
- UYF YT BSREEE KHK R UBRRBRDOHEEDE L 5E
U“J-’-F‘D??“ 1w :J7 )" o
BEREW  (WEFERD)  poeatiroy  ERE
(115) UNEESE 2 Al tb (mb) (mL)
ELT(mg) e
| $ L 4
X375mg/m? +10 x1.5~9

« RREBRIOVUYFIY T B FHEIRR) [VYFIYTER111R58 (mg) . UYF IV IBSRiRERE
[KHK] & (mL) RUFRRE (ML)
<UYF I TBSrEESEKHK] RIERE © 1Tmg/mLaFI>

U‘y:F:JVj\ 1\ S y
RRER (BEFEBR)  poitoira, | — BRE

(m?) DNEDESE 1 ) B (mL)

1.1 413 41 369 410
1.2 450 45 405 450
13 488 49 441 490
1.4 525 53 477 530
1.5 563 56 504 560
1.6 600 60 540 600
1.7 638 64 576 640
1.8 675 68 612 680
1.9 713 71 639 710
2.0 750 75 675 750

MEBEBISH Y (E5% T ROFE TR W3 T BSeuEsEE [KHK] (ML) D/NEEE— 1z Us A A UTciE
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f) ARERE 1.5 M’ DIFE
<UYF I TBSrUEEREKHK] RIEEE © Tmg/mLofF>

- ARICEFIT DD

YFIRT UwEyTT

N —|

(m? VYT THE]

£LT(mg) £LT(mL) (mL) (mL)

1.5 563 56 504 560

50mLiR @ 1 500mLARAS : 1
10mLHR : 1 100mLARAS © 1

« VY F I TBSrUERSE [KHK /RDARFIE

®500MLERRN'S @UYF Y IBSsEEEEIKHK] %
50mLik< 50mLilZ RT3
50mL
500mL l » | 450mL T » | 450mL
50mL 50mL
®100MLERKN'S @UYF Y TBSAEEEEKHK] 10mUEN'S
46mLik< 6mLIK=ERUIZ RT3
100mL > > 6mL
l 54mL T 54mL
46mL 6mL
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i

U+ IBSHiEEHEKHK] D SICDOWNT

| AARURE (BRIERENFEE. SRMRNZRMERICRT 28057 = k%)

(ZRMERMENSFIEE . BEMRNZFREMER)

BE. RAICE DYFIRT EBETFHEER) [VYF Y T%FE11ELTIEE375mg/m 7z 1 B RRE c40
sUEERET Do

GhEEFLE)

AESAFERERIBRNF5% T ROMEEFRICT 1 ~Amg/mLICHIRBRUERT B,

7. BiERUREICEET %FR

(GhgeHE)

7.1 FERESEICEFR U THSHNBinfusion reactionZ&5g S B2 1z(C. AFIRS D300 FICTIERSY
= VE BREGERERISEDRIRSZITD &, Flc. BIBRENVEVEIEHBURWESE AF DRSS
[CERUC. BIBRERILEVEIDERSZEE T D E, [1.2.7.8.11.1.158]

7.2 EARE(ICEHBEUCIE M. [BTEE, MEFEFDERNFEITT 2D TARIDFNREZST.,
FNREZ LIFBREFITERT DL BRI RIBUCIESFEAREZEDHDINDULEHIET 2,
FEMEROBEEFESICRSZDIEL. BUBLEZETD. o, BRE5ZEMT 255 IHERN TR
[SHRUCE. PIUEFRROFED U TDFARE TR S ZRHIRT 5. [1.2.11.1.155]

73 FAREFUTDESIET D, 22U BEDRREICKFARBREIFEERIRT 2T, (7R

I AESVES 13 554 SENRE
- EHIEREE T OBMRI MUY /N (I0IRSE | BAID3051E50me/ B TRIEL. BEDIREE
SRR EHHERUBHS, Z0D%309E(C50mg/
- SFEME N PEFIERE, BB S5 B9 T, BA400mg/BETLEFBTE
MmER HTCE3,
- BIEEECHRAT ORI —TABX | 2@BLEE | #EE SECREBEUBERN &M ToH T
< AB AR WRR A SRR BE. 100mg/BETLIF TR S EREBL.
- F FOMEMAR I R SR B ZDH30HEIC100mg/B D LT, Bk
CATUVEYT FUFEIVORIE 400mg/BEET LIFBTENTES,

(%%E?’éﬁ‘ﬁﬁﬁﬂiﬁ\ TRMIRIZHIMER)
7.4 BESEOEMENRULZEMCEIT BIBHIFESN TN D8 FEIOBIRS(CEALTIE. EitDTE
ZIBE(CIREIT DT,
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| DR SEOEE

FEIDRSICEHEL CHRIRT 2 EHRRIEREFFIORSRICEEEISERHON S8, YOIFTEDINE AR
TEBLTIZE W,
BEOREICIHUCOEAFIBREZEERRI 2T ENTEXT,

B g5
B ESBB309F1ICHEIES (Premedication) 17> TLIEE LY,

W 5
DS REBRPIR S L T<RE W,

W 25ER
FUBEEER) N T DERICHE LOREN BV Lz, BIECHIBLTRE W,
B EARE
YIEHR S5 |3 BAID 3023 (E50me/ B DEE Trudssi 2Bt L. BEDREE THEBELENS, 20K

FNREZ300BIC50mg/B5 9 D LT T H&RAA00MEg/BHETREZ LIFHIENTERT,
BHGEAREZTRH. WBR Y T2UHTERALTIEEN,

PO SR DFEARE

(mg/BF)
e

350 A
3OO o+eeeseesersr e
250 A
200 A
150 A
100

50 A
0 |

309 309 309 | 30% | 309 ) DS
UWEYTT
BSERsE [KHK | Bt

* FRIDFANREZF R FPRINA I IT A VDEZI UV T RUBMEEROERSEZ+ 2117 2TEE W,

OFARE(ICERHEL T ME T [ ETRE . MEFEEDERDFEIRLE T INSOERIFEAREZ EIFcBRICHKR
ULPTVDTIENREZ LR FFICIREREEDREBZHRRUTIZE W,

« BY~DPEEDOIERD HONBEERICKIENREZEDH DN REDPHHEERL CIEE V. BEERERDHS
NIEHBBIREBITRSZRIELBYRLEZIT>TIEE L,

« R5ZBRI BB BRI TRISHRUcCEZHFRL. PLERROFED LT O RE THISL. HE DIRBZEST
U D'SIR&GISREZ E(F TS0,
REEDREICS O T TSITEAREZEEET CEHERLTLIZS L,

it
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| 2EEEORSEDER

2EEMESERSHICEHRARIRESF ZRMEL. REDRREZ +I(CHEFEL ThoREZRELTEE L,

B ks
2EBELEHE DR SEIB309FIICEHR S (Premedication) Z17>TLZE LY,

B EAERE
20BUBEDFARBREF. ORSEICERBEUCBERI &M CHho/zBE. 100mg/iE T LEIFT
RS REIAL. ZD%30HE(C100me/I DT BA400mg/BET LFBTENTEET,

IO SHEICRIBUEERANEM CH OGS DFEARE

(mg/B%)
Q) e

350 -
300 e
250 -
200 s
150 4
10Q reeeeeeeeeeeeeeenns
50

0

P& DB
UyFywJ
BSmEaRE [KHK] FHta

AIEHR SRR UEERN B TR S IEE DFEARE

i

(mg/BF)
0 e

350 -
300 1
250 A
20 fesereese s
150 A
100 reveeeeesesmssmmsesee
50 -

0

309 309 | 30% | 309 L DB
UYEYTT
BS EERsE [KHK Bt

* PR S EERRICARIDFAREZSF), 8E5DENA IV A VDEZIVV T RUBMEFIRDOERRZE+2(TT>T
<fEEL

* YIEHRSEICRIERD ERD SR SIESI TH. 20 B LEICHIS CRHERNHIRI 2 EN H2D T BEDEHEZ 9
(TAToTLIEE L,

e
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| BiRS5®EAEB) ICOW\T

B BSRIISERTSIE
REIDBRSICEAU T, YIOsRls CRAEROREZRMEL, BEDREZESIL CHOIREGZERET DIRE,
SO TS ZEEITARFTLTIEE L,
FEIMESSNICRE TIREETE (CMAFASHR) ZEUDTEN BRI . COXRIFESICHIRSUIC
BEE UL F— BERINENRIRT2HETNHIBIET,
KXARDOBIESDUEZHMT DI DEEFHEIISNTLEE Ao

B EBSICH>TEFETHE
BIRSROYOHES(E. MOaERERIERICTET 2N T WA CEEL T ET 0,
BRSEICSVTE, SOR5IB307F1ICHTIRS (Premedication) Z1TL). F1EIR SN O 2EBEED
BE(CGUEEAEEESTOCARIZIRS LTSV, Fle. RE5DPEINA IV A VDEZIUVITRY
BthEERDEEZ T 21T TLIEE L,
=20 [{IE&SROER]. p21 [2EBLEDORSEFOFE] 2 SRIIEEV,
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o o e o et o o o
—: - Z ez

BlI{EFFAFIRIFEADH P T

TRZESE(C. ARRSPRORSE TRIETEIRIBEDREZHRL. EBDHSNIIBEFTTOIREIC
RAOFTTRICHERULTLIZT L,
»p4~10[HFICERZE T IENEREZ DRI BEDE TR T L,

Ve

“ infusion reaction (5H~#5& T%EH)

A )L ZAERE (HBV.HCVDY —AH—. DA LR E)

BEUFTRIC K DBIERTX. FFRDIER
RERIBER~REETER2107°

JUMERRZ . BIMERIEIAL 47 cPERRIAN
HRFIRIERAE . [/) W2

REMIBER~IRSKTERENA

(BUZ/NERPIFRIRR AN ERH S N B HAR)

REMIBR~IRSE TR 20

ETHZ R ERE (PML)

B SRIAE~ RS T %660 F1? }

551 R5HEH B5RBE BE5K&TE BE5KRTE BE5KRTE BE51KRTE
~5i&TE 61H 1218 2418 6618
ZH

% FECDBIEN THHOTHEWERANRIRT 355G H DT, T+ FRULTLEE L,

9) Kusumoto S et al.: Clin Infect Dis; 61(5): 719-729(2015)
0) Tobinai K et al.: Cancer Sci; 102(9): 1698-1705(2011)

1) Mclaughlin P et al.: J Clin Oncol; 16(8): 2825-2833(1998)
2) Carson KR et al.: Blood; 113(20): 4834-4840(2009)
3)

1
1
1
13) Svensson M et al.: Br J Haematol; 156(3): 407-409(2012)
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e —————

ERPREIER T2 8 5 NIBI{ER D FEIRIR:

| SiEROBE

FBBEDETHARME / lEEEZWNREUVCEBRHEBFER (R-CVPLI XV AH| ORI T 7= KK,
EVOURF URBIENRO T URZV YV [ERFAGEIXIETURZVOV) LBV T, Z2MFTNRER31 240
2290IICBIER N SRS NFE Uz, EREWERIE. WhERAME (20.8%). EH (13.8%). EAICHEDIKIG
(13.1%). B0\(10.9%) . K= 2—0/YF—(10.9%) . &5 (8.3%) . BIMEREAME (6.7%) . FEIIAE (6.7%)
TERVE (6.7%) . REMRE Z21—0/VF—(6.7%) . BREAE (6.4%) . (R (5.1%) & T U (EEREF) o

W EIER (BRaMU Y/ VEEEMR - GP13-3015587 | (HAEARIR) (RE36)

AHKIE n=312 AHKIEE n=312
£Grade Grade 3/4 £Grade Grade 3/4
n (%) n (%) n (%) n (%)
2 229(73.4) 88(28.2) ORIk 12(3.8) 0
MARBLTV/NNRES 87(27.9) 57(18.3) _REERYE 9(2.9) 1(0.3)
GFRERRAME 65(20.8) 44(14.1) HIERR 6(1.9) 0
BMBREAME 21(6.7) 7(2.2) RE BB 5(1.6) 1(0.3)
FEENEGT CPBRIBIAME 15(4.8) 15(4.8) OB STE R 4(1.3) 0
=il 14(4.5) 1(0.3) WEZ e 3(1.0) 0
U/ VBRI AME 2(0.6) 1(0.3) BRX 3(1.0) 1(0.3)
MV RIBIAME 2(0.6) 2(0.6) ERPYTR 2(0.6) 0
ERERIIRIE 1(0.3) 1(0.3) REERANIRZE 1(0.3) 0
BIMmERIBI0AE 1(0.3) 0 RS 1(0.3) 0
N IMERRIAME 1(0.3) 1(0.3) RS EBESR 1(0.3) 0
IDEES 4(1.3) 3(1.0) SIEREAE 1(0.3) 1(0.3)
WTVAE 1(0.3) 1(0.3) RTPIDRIE 1(0.3) 0
IDAfELE 1(0.3) 1(0.3) AIFTERA IR 1(0.3) 0
HRSVIN AR 1(0.3) 0 KR 1(0.3) 1(0.3)
Y:iit 3 1(0.3) 0 IDE BRI 1(0.3) 0
FUY RS UBTE 1(0.3) 1(0.3) U 1(0.3) 0
STEIMESRRR 1(0.3) 0 HIEEESE T 1(0.3) 1(0.3)
ERSUREBES 5(1.6) 0 Bhast 1(0.3) 0
EEREIOE 2(0.6) 0 R 1(0.3) 0
ELi3i 1(0.3) 0 BEES 1(0.3) 0
Hig 1(0.3) 0 REMEA LD 1(0.3) 1(0.3)
BZOFEE 1(0.3) 0 W=7 1(0.3) 0
ADES 1(0.3) 0 StE R 1(0.3) 0
ERIRARAE 1(0.3) 0 Tk T8 1(0.3) 0
RfEE 6(1.9) 0 BER 1(0.3) 0
TRIEND 2(0.6) 0 CIREAAR IR R 1(0.3) 0
iRFz 1R 1(0.3) 0 ODFEREE 1(0.3) 0
HRERF A 1(0.3) 0 FIIMNER 1(0.3) 0
iR%E 1(0.3) 0 ORFZ SFEE 1(0.3) 0
iR 1(0.3) 0 —M- L EBESIURSEADIREE 72(23.1) 3(1.0)
SRS 106(34.0) 11(3.5) aca] 26(8.3) 0
LD 43(13.8) 3(1.0) EIIIE 21(6.7) 0
2D 34(10.9) 0 FHE 11(3.5) 1(0.3)
Il 16(5.1) 0 BRI 6(1.9) 0
s 12(3.8) 2(0.6) HFEDRAE 4(1.3) 1(0.3)
T 12(3.8) 1(0.3) & 5(1.6) 0
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e

W EI{ER (BRaEU > NEEEEXR | GP13-301588” . (HREARAR) (KEREF) (Kix)

FHIBE n=312
£Grade Grade 3/4
n (%) n (%)
=R 2(0.6) 0
JFhE 2(0.6) 0
=S 1(0.3) 0
B 1(0.3) 0
AT IUSRRERE 1(0.3) 0
SESTERALZ I 1(0.3) 0
DR 1(0.3) 1(0.3)
R ZE 1(0.3) 0
ZRIRIE 1(0.3) 0
B ERES 2(0.6) 0
RERRAT 1(0.3) 0
FHREsE 1(0.3) 0
REREE 8(2.6) 1(0.3)
TBEUAE 5(1.6) 0
TFIATFI—KIn 1(0.3) 1(0.3)
KyZ7' 07U IAE 1(0.3) 0
&R 1(0.3) 0
RPED JOFERE 39(12.5) 8(2.6)
ek 5(1.6) 0
CIREANILARR 4(1.3) 0
FEEREA 3(1.0) 1(0.3)
GE/N =2 2(0.6) 1(0.3)
TREER 2(0.6) 0
Rifiske 3(1.0) 2(0.6)
KB 2(0.6) 0
B2R 2(0.6) 0
BUMAEES 3w 2(0.6) 2(0.6)
BlISFER 2(0.6) 0
PREQRRZ 2(0.6) 0
TUR R 1(0.3) 1(0.3)
RSB 1(0.3) 0
=2 1(0.3) 0
NIV TR 1(0.3) 0
K 1(0.3) 0
BRI 1(0.3) 0
FiE 1(0.3) 0
BERE 1(0.3) 0
RS 1(0.3) 0
BEPIR 1(0.3) 0
NN F—F 1(0.3) 0
FER 1(0.3) 0
W=R2a 1(0.3) 0
TRUERRR 1(0.3) 1(0.3)
SIRFER 1(0.3) 0
OFH> IS RE 1(0.3) 1(0.3)
hER 1(0.3) 0
BRER 1(0.3) 0
B 1(0.3) 0
NSEEERRE 1(0.3) 0
B 1(0.3) 0
KEFRBEDA )L AR 1(0.3) 0
B, PEBLCUBEHE 41(13.1) 3(1.0)
EANCHOIRIG 41(13.1) 3(1.0)
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AHIBE n=312
£Grade Grade 3/4
n (%) n (%)
IVEIC K BIEME 1(0.3) 0
BRPRIRES 31(9.9) 11(3.5)
SFOPEREURI 8(2.6) 6(1.9)
FPISZUTPZ/NSYRTIS—TEHEM 6(1.9) 1(0.3)
T—7IWIZILNS VR TS —E1EN 5(1.6) 2(0.6)
TANSFUBTZ/NTVATIT—PHEN 4(1.3) 0
HERD 4(1.3) 0
M7 JLAYURZ T75 —2#Eh0 3(1.0) 0
md o L7 F =18 3(1.0) 1(0.3)
U~/ NERBUR A 3(1.0) 1(0.3)
AEEN 3(1.0) 0
BIMEREUR 4(1.3) 3(1.0)
moeEU)LE >80 1(0.3) 0
Mmoh 7 RFEEm 1(0.3) 0
MmE LS 1(0.3) 0
MoPpRESIEN 1(0.3) 0
BILVFPFZ-IdUP SV 1(0.3) 0
BRI 1(0.3) 0
MV \AREORL A 1(0.3) 0
BB 0 1(0.3) 0
BB IORERS 23(7.4) 6(1.9)
BHUER 12(3.8) 0
S 7(2.2) 4(1.3)
HEPRIR 2(0.6) 0
&AL AMEE 2(0.6) 0
iz SV wINiitid 2(0.6) 0
J>bO—ILAREDHERR 1(0.3) 0
S PRE MIE 1(0.3) 0
&AUD LIMAE 1(0.3) 0
K ~UD A 1(0.3) 1(0.3)
1KV > BE IMIE 1(0.3) 1(0.3)
2FUNERRIR 1(0.3) 0
HERRBLOESIEEES 29(9.3) 0
Iy 11(3.5) 0
s 6(1.9) 0
ESEnfE 5(1.6) 0
TURfE 4(1.3) 0
BIET 2(0.6) 0
L] 2(0.6) 0
1] 2(0.6) 0
IR 2(0.6) 0
SEfE 2(0.6) 0
RSB 1(0.3) 0
TUR AUk 1(0.3) 0
EhEEE 1(0.3) 0
=H/INF— 1(0.3) 0
4 BB 7S N
RERrnfE 1(0.3) 0
FDRIMEFTEY) 1(0.3) 1(0.3)
TR RES 89(28.5) 5(1.6)
M2 —0O/NNF— 34(10.9) 4(1.3)
FERRE 21(6.7) 1(0.3)




W EI(ER (BRaEU >/ NEEEEXR | GP13-301588° . (HFETARAR) (KSR (Kix)

AHKIEE n=312 AHIBE n=312
£Grade Grade 3/4 £Grade Grade 3/4
n (%) n (%) n(%) n (%)
REMRE =1 —0/VF— 21(6.7) 0 TUILF 2(0.6) 0
FEEE] 9(2.9) 0 S 2(0.6) 0
SFEIMEDHEL 7(2.2) 0 TUILF—HEISER 1(0.3) 0
RERE 5(1.6) 0 S EIEIT IR PRI 2 1(0.3) 0
TR R 5(1.6) 0 Lpo<h) 1(0.3) 0
TEs 2(0.6) 0 EEERAE 1(0.3) 1(0.3)
IR 2(0.6) 0 e MR 1(0.3) 1(0.3)
YOZRR 1(0.3) 0 fiifEEs 1(0.3) 0
NEH 1(0.3) 0 ERLREE 1(0.3) 0
FERRIEZ2—0/F — 1(0.3) 0 SENEX 1(0.3) 0
KEREE 1(0.3) 0 CIFFIRTE AR 1(0.3) 0
FSAE 1(0.3) 0 2 ESE] 1(0.3) 0
REMEES —1—0/VF— 1(0.3) 0 RS 1(0.3) 1(0.3)
NIV iR 1(0.3) 0 2% 1(0.3) 0
P 1(0.3) 0 EES IV MERES 44(14.1) 2(0.6)
FE s 10(3.2) 0 FHEE 20(6.4) 1(0.3)
NERAE 7(2.2) 0 ZOFEERE 6(1.9)
FEELIRAE 1(0.3) 0 % 8(2.6) 0
SRHME 1(0.3) 0 HLBE 2(0.6) 0
[DEAL 1(0.3) 0 2%HE 1(0.3) 0
BOLUREES 2(0.6) 1(0.3) PR EBIREE 2(0.6) 0
PR 1(0.3) 0 ZTOEREE 2(0.6) 0
Bfe 1(0.3) 1(0.3) EZ 2(0.6) 1(0.3)
LR LUIEES 4(1.3) 0 BXA(tE 1(0.3) 0
ERAR 1(0.3) 0 TUILF—MERER 1(0.3) 0
FENEIETEAE 1(0.3) 0 el A 1(0.3) 0
RREREX 1(0.3) 0 HLEIE 1(0.3) 0
PN R 1(0.3) 0 HIDEIERZZ 1(0.3) 0
IFIRES. B KO RES 41(13.1) 4(1.3) bBMEE 1(0.3) 0
R IR EREE 10(3.2) 2(0.6) meEsE 11(3.5) 1(0.3)
CIFFIREESRE 10(3.2) 0 KIE 5(1.6) 0
B 6(1.9) 0 =IME 4(1.3) 1(0.3)
HERE 3(1.0) 0 MEZE) 2(0.6) 0
IRMRR B 5(1.6) 0

20165781087 —9DvbA 7

E—DRHENE—DEEBREEHOFRLIIEE. ZHTIEEBRINFIEES U, B—DEBREDE—DEREF XD BICSTNORBIASTEREEMA RIS, %592
SERIADFEF1BIEEST U,

HERIBOAICBATURD IR E IR 5 IER 308K RICRRUCEEERIFES LIaN oz,

MedDRA%518.0k%

2) BETHRBIRMEUY/NEREZNREVCERHESEMERER (GP13-301515R) | UV Mratt HRER

B EHER (At ) EBENR | GP13-30 15587 SR AR, T ANRER) (FRI)

FEIBF n=254 AEIBE n=254
£Grade Grade 3/4 £Grade Grade 3/4
n (%) n(%) n(%) n (%)
24 81(31.9) 22(8.7) BiE 1(0.4) 0
MBIV NHES 21(8.3) 13(5.1) RfEE 3(1.2) 0
TFPERBRAME 20(7.9) 13(5.1) B 1(0.4) 0
BMmEREAME 8(3.1) 2(0.8) HHET 1(0.4) 0
M/ RBAMEE 1(0.4) 0 RIS 1(0.4) 0
IDEREE 1(0.4) 0 BhEfEE 7(2.8) 0
SoOMEDARE 1(0.4) 0 REEBANIRZE 1(0.4) 0
BERIUREBES 2(0.8) 0 AT 1(0.4) 0
SHER 1(0.4) 0 ZEiD 3(1.2) 0
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B EUER (BHarU Y EERERR | GP13-3015H5R”  MESE AR, B AR ER) (KRS (R)

AFIEE n=254 AHIBE n=254
£Grade Grade 3/4 £Grade Grade 3/4
n (%) n (%) n(%) n (%)
BORE 1(0.4) 0 [/ \WRESURI A 1(0.4) 0
W3 1(0.4) 0 BIMmERETE A 1(0.4) 0
—f- 2 EBEBSORSIBADIREE 9(3.5) 1(0.4) M7 )LAVURR T 75— 218 1(0.4) 0
i) 3(1.2) 0 RBBLORERS 2(0.8) 0
EIIRE 2(0.8) 1(0.4) HEFRIR 1(0.4) 0
A VDI TRRE 1(0.4) 0 SPREEIAE 1(0.4) 0
B 1(0.4) 0 HERRBRUEGHERES 6(2.4) 0
FEEL 1(0.4) 0 FRENTE 1(0.4) 0
FEABAMESN R 1(0.4) 0 TURsZ 8 1(0.4) 0
FrBExRES 1(0.4) 0 B 1(0.4) 0
R 1(0.4) 0 s 2(0.8) 0
REREE 2(0.8) 0 HEbE 1(0.4) 0
Ky2' 07U >IiE 1(0.4) 0 HIRREE 13(5.1) 1(0.4)
SEMETUILF— 1(0.4) 0 TERkE 2(0.8) 0
RPES KOBERIE 29(11.4) 4(1.6) SFEDIEDFEL) 2(0.8) 0
TRUBRE 4(1.6) 0 GEPE] 2(0.8) 1(0.4)
FiE 2(0.8) 0 SRS 1(0.4) 0
GRN=2 5(2.0) 0 K= 2 —0/NF — 2(0.8) 0
RUERRA 2(0.8) 1(0.4) R E = 2—0/5F— 4(1.6) 0
MER 1(0.4) 1(0.4) BHKIUREES 1(0.4) 0
HERR 1(0.4) 0 BEPREEE 1(0.4) 0
A7) IH 2(0.8) 0 RGN LIS SENGy =S 8(3.1) 1(0.4)
Rifisk 1(0.4) 1(0.4) 2 7(2.8) 0
Va1—RESF AEMHMRA 1(0.4) 0 =\ 1(0.4) 0
PREQRRZ 4(1.6) 0 fifizk & 1(0.4) 1(0.4)
RUERE 1(0.4) 0 HESKIUKE MakES 10(3.9) 0
[NEZR 2(0.8) 0 el 2(0.8) 0
SRS 1(0.4) 0 KB 1(0.4) 0
B 1(0.4) 0 TUILF—4EREEA 1(0.4) 0
BEUAFR 1(0.4) 1(0.4) HIBE 1(0.4) 0
KEER 1(0.4) 0 HLEIE 1(0.4) 0
2R 1(0.4) 0 2%HE 1(0.4) 0
FERR 1(0.4) 0 B2 2(0.8) 0
B, ISR LCUBEHIE 6(2.4) 1(0.4) EOEE 1(0.4) 0
FEANCHSRIN 6(2.4) 1(0.4) BREBIREE 1(0.4) 0
AEICKDIETE 1(0.4) 0 mEEE 5(2.0) 0
BRPRIRE 6(2.4) 1(0.4) BmE 3(1.2) 0
meE EF 2(0.8) 0 smEIU—t 1(0.4) 0
PSZUTE/NSVATI TN 1(0.4) 0 RIME 1(0.4) 0
SFCRERECRI A 1(0.4) 1(0.4)

2016781087 —9hvhA7

B—DHWBREN B —DESBREEHORRUCISEE. NI EEBRBF1HIEE U, B—DHBRENE—DHREFANIAICSTNIRGIEEBRZENARLIEE. 259D
SERIADMEF 1 BIEEST U,

MR EDIR S P IR IOHFEICHIBUCAEBRIFEST LN o1,

MedDRAZE18.0k
2) ETHsREU Y NEREZNREVCERHESEIERER (GP13-3015HR) | U VMRt HAER
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B 5IYEF (CD20M HEE M EBMIaIE R I+ U v/ EEEE WS . GP13-101388"Y) (RS2

AHKIEE n=6
£Grade n(%) Grade 3/4 n(%)
SN 2(33.3) 0
HBERES 1(16.7) 0
FHiRERE 1(16.7) 0
RERES 1(16.7) 0
BEUE 1(16.7) 0

BE—DHBRENE—DESBREEHORRUISE. NI 2EEBREBF1FIEET UL, B—DRBRENE—DHEFADFAICSTNIRBIEEBRZENARUIEE. %593
BBRIADHAF FlEES U,
BRI N OTEREDRIMIZS#I0HE CTICHRUCBESBRERS L.

MedDRA%517.0hR  CTCAEZ4.030R

14) BRPREER (GP13-101) [CRE T &GRISEHIER UV MRSt HAER

B SIER BRIV Y FEEMR  GP13-201588") (FERH)

AFl@E n=86 AEIE n=86

n (%) n (%)

ESN 28(32.6) MEhvIS 1(1.2)
IR EAEES 1(1.2) EEBAA R 1(1.2)
EiF 1(1.2) HafEE 1(1.2)
BREE 2(2.3) FRERR 1(1.2)
TH 1(1.2) SN2ERREEA Y IS E 1(1.2)
OIFFZ SFEEE 1(1.2) 1BE. hEBSOUNBEHIE 1(1.2)
—fg- 2 EBEDSOERSBADIRE 7(8.1) SEACHESRR 1(1.2)
== 2(2.3) RRIRE 2(2.3)
I IRE 1(1.2) FSZVUTPZ/NSYATT SN 1(1.2)
i) 1(1.2) /) AREURI A 1(1.2)
SBERR 1(1.2) BmEREGR 1(1.2)
SESTEBAIITAE 1(1.2) HEBRBLUEEHEEES 3(3.5)
RIS 1(1.2) =1L, 2(2.3)
RERES 2(2.3) FhPYTE 1(1.2)
EYBEUE 1(1.2) BRREE 2(2.3)
BEAE 1(1.2) =0 2(2.3)
RPED ROBERAE 13(15.1) BBLUREES 2(2.3)
PRESRR 5(5.8) EIIMERER 2(2.3)
SIRFER 2(2.3) E2EN TEL R EN Oy = 2(2.3)
= 1(1.2) 0% 1(1.2)
[EZH 1(1.2) RMRAADRR 1(1.2)
D 1(1.2) MEBSUE MEES 2(2.3)
RIS 1(1.2) JLIR:EE] 1(1.2)
B LR 1(1.2) TOFEAE 1(1.2)
HREE 1(1.2) e 1(1.2)
AT B RS 1(1.2) MmERE=E 4(4.7)
A7) IH 1(1.2) BmE 3(3.5)
I 7Y TSI 1(1.2) Pt 1(1.2)

E—DRHFENE—DEEBREEHOFRUIISE. ZHTIEEBRINFILET U, B—DEBREDE—DEERRDBICSTNORBIASEREZEMARLUIBE. %593
BERIRDRER FIEEET U,

MedDRAZE17.15R

15) TBBEIU D~ FBE (ERARER) ZHREUVHESBIERER (GP13-20158) | UV MR att #HTRER
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EYBRRE WSEERER

CEE-EEONAEIFIEATBCE)
RCD20E/70—FIVEilk
VYV T (BIEFERR) (VYFI TR 1RH

JJ ¥V BS ikt 100mg ' KHK,
DJJ¥2 V) BSsifissiE 500mg 'KHK

BAEEFRRIEES
874291
100mg 500mg
AFBES | 22900AMX00970000 | 22900AMX00971000
IR 2017F118 2017F11A
BR5eRata 2018518 2018%1H
B3 EN 2023 9H

B R UREEE AR (2~8C)ICRTETS
HxEAHE : 361A

uul#

1

1.1 *ﬁﬂ@?x%(i FREI TS TEIEEMEICHV T EERE
DA 12 Z I DEMDSE T, AR DOfEAHEY) S HIE
ShBEBIDHITITICE, £ RERIRICHEIL B BENIIZDRIKIC
RO EREEHHICHBL. 2B TroR54BE T8,

1.2 REID R 5 IR #3093 ~ 2B E LW HS5hHhBinfusion reactionD>5
TF7147% - MEE OCEEEFOEELBEEA KERILE. iz
B 2N FREBERE. OHEE OEHE. R avIE)ICK
U BRTEICES BN SREIN TV, ChoDTF D ZLIFFEERE
H24BEELRICHASNh TV D, - AFZBRSULAEOWE RS %
1286 CheDEHERP HEhh BB Thd 5, AEIR S hiIN1 2L
12 (ME. BRHA. FRBE) DE=2UTPEMBEEROBEEITHE
EBHICIREHBROBEDRBETHBETIEFILUTORAEICD
WTREREEP S POEERLRPTODOTEETIE, (7.1,
7.2.7.8.8.1.9.1.2, 11.1.15 8]
- MFRICKEDESEMIEN H5 (25,000/uLbl ) BEBEED SV

B
-BIEEHOBE
< DREE. R E 2 H 28 E

1.3 EEEO AR DITHEO. BARL. &HUY LM, €HIV ) LTIE.
= RERIE . &) > IMAE F OREE B BIE & 3% (tumor lysis syndrome) ¥
HoHh FEREFICERL AU BESICLIETHRCBPLEE
Bol-BEPHREIN TV, MRPICKEDESEHEFHIBEEICED
T HEER S5 %12~ 24 B LN ICEEEICERDONBEND. RBICHE
BEPRIUBETI. MBEPERGRERVBHREREEZITORE.
BEOREETHEETEIE £ AFEBIRS U EER 5%
6. ChoDEHERP H5hh2BThHH5, [8.2.11.1.28 8]

1.4 BREIFF R VAW ZX U7 DEBEET. AR OEEPB P S EERT %
IS BIERF R I RDEE FARRACLIETHHFHESN TN,
[8.3.9.1.3.11.1.35 8]

1.5 RSB IRE %2 (Stevens-JohnsonfE{&EEE) . hE MR R IEILRE
fiE (Toxic Epidermal Necrolysis : TEN) &0 R EMEERD HSHN.
RTICES/BIDIRESh TS, [11.1.58H]

2. BIZ(RDBZIIBZELLRNIE)
KEIORDXIETIRE N ERFREGICNTIEELBBEXE T F
T45F% - DREROHZEE

CEDORMOIEHRESE L AFDREN BT EHIENZEEICERTIIE,

(XM MM MR D RBER)

5.6 BREXIIHADBAICOAMEBEERTIIE, /2.
DEEPFETEHIFEINZEBE IERTIIE,

6. AERUHE

(BiRaMEIER T F 2 VhE)

BECRACIE VYR T GBIEFERA) [VYF 2T #K1]1EL T REI75mg/m2% AR TR

TEEET 5. AR SEIISIBAET 2. tOMBHESHICHAT2HE . HETINBIEEER DK

SRERICEDETAYAIHIIBEIRET 5, MR EACHAVWSHEERGAE RACE. UYFI<T

CEIZFHBA) [VVF 2T K11 LTI RIE375mg/m2% sl iE T 5. 5 ERId8BEEE R L.

RAFESEHI12EET S,

(GREIMHIRET OBHREM >/ \EEM R R)

BEVYFYT (B FERA) (VYR T %G1 1£L T BE375mg/m?% 1 BB CaiEsfEd

3, BAHSEHIISELET B,

(B RME K MEAZFIEE. BAMHEN S RIE R RS R M/ MR D MHERBER. %R M mAR MR

W MEEREER)

EERACE VYRS T GEEFEBRA) [VYF 2T HK1 1L T BIE375me/m2& 1 BB T4

B SiEEET .

(REFARBECHRATDEIN—TIBR)

EE VYRS T (BIETFEERA) [VYF 7T HKE1 1 &L T BIE375me/m?% 1 BREIERR T4E SiEsHE

T3

ATUVETT FIxE2 DTS

BELRANCIE DY F YT (B FERR) [VYF 2T 1] £0T7250meg/mP% 1 [l SiEEFET 5.

(ZhBEEE)

AE) S ARERRIER XI5 % T N IHEEFRIC T ~4Ame/mLICH AR UER T2,

7. BZERUHEICEETIER

(RhBELLIE)

7.1 AEFRERHTIERL THSh N Binfusion reactionE B S € 51012, KK E D30 A RIICHEZ 23
Bl BBSERRIZDRIREEITICE, ¥ BIBHERIVEFIEHALEWVEE L. ABIDZRSICREL
CEIBEERLVE BIOMESEERTHIL. [1.2.7.8.11.1.18 8]

7.2 A NREICEEL TME TR REXES IEZESODERPRBETIOTARIDZEAREET.,
ANREE LT BRAFERT L ERP BB S ELEANEEERD S HEHLIERIETS,
BELSERDBERESICHRSEFIEL EYLELBET, £/ 5 EBRTHEERI TR
HKRUIZE PR SEDES LT OEANRE THREERIAT 3. [1.2.11.1.188]

73 EFNRE LT DEBNET B, 72720 BEDRREICE)EARRRE SEEBIRT DL,

HBERSZNR BER EARE
- BBIMEIE RS ) B AEEE | ZAD3041250me/ B THItAL. BEDIREEE+

PERRLEND. ZDH30DEIT50me/BF T D L

T RA400mg/BEET EFBZEN TES,

2EBELIE | FEEOWThAICHYTIHE . YENREE

BRIRTBZENTED,

- FEHE S EHCRBEUEBI RN B Cho115 5.

100mg/BsE T LT TIREARIAL. ZDR301 E
(2100mg/ R ¢ D £ T, S A400mg/RFE T L

BRANRTIZDORIMDERESE (C AH]

3. #ARL- MR BN TES,
X - BRI BB A DERBS B AIEHR SR SR
3.1 45 FEHEBDEHCHI). PO EROFRAMYL /S
R Y%L TBS SR E 100mg[KHK] | Uv*> <7 BS&E#sE 500mg[KHK] BREAH5,000/ LK B THBEHE . Q0P THRE
Bama |/ S7v(0mL) s Uy GBR | 17317 (50mL) & UYL < (Bia (BADD30H TS BD20%EHE 5L, ZD%60
FHRA) [VYFI 2T #HE11P100mg | FH#Z) [V <7 ##:1]12500mg PTHERNB0%ERS)TBIEN TES,
I EKFN 52.5mg | 7 T EEKFI4 262.7mg - BEHNEIARAE T OB/ 1858 | FIERS | R¥DD309E50me/BETRITAL. BFE DIREE+
— fE{EF R L 90.0mg | E1EF MUY L 450.0mg MR SEBELEH D, ZDH305 EI50me/BF O T
RV ILAR—R80 7.0mg | KUVILR—K80 35.0mg - BRMEREAFIBE, BEMEEN SR T RA400mg/BEE T LT B2 EN TES,
PHEREEH] & | pHFREEH #EE MR CEELRE | MEE SR CRBELU BN B CH-115E.
) AFIOBDR VY57 GBI FAERR) (UVES v T HE1 1k, F 1 Z— 2N\ LAZ—SI R MR | BHEAR CORTA AL — T AH % 100me/BE T EIF TR 5 EBIIAL. D305 8
FAWTEEENS, IBMEASFEAE M/ R DI SRBER 12100mg/B 3D L F TR A400me/RE T LIF3

3.2 HIOHH
BR7ER )YF = 7BSsi#RE 100mg[KHK] \ VY& 7BSAMRE 500mg[KHK]
ik mE~ABEOH
pH 6.3~6.7
BBEL 01 (ERABAKIHLT)
4. FHEEIIZNR

O CD20B4 DBHfatEFERT % U2 /N8

O SEIHIRE T OCD20/BEDBHEAIIEY >/ SEFEMER B

O SRMERMAFIEE. BRFEN S FMER

O B AR CHRA TR LI—TABL

O 2P S I/ VR R D 15K B

O #HR MMM/ MR D15 BER

O AT L(MIN) ATVYEYT Foxt52 RIEFHRIBR) EHBREA VNI L®Y) 1TUVEY
7 FoREE (BIEFHEBRA) EHERSOMRS

5. EERFRRICEETHER

(B#RMEIER T X UL/ HE, A IHIIRAE T OB MY >/ B TEME R R)

5.1 KRB S OE 4 5E MERBBOBDENIL FRIEDENIC 2 4R EE DEM XSRS LTI E,

5.2 EEAAMAEERIITO-Y M AN)—EZICLCD20EDREEITV. Bt THE PRSI
TWBEEDHIZRETEIE,

(HRME X MANFIBE. BHBNSRMER)

53 MRAIEETHEBEHMUI SV EE MEFAE CHALDRIBOAEVBEZICHLTAHIDES
EERTDHIE,

(REFRFETHREAT D EIN—TIBR)

5.4 BEfF/AE (X7O1F, £EIHIEIE) THA BRI BONEVEHEICHLTAEIDERSEE R TS
Eo F1 BBATRIA L EDRFOIEMESE L AR OB SN BT EHIEINDBE ERTEIE,

(ﬁﬁ!ﬁ%ﬁﬂndxﬁﬁ)ﬁ&xﬁir)

55 thDERICTHALEIIRPEFBONEVGE XIEBEEICREN HEEEISNDHBEICOAEREE
BU. M/, BERERPS A THIMR I SNEEZSNDBEIERTIIE, £/ BEHIRIA

- R MM AR MM/ )RR MR BER
cATVVERT Fox L ORikS

(SRIZIMHIRRE T OBREREMEY >/ XHETEME R B SR IME R PISFIEAE  SEM SR % RIME K B A5

THRERTF IV —T ZB K SRR M/ AR D M RBER. R MM i R D 5K EER)

7.4 BEREBOADMRVLLMEICETHERIIERSN TS0, AFIOFIRSICEL Tl EHEOAIE
EEBICRETEIE,

(BiiFAMEIER T X 2 NhE)

7.5 #EBFEICAVSIS A IR BRARICEAANS N BEOBEBESICOWT. [17. BREKRHE] 0B
DABEAAL. ERADRFDHIRTA LSS ECAFDEHUERVLLMEEHICEFLE
TOEICBEDERETICE, [17.1.288]

7.6 P EBMEEVNEBICH T BARDMHIFRADEIMER VL SMERHEILTLEL,

7.7 ORBMEEH CHAT 25813 BRRBRICHV TR AR DR SRR, B 5EBZICD0
T 7. R DEORBEHAL . ERADRIFDHARTA L FESEILTHIE, [17.1.288]

7.8 ABIH GRS ITEERL THS>bhBinfusion reactionE K& € 37012, AFIE90H B T 5 T 5IZREL.
BETAEFEACRERERL TSP SN B35S0 YRR B R ERELHIDFIRESET
Z&[12.7.1.11.1.1888]

(REFFARBETHREAT D EIN—TIBR)

7.9 RAICLTRIBRERTO/REIEHBTEZ L,

8. ERAEAREE

(hBESLIE)

8.1 Infusion reaction* $5HNBZEN HBD T, /N1 IV (ME. BRiA. FFIREZ) DE=2> 7 XAt
BIERDERLE BEDREETHICHRTIE, [1.2.11.1.188]

8.2 EBRIBERHI»HOONBIEN HZD T MiFFERERERVBHAERTEETOLE. BEDIRE
EHHICERTHIE, [1.3.11.1.280)]

8.3 AFNIDIHE LY BRF R VAW ZADOBEMALICEZBRIERF RIS RP HODNDBZEN HB, AF
BEICERI->TBERARIANNIABEDE BEEAL. AFRERNICEYERBEITICE, [1.4,
9.1.3.11.1.38H]

8.4 FTHEEEREE . BEEN HO5ONBIEN HBID T, FFHEEEREETILEBEDREE+HICHETIIL,
[11.1.48H8]

8.5 MEKK DD H5HNBZEN HBD T, AFIDABE P RUOTEER T RIITEHNICMBREEITHL
CREDRELTHICHRT 2L, [9.1.5.11.1.68H]

ZENTES,




8.6 AHIDAEERLIURMM) L SEROBED D HOSDN BB T BbEET 32 £-RE 70TV R
DUEHINBEIN TSI ELE, BEMEIERICL)ME R T MIVAIEBBRENECDNEBILT
BEHEMN $ B ABICKN Z1—FELXF RAMARBOSINS HBOTOEY L FEHEEEEERTHZ
&, [9.1.4.11.1.788]

8.7 HILBEZRIL-FAEN HOONBZEN HBD T AHAEIREL TORESE. BE Rt Rk, T M. il B Mm%
DEREFHIITITE, [11.1.1288]

(IR PERFR M I AR D R BER)

8.8 A&V M/MREDBRIEIMND HEDN-EDIRED BB 7=, M/ \HEETERICRIEL. REN B
BHONIHEUABIDESEPIETIHEBY LMBEITIE, [15.1.288]

(SRIZIMHIRAE T O BRI >/ Nl MR R)

8.9 AFI&EMTBRRCIE. BIEXHR ([EFRLDODEMEDTVRABE-BEICHERFTRE AMBHEAD
FUMEICRBMEE VYR T (BIEFHEBRR) (REINHIRET DCD20B 4 DB LY >/ N1
BERB(RAN)) ) eRFETHIL,

9. RENERZEIHBEICHITIER

9.1 AHHE-BEEREENDHIERE
(ZhREFE)
9.1.1 DMREEEEDNH2BEIZOREREDHZEXE
HEAR IR EBERITDER DII-EICLBZ TR TR TORE  BEDREEHICEETS
ZEHERRISE S HICRER. R DESFEBEXIIBRIEI BTN 55, [11.1.108H]
9.1.2 2. SR EN 2B EIZTORERNHZEE
BEHRNIHREERICREIEEOEBRENELFOIEOFRBEE,F HOON. ML B
SEDHINN BB, [1.2.11.1.188]
913 FFRIVAINADBERIIBRFEHITIEE
REIDABHB PR OTAERT B I RERBECFRINIVII—H—DE=2)2T%
T55E BRI ATV ZAOBEEH EOBIERIEERDFERISEETEIEBEAFRIAIVIXZHUTD
BENIIBAERLEE (HBsitERM. » DHBC AN IZHBsH AR M) T. ABI D52 &) BREF
ROV ADBEEACICEBRIERF R ST RD HBODNBZEN $ 5. 6. HBSHUFRRIE B E ICAH|
BB U118 HBSI AN IR DR MBRIFF RERELAINHRESN T3, [1.4.8.3.11.1.38H]
9.1.4 BELE (BUMAE. Fi K . 1 IV ABAE) 2 AL TV B8 E
SEIHIERICEVRELBLAE 25D 55, (8.6.11.1.788]
9.1.5 EELBHBEETOH2REHIVIEEMROBHEEI H28E
IFRERR D RO M/ MR D EIEBIEEE(LIE 2B TN HD, [8.5.11.1.688]
9.1.6 EYBBIEDBEEENHDHRE
9.1.7 LI X—FRDHZHE
(B#BRMEFER T X ) NEE. R IFIREE T OB/ EEMREB. A TUYEYT FoXE22D
Bif%5)
9.1.8 THEERHk. OB R MLICRENHDBE
FEERICSIFREHEI RBLAHER BIBRERIVE RIEHRET0E B ENEETIC
o ANFIR G 8 RIERICICEE T 2RED—BIMEDEBIRY #5N  FRRAER(C LV PR #EE7-L
FEWIREN BB,
9.5 1tiw
IR SUSHEIRL COBPIREM D H B IS AR L DB RN BiRIEE ERIZEHIMEh 315510
HETBHIE EMgGIRRRERIPIE BB T 2 EP TSN THY) EIRPICAFI RS- BEOHE
RICHEWT R NEROFE DD RESN TS,
9.6 BT
AELOBREMRUBARBEDERMEEEEL. RAOMENIEPILERETT I, AFIIRBIF
ICBATT BN BESN TS,
9.7 MNR%E
(BHERIMEIER S F U /BB, SR E K MPIFIEAE. BAMIRE S R ME X S MHASRM I/MRR D 1%
KU, R M MAR T I/ MR D M RBER. 1 TV EY T FOX L ORIRS)
9.7.1 NEFEEMREVIERIRHERIZEREL T,
(GRIEMEIREE T OBMRIEY S/ ETEM AR B B AE THRR OB —T B L)
9.7.2 RHEEFRE R FHER A REMRELARRABRITEREL TV,

9.8 B
BEORELHHICBELEYSEEICRETHIE, —RICEME TIHEREENETL TS,
10. #HE{EH

10.2 BHAERE (BFRISERTSL)

B3 b FRERAEIR-HEE A& - ERET
EVIFORISHEETY | HERUIETIF L ORBICEDGER | BUL /N BKIGEERBICLIRFTEH
F PREBUSEIGENLNEETI. | ThDHB.

NEETIF TIFLDNRERBIEBHTND S | BULNHIEEERICENTIF
N T BRBIESNEVETNG H B,

REIMEHERER I8 | HHLEOBRE MBARVVAIVZ | BEORENHIERICESBRIER

ez ) ICEASKERDP RBLIHE O | ROBRMES 55,
BIBREFIVEARE | PE0EBET.
A —BYOMETEN HS>HONBIENH | MIE FEERSE 2 HZNN H5,
[11.1.138:88] S
11. BI{ER

ROBHERNFHOHNBZEP HED T BRETHICITV. BEVBOSNIGE (LIRS EFRIETEH5EHE

PERBEETICE,

11.1 EXLEER

11.1.1 Infusion reaction ($2£A<8H)
AEIDHE RN 5 RAER24BELINIC Z<HS>hhSinfusion reaction (FEXR : &, BE.
BDIEAER. TOE. R M BB MEFES) Y B EEDK0%ICHEShTHY. 2
NODEREGAEEM~PEET. EICAFIOMEEERHICHSODN TN £ T7FT1T7F
J— MR DEESOEELRIER (RMLE. 0E 28 EBRMNIE, [EXEY A (BE
HERE. TUNF - AFEED)  AEMBRE IR, MRE, SEFRIEBE R, UHE
B DE@B. DREMS v IE) P HOhNBIEN HD. MEARILE REsEREE. BB R E R
ELAIEDRIEE T2 EBE LBV TH, EELinfusion reaction BB -EDMEN 5. BE
DROSNIGEIL EBICHESERIEL EYLNE (BERRA BT, KBRS BIBEE
FIVEL ) BESERR MEX I HIDREE) £ITHEEDIFERNV AIET 2ETEEDIREE
THICERTE2E,[1.2.7.1.7.2.7.8.8.1.9.1.28 8]

11.1.2 FEB B IR R BT (SR ER)
REIRBOOSNIGEG EHICHESEPIELEYANE (£ B RIER. SREBIOESERZ 0
5 BE) #TOECHICTERDP EET 2 TREDREE A ICHRRT 2L, [1.3.8.28 /]

11.1.3 BRIF RV 1V ADEEMALIC KB BIGERT %  FF & DEE (58 ARBA)
BRIFRIAIWZADEEMALICEZBNEF R IIFRDERICLZFREN HEDNBIEN BV,
ETICESERIDNRESN TS, BRENFBOOSNGE IS BBV XEIERSTEHE
Y HBEITICE, [1.4.8.3.9.1.38 8]

11.1.4 FFEEREE. SHIE (SEREEA)
AST E5(9.5%) . ALT L5 (9.8%).Al-P L F (3.8%) . #EVILE> £ ] (3.8%) EDFFHEEEIRE
EREEFOFREREECHEI HODNDIIEN B, [8.45 1]

11.1.5 BATRSEEIR (SRR ANER)
B T #G RS AR E 1% B¥ (Stevens-JohnsonfE 1% 8¥) . Fh 2514 R K R FERARAE (Toxic Epidermal
Necrolysis : TEN) . KFBBEHAER. ERKERRNKBERBREN HEDN FETICE 7]

PIREIN TS, [1.580]

11.1.6 MEkKL
RMERGE D (BEEAREA) . AIERiR D (45.6%)  SFRERIR D (43.9%) . EFERIEKAE (SEERFR) . 0
IMRIRD (13.6%) P ddbh 2 e Y EEL MR D HMESN TN, FFERIKDICDNT
(3 ABI DRI S 5 4ERE L ERBL TR T 3HI0 RESN TS, [8.5.9.1.58H]

11.1.7 RERE (43.4%)

HE. JE. HBVETVAIV RIS DEE LB (RE. AZ) P H5HhNBIEN HBD T AH|
DRBHIRE R RERE T RIIBEOREEH ICHERTHIL, [8.6.9.1.48H]

11.1.8 TS R R ERE (PML) (SEETRER)
AEIDBBEBBERRVEER T RIBHFOREE+ 5 ICHEL. BRES. RAEE . FEER
(KR, ML RREER) . S BB EZOERD HOHDN /358 13 MRIC L BB KT & Ok B BE &A%
BEFTOIEEDIC BEERIEL EYELBETITE,

11.1.9 RIE MR K (S8R TER)

11.1.10 LEE(11.5%)

DEMEHDVLDBEEDOTEIR. SUE. DIEESREIN TS, [9.1.188]

11.1.11 BEE (EETRH)

MmE/LT7F=> EF(1.0%) . BUNLER (2.6%) ENBRBEN H5HNBIEN B BEMEDEE
THBEENFBEINTVS, REBD . MEILT7F U PBUND LAFBHSNIHE RS
ZIEL BT EEITICE,
11.1.12 SE{LEZFTL-BAZE SR R EA)
BEEPBOSNHE R EBICXIE. CTREF£E ML CHMEA. FFL-FAEMROERERER
LB ERBEITIC L, [8.78H]

11.1.13 METEE (6.4%)
—EEOMETRENIRRT BN HB, [10.258]
11.1.14 AR B B RO e 1R BH S5 O B AR AE AR (S8 R ER)
A QB REE IR (B - SR IR BHER REEE. SNEE) FH5bh3l
EN BB £ AEIDBBIET %61 AL TORIC, KB #EDOREHES. BEEE. EEM
RMREEDRHREEIRESN TS,

11.2 ZOMOEIER

5% E 5% SEETH
e | EIRTEA (28.9%), 2%(18.6%) . IR | FFIRKEE. 108, ShM
THBEARIRE (11.9%) X
Eme ME_E 5 (13.6%) . 5BHk. #H%T ﬁgﬁm%miﬁtmsﬂﬁ
sqbas BA-IEM (17.7%) . AR, B2, B | QREZIE. L. LRV
TR, TFH
Bl 5% (35.3%) . X357 (15.8%) B | BIEIR. HHZ, FAFH. 1> | B
(15.5%) FB(155%) FTH(11.2%) | ZIVI AP AFAEREE
SERE &R (29.6}%) JERR(1 8.‘1 %~) RERR Rk | BaiE. (RSN, |AAE
(17.4%) . 58#& (15.8%) . ZiF. &
BHHER | RRRE LU B, RAE
A1 (20.3%) IFEETKIE S T4T ) DEREN
- EEiE] [FDP. D&% —]

SEAN. M/ )RIEAN

B ERERE
FHiE  |ALTES.ASTES
CRP_5(17.6%).LDH_E S (10.6%)

BUNER. 7L7F=> 8
A-PER #EVIEC ER
BEQRD. HRES. fER
K RBELR . ERERZ M
BB 5 ARG (.
BRZ). 7ILTIVED.
(e UN
JE) BIMEFR SRR S, AT/ 1 EESOBMAMEIER D F U2/ RIS 2 ENERAR S IERER. 21D
ZINEAMRICI T 2 E AR EIERER. #AMOX 70— EEREICH T 5ENERRFEIERER.
£ BMREEICH T IENERRFIARHR. #AMOSEMRBBERVEERREREICHTIEN
FRARSBIARRER. B EHRANINT LBEOHRE T T 2ENERREL/MARER. ABOM
AR EE BB 52— MERRRBRE R ICER U,

14. BRAEDEE

14.1 FFAREFOER

14110 22 INTEBRTHBHIS O TDIEBAOMKFH HO5NBZEN HDH ZhICEWARBIDZELD
ERBEZ BV &b, ZThUS OB LOREEBOHIHEICIMERALENZE,

14.1.2 FRREL TERRIBRII5% T RIS EHRLSMIERLEVZ E,

14.1.3 PENRETEIHIND HIO T HRERUFREITILOLILHLVIRBEMA LN E,

14.1.4 HREDRERPPICERTEIE Fo FERROKRIE MEBEDBZNN HBDTERALEW
Z&,

14.2 FHREROEE

fFIEDRFIILAENZE,

15. ZDMBDZEE

15.1 ERER{ERICEDEHR
(3hBESLIE)
15.1.1 ABIP B ESN-BE TEEMATATMAEELBZEN BV, ChEDBEEICBHRESNHHEIL.
TLIX— BEREEPERTIEZTWNHD,
BRI BR COARFNIH T IEMAX ATMAEDRHAIBIILI T DELY ThH o7,
(1) BARADCD20/3 4 DBMfaIEAR S F U NEREICH DR
EARERFRBEIERREVBIERRCHSVTHEIN/14006dh, AEHTIEMAXATHEIE
AR SN,
(2) S+ E ADCD20MZ M D BRERMEFE RS F U2/ BB E BT DR (B%E)
E SRR ER ICH W TRIE SN /23569 2K 23T BEMLF AT HAFIEAFIICIR HES N 7=,
(IR R M RE D MR BER)
15.1.2 BHHIH VT M/MRED EIL . MR EASEN BHON2EDREN HB, [8.85H]

20. RV EDEE

20.1 SHERISHEIBENL TIRIFTBTE,

20.2 AFF (2~8TC) oL TIRTET 315515, 30 CLL T ¢R1FL. 7THBLIAICER T2,
21. EE&M

211 EERURVEBEEERED LGBEYICERT L,

(BiffEMEIERT X2 NHE)

21.2 EARMEREIC OV T RESNATMIREREICR T BOMBELIE LA RPH ICREREEEY)
FEHTRHETEIE,

22. a%k

(VY%7 7BSHERE100mg[KHK]) 10mL[1/817)L]
(VY%7 7BS&HEE500mg[KHK])  50mL[1/517 L]

Z0ft

@ HIBTFANEISRELZE, @BFRNDUETICTBEL 2B,
SLEHRSE IRZ5

RS BIFI IRt

2023F9RMWET (E8hR. HREEE. FIEEE) <CIHR>DEFARIIEIEER

[XERERERVHEEE %]
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