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1.1 FEIFYU R A REFEERHRTHD. FHIFE MIBVWTESHEZE T 2TREEN DD . HFEIFERLTWVS
OEEMDH B EEICIFRUTRS LBV &, [2.1, 9.5 2]

1.2 AEIDBBENDREZEHT B1c6d. AFIDOFERICDOVTI(F. REEEFIE WUT. [£FIE]) HEHSNTVSDDT.
BRI, BT, ERIEMFDERRRE. BEPZORGEEDE T DRRENAFIEZETFTI D &, [2.2. 9.5 B8]

1.3 1R SOMREMDH B L EICIRS T DBE1F. REFMEHICHEREZITV. BETHS I LZHR LI LTRSS Z
BT BT &o e, RSMIATE 4 BEFIN SIREKT 4 BRI T, BXSHZT5HEEE/N— M —EH(ITE
HTEMNGEBTEOERRZRHE (BERFHNT IV R—LZBER) T8, BEZEETFLTCVSIEZTHICHERITD &
EBICEMNICHIEREZTS J &, B8, FEIDRSHBPICHENIENNZBE(CF. BESICAFIDERSZDIE
L. EEFICEBTDRLIBEZEEITSHT &, [9.4.1. 9.58F]

1.4 KENSERPANBITT DI EN S IREHRT 4 BRERE T UTSZ1T DI5E(3ED THEN BT EDXREZHE (5B
HEHNTIY R—LZER) T8, BEZEFLTCVWSIEZTRICHERI DI E, Fleo COHEPIIEREDHE
THFMTHERNT &, [9.4.2, 16.3 5]

1.5 AEIDKRSF. BREFT TG TESEEMRICEVT, EMBRBMERDOBEICH U THORA0EE - RERZRD
EEDH ET. AEIDRSHNBEY SIS NDBEDHCITI T &, Fie, BEMIBICKILS. BEXIFZOREE
([CEMERVEIRYE BREANDBEOBREZZD) ZT0(ICHBL. XETHRZE NSRS ZRBI D&,

1.6 REERIRISEN CMBEREORBENHRESNTVDDT, BHRZTAICITVRHISEEICRSITZIE, BEDNR
HENEBGICRBESICIRSZRIEL. BYRLEZTI L. [9.1.1.0 11.1.1 B8]

2. 22 (ROBHICFIZES LW E)

2.1 FmXIFFRLTWSOEEHDH S [1.1. 9.5 58]
2.2 ZEBEEBFIEZETTETRVESE [1.2. 9.5 3]

2.3 AENID TR UBBEDEIEEDH 3 EE

MEEX FMR. FEROHE. BE. BREZSUCIRBRFEFERFCOVTRE. BHOBFRXICT IR T L,
K HAZERDERICH - T, SREDEFARNZE TSRIIEE,
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- REEREDER

22:P3
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2. FhEEN IS XDR

REIDERICEULTIE. FRIDBERERCTH DI &2 CHRIES L,

(LFVU R RATEIL5mg [FNK])
SHRICBEE
5 BREARBEIRKZH S SRR AR

(LFU R RAZTEIL 2.5mg [FNKI)
SHEEE

5. EERIZIRICEIET BER

Ghgesh&E)

5.1 [17.E&RM#E] DIEONBSZRA L. FHOBNERUZEMZ+D(CIBRLUIC LT, &
INBEDERZITO &,

(5 BREFRBIEBIRKZH S BERAZ MAEIREE)

5.2 EEFEHEY X T L (International prognostic scoring system : IPSS) [C&k2U X T
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2. 22 (ROBEICIFBELEBENI L)

2.1 FRXIFHIRL TV D EIEEEDH D4t [1.1. 9.5 B8]
2.2 Z2EEFE AETTERVEE (1.2, 9.5 3H]

2.3 KA (T UIBBEDBIERED & 2 FE

T R2ERFIBLE 3 TERVSY (DU RY 1 REFISRLEEFIB) ZRKI S

ERRBEANES

8.3 AEIDIRESICKY BEFRDA I ADBEH NG SHND T ENHBDT, KRS

(CHEIL > CTHR DA IV ARROEEZHE L. FFIRSRICEVFUEZTO L
[9.1.5. 11.1.4 /]
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9.1 SHHE - BRESO53EE >

9.1.1 FEFFIRIISENUR T EZH T D EE )]
REBRMSENRE, BBIIENSS. [1.6. 11.1.1 B8] ~P.11 B8 i

9.1.2 BEHIHIDH2EE [}
BB E RO EN R T 5CEH B2, [7.6. 7.7, 82, 1113 8] 2
~P.12 88

9.1.3 MEBEE (SMMRBEEEZS0) 055ES
BB O S BIERRIS I BIEA B ERDHIRT 3BT NN D 3. 3.

9.1.4 YURT A RILE D ERSBRIEOHEEENSZEE —P.14 217 2

9.1.5 BEFRYA LA+ rU7 DBERIEHERAE (HBs R, HD HBc AR IS HBs i 2
A1) z
AN DIRSBRIBE S REGEL CHHSAERE DR D A LA —N—DEZIUV I ETIBE, B o)
RO AV ZADBEHEOBRERDORRICIRT DT E. AFIDRSICEY B RN R
(I ZADBEEDBSONBTEN B, (83, 11.1.488] —~P.13 88

9.2 BigtHEERE 4,

BSERUBSEROBHEERTZECDIC. BEDREELVEECHREL, ESEROR .
RIc+9EETaCE. — P10 S ]
BHERN < BEDNERTNDB D, Flo. BREESNBILTZIEN GBS, (7.1, 16.6.1 L B
8] ~P.18 8 L

9.4 £IEREEET BE — P.6 BH 5

9.4.1 $TIRT BTREM DB DRI, AHIRSEE 4 BEFTRUAAIRSHA 3 BaIN SR 56 N
YEERIF CIOFRBEREHL. TRLCVEWNT SRR SRRBRT BT, T & 5
FIDBED(E 4 BEZBRBVEECT. ARIORSIET DBFARIRSETHRUARIRS
BT 4 BRI ICIRREERET 5L, REMLTE 4 BEFINSRSET 4 BRERET. i
MEEBRITSBEE/ S— N —EHCAD TEWRBEBADEERE (BHEHTIVR—1 %
A . BERETLTCVBIEETHICRRTZE., BH. ARIDRSHBPICHTR g
PEEDNZEEICE. ESCABRDRSEDIEL, EMEICBRT2LSBE7EETZTE, =
[1.3. 9.5 58]

9.4.2 BHICIF. B5ET 4 BEGET. HSHETIHERIED TENBBTEORMERE (5
MIZHTTVR—LEER) TU BERETLTVBT LB THICERT B, Foo C0 6.
HREPISEREDOMSHFTOERENIE, (1.4, 163 8R] 1P

9.5 1E1% i

RN ISIEIRL C VDT REME D H DL MEICRIRS LB NI E. DI HILTOEBRESER £=
BTE. HRPICL T URSRERSSNBBYOBRICEHN RO SNz, LFURIREER D 3
THEMEST ATRENS S, [1.1-1.3. 2.1, 22, 9.4.1, 11.1.18 8] l

9.6 HILIE

BAPOLIICFRSUBVIENERLVD, POEETIRS T BIBAICIHBAZEPI S BT, 7.
9.7 INR %
INREESRE LR BRIFEIBLTLEL, =
9.8 EHitE &
BEOREFHRUBNSEEICRSTITE, —RICEBRENETLTUS, #
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10.2 {HAER (HAICFRTSIL)

REIBE RECEIR - BEVTA #re - BRET
IFY U XEE VIFIVOMEBEPRENMENT S | HEAEA
(VIdF2v%) EDOHRENHBDT. HATZEE

[16.7.1 B8] [CIFEFRTD &

REZIFIUARBEHATZHE(ICE. IYTFIVOMPREDE=ZIVU VI ZZT TN
HRZTL. BEEICRSULTLIESL, BB INSOHAICEID LT U R ROEYEREAD
FEFFRDHONTLEE Ao

CC-5013-PK-004 &8 (LTS RAFEIL 2010 F 6 B 25 BRER. PEEHEE 2.7.6.14)

ERiEHEA & RS

HH5N UHBERUBREBREBCEMMRUGRYE RBENDBREOGREZSD) Z1+0(C5H
BAL. XEBCTERZEFCHh SRS ZRIBLTIIES L,

(5 BRBFRBESRKRZHSEREN MEIRE)
- LU RS ROBAEEREER (MDS-004 58) TlE. FABOENHAWLSN, Bl (BIm3K

#= 12,000/ ul) DEMEBEEIKEBMBHFRASNE Ulc,

- FRIMIREIMIHXF M OEMIAERNZE T 2 5 ERERRBEBIKRZH O BBELAEREDRE
[CDWTlE. VFURZIREEICELDURT - RRT 4w hZEFHICEDERBBENE SN T
BN ED D, FRIDRSEHETETRT A

- MDS-004 s8R (CH (T 2 T EFHMIAER (&, FRIMIKEMIKEF DS DB T,

- AFNCK > TRMBKEMIKED SEE L TH, BE. RIIRBMEKEFEERDHBENHIFI,

Fenaux P, et al. Blood. 2011; 118: 3765-3776.




4. fESHEE TERMS® (U RY 4 RERISRLSEEFIE)

@ EE(CHVTHSEUNRESNTVED,

O4%(E. b MNIBLWTHSHIEEE T DTEEMN G D). HIRIFHIR L TWSTTAEHEDSH
BDUMBEICITRUTIESLBVTL T L,

OLFIDFEAICHIz>TlE. BENDBEZRTZ D, T2BEFIE (TERMS®) IESHS
NTVWEITDT. AFIEZEBEBFLTL 0,

LFURZRIE, AZIAPIVICKBIEBMAABICBVWTETHENRO SNIClcd. & b TESE
HEET BN DI ET, ZOD. LT U RS ROBENDBREHIEZBHE Uiz TERMS® (U
URYA FREASFZE2EEFIR) ZEDTCVEITDC, BFVEEXTITLIOBBOHLET,
ARIDFERICHIC>TlE. BENCEBEERFRECLTOESFSIECOVWCHIAL, 05 T EISESFR
MEESE L TLIEE L,

o Bt it Tt
i = mEB" mEC”
ARSRENM BT 5T OER o o
BT  EROREORL °
| AR S AR 4 B ST
v ErT
S IR R D S AFIBR AP L 4 BRI E T
RO ° °
- AFIRFIRRIAR Y SARBRADLE 4 BREET
[spEhBL, Breslc@eRESAEGS |
B YUY K L
L/ — R — RHESEDEN (2) o
AR SARIRAE 4 BRes e L
Lf 1 FHALLE DR A E
B/ S— R — BT 1 R— L
G| AEImRARS 4 BRI SARADLE 4 BEEET
U R OESSE TP °
N BRIy SRR 4 B T

ERIRE & @Y B DR

- ABIARFRI 4 BRAT . AFFEASR (L5683 BRIN S
NHBFETOVITNADH). 4BEZBRRVER. AFIRA
ChiERS, AFARADLE 4 BE%

BESTANBZON=~F—H FRULIE. B U FBHEICKR
UIciEald. B5ICASEMICHENT
LHERE C DHEGIF. REBICAEIDRAZSILET S

FHDOREICETDITERL. FFDOHA, BENRUTEELEZL

G| MBTEC. RBEE @BEL) B8, NHEMRD
= | EOEEECER D

= | AFIOBRAPIESFDER TAE (ELR <> 1) BN HDHEE.
| R (EREBEOEERAEE) ~NEANTD

LFURZROAFEIVERIFT, ERZRYHLUTRIESIRL

T AREO 4 BEHIN SMEZ U TVWRBNT EHHRINTVLDIHEEE. FIRRERIRE
X1 ZEERE B LITOO. @ ODRHZDWVINHZEEICT ZEEE
OBERMR UM (45 mULT 1 FBUERRN V). FEXIFMAIRZRL Uit 50V FEXIEmAIEL
TR\
QFEBICHHINST, ERARSFENERARZEA M RS54 Y BARSRRORANERLDE) [CECT, FHNIC
BIEEHEENEIE LTV D SRR LTe s
OUAERN, BEDPEZERFA . LEREFAREDEEFSHNIERIC KW FIROERNTRN IR LTz
H2UMBE C I ZEBE B ICEB LY (HIRT 2 UMD HS) HBET. LIFEEDAFIDIRRIC & HiEF7TENE) & HIlT U ozt
O RY A REKISZEEEFIE (TERMS®) ] OFMICDEELTE. BIFD [HU R« REFHIZL2LEBFIEHBEAMT] #I88<
2T,
BHOD [TU RY A FRRISZSBEFIEHRBEMAMF] (CDWVTIE https://terms-m.fujimoto-pharm.co.jp/ NS AF TEEH T,
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5. BENUHRE AE - BE - BROBZ

fc @

% E
D &
a6
| BERUHRE

2. 6. iERUASR

4 (SR SHIE)

a5 FPEHAIYV Y EOHABICBNT, B, BAICELFURIRELT 1B 1@ 25mg % 21 B

% ERRO/S Uk, 7 BBKRET 2, TNk 1 Y/ 2)LELTRSERVERT, BH. BEOR

2 RBICKWBEERET %,

S (5 BREFRBILIRKEN S SREMAEIRE)

EE. BAICIELFURIRELT 1818 10mg % 21 BRESEEROFS Uk, 7 BBkEd 3,

2 TNE1 A IIEUTREERYET, BH. BEDREICLYBEEHET .

o

2 RZRUBEICHET 518

=

gg

2 7. BERURRICET 335

(FHEEILE)

n 7.1 BEEBEERETR, AFOMPEEL LET 2 ENBESNTNB D, BEERVE
- SEROREEEZETZEEDC. BEOREELVESE(CHRL. BEBRORRCTSH
98 EBIBTE. (9.2, 16.6.1 BHE]

SrE 7.2 BERBEREDRSICE>TAUCRY Cry DETHRHSNZD T EN S, KAISHER
B S BIBERTAER I TR T DT ENEELL. [16.2.1 B
vgg 7.3 MIVREA X FIFDIREA 2k < Grade 3 XIF 4 DEIEA (Grade & CTCAE [CE <)
23 PREUICBSICE, ARORENPIEEEZET BT &, REOBEMG. BEDRECHL
THWT BT &

5. (SR SHIE)

e 7.4 FAESOHAELZEEG. BFRX [17.BHRMAE] OEONS. IC. B - AEE+5

S [CEER LTz ETITS T &

g 7.5 AFEIWIZS TOEMEROLLMIFHETI L TLEL,

A 7.6 [/ EFPEGHADRB UBSCE. TRESBUABDKEEREETZ .

= [8.2. 9.1.2. 11.1.3 ]

6 BROZRESRECOIIVERY / PRI RRROREEDER
- VRS / SR CPEREL BETOLER UEEEORENER
E & HEERET B,

{ﬁ% ZD#% 50,000/ uL LI EICEE LIZBE(CIF. AFIZHK
£F MVRES | 25000/ ul FBICHS | ERORSENS Smg HE L TER.

D >3 BB, WEFIDIZRSEN Smg D 1 H 1 OIS DBEEIE.

% AFl2.5mg 7= 1 8 1 E%5 THRH.

500/ uLKmITEAXI(G | KEZARET D,

. B 07 R R AN E | 0% 1,000/ uL LUEIZEE LI BSI(CIE. ABIEHE

: SFEGRA | (1,000/ul K& (R | BIDRSEH S Smg HE L THRE.

= ROME385CLED | BB, KEFIDOKRSEN 5mg D 1 H 1 BRE5DHBE.

= 58) AFl2.5mg 7= 1 8B 1 E%R5 CTHRH.

= AEIERE Uk, ECELY BERAENTE U CHUMSN258(CIZMER Smg 3O

! (2.5Mg BE5DEE(E 5mg \EE) TBTENTED, 220, BBAEEBIRLT &,




BRENH OSSR ERETOIIMRRES / FPIKEDRREORESDER

VIR / S7CPER BEDONERVBEEEORENER
HEERET B,
30,000/ uL F5BICHA Z D 30,000/ uL LU EICEE LI ES(1CE. AH
R 15mg &= 1 3 1 @%5 THH.
R o
1h 2 EIELIE AR
o 20000 L sy | T O 30,000/ Ul BUE B LIBBI S, AAE
= SODVDIUEABICEZ | mEgseh s Smg MELT 1 B 1 BTHEkR.
B BERET B,
- Z D% 1,000/ uL BLECOE (212U, BHEMIRET
PEHRADH) UIcBEICIE. &Kl 25mg Z 1 81
1,000/ uL 78S %5 CER.
oS /1> - Z0#% 1,000/ uL BLECEHE (272U, SFohEkmas
bpepERRD LA DBIWERZERH ) LIZBSICIE, &% 15mg
%181 O0E5CHE.
- - HEERET B
O, iy | TO®1.000/ 0L LLECEELEBAICE, FAER
= DDLU AR | Eisgns smgMELT 1 8 1 BTEmE.

(5 BREFRBIERKZ S BIEEAAEIREE)
7.7 MIMREDRIFHFPIREINDER UCHEICE. TREZSRUAHDOARESZEZRT DT
&Eo [8.20 9.1.2, 11.1.3 8]

M/VRRS / SFPERRA RRBORFEZDER

M) REL / 97 HPERES SBEPOIERUBREOREDER

FRVERET 3,
ROVSDDBEICIE. FAEHRHORENS 1 S
- | LALVE R RRECER.

MRS | 25,000/ UL RBICHD | "qpeiey 50,000/ uL ECEE LS8,

-7 BLLE ORI Z &1 CAREN 2 BRLE 25,000/ ul
A5 50,000/ 4L TEH 1155,

FHZIRET Do
FFERERRA 500/ pL KA AE@BN 500/ uL L EICOE ULEBEICIE. AEIZARE
RIORAEHN S 1 BELNILY T TRETHR.

i) BHEEBORELANIV

FAELAL FEIDFE - AR

T 1810 10mg % 21 DBERROKS Uk, 7 BRHRET 3. e 1Y
A 2)E LTREEEERT,

FELAL 1 18 1@ 5mg ZERR07R57 3.

FELAIL 2 2B(C 1 @5mg #ROBRET 5.

FIELAIL 3 138MIC 2 @ 5mg #ROB5T 5.
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5. HiERUHE A% - HE - BEOBR

WS Ja-Ib

AEOERSERE (LTSI RATEIL 2010 F 6 B 25 HER. FEHRESE)

OFRGRDSHITEREE

19471b

LFURS R HEEREREEE
1EI1IEI25mg.....................

FERIXIIY °
1H1E40mg*

% 76 B EOBE TIE 20mg NDHBEZEBRL T2 75 BUTTH, SHEPSSREICLY HEEZEL TR,
OB I SNSRI FHE

194147)b

LFURSR HIRERREEE
1E1I§|25mg.'..‘.......‘........

FEIAIVY
181@40mg |®|®|®|®

5T/ TILBLER. FFEIXIVIELTA0mgZ 1810 FTAT)LD 1 ~4HBICROKRSY 5.

LU RS ROERANDEREHEECEWNT, UFU RS R+FEFUXIVVEEF. REBETHDVIE
MBCEBRVBUIEIRT 2F Tt NE LIz,
Benboubker L, et al. N Engl J Med. 2014; 371: 906-917.
Suzuki K, et al. Cancer Sci. 2016; 107: 653-658.

Weber DM, et al. N Engl J Med. 2007; 357: 2133-2142.
Dimopoulos M, et al. N Engl J Med. 2007; 357: 2123-2132.

@ 5 BREFRBIERRKZMH S BEERAAAEIREE

LFURSR
1E1|§|10mg....‘..'............'

BERBEE 1658 (113 B) ZERICEEDIRDHTEZITV). BYRBEEEBEEEZZE LTI,
Fenaux P, et al. Blood. 2011; 118: 3765-3776.

RAZENZHE. BEORAEZINS 12 HEMU EEEL TS EEF. RALRWVWT, RODHS
RATDRSEELTLEE,

‘b, RUBEE (AUC) ~DFE
Cl, B 60mL/min L EDEE : LFURIRD L, d 3 ~4FETIN. 12 BELAICKSEDHN
90% HIERPNSHERT DT EN DS, BEDORAFLN S 12 BELAICKRAT N, RORAEOD
FEID AUCNDELEFIFEAETBRNEEZISNET,
Cl, " 60mL/min R\BDEE : UFURI D, [F 10~ 16 FEATIH, BEORAFZNS 12
BRERICRALCBEZY I 20—y 3V UfehR, Chu RO AUC DERFZNZEN 12% LINKRD
15% IAICBED ZEN S, EREOIRARZINS 12 BEMAICARAT 2 EIE0EEZEXS5NE T,



5. BN UHE A% - BE - BEOER

BRERESEEICSIT 5 HENUHAEDHRE

BRECEEDH2JB[EICHFNZREITDHGIE. JU7FZUIUTSVRA BROBEICKOT,

KRESENURESBROFHZERL T IZE 0,

BHERESEECIRS T 3ROMRERAEDER

BHeAE (CL.,)
% - g thsfE B (BITAE) B (BILE)
30 = CL,<60 mL/min CL,<30mL/min CL,<30mL/min
&I 10mg = 1 81 E0#%S
2 5E1 B EHE TR L. 291 OIUET#H | 2% 15mg = 28(IC 13 | A% 5mg % 18 1015
IS BETRERESE 15mgC | 85 (BIBEBIEICES)
BT,
5 B GERIL A% 2.5mg #1810
REEHSBER | 25 5mg 7 1 01 @RS ﬁi{fmg 21810 | s b O sirel
P RUAE (R . 75)

L - AERY=a—YavVICEDTESR
a:AEIbmgZz2HIC 1 ORE5LETBILEEHTES,
b:#&H 5mg 2l 3O0IR5ETDILEETED,

*: UFURIRAOTEIL2.5mg [FNK] ([F. 5 BREFERBEIRKEZME S SRERMERECEI T 28 - R TEARS

NTLRLY,
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Ml 6. FEZEISEFREZDXR

(1) MieFEISTE

@ RECEAIRMARAE, FHZERARIE/R & DFRIRIMASEN O REZE, —BMMNEMFEIE. DAEER E DRI
BENSSHNZTENHIET,

@FIRMiAED U R TVEFE LT, REBAVR. BK. D2, BIRIMSEDE RS EZE UICRETH
ELPTVTEREEND S U FET ',

@ IRMiSAED U A VEFE LT, HERR. SEIE. SIE. SKREBIMESEZEUCRETHREL
PYVTEEEN G I FET .

@ RMERRMASAED Y X T ZE T BETIF, REFIRMAENFEIR, EEI DN DBIch. KIS
FRNMETTY,

OFHCERDONDIERE LT, RGH AR (FNICER) DR - &BFE. IR RADZUN.
MO DERS] - IR ED S FT s

@S HGHAITE (FNICLER) DER - Bk, Wk ZRORUIN. WEROMEREDHSNIHE.
ESICEBENEET DD, BEICEHEELTIZEL,

TEEHEE  EEEWEREERRNINY Z277)L [MAE]
o0&

OHZZT(TITV. EENROSNBZBICEESICREZFIEL. IHPHICHERRE (BERE
ZE0) ZTV, BURMLEZT > T IEE L,

@R IMASAE N OERMISEDFIRU X DFHBZToc LT MBICIHU T, ZROAA RS V&
ZESE(CHIER FTRERDO RS ZEBL T LTV,

T ERSBERICEIDIEE - FII/IMREECETZHA RS54y (BRERBERE).
N
HLEDBE

EMBBE2REA NS (BADRER) &

BEDEZHEMEHEZNRE UL U RS FOBAERREER (MM-020 588) RUBERRREER
(MM-025 &88) Tl&d. LT U RS FOREZZIT2ZBET. B 5 FLIAICREERIRIMSIED D L IE
MEEOREINHH15E. R5MG%E 4 nBEREDFANUY ANNUY REDILT 7 UV ET
BAICIRE T B R DMESNTCVE Uiz, ZTDH. BAE7 AU X EHREEAYD B R TR

5&NEFUlc. TNLADEETIHERET7 AU YR BHIMIEEZR ST DL OMESNTLF LI,

Benboubker L, et al. N Engl J Med. 2014; 371: 906-917.
Suzuki K, et al. Cancer Sci. 2016; 107: 653-658.

11



6. TEZEJ BEIEA L ZDIR

(2) FEEMF

@ FNLMIKEAMNE., FHhEREAMNE. MWORAME. B, FEREFPERRMENSODONDZENGH I FT,
@S HEIIFHIDH 2 RETIF. BERIFPIKHMER O IVIMREAMENRIRT 2 &S 2 ch. FITE
BENWETY,
OURIRFLEUT, EhE. BHAERS. MRS, SHKEINH. BRBERDOGHNRDS
N3, REBENSBZDEANHUET ' %
OFRHICFROOSNBDERE LT, HEL BE, WIERE. sk, &£, 848m. OFAEI. sepadm.
ETRHmEEn B ET 1,
@FE. WEERE. RREM. BHEMRERNHFSNITHBE. THPNICEBENEBT DK, BEICE
BULTLIEEL,

T1 BESEE : ERENFRERBFINIOY Z 270 [IVWREAME]
T2 BEHEE  EEFWERERSRNINY Z277)L [ERERIRE] GEAIRRHAME. 1FoPIRRAME)

OTEHNICMRFZNREZREMRYT 2R EBREZT2(TATV, IFPEREA P MW EDREHEIH 5
NIEHEICIE, B8, KENIKRSZHIETDRE, BURLEZT > TIIEEL,
¥ [AENUREBICEET ZER] (P7~9) ZERUTIZEL,
@ G-CSF RAIDBEIERERHERL TLIZE L,

HLEDBSE

REBRDLHAMBREBEZNRE UL T U RS POBARKTER (MM-020 5ER) . 5 BREEREE
REKEMHD BREERERF 2R E UTOBARKREER (MDS-004 5E) Tl&, FPIREAMENFIR
Licma. ZEEDHIRIICK 2T G-CSF RAZKRS T DR OIMETN TV U,

Benboubker L, et al. N Engl J Med. 2014; 371: 906-917.
Fenaux P, et al. Blood. 2011; 118: 3765-3776.

O/ D UIcER, JBIEBEMEDEMICE S IHEANRSESNTVET,

OFHTZ T (C1TL). sRREIMN UM, SBHI. ERHMREDRENRDOSNBEICF. BHE.
KRER (G5 2DPIET 2R3 EBEBLBEET> T REWV,

O REMN UK, 8N, ®AEMRENHFSNITHE. IHPNICEBENERTDLD. BE
([CHEELTLZE L,

TEEHEHE | EREERRBRININY Z27)b [M/VREAME]
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6. TEZEJ BEIEA L ZDIR

(4) REFIE

OEERRPEN S SONBTENSHIFT,

@K PHIMEFDEEIRNERIEICK I IETICEDHOMESNTVE T,

@ BAEFRDAIVRAF v U7 DBENIBIERRE (HBs FURBEM. H'D HBC AN (& HBs A5 14)
TBAERFKRIAIVADEERED S SHNDTENHIET,

Q@ETHLEMBERE PML) HHS5HN2TENHUET,

@FZ. BHIRENHOSNTHZE. BEICEHEENEHBI DRI, BEICEELTIIZE L,

B BIFFRU A ILAEEME
O KBNS > TR DA IV ARROBREZHESE L. REIRSRICERLEZIT > TS,

OFF DI SHBE (ST U CHBERECHR DA AN —H—DEZIU VI ZETSRE, BIERF
KOA I ADBEEHEDEUERERDFARISIRE LTI ZE L,

OHAHEFEDERHFD [BRFKEEA A RSAV] FZ2SE(CLT. ERNROSNIBEICIEFE
FIENDIERZZR L TIZE L,

PML
OFFIREPRUKRSHKRTREBREDREZ T2 (CHEL. BHES. RS, MEER (FRE.

TR RE) . SEESEDERD G OONIEHEIFE. MRI CKDBEEZHNUOMESHERREZTD &
Bl BEZDIEL. BUBRLEZIT> TS W,

O LS EBRFMAEREIT HEAMKERBERMRSEE [FUF VRN OEBRIED A )L ARLAEICET
DIEBEMRM] 1S, ETHELREBEMIE (progressive multifocal leukoencephalopathy :
PML) B2EHA RS54 > 2023] BRITSNTLEIDT. BEICLTZE L,

13



SSWAIL NreRatme

1.
6. FBEET ZEEAE ZOME o
» IF
D &
%
(5) B8 (RERRZSD) |
@/ TSy —, EFE. K2, EMSSDBHRIE. KEEREER (Stevens-Johnson fElz 9
B£:5JS). hBMURFIBILAE (Toxic Epidermal Necrolysis:TEN) h'&p5HhNd T EN'H U FET, ]
O RY A RICk 2EEMBIEDEZEDS 225 (CIRET BIICIHSIIENUETT, %
Off - BHAEBEEDH 2 EE T, r%ﬁﬁﬁm-érmiéﬂ%ﬁﬁ50§3“” %
A
OEHCRAHDONBERE LT, EXBRAKLORES (38CLLE). KERE. BOFEMm. OEDUS g
ARER G FT 123,
OEVRBDIE. KEMDORBREENHONIIESICIF. BEICEARENERTDLD. BEIC 3.
BB L TREL, g
1 BEREE EEIERESRNSNY =27V [RT4—T VR - I3y VERE =
T2 BEHEE | EEIERERERNMNY Z 2 7) [hE 4R IEIERARIE ] =]
T3 EEFBE  EEFERERSRNGNY Z 170 [ERIEEsUEERE] 032
1E=E
R
;& 4.
29
O E T (TITL, BENRD SNICBAICIE, BB AR (FR5EDIFS 23E. BYRLEZT> %ﬁ
TLRE, EE
@ SIS BRIV TEN [CHUTIE, WBICEUISEE. EEERUTE - NRBIEOBILE. BERE =
F
RIS, @ - RESE. BLWIEENEBE T, BYEAS LTIE. 2704 R8RS, oF
JOTUVKEET (Vig) & MEXEEs. BRNBIEASET 3 8abnUET 2 >.
11 EESEE | SEIERESRNRY =17 [RFA—T VR - I3 VY VEERE) H
T2 BEHEE  EEREREERINY Z 17/ [t REIETRIERAE] %
()\:
A
EDBsE =
LF U RS ROBEFBICET2BANIVEYTART— MY MRETIE. Grade 3 LIEDREEE 6.
ROFRUIZBBIE LT U RS ROKRERBPIEEET 5T EESNTVET, e
. EEERICSU T TROABI RSN TVET, PE
R nE 'y
REIEDRS A7 LILE—FL FIER IS VEL 2701 RABAIBE )
7 UILE—F 29 = VR, 2704 RO ERIRE
REREE / B + 7.
ER2TL RZVOVOGEHE™IES (6 : 10 ~ 20mg/ Bx 14 BE) .
S5, BB, A | ULFU RS ROBS5EDIE (B5EEEULEL) =
M. AGEEDRE RERIES DI L, BYRLEETS =
Dimopoulos MA, et al. Leukemia. 2011; 25: 749-760. "é‘
Palumbo A, et al. Blood Rev. 2009: 23: 87-93. #
Reece D, et al. Adv Hematol. 2012; 2012: 621958.
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6. TEZEJ BEIEA L ZDIR

(6) FEFERAIRTENRES

O EEHREEREN G SONBZTENBIET,

@R HICIRDSNBIERE LT, SEERE 6 BELRKICSWVWT, 8HUYAMENREN. HULENT
24~A8 BEREIC, UV, DLV DA, RENZEL. TNLEICIEI L7 FZVEN LR UAM
BRENELDTENBIET

OREDHAN HENIIBERREF. BEICETAEIOERTDLD. BHETIBBLTILEV,

T BEHEE  EERWFRRRININY =271 [[EBRRRAERET]
HE

OEFEDNLVNEE T, MBETEREREATRUBREREBZTOBRE. BEDOREZ+0I(CHE
LTLIEE 0,

OERENRDSNIBBICIFES(ICHRSZPIEL. BYRLBZTV., RN DTET 2 TEEHDRE
ETRICHRELTIES L,

HLEDBE

LFURI R+ TFUXIVVHARECHT D EERIRERFD TR
WK DIz E Z Steering committee &9 2 TLS (Tumour Lysis Syndrome) Expert Panel (C&% 3
VEVHRTIE. SHRUEHBEEREFRERFOREY X TERICOESN, BEDREOHE. Ko
fite. 70U/ —)LIRSHFEEBE L U THERESINTULET,

Cairo MS, et al. Br J Haematol. 2010; 149: 578-586.

B8E . EEIL7

@KL, HH KPEFEHOU Y/ HOEREZRHEIIER L7 DHHSHN2TENHIET,

OV /\HBRBZENHSNIIHEE. THONCTFEENEBITDLD. BEICEBELTIIEE L,

¥UFU RS ROERADBKRABRCTERE LU 7HROONTVEIH, LHRUBHEZNRE UICE
HERPRELER (MM-009. MM-010. MMWM-020) KU 5 BREBARBIBIRKZ M D B BRI MIEIREY
ERRE UTENRREER (MDS-004 58%) TlE. BET L7 IEFERH SN TVEE A,

Weber DM, et al. N Engl J Med. 2007; 357: 2133-2142.
Dimopoulos M, et al. N Engl J Med. 2007; 357: 2123-2132.
Benboubker L, et al. N Engl J Med. 2014; 371: 906-917.
Fenaux P, et al. Blood. 2011; 118: 3765-3776.

K

BRZT(ITITV. ERZH DSV /N\EERGEDREDNRD SNIIBEICF. BREFZPLETDREHE
UIREZIT > TLEE L,



6. TRZER T SEUFH & ZDXIR

(7) FteE= 2 —ONF—

OFHEZ 1 —ONF—HBohNdENBIFTD,

ORALTCLEFS<EBEIC,. FPEDOLINZK. BHRIEDEERETHEIET D LML, RER
ENFHhREBIFET

OFPEDULUNBELREHEENHFONITIZEE., THONICEBENEETDLD. BEICEELTL
EEL,

T EESEE  BERWERERERININY =270 [REHRES]

K

BRZTHITTV. BEEPRDSNIBEICF. BHE. AENERSZPIET DR EBYRLEZT
TLIEELY,

(8) M hEE

QEMEDEENHSDONB I ENHIFT,

OB PRBRIDESZ LS., HBR. RIBR. BHDFIRU. BIFMKKIIBRRECEKREEINS
M@ HSPNDTENGIET ',

O NE. RIEER. HBRRENHSNIHE. BEICFHEENERIT DL D BEICIEELTIEEL,

K

DENRE. W5 X fRE, DI EZRMIT 2REREZT2(CITV. BREDRDSNILBEICE
B5ZPIET 2B EEBLERIT> T IREW T,

T BUEEEREES A RS54 (2018 FHETM)

w

Shid O miefdmiss

>

B

=
WIACKNIE V' | #HZEr A7)

(

SWHTL MRt

o

HEO AN R
N o} KB RN

I

A2z



Xia

SHiH S Dietdm

>

TR DY

=
WIFCKHANIH YU | #ErA 7o)

G

@SWAL MRt

o

BN HE
N o} KB I

291301 A

[y

| 6. TRZERT SEHFH & ZDXIR

(9) FZE

O LAENHEONBZIENHUET,

OUXIRFEUT, DAZDBHECEEIRESR. L. FAERREHFBLEEPSME. FBRFR
EODMERTPEYE, LEREDETHENHIFET .

ORHICRHOSNBARE LT, HEROBIN. BEHR. REMOTETEREE . X (BF),
MEE CFK - EVTBORKE) CVLEBELE FiD 2MER) . SROTHRZE. BEEE. Bt
Tk, BEKE. FBESENE VN S/228 5 SMERNH5HNB T ENBUET .

E) FE 1 ~ 2 BRRICIR D CIFRE#BRNEIRU. BRLTHERZEIZRO TUIRS ST ERICRD. HDVEHET
ZRRI VAIICERT D BT D (BAFIR) . LHL. RIELTH 1 ~ 2 BRIBICETFRREEZBVE LD,

'%{Fﬁ@%tﬂﬂ EjEN TQF"?U?U&%\ TERZBRENHSNICHZE. THPNICTFEENEET D
/u\%[h}a%bt<7l

fIEE X e, DEBRRE. DI I—EZEMT 58E, BIEZTR(CITV. RENRO SNIBEICE.

BE. RENER5ZHIET 2R EBIBUBET > TSV,
tEESBE  BEEFRRERRAN 17U [3 > miEdRe]

(10) AEER

ORERNHSHNDENHIET,

OHE. 0. MBI - MREGEDERN B SOND LN BUFET ',

@FE. HFEL. WPARE, KMBRENHOSNHE. BELICEEENEKBIT DL, BEICHESBL
TLrEEW

DBRRBZERT 2RE,. BHEZTDICITL. EENRDONBEICE. BE. KAEXFESZD

It9 B EBURUBZIT> T TNV
T REIROZYI & U R I FHEICRIT B8 RS> (2022 FHETH)

17



6. TEZEJ BEIEA L ZDIR

(11) B4=

OERLRENEERBEENGSNHNBIENBIET,

OB HEEBENH HEETIF. BEAN B HSDONDBENOEEBENBILT 5 NGB B,
B(EENUETT .

OUZIJRFELT, Slh. HE. BiK. BEEBHEOES. EHOEERRORA. FA2BEN G
Fx9',

OEHCRHONDAERE LT, ZR - IR, FE. BRESENHSHNZIENBIET ',

OL<H. REORABENHOSNEE. BEICFAEICEET DL, BEC/ELTIRE0,

OTHINICIEY L7 F 2. MHARFER BUN) FOBHEEREZTL. BEDREZTOCEHR
LT<rREn’,
OEENROSNHEICE, HE. AEXBIRSZRIET 23 S@YFILEZTT > T,
tEESEE | SREUERRBRISY =17l [RMBES] (SMRIOSH5T)

(12) FEM4HEE

OREEMHMEZRNHSDONB I ENSHIFT,

OUXIJRFEULT, BIFOBEMRENEECH Y. ZDMICEE. Bk, BE, KiK. KRS
BENBIFET T,

OEHICRDONBERE LT, B ()., BN, BFREHEZENGSDNDTENGHIFET .

0=, BYINBENHONIEE, THONCEBENEBIDLD. BECIBELTIZEL,

K

OHRZTHITITL. EBENROSNIBEICE. REZPIEL. BUYRLEZIT>TI T,
OEF ZHIEL CHUEINBVESG. BIVEHRAEZETHERTE. BIBRERTOA MRS
ZERBLTI TV,
OSE(CIBET DHEGPEEMITIE. /NVABEZSHIATOA MREZZERBU T T,
T EESEE  BEEERAERISY 170 (RG] G, s, Fden)
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6. TRZERT SEHFH & ZDXIR

(13) HFiE=E

@ AST. ALT. 7 -GTP LE&H# SRS, BENGODNDTEN B ET,

ORHCRHONDERE LT, 2BBRE. BHRTR. HE. HiddH. HB. BELRENHGSHNS
TEPBUFET,

OEH. HEZSERENHONIES. THONCETEENERT DL, BEICTIEEL TS,

E

@ CAHEREREZITV. BEODREZ+DICHRELTIES L,
OEENEHONIBZEICE BHE. ARENFREZPILETDRE, BURLEZIT > TLIEE W,
O ZE(CHU. FEEFIEICKDEEEZERLTIEEL,

T EEHEE | EBRRFRRBRRINIDY Z 270 [EYEES] HBRESIEYMTES. 18715 o HUEYITES.
RGIEYETES. U2 EYERDOMOIRR)

(14) EIRBRHERER TIE

O@FIRIREREE ED' B SHNDTEN DI F T,
OFHICHHSNDIERE LT, PRIFE FIEEOEN) . B, BRHAER. REFE. BHW. F
SiEn. BIEER. BR. 2ENET. . BFRELH5DNZTEnBUET .
T BB | EEENERRBRNGY =17l [EPIRIRIAEE T

K

OTEHNICIRBEZRRI 2B EREZTDICTV. EBDROSNICHGICE. HE. AENIKRSZ
PIETRRE. BYBRLEZIT > TS,
OLE(ICLU. EFIERICKDBHEDEZEELTLIZE L,

(15) HILEEAL
O HLEFANGSOND T ENBIFT.

%

HRZT0ICTL. EBNRDOSNIBE(CEF. BEZFIEL. BUBLEZT>TIIEE L,



6. TRZER T SEUFH & ZDXIR

(16) EIITH{KME

Q@M EMENHSOHND NGB ET,

K

BRZTD(TITV. EENROSNIBEICE. BB, KRENFRSZPILETDRE, BYRLEZTT
TLIEE LY,

(17) =&

OEENHODONDIENHIFT,

K

B\RZT 2TV EEDRDSNIIFEICIF. BEZDPEL. BYRLBZET>TIREL,

(18) {HEE - F&EL - 7E5% - HFL) « FR

OEIR. #E. EH. HFL. BEPSGSHNBZIENGHIET,

K

OHFERZTD(TITL EENRD SNILBEICE BHE. KENFRSZRILT D E BYRLEZTT
TLIEE LY,
OFFIRSPIIEHEDBLEBRZH IBMDBIEZEIT 5L D, BEICIEEL TS,

(19) ZREN A

O LEEDLHMBHBEREENRE UBABRKRABROL U RS RESET. 2USHEBIRE.
BRERWEREE. BAREBRLES. BRRESOEMEEIFRIRELTVETD,

OEFR N FHAUDZTRIEBHESEZNRE USBARKIBRO LU U RS Rg58T. EEMRE.
HHMiE. BEEE0EMEENMRRELTVED,

@ - BLEBARBIBAKRZHD SRHERAERRBEZNRE USBARKHABROL 71U RS Rg5E
T. BEESOEMEBIMFEELCVET,

K

OHRZ (1T REDRDOSNIBEICIE. REZPILETZREBYRLBEZT > T,
OLE(CHU. NAFPFIERICKZDBEDEERLTIIZEL,
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| 6. TRZERT SEHFH & ZDXIR

(20) BAE

OONENGHSOHND I ENHUET,

OF=Z+ (T BBENRD SNIHBEICIF BB AEX R SZDPIET DR E, BURILEZTT
TLIEE LY,
OLZE(CLU. REFMEICKDBEDERLTCIEEL,
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SSWAIL NreRatme

. 1.
ﬁ NVIAS
7. 8EEH
 IE
D &
35
S4EEdamE (AML) ADBITICDOWT |
AML NDEITHZVIFEFRBZEHSE2EFE U T, RIMKGRMIKENZEZ SNTVET, 5
Ffe. UFU RIS ROBEICK Y RMKRIGCHEEGENNENESNRBVESTE, AMLAE 0
FI2URITNBVIEMNRESNTVETD, %
Lemos MB, et al. Eur J Haematol. 2021; 107: 3-23. (&
Gohring G, et al. Ann Hematol. 2010; 89: 365-374. %
ZDIzH, TOELIBEEBTIR. DRATHNFELNRD SNIcEETP/ENDIESNIEEICE
BREEERL. AMLADOBITICEET ZNENDIET, 0. RMIREMOMEL. MiEns 3.
HEEDETHERD SNEIBEICIE. BHRECHRECEZNREREZRRBL. BRIDIENE o
BT, 2
REMICDOVT (LTS RATEIL 20104 8 B 20 BHAEAE. SEREE) %
ﬁ
MDS-004 i15% (5 BFEFREIERAKZE S EHELMEREZWNR E U iEs S MEEER)
TO AML BIFRR 4.
=R
@ 16580ERD AML B/THEIE. LFU RS R 10mg B 69 HI 06, LF U RS R 5mg B 69 fl m% 4
2B (2.9%). PSR 67 Bl 26 (3.0%) TL. Vg%
Ok (CEERANUIFEHRMEIRSH) TD AML BITHIEE. 205 #Hld 52 ] (25.4%) TUT. =
@0, AML BITHIKIZLUTDER Y T, 5.
BERLICKY S ERMESSIN,. UFU RS RMEBSINGEN 2 11 Bld 4 4] (36.4%) F
BIERLICK) TSERIREEIN, Z0%LUFURI R 5mg ERSEN 56 it 17 61 (30.4%) ’);ﬁz‘
SIEB{EIC &Y LU RS R Smg AR5z 69 Btk 16 51 (23.2%) g
FEIERLICEY LU RS R 10mg 5 SNz 69 Fith 15 61 (21.7%) =
Fenaux P, et al. Blood. 2011; 118: 3765-3776.
6.
2l 5%
E=
B %
o
z 9
D B
%t
==
7.
=
=z
&

22



Xia

SHiH S Dietdm

s

TR DY

=
WIFCKHANIH YU | #ErA 7o)

G

@SWAL MRt

o

BN HE
o} KB DN

291301 L

\Z

\

BRPRENER DEIE

OSHMEFHEIE

MM-020 E8% (RiaBRDSRMEFRERE 23R & UIoiB5 5 DR ER)

SRS VS MEA =T SNV 3 B TR R LG R
REBEDLH L ERERE
1.623 fl

<

SYFLEN 1)
Fhn, HhiE, 1SS %A

= ¢
FHLY
X)W T 7o
LFURIR LFURSR +
+ + TURZVY
BHESETFFTUXAIVY  EBHSTFUXAIVY +
HURTAR
PD & Tt 18 547U 12 947)b
(Ld %) (Ld18 &%) (MPT &%)
535 4l 541 4l 547 4l
EhEtis | 18 nE K. BN, PI TNV T 4w D)
R 65 ML EY (FEMEHRRBEDREM SRS RVREABEDLSFH I S REIEERE 1,623 4
Ld 8. Ld18 8%
<1947)L:28 HE>
[LFUR=R] 25mg 7z 1 ~ 21 BEICERS (U7 FZ0IU7 SV AICKDHES))
[F*F9%X9Y] 40mg (>754:20mg) % 1. 8. 15, 22 BEICI®S
Br5= MPT &

<194 7)L:42 HE>

[(X)LT75>] 0.25mg/kg (>757% : 0.20mg/kg) = 1 ~ 4 HEICKRS
[PURZV] 2mg/kg & 1 ~ 4 BEITKRS

[U R<A R] 200mg (>75% : 100mg) %= 1~ 42 BEICKRS

Benboubker L, et al. N Engl J Med. 2014; 371: 906-917.
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MM-009 58 (BRXEHAOSRIEBMETEZHRE LIEs s 1ENFHR)

LR HES VS ME TS IR B _E SRR

BHEY(FH#EMD
ZHRMESHEESE
353 4l
SS9 LM (1:1)
Bt 4:}7
FHAL Y
LFHUR=R
+ SHREFTFUAIVY
SHETFUAXIVY
(LD &)
177 %l 176 %l
PD Y(EBERCEIRVEEFRIRE Tkt
Shetthls | JK
R BREX(FHEMHOSH T SHESRE 353 4
LD &%
<1H42)L:28 HE> (REETYIEIBRTCETRVEEHRIRE CHEES)
[LFURZR]
25mg 7= 1 ~ 21 HBIXH®RS (OU7FZUIU7 SV RICKDHEED)
[ X9VV]
- 49ATJ)VBETIF40mg7Z 1 ~4, 9~ 12, 17~ 20 HEIZKRS
r5E

550 0)LELEIF. 40mgZ 1 ~ 4 BEICRS
FS5ERE#
<1YA47)L:28 BE> (RBETXIEERTCERVEERIRE CTHRERS)
[FF+oX9VY]
AYAJILEETIFA0mgZE 1~ 4. 9~ 12, 17~ 20 HEICKRS
5HA7ILBLEF. 40mg = 1 ~ 4 BHBEITRS

Weber DI\, et al. N Engl J Med. 2007; 357: 2133-2142.
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1 | S

MM-010 (8% (BRXIHEHOSHIEERERE 2R & L Ioian s DEERREER)

LR HES VS ME TS R R _EE R B
BFENISHEIED

LHEILBHEBEERE
351 6l

<

SS9 LME (1:1)

<

EER
FHLY
LFURSR o .
+ SHETFUXIVY
SHETFUAXAIVY
(LD B%)
176 #l 175 %l
PD Y(EBERCEFIRVEEFRIRE Cllkit
KftEithis | RN
R BREX(FHETOSH T SHEESRE 351 4
LD &
<1 H42)L:28 HE> (REWETXIEBERTCERVEERIBL CHRERS)
[LFURZ=R]
25mg 7= 1 ~ 21 HBIX®RS (OU7FZUIU7 SV RICKDTHED))
[ X9VV]
- 4YAJ)VBEFTIF40mg7Z 1 ~4, 9~ 12, 17~ 20 BEIZES
w5E

550 0)LBLEIE. 40mg = 1 ~ 4 BEICRS

FSREE

<1YA47)L:28 BE> (REBETXIEERTCERVEERIRE CTHRIERS)
[FFoXgVY]
ASAT)VBETIE 40mgZ# 1 ~4, 9~ 12, 17~208E

5 H47)LELREE. 40mg = 1~ 4 BB

Dimopoulos M, et al. N Engl J Med. 2007; 357: 2123-2132.
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@ 5 ERBHFRBEIRKZH 5 BRRAAAEIRE

MDS-004 Ex(8%

(5 BREFRBISIRKRZH S5 BREFLAEREFRE 2R & U5 5 IEERARREER)

LHRHES S ME TS ERNER 3 B S5 EAR

del (5) (931) Z#5

1K/ PE-1 UXTD

BRENIERETEE
205 4l

@

N
=V
=
o

@:

—_
~

—EGRH LFURZR 10mg | UFURZR 5mg TSR
5tER (B 528 69 fl 69 f 67
FHLY U
TR S HA LFURZR10mg  LFURZREmg
(RE 156 8) 28 Bl 109 4l
PD. FRIIKEGIMMKFOBFHEN(EBEE CTRVFHFIRE Tkl
BERBE 1608 (113 H) ORRCRIMKREARO SNBZVES (LFUR
S R 10mg B NIF 52 BREDEE5RIAZT I UIcBE(d. IFERikGEE
SH(ICETD. UFURI R 10mg 3T, B&ERMIEE 1638 (113 H) DRERT
IRIMIRFBHERD SNIZVIBEF. IEERMTIR S DS,
Khtis | BN
5 BREARRBIEIRKRZMED IPSS DRV TGS -1 URT DB R RS
MR
£8& 205 fl
<1Y42)L:28 HE>
(REET. FRIIKEMEFOBFEN(EBR CERVEERIRE TR S)
58 [LFUR=R 10mg 8] 10mg = 1 ~ 21 HEICRS

[LFURSR5mg 8] Smg#x 1~ 28HEICERS
[S5ERE] >thz 1 ~ 28 HEICRS

Fenaux P, et al. Blood. 2011; 118: 3765-3776.
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ERARSERICBIIB L F Y = FOIRE « RE - hiLE#E

OZHEIEEHEE
MM-020 552 (RBROSHRMEFRIETE ZMRE LB BIRERARER)
EE] BEPOLERVERHOREOER

Grade4 @ SR LFUR= R{EVF%@%T%
(50r0a//jL *g(?;‘zﬁgjglg G-CSF HEIMIESINTLRWVIES, EEIOYIKT T G-CSF #E|D/ 5=

, , BIET 3.
M PRI s | KT 2D 1 BB, FPRADHUE—0 DLT T5 1. G-CSF RAID
(1.000/ uL Fmlc R BSMRESNTNDBEE, BREERT 2,

2 38.5CLLEDHE) ZNLSDIBEE. RYA T )LBREICELALE 1 BETIS %
Grade4 DIVIMREL LU RS REGfETS',

(25,000/ u L K@ ISR YA 7 )UESEEEIE. FELANILE 1 BRETIFS 2
Grade3 LI EDZDD LU RS REAFRETS,

MBEFHNEEER WY A J)UBIEEE IS, AELANILE 1 EBETIFS
LU RS REAFRETS',

Grade3 DHEE mﬂ429ﬁ%ﬁm\%%u&w%1&%Tﬁé(Gmm1uT«®@@
HnhE) T2,

Grade4 OREX |FKERZRE LU R ROBEZPIET D,
LFURIREFRETD,

. . EEEARIET 5.

Grade3 D LR WA 2 BT, FRELALE 1 EETES (Grade2 LIFADDE
) 12,
72U VAP AR EE AN R T L 8A . BERIEE
FOAEBIIAT B,

Grade3 LIED LU RS REEFOUE T, hErEIc. MEEESLLERETS

MiSsE / e .
EUBEERED ERTFA/SUY. ~ASUVEBEVEIILT 7 U
5th) [CRBLIEEAE. LU RS ROBSEDILE 5.

Grade2 DI ED

e B AEERLT B,
FREMEASELS | 3 )RS RSEROHS CRE S AR TS 3,

ERIKBREEEEIR T E
LFU RS REAFRETD',
Ay Grade3 | kU4 7)UBRREE. AELANILE 1 BE RS2 (Gradel LIFADEE
—a—0O/NF— PiE) '
Graded | LFURZROEBREZEDIET D,

LFU RS REAKETS,
mﬂ42y%%ﬁm\%%uxw@1ﬁﬁﬁwé(GaxzuTmm@@
NE) ',

Grade3 L ED
ZDIDBESER

DLT : FEM/IREE

TIDLT 20T« 7LD 15 HELARICERUCBEIE. O IJVICHE>TDLT AEEdnid. b
FURIROESHIE7 BRICEBSICHULWLWT A JI)LZERIET %, DLT 2051 27)LD 15 BHE
ZHBACHRRUCEGIE. AR EBZTOYATILOFRVHBIEL T U RS RZAKRET 2,

T2RAELNILD 1 EBBEDER : AEFIDIRSENS 5mg/ BIRET 2. REFIDIRSEN 5mg/ HD
BEE. 2.5mg £9 %, EEBHERESESE (CL,<30mL/min) &L 2 BIC 1 BRSTHREL
HBGE. 28121 OR5THERET 2,

Benboubker L, et al. N Engl J Med. 2014; 371: 906-917.
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BRX(IHOMEDZH

M EREEZNRE U ERRELER (MM-009 5% )

Bt

SBEPOIER UBREDREDER

Grade 31 ED
YFohERERIA

LUF U RS RERET B, )
SBEEREE. LFU RS ROAZLANILY 7 1 BT TEILTS ',
FZLUANIL 2 ~ 4 DRSEERDHIMT G-CSF 8% 5ug/kg/ BERST %,

Grade 3L ED
ZDMDBESER

LF U RS RERKRET B, )
SBEEREE. LFU RS ROBELANILY 7 1 BETFTCREITS ',

F) BREBOARELAN

Y

FAELANIL LU R RORE - A2
RS 18 1025mg %z 21 BEEBROKRS Uik, 7 BEKRET 5.
BELUAN)U 1 18 1@ 25mg 77 21 BEEEROKRS UIcE, 7 HERET %,
G-CSF &% 5ug/kg/ B=Z#% 59 %,
FAELUANIL 2 18H1@15mg 7 21 BEEEROKRS UIcE. 7 HERET %,
HELUAXN)L 3 181@10mg 7Z 21 BEEBROKRS UIcE, 7 HERET S,
BELUAXN)L 4 1H1@5mg Z 21 HEEEHROKRS Uiz, 7 HE®RET 2,

T HIOAREOBRIEORELNIVIE,. ASHEENNERERN Grade3 D EDFPIKGMEDH D5
BIFAELNIL T £T 5,

Weber D, et al. N Engl J Med. 2007; 357: 2133-2142.

BRENHEEDOZHMEEREZHRE UIANAERRHER (MM-010 5258 )

it BEROIER UBEREOREDER
. LU RS RERET B,
sy | BB, LU RS KOMBLALE | BT CHRETS
- FAZ LN 2 ~ 5 DB EFEMOHIRI T G-CSF &7 5ug/kg/ BEEST 2.
Grade 4 @ LFU R RZERET D,
ZOMOEEER | SHOER. LU RS ROBEELAILE 1 BT CHIEITS .

F) BREEOAELANL

FELAL LI U RS ROBE - RS

BEILFIE 181@25mg % 21 BREIROBS Uik, 7 DBKET 3,

L 181@25mg % 21 BREIRORS Lick,. 7 BEKET 3,
G-CSF 85| 5 ug/kg/ BEEET B,

FELAL 2 1818 15mg % 21 OREDRORS Uiz, 7 OBKET 3,

FELAL 3 181@ 10mg % 21 BRETRORS Uik, 7 DBKET 3,

FELAL 4 181@5mg = 21 BRERROES Uk, 7 BRIRET 3.

T YIEAEDBREEORELANIVIE. AEFENNERBRN Grade3 LI EDIFPIRHANEDH D5
BIEAELNILT &T %,

Dimopoulos M, et al. N Engl J Med. 2007; 357: 2123-2132.
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7. &E88

fc @&
& 1E
o
? ) @ 5 BEREBHFRBTIREKZ{E S SHERRIEIRE
MDS-004 {8 (5 BREFRBEIRRZHSEREMMERSZE MR E LISBH EMBERARIER)
5 s SBENOLER UBEREOHENER
o Grade 4 D LU RS RZEARET D, B
4t IFRERECRA | 500/ u LA EICEHE LIEBSICIE LT U RS ROBELANIVE 7 1 BE TS CERY %.
% Grade 4> | VT YRS RERET S,
)] mdERy | 7 EELLED/IC 25000/ ulL ~ 50,000/ uL ODRIEMEN 2 @LLEX(E 50,000/ ul Lt
ES = [CEEULEBEE. LU RS ROBELANLY 7 1 BETIFTHERNY %,
3 F) BEEROREELNIL
B RELAL LI U RS RO - IR
X
5 . 1813 10mg % 21 BREEFROKRS L .
% FLAE . 7 O . 18 105mg% 28 BREEROIKRET %,
% BELAL 1 | 18 105mg mEEROKRS5T 5. 2 BIC 1 @ 5mg #ROIKRST %,
R FAELAL2 | 28IC1 8 5mg EROBST 3. 158/I(C 2 @ 5mg #ROI’S5Y 5.
4. AELAL 3T | 158RIC 2 3 5mg #ROB5Y 3. 158/ 1 B 5mg #ROI’RS5YT 5.
%o tRELUANLE 3BE TS CBERRARTHIESER. LU RI RESEDIELR,
£ H ? Fenaux P, et al. Blood. 2011; 118: 3765-3776.
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TSR MEEH
LFURZRATEIL

20254 2 BfERL (551 HR)

EARER RO EES

I BERE
B 35

BE, WHZERDY
E) AR - EEEONGEICKIUERTR L

LFURERs7en2.Dmgienk
LFURE F‘h7°1zlb5mg [FNK] 2.5me 5me

L ena li d om i d e Capsules 2 . 5 mg - 5mg [FNK] SBFS | 30700AMX00038000 | 30700AMX00037000

874291

ARFERasA — —

1.88

1.1 FHBFYURIA FFEFTH S, FHIFE RSBV
THESHMZE T 3NS5, ERXITER
LTLWOEEEDH I REICIFRLTES LBV
&o [2.1. 9.5 8]

1.2 FHIDBEANDREZEITSH. FHIDOEAICDON
Tld. B2EEFIE UT. [FFIE]) FEHSNT
WBDT. BRESR. Eif. ZFEMEDOERBERE.
BEPLZOREFOLTORFENFTFIEZETI
Z&o [2.2, 9.5 8]

1.3 IHRT ZOEEMEDH I REICES T IHEEF. BE5HE
WBRTICHIRREZ{TV. BBETH 3 L Z@E LI L
TERSZRIET 3 &, Fic. BREMBTFE 4 BER
M SRS5HET 4 BRERET. BEXBETSBSE/N—
b F— L H[TH THMGERTEDORBZHIE (Bt
BRIV R—LZEM) T, BEFZEFLTNS
CEZTHICHERT B & EBICEHNICHIRREZT
5Z &, BH. FHDESHBPICITRIEDNSISE
BlClE. BESICFFIDESZRIEL. EMREFICERT
BRSEEZBETSHI &, [9.4.1. 9.5 ]

1.4 FHIBERPNBITIDIENS, B5ET 4 B8
F T, MREZET SIHS I THEEITEDREE
ZHE (BERE#HTIVRF—LZEBER) €. BTz
BIFUTCWB T EETHICHRIDII & Ty 2D
FARIChIF TR & DHRTBRITO RV &

[9.4.2. 16.3 8]

1.5 #FEDESE. BIRICTIRWHTEDEERRSICS
WT. EMmBEREEEOBRICH L THo M - &
BREROEMDD ET. FHOERSHET EHIEIETN
BBEDHICITS T &, T, BERMIBICKEILS. &
EX(FZDORFFICENERURIRYE BRNDERE
DEREZZE) £T2ICHAL. XETREEHET
oS ZEFRIIBT ST Lo

1.6 ZFRERRIRIMSENR UMEREORRIBEINTVS
DT, BRETHICTVEBHSEEICESTITE,
BEENROSNIESICRESICRSZPIEL., &)
BMBZE{TS T &, [9.1.1. 11.1.1 B8]

2. 22 (ROBEICEFIZRSLEBVWI L)

2.1 EREXI(FHIRL TWLWSTREMEDSH DL [1.1.9.5 S]
2.2 Z2EBF|EEETTERVESE [1.2. 9.5 8]
2.3 REIDHS X UBBHEDEHERED &5 5 B

3. Rk - MR
3.1 #m
T4 VFURSIRATEIL UFURI RO L
e 2.5mg [FNK] 5mg [FNK]
AWy o= o= e
(1 ATl LFURIR 25mg UFURSR 5mg

HFeIL | FEAIAE BRtILO0—X. JO0ZANIX0O0—RF KU
ABY | DL, RATTFUVEBIITRYD A

A PSFY. SHULREBS | ©SFV. SYULGHET

PTEN | KDSL, BikFoY, | FDDL. BEFTY
'25. BE="BE
3.2 HEIOMIR
B4 LFURSRATEIL LFURSRATEIL
e 2.5mg [FNK] 5mg [FNK]
& L3 RE~SRENEH | L3 Oe~REAERER
T BE~NEOEREN | T Be~NEHETER
Elfg BhTEILE BhTEILE
e CID CID
x & #14.3mm #15.8mm
§ R # 5.3mm #J 5.8mm
| nreEm 48 38
4. THEEX SR
(LFURZ RATIL 5mg [FNK])
OZHRMEEEE

O 5 BREFRBIRAZHH S SHRMMERS
(LFU RS RATEIL 2.5mg [FNK])
SRIEEHE

5. HER SHRICEHET BiFR

(hEEFE)

5.1 [17. EIRAE] DIEOABZHANL. FEOENER RSN Z+ 3 ([CEE L
Je LT BRNEEDBIREITS T L.

(5 BREFRESIREZH S BHEL MRS

5.2 EREFHEIFEYXT L (International prognostic scoring system : IPSS) [C&
BURITHFEDDR -2 URITRUBYRTCHT 2EMERVRLMESHEILIL
TLEL,

6. iERUHE

(BREEHIE)

FFIAIVVEDHAICBNT, BE. RALFLVFURIRFELTTIHETE
25mg 7= 21 BEEEROIRS Uick, 7 BE®RET S, Nz 1 917)LELT
REZH)ET. BH. BEOREICKIVEEHET 5.

(5 BREFREEBREAZHH S BERANERS)
BEBALIFVFURIRELTTIB1010mg Z 21 BEEEROKRS Uick.
7 BEAREIT D, INZ 1 YA J)LEULTRSZERIIRT, BB, BEDREICK
VEERET D,

7. BiERUHEICREY 3ER

(REESLE)

7.1 BRERESEE TR AFOMPBREN LRI BT ENHESNTVD ). &
S58RUKBRSHEROBHZEERIT DL EDIC, BEDREE K JIESE(ICHREL.
BEBROERICTHIRT ST L, [9.20 16.6.1 B8]

7.2 BEEMBIERZ DR SICK > TAUC R Cpup DIETHRDSNZ T EN S,
A SEEBENARZ T TIREIT BT ENLEH LU, [16.2.1 BR]

7.3 MVIREA R ($4FePEkiEiA Z2BR < Grade3 XI& 4 DBUER (Grade [& CTCAE
[CED) PMRBUBEICIE FEIDOREDNPLEEZERT DT E. RIDERH
(&, BEORECIHNUTHMITD &,



(BREEHE)

7.4 KR ESOHACEEAE. [17. BIRRE] DEOWRS. FIT,
THCERUIEETITS T &,

7.5 FH|IEMKS TCOFMMERTRLMEFEIIL TLRL,

7.6 MWD EFPIRAINRR UICIBE(ICE. TRESRUFBORESEZZ
BB &, [8.20 9.1.20 11.1.3 3]

FE - 8%

TBRDE FEEBBEE COM/IMREL/ FPEHA R OHRESDER

M/I\IRESFPEREL | SBREPOLBROBHEOREDER
M/\VR | 25,000/ ul Rislc | AAIZHET 2.
AR Z 0% 50,000/ uL LAEICEE ULIZBEICIE
KEZARERIDRSEN S Smg HE L THERH.
BH. ARFORSEN Smg D 1 H 10”5
DG AF 2.5mg Z 1 H 1 @BRS5THRE.
PR | 500/ uL KislITED | AR ZRET B,
WA | IS FEBMEF PR | TD% 1,000/ uL M EICEEULEBEICE. &
A E (1,000/ ul K | BIEARERIDRSEN S Smg ifE L THER.
ISR RUEER | B8, AEFIORSEN 5mgD 181 0KRS
38.5CLIEDBE) | DBGIE. AAF 2.5mg Z 1 H 1 0’5 THH.

AEZFE LIk, EERICK Y BEMAENTELICEHIESNZBEICIERER
5mg IOIEE (2.5mg B5DHE(E Smg N EE) THTENTED. 22U, B
AAEZEBABVT &

BRXEHEHDOSFHMEE TOMIMRED T PRI RRFOREEDER

M/IRELSFhERE | SBERPOLBRUBHIEOREDER
MR | 30,000/ ul KiBIC | FRIZARET B,
AR Z(D% 30,000/ uL LLEICEE LIBEICIE. &
&l 15mg 7Z 1 5 1 5 THB.
HE2OBLIE. B | FEIZERET D,
& 30.000/ uL K | £D#% 30,000/ uL U EICEE LIEE(ICE. &
[fab2 BlZzmibR5ENS SmgiHELT 1 B 1 8TH
Bdo
PR | 1,000/ puLKiglc | FEIZEARET D,
AR - ZM% 1,000/ ul LLEICEE (2L, 8IEM

BEFPEFS D) UlBa(Cld, A8 25mg
%181 BR5CHEE.

- ZD#% 1,000/ uL ML ECEHE (120, Tk
HAOLNDENERERDD) Ligalcld, &
#15mg % 1 8 1 025 AR,

7 2 @B, &
[ 1,000/ L F581C
A

FEZARET B,
Z0# 1,000/ uL LUEICEE LIS EICE. AE
ZRIORSEN S 5SmgBELT 18 1 OTHRH.

(5 BREFRBEBRKRZH S SHRELREIRE)
7.7 MBI SFPEFEADNRIBUIBE(C1E. TRESBUAEIDHRESE#E
BT2T&. [8.2. 9.1.2. 11.1.3 B8]

MR F PR FERIF DR EEDER

MRS PR | SSRPONEROERROREDES
MR | 25,000/ 1L FBIC | 2B EAET B,
WA | A ROVNTNDDESIClE, AR EAEKRIORED
5 1 BRI RS R CHRE.
CHIFEEN' 50,000/ 4L LLEICE#E LIBE.
7BUFOEEES I CAEE 2 @UE
25,000/ 1L 15 50,000/ L TH i8S,
SFOOER | 500/ L FIBITHD | AF BT B,
WA AIE@ED 500/ ul L ECEELIBSICE. &
HEGREZRORENS 1| BELALD I
ECHER.
) EREIBORELAIL
AEL~AIL FHIOME - AR
BIAE 1818 10mg %= 21 BEEERORS Lick. 7 OEKE
TB, TNE 1 HAIIELTRSEEET .
FAELAL 181 @ 5mg ZERRORS5T 5.
FELAIL 2 28I2 10 5mg EROBS5Y 5.
AELAL 3 13BRIC 2 @ 5mg ERORST 3.

8. ERRBESNIER

8.1 FRIRSRIBN SIREPIE 4 BERE TE. Bl HEF - FROBHRZS R
WZe&, [16.3 B8]

8.2 FHIDIRSIC K W EFRIFPERAME R OV MRRAMES D ERINHEINFIERET %
TENGDDD. ERNICMRZIMREZITS &, Floo FADRSICHI>
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