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7.7 MU FIFPIHA DRI U BEICIE. TRZSRUABIOREEZERI D &, [8.2.
9.1.2. 11.1.3&8]

5.
i
%fz
4)
i
=

M/WRIEIS $FhERRIA RIRIFORESFDER
I/ \iRESL 45 oRERES BERPOUERUBHREDREDER

KEZARET B,

ROWVTNHDIEE(CF, AFIEAREZRIDOBEN S 1 FELAILY
TFI=RETHEH.

- SBITEM@EH' 50,000/ p L EICOE LB a,

- 7B EOBRE G TRE®BH 2@ _E 25,000/ uLh S

MVIVRSRA | 25,000/ p LTEICHS

50,000/ u L Tan>1ei88,
KEZARETS D,
FORBREIA | 500/ u LARTmICEA AIEMBAY500/ u LML EICEEULIBESI(CE. AEIZAERIOR

h51AEBUNIVY R RS CTHER.
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7. BiERURAEICRET 3R (DDF)
) BRSO REL AL

T FEORE - AR
BIARE | 1018 10mg% 21 BREIROKRS Uik, 7BBHET 2. TNE 194 7)LE LTRSS EEVIRT.
AL~ | 18185mgEERR0R5T 5,
FAELAIL2 | 2810185mg#R0ER5T 5.,
AELAIL3 | 1ERIC 2E5mg #ROBS5 T 5.

(BRXISHEEDOMATHEREmMRY > /iE)
7.8 REI L ADOTRMEEEE S OHBICH T 2EMMER UL MEFHEILL TLRL,

7.9 MR X FIF IR A DY FER U Te

9.1.2. 1113881

solcld. TRZSRUABOUREEZER TS & (8.2,

M/RiES SFPEREA R OREEDB R

[/ ViRER 45 FPEREL

BEPOUERUBHIEDRENER

FEZIARET Do
RIEMEN 50,000/ u LU ERFAFIRSFIOREEBOVINHE
TOHE LB EICE. REIZRODAE THER.

SRR

500/ p LIRS

IM/VIRRA | 25,000/ p LATEISHA - 10,000/ u LATBITHIAN X S /) MRERMZ K E & T 2 HIm 7z
SMAMRHADIEE (T, AERIOREN S 1HELAILY T
FreFE,
- FERLSADESICIE. AERIORSEES.
KEZARET B,

RIEEBN 1,000/ p LU ER BAEIRSHIDRAEBOVINHE

TOEUISEICE. REIZROAECTHR.

- FERARF IR AME [FhEREL 500/ u LREN DR 38.5C
D EDFE GEYIBIERIC L DBEICEMN DS, 58
ERRD) ] DIBBICIE. FEIEARERIOREN S 1 AELAILY
TFreAS,

- FERMSADHBEICIE. RERIDOREEEE.,

) BRIFOREZL AL

BELUNIL AHIDFE - FAE
BIAFEE | 101025mg BERROR5T 5.

FELALT | 181820mgaERR 0857 %,

ABLAL2 | 1818 15mgEEaR0R59 5.,

FBLAL3 | 181010mg = EBRE57 5,
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7. BERUHAZICEET 3FE (DDF) &
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710 UYF I T (BLTHHEIRZ) DERSICEBLTE. [17. BRREE] DIEBORS. $F(CAE - BEZTHIC Qi
BRUETRSID I &, -
7.0 MR [FIF PN EIB U EHBE(ICE. TREZSRBUABOREZEZEZEEBIT ST &, [8.2. o
9.1.2. 11.1.388]
/)RR /4F P ER R RIS DIAFELEDER

/) AREL SR EREL AP ONER U EREOREDER .
AHERED Do 2
50,000/ u LABITHA ZD#50,000/ u LU EICEHE LIcESI(CIE. 4% 15mg %18 e
1B’ 5 TER. )
MRS FEERET B :

SER VR o

giéﬁ%éﬁl*ﬁcﬁ@ Z0#50,000/ 11 L ECEHELIZBAICHE. ARIZMDIRSE
’ M5 5mgHELT 181 T TH.

1,000/ p L3N 7 Bl FEERET B,
i Z0#1,000/ u L EICEE LB S (Cld. & 15mg %18 &
FERMHFOOBORAME (1,000/ u LARTBIC | 1 RS THR. 2
HARUEE38.5CL EDIHE) -
dEs 2
500/ u LESBICHA :

FRRED | (o mBELE. BELTOSSHRE | AFIEHKET 3.

1,000/ u LEh"7 B L5555 ZD#%1,000/ u L EICEE L ESICIE. FEENERSE

NI MS5mgEELT 181 OTHERH. 4,
FEIMMENF PERRAME (1,000/ 1 LK 4
[CHARORSE 38.5CLLEDISS) 7
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Xl& E
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1 BREY IR

OFLEDS FI B S
LSS Re1H1E25mg °

FEYATYY
L2 1@1@40mg: (% (% | (% |

|
1 8 15 21 22 28H
i 76 EDBETE20mg DHEZEER LT ZE W 75@U T T, BFHEPSEREIC K Y. HEBZZBLTI T W,

OBENFHBMDZFH L EHEE

LIS = Re1BH1E25mg ¢
I ——
R 7 %

1H1@40mg
) e e o I I A A B
\ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \
1 4 9 12 17 20 21

594 JIVBMER. FFEYAIVYELTIOMgZETHIE. Y4 7)LD1~4BBICROZST 3.

EANDERRERICENT, VIS Re+THFYAIVVEERF. RBETHIVEMETERRVE
MHFEIRT D TRIFTS NI LT,

SEREFRBERAE S B RERE
LTSS Ko 1H1E10mg

|
1 8 15 21 22 28H

BEFGEE 168 (1138) ZBR(ICEFENROHEZTL. EIBESIHEREEZZERBLTIET W,

BRNHEEEORATHIRBMRY /&

LTSS Re1B1E25mg (AR L) ¢° \
\ | | | | | | | | | | | | | | | | | | | | | | | | | | |

\ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ o
1 28H

ARERS, EHROKRS LTS,



BREXH#aMOERYED VNERVDGREY /\E
L eI

L7275 = Re1H1E20mg o°

Mo K & &

YA J)JL2~5

LJ'5= Re1H1E20mg o°

ﬂ UPE D)
375mg/m?

OTATIL6~ 12
LJ'S3= Re1B1E20mg ¢

28HEZ1YA7)ILELT. &RR12YA J)Uig5Z R VIRL T EE L,
UYFIRTDESRAT T 1—IbHB ATV EICRRBRUETDT, FRULTLIEEL,

[&E]
RAZENBE. EEORAEZN S 1 2EU AL TV EXE. BALBLT. ROHHS
BRAAT 2L SEHLTIRE LV,

<t 2MUBE=E (AUC) ~NDEE>

CLah'60mL/minl EDEE 1 LIS = ReDti20d3~4BFETITH, 120ELIAICIZESEDH90%H
MEEPH SHEEKT B EN S, BEDORBAEZD S 128EUAICIRATNIE. XERBBFOL IS
ReDAUCNDEEFIFEAERVEEZEZSNET,

Clah'60mL/minFKiEGDEE : LTS = ReDti20d 10~ 16RETITH, BEDIRAEZN S 12058#%E
[CIRAULEBEZYZSa—Y a3V UEER. CnaUAUCD LRIFZNZNI1 2B LIAKR T 15% LA
ICBFEZCENS., BEOIRARZINS 1 2EUAICIRAT 2 Z &FOEEEZEASNE T,
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L 73 = ReDAERU AEDHE
BHEBENSHZBETE. JUFPFIVIUPSYR, BNOERCEL ST, LTSI RDBRSERY
BSRIROBHEER LTI REL,

EaERERECIRS T 3R0ORBAENER

==k
30=CLa<60mL/min

¥

BE (BATE)
CLa<30mL/min

¥

BiE (BthHE)
CLa<30mL/min

¥

L7S5= RelOmgE181@ | LFS5=Re15mg#2B8IC18 | L 75 = ReSmgZ 1810
BETHIBL. 204 T)UET | #5 ®5 (BENEEEREICERS)
et =]
i) HRETEHES S 15mg 1
ECTEFT,
SERBHRRBIRKRZHES | LTSZRebmgZ1B1EERS | 73 = Re25mgZ1B10 | U 7 5 = Re2.5mgZ1810
ERREN RIS ’5° BE(BEMBIEBERRICIKRS)
LTS5 = RelOmgE181@ | LIS Re15mg#2B8(C18 | L 75 = ReSmg&1810
BERENEFHLMOMATHE | 85 THIEL., B5MAB56H | &5 1’5 (BETHESETERICRS)
Himiy >/ Vi@ BBERIABSIREREEF 15mg
[CIBETEFT,
L7 5= RelOmgZz1810 | L 75 = ReSmgZ1H1E | L 75 = RebmgZ1H1E
BRI GHEMOEEEY Y | 85 THEIBL. 201 JILKRT | &5 85 (FEREEERRICERS)
INERUSBETY /& BABUEEREE(E 15mg (T8
ECTEFXT,

- HERYZa2—Y 3 VICEDTBHULTVED,
a ! AAESMgZ2HIC1EREETEHIEBHTES,
b AHISMgZE3OKR S LT B LEHTES,
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Y i=%=E9 3EEAE ZDMHE

Kl miesEtesE

O REBEFIRIMABIE. FEARIER & DFFIRMASAEN ORtERE, —BMREMREE. DEHERRED
EIRIMISEEN S SHONB T EN B ET,

OFIRMARE . REARAR. BiK. DFZ. BIRIMSEORFREZALCRETRELPIL

oREMN B ET .

OEHIRMISAE(E. FEFRR. SASME. SME. SREMESEEEUCBETRRLP T VaEEY
B&HIET ',
OEZEICHBIFZINSDURIDFHEET o e T, BEICHU T, HIMEEX (FHTREZED TR,
B’EEEEBLTLIREEL,

O RERFRMMISIED U R T ZH T BFREICIRS T BRICIFFISIRNIUETT,
OHRZBZTHICITL. BEENRDSNIIBEICIIIESZHILEL. BYBUEZIT>TIEEL,

O AITEROER - &R, . RADBUIN. MEROMERENHSNFEE. BESIC
FEENEETSLS. BEICEELTIEEL,
t S | ERBIERRERINISY = 27 [

1) FEBRIR (BEER)
LTSS ReBIFSRBFFY XTI VY EOHARS

2 v SEREHRRBIEIRKRZMH S EHENFHAMED
i BRI EIREE A THIfEE MR >/ VhE
(n=138) (n=26)
£Grade | Grade 3LLE [PEESEElEINE|clo[sRe) DS
ERRIIAS BASAE™ 193(13.5) 126(8.8) 9(6.5) 8(5.8) 1(3.8) 0
ARBPERRINARAE 123(8.6) 78(5.5) 5(3.6) 5(3.6) 1(3.8) 0
FZEARAE 53(3.7) 50(3.5) 5(3.6) 4(2.9) 0 0
BRI EADAE 43(3.0) 32(2.2) 4(2.9) 4(2.9) 1(3.8) 0
ISR 12(0.8) 11(0.8) 1(0.7) 1(0.7) 0 0
2D EIEE 11(0.8) 11(0.8) 2(1.4) 2(1.4) 0 0
— B MR RE M FEE 9(0.6) 5(0.4) 0 0 1(3.8) 0
BRI 2(0.1) 1(0.1) 0 0 0 0
FRIHBIAREAR IR 2(0.1) 0 0 0 0 0 o ,61
MedDRA/J (ver21.0) %5 (%) E=
51 WENDOEET 1%L IR U - 8577 MedDRA BAE TR, Bz
%2 WTNDDERET 2 I EFIR U 2B & MedDRA EAE CRH $__ ?
D B
LTSS Rek UWH YT T OBERS !
BEXFEAMOEELEY > /NEROEESEY > /E (h=176)
£ Grade Grade 330k
BRI ZEASAE ™ 6(3.4) 4(2.3)
FZEARAE 4(2.3) 4(2.3)
REPESRIMARAE 3(1.7) 1(0.6)
ENARIIAEZEAEAE 1(0.6) 0
—IB MR RE I R E 1(0.6) 0
MedDRA/J (ver21.0) 8 (%)

# 1% U EFIRUTcE5R%Z MedDRAEAEE CaoHl
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1.
= M ESEDRIRSHACIEDEFH 5N EFHA T U,
1%5
E 3) X%
2 AEORRERNOTHESZIC LT T,
T B8, BBIRMISER CEIRIMISEDHKIRY T DFHBZIT o1 LT, BBICISU T, FROHA RS A V&
ESE[CHMEER FHREEOFHRSEERL T LT,
2 BEOS R BREETS & U BRARE (WM-02058) ROEPEATER (MM-0255E8) Tl
2 LU75S RehBESNBTRTOBED S5, B S EUNICREBIRMIED 2 L\ 3 FEISEDBEEEN
i HBBETHREML® A » B, ESFATUY, ATUYBBVETLT 7 UVERSL, Z0%. &
i RE7AEU YR ESHEERAY Y EX THE. ZNUSOSETHERET 2 Y FRMEDRS
PBBREMEEE CRESN TV LI,
BRXSHAMOMRA THBEMRKD >/ MBENRE UERERRER ATLL-00258) TF. mgJ 27
. DELEE EARERE PISEORENS3EE, MISEEHFRT DTEMDH 3 HARERSINTL)
- PEE. MREETHERECS 2 EE) T, TAHEUE TP LY VR EMONMEEE FHIICRS TS
5 & SBBEMHBEE TRESNTNE L.
R BRY AL OEIED >/ ERODEE >/ E
BRXSHAOERNE D >/ YER VDGR > B NS & U BB EERRE (NHL-007 #58) Tl
LTSS RePBESNBBEDU I ETHHL. TAICKL. EREFREU>. EHFA/SUY AT
4 UYREDILT 7Y DRSERET D& S BREMABE CRESNTNE LI,
g EENRD SIUHBICFESICRSERIE L, THPNICHRRRE @RBREZST) 270, BYICHmS
b BEE(T > TS,
% ¥ BRBEBICSITBHURE - VUNIMREAICRT 54 RS54 > (BABREFRE) . SNSESE2RA NS4 (BAMRFR)F
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EEE]
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%
O S EEINE GFPERRIAME. I/VGEAME. BN E) b 5hNd T ENHUFT, 2
O BB DG B EEICIRS T BBICIHISTEBNBETT, >
P
OTEHNICIAEZMNREZIT OB E,. BHIRZT2ICITL. EENROOSNEBSICE. BE. AKE n
X35 ZhIET 213 EBYBNEBEZTO>TLEEL,
O G-CSFHEDBYRXMERBHERB LT IZEL,
2.
OF#, WiER. KB, EEMBEENRHFOSNEBE. THPDICEBENERITDLS. BEE g”
[CiEELTL RV, %
%
1) R (BEER)
LIS = ReEMESXETFUXIVY EDHBERS
| , S ERRERRHREERES ERIHAED !
) BURRATIRE CINT T B
: (n=138) (n=26) =
£ Grade Grade 3 £ Grade Grade 3B E £ Grade Grade 331 E %
YFORERIR A 535 (37.5) 437 (30.7) 107 (77.5) 103 (74.6) 21 (80.8) 19 (73.1) ﬁ
/)RR 288 (20.2) 137 (9.6) 64 (46.4) 51 (37.0) 21 (80.8) 6(23.1)
Z1Mm 553 (38.8) 227 (15.9) 11 (8.0) 6 (4.3) 14 (53.8) 5(19.2)
MedDRA/J (ver21.0) BI8(%) 4
&
C— — L - . 2
LIS Re&EUYFIITTDHBKRS 1
| BENFHEEAMOERMEY VNERDDET Y »/NE (h=176) erJ
£ Grade Grade 3 E g
SFORERGR A 102 (58.0) 88 (50.0) e
/)RR 26 (14.8) 4(2.3)
&M 28 (15.9) 8 (4.5)
MedDRA/J (ver21.0) B (%) 5
B
5
&
U
H
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£ =
Bz
EE
Z9
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X
R
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2) FIRESHA

1.
2 @7 hERiEA
% SERESRBEREE Y S BHEAMER
s BEOSREBHEENS & U A EERRR (MM-020 58) KOS ERGARRLSBEE LS BHRY
073 AR RB ZNR & LI ERKRE R (MDS-004535) Tld. LTS5 Z RFeLDREEMNEE CERULGrade
e 3L EDF DA DR SR % ABLINICS < BB LU F Uiz (MM-020ER T 1E65/283 1 (23.0%).
MDS-004 582 Tl1E61/101 41 (60.4%)) o
Flo. BRXFHAMOSREBHEEENR & UIcNEERRE (MM-009558. MM-01058) Tl L7
9 T = ReL DBSHBEMNSE CERUV Grade 3L EDFPEHAD OREIRFH ICHEDERFH 5NEFBFAT U
2 BREXFHLEORATHREMmR >/ V&
¥ B SHAMOMA THIROME >/ EENRE Uz EPERRER ATLL-002:#58) Tld. LTSS Re
2 & DESEMNBE TE B Grade 3 M EDIFPIREA HIRSRIA% 8 BUMICS < R LU Uiz (10/176)
(58.8%)).
BRFHAMDEELY > /ERVDESU > /B
BREXSHAMDOERNE D ) ERODGES U >/ EE TSR e Ui ERARERRE (NHL-007 H8) Tl
3 Grade 3 _EOWFhEREA DHEFRE TOHBOPRIE FH) (£, 14.258(1.1 ~ 48.458) T LT,
Z @ 1/ ViRFA
2 SEREREBERAER S BHEMMEIRE
R SFMBIEENRE LA EERREER (MM-020 58, MM-009EE. MM-010358) KU 5 BREHE
PSR 1 S BRI MEREZNR & Ui EERRE (MDS-004 H8) T3, LTSS Res OELEM
NBETERVMIMERNE. LTSS ReiR5EE% 4BURICS < RRUF LT,
4,
% 3) X%
E REDRIEENADTH ZSE(C LTIV,
= B#H. FREGEA LIRS DR SNIEEEICE. BFAXO [BERUBECEET 338 #5880,
= HE. RESHEEEDIT 55 S EIRLERT > TS (KAA RDOP.8 ~ 11 EZBRBI 2,
i LTSS ReDIB5ICH=>Tld. G-CSFRFEIDEIRERDHEELTRE0,
SEREFREIBIAZ Y S BBRERMEIRE
g BEOSREBHBETS E U EERER (MM020HE) . 5EREHERIIBIAERES BHRLHM
2 TR ZNR & U EERRRS (MDS-00435) . BRXEEAIORA TSR >/ EENR &
& U7 EPOEREREEER (ATLL-002 S8R) Tld. HFhEREAFEIRES D G-CSF BBIDIRSICOVT, TAERIMTE

[T 2Kk S8EERESTEE CRESN TLR U

BREX#aM0EREY >V NNERODGEY /B
BRENFEEMORERMED >/ EROBEEY v/ BENR E U ERHEEIRRGEE (NHL-007 5ER) T3,
ASCOHA RSAVURIFESMO A RS A VICHEL, G-CSFREIDIRSICOVT, FEEHRTERMET 5
KO TEREMETEEZE CTRESN TS, Grade 3NIE 4 DFPIRFAMEICH LT, 57/8841(C G-CSF A
‘BSEINF LIz,
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Him ¥
13
1%
O\ D E UTeiER. EEBERMEDEMICE > TEABHRESNTVE T, 2
OHBE+HITTL. RENRHSNIISSICE. FE. KEXE5EDIET 5K S ERLE o
7
ZEITO>TLEEL, =
OREBMAR V%K., SHIM. EREMEENHFSNIEIFE. THPNICEEENERIT DK,
BEICEELTLIEEL,
3
Be
1) BIRINR (BEER) i
W o— — — ne ;:)J
LI'SE ReBIHZSNIETF XTIV Y EDHAIRS R
2RSS 5 BLEPRBIEIRKRZRES BRI BHEED
(h=1.425) B R REIREE MATHEREEMmRY >/ V&
: (n=138) (n=26)
£ Grade Grade 3B E £ Grade Grade 3k £ Grade Grade 31 E B
Him 346(24.3) 41(2.9) 32(23.2) 3(2.2) 8(30.8) 1(3.8) ?,_%

S 92(6.5) 5(0.4) 7(5.1) 0 0 0 2

P 84(5.9) 2(0.1) 3(2.2) 0 2(7.7) 0 D

mfE 33(2.3) 2(0.1) 7(5.1) 0 0 0 iR

=k Nuuiliil 13(0.9) 0 4(2.9) 0 0 0

B MBS 1(0.1) 1(0.1) 0 0 2(7.7) 1(3.8)

RA IR E 0 0 0 0 2(7.7) 0 4,
MedDRA/J (ver21.0) 11557 (%) %
WIND DEET 2% 58 U5 % MedDRA EASE CE2#; (AR 8551 0RA THIEMAA L >/ 0 2 Hlll t) ’ﬁi

&
LIS=E ReEVYFITIITDHBIRS &
BREXFEEEEOERMD v NERIET D /N (n=176) %
£ Grade Grade 3B E T
Him 16 (9.1) 0

S 5(2.8) 0

B 3(1.7) 0 3

BEPSHEIN 2(1.1) 0 i

AEREPYMAE 2011 0 R
MedDRA/J (ver21.0) 24 (%) H
1% EFIR U1z E% % MedDRA EASE T5oH o

2) FIRNSFHA
HMOFERFHRICHFEDERIEFHFS5NFEBATULR,
3) WE

KIEDHGEBERADEHZSE(ICLTLEE,
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OEERRPENHSDONBZTENHIET,

O fliR PEUMIEIC K WIETICEDFBH|RESN TN,

OMBEFZNRBERVCBERREZTSBE, BREZTDICITV. EEFRDSNIBEICE. &
St L. BYBRNEZET > TS,

OFEE. BRBENHONFE. BSICEEENEFI DL, BEICIEELTIEE L,

OBEFR VA LA+ v U7 DEREXFEFERRRE (HBsHIREEM. H D HBcHifAN (& HBs HUiAkE
%) TBEFR DA IV ADFEEHEN G SDNB T ENGHUET,

OFFWESITFIL > T FERDA IV ARBRROERZHER L. AFRESHIICEY)/RUEZIT > T IEE L,

OFEIDIRSHEEF. iU CAHEERBECHXRDAIVAN—A—DEZIU VT ZITSRE,
BEFFR D A IV ADFEEMH EDBIRPAEIRDFEIRICEFR U TS IEE L,

OETHLZRMEBERE PML) "H5HNBZTENH U ET ., FERSTRUESKTRIF. &
BEOREZTDICHRL. BHRES. RAES. FMEER (FE. [UEHRE). SEESSF0
ERD B SHNIBER. MRICKDEGZHIRUOMEHERIREZTO LEBIC. FHDKRSZ
LU, @UBLEZT > T EE L,

1) ZRRR (BEER)
LJ'5= ReBBIESXRIETFF YR IVY EDOHAKRS
582 BBRKRZHS #a
R Tl ) ey
: (n=138) (n=26)
£Grade | Grade 3l E BECSCEEENNNC ()Ml £Grade  Grade 3L E
RRARE 1,058(74.2) 383(26.9) 87(63.0) 17(12.3) 15(57.7) 2(7.7)
Rtk 227(15.9) 148(10.4) 5(3.6) 4(2.9) 4(15.4) 1(3.8)
Bk 214(15.0) 19(1.3) 15(10.9) 1(0.7) 2(7.7) 0
_FIREER 212(14.9) 2(0.1) 16(11.6) 0 4(15.4) 0
[EZHK 206 (14.5) 19(1.3) 16(11.6) 2(1.4) 1(3.8) 0
PRESRRG 174(12.2) 22(1.5) 13(9.4) 2(1.4) 0 0
SOBRRA 76(5.3) 14(1.0) 6(4.3) 1(0.7) 0 0
ALY 74(5.2) 9(0.6) 4(2.9) 0 0 0
IEFER 74(5.2) 0 4(2.9) 0 0 0
MedDRA/J (ver21.0) BIE (%)
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_FIREER 13(7.4) 0
Fifiské 13(7.4) 6(3.4)
Bl SRS 13(7.4) 0
PRESRRZ 13(7.4) 1(0.6)
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BHE (HERRESD)

OFFTA4S5FY—

OFHRZTHITITV
ZIToTLIEEELY,

. BEPRHS NI

MEFEFDEBEIE. KEHRIRIEIRE (Stevens-Johnson iEf&EF:5JS) .
B MRIRILAE (Toxic Epidermal Necrolysis:TEN) B'&% 5hN2d 2 ENHUET,

malcld. HE. REXFRS5ZDPIET 2 SERLE

O U RY A RICKBZEERBRIEDBIEREDSH 2 FE(CKS T BEICHFITEENVETT,
OO PIRIBDZE. KEUDRENHOSNIBEICIF. EBICEEENERFITSLS. BEIC

BEULTLEE L,

1) ERIRR (BEFER)
LTSS ReBIFSRBFFY XTIV EDOHARS

51 B B SERBARBIBIRKZE D BRIHEMED .
(n=1.425) BRI EIREE BATHEEMmRY > /&
: (n=138) (n=26)
%£Grade Grade 3B E %£Grade Grade 3B E %£Grade Grade 3B E
BRI 469(32.9) 88(6.2) 36(26.1) 3(2.2) 16(61.5) 5(19.2)
R 329(23.1) 66 (4.6) 25(18.1) 3(2.2) 6(23.1) 2(7.7)
O 53(3.7) 0 1(0.7) 0 3(11.5) 0
BER IR 2 12(0.8) 6(0.4) 1(0.7) 0 3(11.5) 1(3.8)
B8 5(0.4) 1(0.1) 0 0 2(7.7) 0
Eedaey 1(0.1) 0 0 0 2(7.7) 1(3.8)
MERRE ™ 77(5.4) 4(0.3) 3(2.2) 1(0.7) 2(7.7) 0
B FhE 33(2.3) 0 1(0.7) 1(0.7) 1(3.8) 0
EAERERR 18(1.3) 2(0.1) 0 0 0 0
IEBUE 14(1.0) 1(0.1) 0 0 0 0
EEE 7(0.5) 1(0.1) 0 0 0 0
N EEAE 6(0.4) 0 0 0 0 0
77057 1(0.1) 0 0 0 0 0
MedDRA/J (ver21.0) BIE (%)

¥ 1 WINHDERET 5% LI EFIR UTc R % MedDRAEARE T HE
X2 VINHDEET 1% EFHIRUTcB5R7% MedDRABAGE Caosl (BEXIFHEEDOMA T HI2EMRY >/ SEEDH 2 HI L)

LI'3= Re&UYFIITOHAKRS

BRGEAMOERMD > ) SERUSTEEY >/ V& (n=176)
£ Grade Grade 3 E
R R 57(32.4) 5(2.8)
T 19(10.8) 2(1.1)
PR EIREZ 14(8.0) 1(0.6)
AR 9(5.1) 0
MEFHE 4(2.3) 0
TEEERE 1(0.6) 0
EREFRE 1(0.6) 0
OE2E 1(0.6) 0
REEEZE 1(0.6) 0
BEE 4(2.3) 1(0.6)
W EBUE 3(1.7) 0
S 1(0.6) 1(0.6)
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$Io. LTSS ReL OBBIDTSECE B Grade 3L EONETE 2ARHSN, WPNHLTSS
ot SRa 1 LU BB L TRIRLE Ui

AR SHA OB T BEEE NS & U SHEMERRE (V009 EERUMM-01058) BT, L
753 Red OEBENEETEEVRIBRISS0HID S5 226 (44.0%) 1, LTSS Kol 5808 45811
ICFRLE Uz

SEREBARBERE S BHREIRE

HEWRER (VDS-00458) CBNT, LTSS Rel OBBENDETHBLEERIR7 0S5 67
(35.3%) ', LTS = Ret5RA16% ABLNICHRIRUE Ulc, Fo. VTS Rl DEEUNEE TER
\Grade 3LLEQMETIN 1 BIRO BN, LTSS Rl 5 15 BECRRLE UL,

| BRXSHAEORATRIBEMTEU >/ )/ Vi |

EAEEREE (ATLLO02ER) CHBIT. LTSS Res DBBIENTE T BB (RERHESD)
168ID>51141(68.8%) 'L 75 = Rett 5Ra16% 4 BLIARICHKIBLE Uiz,

BRX(IEAMOEIRED >/ NERUDEEYD VE
BRN(FEEMEORREML D V/ERODGE D >/ EENR E Ul EEEREERREER (NHL-007 38R T3,
Grade 2 ~ A DEERHOYIOIFERFE COBOPRE &EH) (&, 2.7:8(0.1 ~ 20.7:8) TUIZ,

3) XE
AEDREERHOEHESEIC LTS,
BE. B, RREMSDVIEKEEDORE. MEFEDED. SISKRUTENREEEREEREENEENOND
SEICIE, BEEPIEL. HERESERO L. BIMLMEET> T REL,

(ZZ] KBRS DA

R REEAR D EEFE % ST
Grade 3L ETIF. LI SR, DAER EHIEEZE

¥ ¥ ¥

FIBHE. RIBLESD B LS
i 23 R/ B
[ PREHEDFEE ] [ LERRRE/BE ] [ KR DR ]

¥ ¥ ¥

R7UILF—F/RERIZVE
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D B
X3
]

HARTOIRE BE LIS=ReDpIE

M7UILF—R/RERISVE o RETIESEELT

HEZXFOCRE BE gOXLR=ZVOYOD B IREZEEE
RS LIS ERel3ERE L0

(f:10~20mg/Bx148)

Dimopoulos MA, et al.: Leukemia. 2011; 25: 749-760.
Palumbo A, et al.: Blood Rev. 2009; 23: 87-93.
Reece D, et al.: Adv Hematol. 2012; 2012: 621958.
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. 1) #HRKR (BEER)
LD NeBIBRESXE T+ T X I VY EDHEIRS
) SRIUEBEEE TR E LA EIRRRR (WM-02058%. MM-0098. MM-01058) [CHNT. [ERFHE
gs‘; AEIREEE 2 Grade 161(0.1%). Grade 3L E1#H1(0.1%) [CFEIBLE UL,
£ SEREGRBIIREZ NS SBER AR
2 SEREERBBREE NS SHRFAERE ZHRE U BERTER (MDS-00455) . BRIIF#LM
R DR THEEMmA D >/ SEERR & Ul ERERRRE (ATLL-002H8) [C8WT, BEFHREREIFR S
NFEHATULIR
N LTSS Re& UYFITTDOHARS
£ BRSHAMOEINED »/ ER VLGS /VE
% BRXSHA OB >/ SERUMEE >/ EENRE Ul EREERRTS (NHL-007 58) [CB0)
% T. [EEHEEREE 2 Grade 261 (1.1%) ICRIBUL. Grade 3L EIFERHSNFBATUT,
g 2) FEIRESHA
‘
SBEOS R BHERE NS & U EERERR (VWM-0205E) T, BEREEREN 1 fIRHS5N. L
75 S RelRSHIL% 4BICRIR L E Uiz,
B AR SHAOEIED >/ R 0DEE ~/(E
§ BRXIFHAMOEED >/ SBRUMGE U V) EETSR e Ui EREEIERTR (NHL-007 58) [CB0)
B T, BEFERERER2AE. TNENL TSI RelR 5% 8 BERVIBBICRRLE L.

3) XA

KIEDHGCBERADSEHZSE(ICLTEE L,

[ZZ] VT 3= Ret+ FFY XYV VHREECST 3 EERHEIREREDO T
(Expert TLS panel consensus™ & "))

- &
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ER
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EE
Zz9
(20
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TLS (Tumour Lysis Syndrome) panel consensus Tld. ZH4E8EEFEBFIBEREDEY R T &S
([CHFECN. BEOKREBOHR, Kofie. 70U/ —ILESHFHUEBES UTHERINTLETD,

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

% Mitchell S. Cairo SEEKD TLS Expert Panel (T & W SIHES NICIEBRRIBAEREE 0 S DAN T L SNIcHRES
(Cairo MS, et al.: Br J Haematol. 2010; 149: 578-586.)
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LTS = RelIE ST+ U XTIV Y EDHERS
BRXSEAMORA T REEMmED >/ EENR & Ul EREERRER (ATLL-002:35) (CBLT. BET
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50 L7 A E ORI OTHRE TRH SN TVERT,
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BE
% 1) HEIRIK R (BEER)
5 UJ'S S ReBIES I FF Y X 9VY EDHBERS
: SERERRBIEIRAERES AR FHAED
e T M A TS s )
: (n=138) (n=26)
3 £Grade Grade 3L E BESEiclNEcleeVlal £Grade | Grade 3L E
§ IR = 1 —0/SF— 353(24.8) | 55(3.9) 7(5.1) 1(0.7) 4(15.4) 0
£ RRMRE =2 —0/5F— | 216(15.2) | 10(0.7) 3(2.2) 0 0 0
9] R 1 —0/SF— 110(7.7) 30(2.1) 1(0.7) 1(0.7) 4(15.4) 0
R FAUEE) = 1 — 0/ SF — 41(29) | 12(0.8) 0 0 0 0
2H-1—0/F— 20(1.4) 3(0.2) 0 0 0 0
R 10(0.7) 0 3(2.2) 0 0 0
4. MedDRA/J (ver21.0) %5 (%)
E WINHDHRET 1%L EFKIBUcER%Z MedDRAEARE CaLH,
=
ﬂ; N — — g -~ W
'E LD'S=E ReEUYFIIITOHARS
61 BERXFHEAM OB > SERUSDES D~/ & (n=176)
§ £ Grade Grade 330 E
s FRE= 1 —O/SF — 13(7.4) 1(0.6)
SRR — 1 — 00/ SF — 8(4.5) 0
KRS 2 —0/SF— 3(1.7) 1(0.6)
5, TR 2(1.1) 0
i MedDRAJ (ver21.0) 125 %)
N
o
R 2) HIRISHEA
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O DHEERE (DB Z1T51RE. BIRETH(ICTV. BENROSNEBEICFkSZDIE A
7
I BRREBIBFUBZEIT > TLIEE LY, o
OERE. RIERK. MERREDHOSNIIBEE. ESBICEEBENERTDLDS. BEICHEELT
<IEEELY,
2.
)
Be
1) EIRKR (BEESER) %
LJ'S S Re B ERIETH Y X9V EDHEAIRE -
: 5 BREFRBIERARERES BRNFHEEED
e BRRL AR RATBREmEL > /1
/ (n=138) (n=26)
£ Grade Grade 3B E £ Grade Grade 3B E £ Grade Grade 3B E 3
MRS 80 (5.6) 46 (3.2) 4(2.9) 3(2.2) 0 0 o
BobiE 33(23) 10(0.7) 1(0.7) 0 0 0 Z
DEIEE 12(0.8) 11(0.8) 1(0.7) 1(0.7) 0 0 2
=M D\EEE 11(0.8) 11(0.8) 2(1.4) 2(1.4) 0 0 iR
HENTREE 10(0.7) 8 (0.6) 0 0 0 0
MedDRA/J (ver21.0) 5 (%)
WINHDBRET0.5% LI EFER U 5% MedDRA BAZE THH 4.
e
a5
LTSS Re& UWEITTOHBRS i
&
BERXFHAEOERLED >/ SER OGS >/ & (n=176) »
£ Grade Grade 30 E :i,
DS 1(0.6) 1(0.6) .
BLME 1(0.6) 1(0.6)
MedDRA/J (ver21.0) 515 (%)
2) RIRESHA B
B D EE DR CEEDEDRH SNEBAT U, B
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RIADHIECEHADEH ZSE(IC LT EEL,
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OO ENBSONBZTENBIET,
O DHEERE (DT I1—%H) Z1T 516 E. BEZ 1T
X35 5%ZIET D1a SBYBUEZ{T> T EE LY,

OFERDORIN. EF. REFREHE. TEREFEGREHNH SN
IB2L5. BEICEELTLIEEL,

L. EEN

sasH NI

Zalcld, e, AR

58, IHPHICEBENELR

1) HRKR (BEER)

LIS = ReBIIRSRIETFF YA IV Y EDOHAKRS

. 5E: TR S R 32O Ed

%ﬁl?%;m%i ﬁ%ﬁéﬁ?ggﬁi%{gﬁ " kl=lint i
. (n=138) 6

£Grade |Grade 3ELE BE=SCIETSMNICIE RVl £Grade ade
DAE 88(6.2) 52(3.6) 5(3.6) 3(2.2) 1(3.8) 1(3.8)

DARE 34(2.4) 20(1.4) 4(2.9) 3(2.2) 0 0

S > MEDAE 29(2.0) 20(1.4) 1(0.7) 1(0.7) 0 0
Frizk BE 25(1.8) 12(0.8) 1(0.7) 0 1(3.8) 1(3.8)

MedDRA/J (ver21.0) B (%)

WINDDHEET 1% LI ERR UTcBR%Z MedDRAEARE CEodl (BRN FHAEDORA T MREMmED >/ D 2 FILL L)

UIS= Re&UYVFIYTOHRBKRS

BHEYEAMOERMEY Y INERODERY V/NE
BREN(FHEAMOERMY V/NEL OGS V/SEENS & UcERERERKRIE (NHL-007 8E) (CHhW
T. DAZ (DFARE) [F£ Grade 141(0.6%). Grade 3LAE1#1(0.6%) ICHEEBULE U,

2) FEIREFHA
DR OFFEHICFEDEEIEH S5 NFLAT UL,
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AEOREERNDLHESEIC LT E,
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Z
N3 5%ZhIE T B EBYIRUEZIT > T EE L, .
OE)F. HFL), WBFRRE, KRR ENHOSNIEE, BEICEEENEKIDLS. BEICHE
BLTLEEWL,
7
Be
1) FIRINR (BEER) %
LTSS ReSIIE SN I FHY X9V Y EOBARS :
, SERERRBILLEES BRX LD
e BEE AR A TEIEEmED >
: (n=138) (n=26)
£ Grade Grade 3 E £ Grade Grade 3 E £ Grade Grade 3 E 3,
TREEI 292(20.5) | 112(7.9) 9(6.5) 3(2.2) 2
DEBE 78 (5.5) 36 (2.5) 2(1.4) 2(1.4) 0 0 g
S 56 (3.9) 28(2.0) 2(1.4) 0 1(3.8) 1(3.8) 2
iR 42 (2.9) 7(0.5) 0 0 2(7.7) 0 R
Bz 33(2.3) 1(0.1) 4(2.9) 0 1(3.8) 0
BEIR 32(2.2) 12 (0.8) 0 0 1(3.8) 0
TER 21(1.5) 4(0.3) 0 0 0 0 g
SRR 20 (1.4) 2(0.1) 0 0 0 0 3
R MRS 7(0.5) 0 0 0 2(7.7) 0 1
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BRXSHAMOREINE D > SER VLGS >/ V& (h=176)
£ Grade Grade 3B E
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IR 3(1.7) 0 g
SRR 2(1.1) 0
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2 0T &. REDFMBRENHONIIBE. BEICETEENERLT DL, BEICHEEL TS,
&
2
1) HRKRE (BEEER)
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}‘;{ £Grade | Grade 3B E BREIE[EOEINNEIELERIVES $£Grade  Grade 3B E
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OZEF. BYINBENHOSNTHZE., THPNICEEENEBITDLS. BEICEBLTLIEEL,

1) HRKR (BEFER)

LIS = ReBIIESERIETFF YA I VY EOHAKRS

55N BB Sﬁﬁéfﬁﬁqﬁﬁﬂiiiﬁi BRXTHEMHED :
(h=1,425) B BB REIREE A THIZEMmRY >/ V&
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= FoE DEEENEE CERR Grade 3L EOBRE10BIOFERIHAE. LTS5 RetR 5616% 2881
16l U753 Rel&S55B#NA4TEN 18, HDD8HIFL TSI RedR 55846 BLIET LT,

3) X

WEICIHU. RRIFFIEICKDEEDERBLTIEEL,



/’
Reviimid

(/ ena//dom/de)mpsu/es

&E1

 SEEEEE MR (AML) NDBITICDWT

AML DT
AMLADETH 2\ R EFBEEERSE3ETE LT, AORBMIKENEI SN TVET,
1z, LTSS ReDBEIC & U ARMMZSPEImEGE2NNENESNBVEE TR, AMLABITT S
2D BVTREEDTRRINTVET,
ZORDH. TOESBREETE. PRERTHLEBENRD SNz s EPRENDIES N &= (CEBBRE
EEREL. AMLADBITICEBET ZRBENGYE T, (0. RORRHOBE. BIECEENREOET
PEHENIBEIC1E. BHRE HIEESORERLR S FEEL. BRI ENEETT,

SBRBIRBIEIRKZH S BHER MRS Z 3R & U TS EERRER
(MDS-004 E5%) TD AMLIBITIRN
(1) AMLADFEATIRE
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Wy I HARSE BRIGS5E DY+ IHBRSE BRIG5E
(n=147) (n=148) (n=31) (n=32)

PFSthofE, B 39.4 13.9 20.2 25.2
(95% fEFERRS) ™' (23.1-NE) (11.2-16.0) (16.0-NE) (11.1-NE)
NY'— RE , 0.40 1.00
(95% 1EFBXRS) 2 (0.29-0.56) (0.47-2.13)
pfE*> p<0.0001 p=0.9984

%1 Kaplan-Meier #7E1&

%2 Cox N\ — REFIVICEDL
#3 log-rank ECE I plE

NE @ #EEAR D]

(2):0%FH VU 2 \EERE(CH (T 2 BRI

ERNMBTE LT, DEFU VBRSO TRICEET DRN—X S 4 VIEOKEERM (Ann Arbor KA.
LDH L2, {EFEENEN) ZH%E LS Z BT 2R UIcBR. IWGRC2007 [CE D IRCHEICKD
PFSD/N\T'— KL (95% 538X ™) (£0.51 (0.20 ~ 1.28) TUlc. ZORRENS. VIS Ret+UVF
INTHARSHEUYF I TEMGSHE OB T LEEOERBRFEDODMICRY MMECICTREENER S

nE L.
O T e .
NF—RE NT—RE
(95% (=R pfE (95% (=R piE

o AP —— 1.00 0.998 0.51 0.153
Vs U7 D By 5 BY) (0.47-2.13) (0.20-1.28)
Ann Arbor j&E8 2.75 2.44
(v vs I/11/111) (1.21-6.26) 0.016 (1.00-5.95) 0.051
LDH 2.35 2.79
(E8354) vs LERL) (1.10-5.03) 0.028 (1.13-6.90) 0.026
(e mETER 238 2.09
(E0) vs LLZ) (1.04-5.42) 0.039 (0.89-4.88) 0.090

1 URIRFZ1D830

X2 BFENOEESFITCOEER U X IRTF (p<0.05) 250
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5
S ESE MABERAREER : MIM-020 558 S EEE MAEEAREER | MIM-009 558 g
SRR S VS MEF =T SN 3BTRS SRR D VI My T T R B S TR E 3R 07)
thERE SR I'T|
BEOS R EHEERE SRS 3 BB AIED
1,623 SR BERIEEE 353
2.
| | 5
SVSLME( 11 1) SV L ¥
. ol 1S58 a:1 i
\ \ =
[ \ \ [
g B& LFURIR LFURIR AT 7S LFURSR
N + + +FURZVY + -
7T Vidz=E ] Vidz=E ] +HURTA R NS FEYAIVY
FEROAIIY TEYXIIY 12947 (UFU RS R+7EHX
PD = Tk 18542 (MPTE) IOV RIRSE) 3
(Ld) (Ld18%) 17641 £
177461 &
535 5414 547 %
iR
HPEE 5 PD & Tt
4,
i
al
7
KhEtbisl | 18 AEGEK. BN, PITFNY T4 wT) oK |§
el
65w EN (S MEFHHIRRAEDEINE 1R SR VRIBED o = 2
q oy ! B R |
PO ST BB 1,623 BRENIHSHOSHE ESRESRE 3534 E
(0]
LFURSR | 25mg. 1 ~2188/942)L% 25mg. 1~218H8/YA7)L*" 3 .
®’58 (DUFPFZUIUTSVRICKLDARLSDY) (DUFPFZUIUTSVRICKLDARGY)
- . BHEBFFU XTIV 1 40mg (>754 : 20mg) &
= i > : .8 1™
s 11&5%%;';:;;(;4/9/)b39mg( 7OR20ME N B | E T ~ 4B, 9~ 1288, 17 ~ 208 5.
‘ BIZ. 5YAOLBMER. SYAIL01~488%" 3 2
B
X)L T 7S 0.25mg/kg (> 758k - 0.20mg/kg) %= (0)
1~ 488/ YA )L* BREEFEY XTIV 40mg (> 755 : 20mg) & g
R | @FLURZVY i 2mg/kgE 1 ~4BB/ YA IILF? 494 JBETIFT ~ 488, 9~ 1288, 17~ 208
ot R R :200mg (>758 : 100mg) &1 ~ 42 | BIZ. 5Y+A2)LELEE. SYA7)LD1 ~ 488" 3
BE/ 91 0)L*?
¥1:194020)L28HE 6
%2:1947)L428/ Bl
¥3:UFURI R, FFEUAIVYDRSIEASMECE DT BRI, {E ;%-2‘
A
EE
z3
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SHESE MABERPRENER : MIM-010 5H8R

SVESS MABERAREAER | MDS-004 s8R

LIRS VY ME S RN B S5 R R

M SBHEHBED
LHMBBESRE 3514

LIRS VS ME S ERNE 3 S et

del (5) (@31) &>
6 /SPRS-1 UR DD
BRI AIEREEE 2050

Bi. 554 7LBLER. S TIL01 ~ 488"

e 5> 1Mk
CEYCIN 7 At
) e i)
[ | [ \
o= e ZEERE  [LFURIRI0MG|| LFURIRSME 75t
% B VTUESE @®E528) | 695 6951 675)
FHA FHYXIVY FRIXTVY | |
(LU RS R+FED 2
IV HBIR5E) 17561 | |
1764 iR 58 UFURZR10mg UFURZR5mg
(BR15638) 28 10961
PD & THkRE PD & THki
BB 1638 (1138) DR T, RMEKRIG (FRIEK
NAF—RIGL L) iEROONBVEEIE. B5EDIEL
FUl
Eiituisy | KN FRAN
. SELEBURRBEBREZMD IPSSOERY X T X (4R -1
S Bl ZFM S BERES | 5 -
R | BRNEGEEHEOSFHMEEHESERE 3514 20 DB SR R ERE S 205 6
LFURSR | 25mg. 1~21HB/YA2)L%"? 10mg®t: 10mg. 1 ~2188/94 7L
w58 (ODUPFZIIUTSVRAICKZDAESY) 5mg##:5mg. 1~2888/Y1 I
SBREFFU XYYV 40mg (>75% : 20mg) &
HA% 494 J)VEFETIF1 ~4B88. 9~ 1288, 17~ 208 —
BIZ. 5P 2)LBLEIE. T/ 2)LD1~ 488" 7
SBRHETFFUXIV Y 40mg(>75% : 20mg) &
pjiicEeg A4 J)LBFETIET~488. 9~ 1288. 17~208 | PSR :1~2888/P17)L*

#1194 7)L288HE
¥2:1UFURIR, FHEIXIYVYDORSIEIBEMEICEDITHETLE,




EAEE I AHERAREER : ATLL-0025H5%

ERHES M18ERER : NHL-007 58k

LR HEIEN RS — 7 SNV

LHERHE S VI LMET S ERHER

SR TR R AR
\ BRSNS HE D
ERXEERO TR il ot B
RA TR > G 26 61 e
LFU RS R25mg
2441 LFURSR

= B + BAVESI A

. SSEDES) 1804
FHALY 17841

PD & Ciilkist
PD & Tkt
Hietthlis; | B 15 7B (Y7 (BASO). KE. WM. EX)
5 = 20 EOBEXGHEROBATBREEMRD >/ MEE | BRXGHEAEOERME Y >/ SR OEES ) >/ ER
Z264* #3584

= e
“TJE:F 25mg. EBRS 20mg. 1~2188/917)L*?

B5E

o 3 U337 375mg/m’ YA 7)L11%1,8,1522HE.

HAO)IL2~5F188*
n N » - 2
— 3 Uw#2< 71 375mg/mi YA 7)b11%1,8,1522 8B,

A2 ~ 5188

¥ 1 EESMmErRBERDBEFHRN
21 1940)L288M
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ERPRERERIC B 1) BIASE « iRE - thIE B

L7 5= ReDERRHBR T, FHIKEAMC IV WREA G ECRE T 2AREZDEENRESNTVE UL,

SR EEE

BEROZFEIEEHEZNRE U EERAREER (MM-020515%)

E=3 SBERONER UBEIEOREDER
DO R | LTSS RamtisEd 5,
%&f&%:pﬂz & | GCSFMRSINTLRNES. EFIDHEITG-CSF DRSERILT 2.
B 11,000/ u LELEICEEULBSCE. LTSS ReBREROAEN 5 5mgHBLT 18
EFCPERIAIAN (1.000/u Lk | 1 EES" TERT, ‘ '
2 (o ﬁuf‘&v\ B, REFOBEEN SMgD 18 1B1R5* DBE1FE. 2.5mg%E 1818185 THEM.
ke el B | TR, B5ERE. FOEMEOCAEBHOLEREEFRORRT T G-CSF O
J:(’,“;i%ﬁ') SPRENTVBBEEASLANLE#IELTEHEL,
LTSS RemihET B
P 25,000/ p L | 50.000/ u LU FICEHELIZIBEICIF. LTS Re B RERIOAEN S 5mg BB LT 18
had RIS 1@®5" THETY 3. _ _
BE. AEFOREN 5 Mg D 1 81 RS D5ER. 2.5mgz 181085 THEY 3.
LTSS RemhET B
e Grade 1L TICEELIZBEICE. LTSS ReBHEROAENS5mgHELT1B10
‘ ®’5" THMY %, _ _
22 BE. RESIORBH 5MgD 1 81 @RS OBalt, 25mg% 181 @85 THEY 2.
i;gg;ﬁ“m* U753 ReDB5ERIET S,
LTSS ReBREL, BREAERBT 3.
N . Grade 2L FICEE LIEEEICIFE. LTSS ReEhERIDHEN 5 5mgHELTIBE1E
1Ei¢‘ Grade 3L/{J: ;Q%M -@Esﬁa—ée ' '
BB, REFIOAEN SmgD 1 81 ERE™ DRalE. 2.5mgx 18 18RS CHEY %.
72U VESEPY (SRR OIREE AN AT TH - BA(E. B GRER SR
\ . 159 %, LTSS Rel3EOLE CHEBZ S USEkETE 5.
IHVEHE / BEAE Grade UL | Gmpa@mas (EHTA/TUY. ~ATUYBBNEDILT 7 UVESE) DEEE. L
TS= ReDBSEDIET B,
PRIBSAETIEES | 0oy | EDBHEERLT 3.
EPIRIRHAEIE T LTS = ReldEERDLIMT CHEBZHE LSBT TE 5.
LTSS RemihET B B B o
T*ﬁ'& o Grade 3 fﬁrgi?%%%_(;%@):gbt%uua VTS ReZREROAEN S5mgBELT1H 1O
At BE. REFIOAEN 5MgD 1 81 ERS* 05E. 2.5mgE 181885 THEY 3.
Grade 4 L7 5= ReD&E5ZDIET 2,
LTSS RemhET B B B -
ZOMOBHER Grade 3LLE C;.Lra;XIE %LIF(L@(ELJT: HIClF. VTS ReZRERIOBENSSMgEELTT1H1E
B5* ' THERY %, _ _
BB, AEFIOREN SmgD 151 ERS™ DRalE. 2.5mgE 181885 THEY %.

LIS ReZRE U, DL EBER2Y A 7L CHEREN VERMRFNEEERNIRIEE T, iF
thEREEHY,500/ u LA EDDIM/R#EEHY 100,000/ LA ETEH Y . BEEREENTIE U Tz & EEEAN IR U118
BlF. AEZ5mgd D (RATHIEAEFT) BBV T2 ENTED,

%1 BEBRKEEEEES (Cloe <30mL/min) ZE28IC 1 BRSTHREUIBEE(IF. 28121 O8R5 THHR
%2 2.5mgiRS5DEETIFEmgIEE



BRX I LHEOZREEHEZXR E LIS EERRAER (MM-009 8. MM-0105K5%)

) SR ONER CEEOREDEE
Grade 3 LTSS ReBRET 5, )
SFCPERIA Grade 2L FICBELIBBICE. LTSS ReEKEMORENS 1 BELALY T
XiF4 = 1
RECENTZ
30000/ 4L | V7= FeEtET B
I R Tt 30000/ u LLLECEBEL, EMFSHELTOENEAICE, LTSS Rea REsIOME
MEBZ | D51 BRLALVY RS BRTEET 2
LTS = ReBthET B, i
ZDDEIER Grade 3Lt | Grade 2LIFICEE LIZBAICE. LTSS ReZhERIDAEN S 1 HELUALY TS
AECEETS" .
) EEBOREL AL
BEUXIL L7353 ReDF% - 2
FsEFE 181E25mg7z 21 BEEEROKS Uik, 78BARET D,
AELAIL T 181025mg7zZ 21 BEERRORS Ulick. 7BERET 3.
= &5 (CEFPERED 10,000/ p LU EICEE T 2% TG-CSF &5 1 g/kg/ BTRS T 3.
AEUANIL2 181015mg7Z 21 BEERROKRS Uick. 7BERET 3.
REUANIL3 181010mg7Z 21 BEERROKRS Uick. 7BEARET 3.
BELANL4™? | 181E85mg#x 21 BEERRORS Uik, 7HBAREY 2,

1 POREDOBRIBOAELANVE. AERSNTUNERBRN Grade 3X(F4DIFFIKESDHDBEIFHAEL NV 1. ZNLUSNDBRODBERF. HELNIL2ET 2.
%2 HEUNIVAICBBEARTHDEB R LTI Ref@5EPIE LT,

SBRERRBIBIRKZH S BB RAEIRE
SERBPRBIEIRKZH+ S BHMELERE ZRR & U EERREER (MDS-004515%)

ER BEDOUERUBRIFOHREDNDER
500/ L LTSS ReEHET B, ‘
SPORERiRA S| AR 500/ u LU EICEE LIZBEICIE. VLTSS ReBHREMOREN S 1 BELALY T
(Grade 4) FHESTHNT %,
25,000/ uL | UT7S= ReZEHhED B,
I/ AR Fi TR 7 BRI EDRBIC 25,000/ u L ~ 50,000/ u LORIEMEA 2 B _EX I 50,000/ u L EIC
(Grade 4) EEUIEBEICIE. VTS ReZARENDREN S 1 BEUANVY R 1T-AETHERT 2.
Fir i OKETAY LTSS ReDIRSERILT B,
U5 ReEhEET B, N
_ Grade 3 Grade 1 RICAEULREESICE. VITIZ ReEARERIOHEEN S 1 HEUNIL T2
JERBHEFRZ FAECHEET 3. - ¢ = =
Grade 4 LT 2= ReDR5%ZDIET B,
L7 5= ReZiREY 2, .
_ . Grade 3 Grade 1 TFICOELBEICIE. VLTSS ReBARERIOAEN S 1 BELANILVY T
—31—0NF— FIETHEETY 3.
Grade 4 LI7S= ReDR5%ZDIET D,
LTSS R hET B N
Grade 2 Grade 1 TFICEELESICIE. LTSS ReEREFIOBAEN S 1 BELAILY T
7 Vb= FECTHEETY 3. ) o B
Grade 3 E | LT S= ReDBE5HEDPIET D,

U7 S= ReBREL., BIBGEEZERIBT 2.

[EZ T Grade 3BE | Grade 2L TFICEEULEESICIE. LTS ReZEAREFIOAEN S 1 HELUANILY FIF
RECENT 3.
‘ LTSS ReathEL. MEERLEmAT 5.
RRIRIMSAE/Bie | Grade 3LLE | e wprsma - B AT .
gﬁﬁﬁ%gﬁg LTSS ReBHREL. EYRLEERLT .
e e EED LI CRER1 & RS CERT %.
ZOMOLTS= LTS5= ReBEHET B, ‘
RelBELAE | Grade 3 E | Grade 2L FICOE LIHBAICE. LTSS ReRAERIOMEN S 1 FIELALD T
£ ) RECENT 3.
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1) B OREL NI

RELANIL LI3= ReDFE - AE
FteFE 181@10mg7z 21 BEEBROKRS Uick. 78EAEITS, | 1TH1D05mgZz 21 BEEEROKRS Uictk. 7BRE%RET S,
RELANIVI 181@5mgZEBROKRST 2. 2HIC1@5mgZROKR5Y %
HEUANIL2 2HIC1@5mg ZROK5Y % 1BRAIC205mg ZRRKRS5T 2.
HELANL3* | 1B-IC285mg #0857 %. 1BREIC 1 E5mg ZRROIKRS59 2.

¥ ARUNLI(CABHARTHDBERL TSI Reft5Z0h1E LTz,

| B GHEM DA TSN >/ |

BRFHEMOMATHIEBIMmE U >/ EEERR e U EREHRRER (ATLL-00255)

L7'S = Retg5hICGrade ADMREHE (U >/ SEREHAD £ <) B UL B TRICHYS T 2EEERN 5
LIBE (WINBL TSI Rt DERBENBETETRVED) ., KETD. T, ZNUMCEEDR
LHRD T [CAERIBUERT A AT S M LTSS AR TE B,

LTSS ReBBESBRKETE DT EE U, AEN4BEREELLESTRESEHETERVESEL TS

= Rel®5%ZHIET D,

RE#&. Grade 2LITH UL FLU TSI ReZSHIBRIORECEE UIBEE. LTSS RelZ5ZEBH
I3, TRICEHITZDEEER (LTSI Rt DARBRVBECTERVDD) FMEIBULIIBE(E. UITIC
VRSB RY VTSI RRE5EZ 1RIERET 5. ZNLADOBRODEGIIAEICTIRSERT %,
122U, Grade 4DMESEICKBAEDE. BE. B—NDGrade 4DERNHERULIBE. FHIBLEIE
LIS Rl SED 1 EREREZHE I 2.

BSHBEROL IS = ReDRAERE
o [HIBHE : 25mg/H. EHI%S
o HELAIL-1: 20mg/B. ERERS
e HELANIL-2 : 15mg/H. EHIRS
o HELANIL-3: 10mg/B. ERERS
FAZLANIL-38850(C. BUTRICKEITZIEIEERIRELCEER. VIS Relg5ZH1ET 2,

REREN YELEEER"

BEExR AE
. . SFCPEREI500/ 1 LRTEN D 38.5C I EDFE | BYRIERC LB BBEICHENND ST
FERMIEF PR E SHUERHRL TV BE,
/) \AREGRA 10,000/ u LEBISHEA. XIFIVIREIIZNE S d 2Bz # S I/ e .
=D - B (ETF BYEEICEND DS T Grade 3L EDFRE<IBE.
ALT X (FAST Grade 317 BEEHELTCWLSIEE. B UL IEGrade 4,

B TERV Grade 3 EDZ Dt
DIEMES 1%

FETED LA UIEHEERR<

X BEEROFEE(F. CTCAE v4A.0ICHES TFHET %0



BRXH#aMOERED V /NNERUDEEY > /B

BRENHEaMDEREY V /NERODETY » /NEZNR E Ul ERHERRER (NHL-007558)

=R BEDPOULENRUBHRIEOHENDER
Grade 3
(1,000/uLk | A<D 7HIT EICMEKEGHZBIEEET 5.
i, 1 EDAIE)
R
~ ZEME) @
SFCRIREURID Grade 3X (& | LTS = ReBEHETY 5, ‘
Grade 3 k| Grade 2 FICEELIEEEICE. LTSI ReEREFIOREN S 1 BELNILVY TP
THRHAEZMES | HETHERT 2.
(&8 h'38.5 | ASCORUESMO HA RS+ ITieL., BIERF (G-CSF. GM-CSF) DERNERH 5N D,
EME) XEF
Grade 4
Grade 3Bl E | LTS ReZhET B, )
M/ RESGRA (50,000/ u L | Grade 2IAFICEEULIEBEIICIF. LITSZ ReZAREFIDHEENS 1HE L~V R
i TR FRETHRT 2.
Grade 1 LIS = H@@ﬁﬁ%?@fiﬁl&tﬁbﬁb\o
XI%2 Grade 2DIBE. SHHEE™ #5AT %,
Grade 3 UTSE Rem AR U, THIEOR™ ZBIIAT 2.
FEEBMXI(E | Grade 1UTFICEELEESICE. UFSZ ReBREFIOAEN S 1 HELANILY FF
323 IEKBERMY) | HECTHERT 2.
Grade 4%
XIFZEEE (K I, 1
TR AL S LIS ReDBS5ZDIEL., HEL BEEBIT D,
(£ Grade)
AF4—T VR
Javy UERE = — e an
TdhEtE g E LT 3= ReDREZHIET B,
SERURRAE
LTSS ReBHET B, .
Grade 2 Grade 1M TFICEHE LIZIBEICE. VTS S ReZREFIOBEEN S 1 BELANILY T
7 UIbF—RIG FAECTEBRT %,
Grade 3 == e in
Q54 LIS = ReDES5Z31ET B,
e BISEARBAL. LTSS ReDBELALERRT 2,
:20% LI5S ReZHREL. BIgRERRIAT . .
Grade 30k | Grade 2 FICEELIEEEICE. LTSI ReEREFIOREN S 1 BELUNILVY FIFE
HAETHBRT %,
NRA*+a15—F7J e e N .
LI S= ReZREL., MEEEEAZRIIBYT 2.
T AEHIE BEIRID | Grade 3 E TV f i
1o/ =) EEDHIMT CHRERIEBARAS THERY %,
LI 2= ReZhRET D,
SRS Grade 3 Grade 1UITNIGFRAIU—ZVJROREICOELLBEGICE. LTSS ReZHRERDRA
= a—OF— 215 1 BELUALY T AR TENTY 3.
Grade 4 LTS5 ReDE5ZDIET 2.
Grade 1 LI7S= ReDRS5ZHHGRL. FAZLUANILERIFT D,
EEADHETTNSAID, HEREDBIBRE X T O4 RRV/ XIEHERICLDEEZRBRT S
BEILU7RIN X2 CENTExD,
TFR
( ) Grade 3 U7 S= ReZRE L. NSAID, BIBRERXTOA REU/NIEHEICLDEBEZRIBT D
X4 Grade 1M RICEEUBGICIE. FDDYA JILICEWVWTHEFIEBRETHERT .
TSHA ULN #8
3?&#@% ROYA 20 1 BICTSHAEER RS,
HBS ER B = IF U7 5= ReDAEFEXIFAEFITHRR,
BRES
‘ 24 L%
ERIRBREEEEIR ME | 88 X CTSHA
ULNB T & %
b= PV LS A WZEHEAHRE SN, BERNICHERSESIFERBTIVEVICLDBRNRDE5NS.
BEICRRIE | U752 ReDHEREXIFHREFTHEL,
W EERK N D
B PR RE K O
5N3B5
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ER

BETOUERUBRIEORENER

ERIRBRIERE TUENE

iE

TSHA'LLN R
wmCTHY, &
Z O RIRIRE
BE DV ER PREY (T
ERRISE

3HATECTSHAEZRIRT
U752 ReDRERE N FAEFTNIR,

RESM T
TSHAYLLN K
wmCHH, &
& DRI
BE DV ER PR EY (T
[ERRISE

W EHEN HEE SN B,
LT3 = ReDRBHENIFHRERXITNIRL,

TSHA'LLN R
wmTH Y, &R
& (SRR
BETUEER (R
o, SE IR, EX
U & WK E R
DR ICH
fE LTeBT) o
H5NZHE

L7 5= ReZiREY 2,

PSSR MR E % 1T > TN REZEFE NS,
RDYATILDETBICTSHUNVEBAEL, AF 4 DILVEZYI—(TERT B,

P BETHE CERRIRIBEFDEE D RN S NICIES &, KA BRE THERT %,
ERIRBRIEAEFLERE N TESR S 1. D REHRASNIZIBESF. LTSS ReBARERIDHES
n5 1ALV R A8 TEEYT 5.

FFiRE™>

ALTXIFAST
HGrade 2
(ULN®D 3=
B~58) D
wmEVUILE Y
HGrade 1
(ULN# ~
ULN®D1.5%)

LI 5= RelR 5L, ROTERKRICBIREZIT D,
LT3 = ReDABEEIFTOEL,

ALTX[FASTH
Grade 3B E
(ULN®D5fZ38)
Xl

wBEULEY
H'Grade 21
F(ULN®D1.5
f=7))

L7S= ReEhREL, ALTRUHBEUILEYDR—2S54 > (R U—ZY T BEOMIE) (<
OET 2= TE 1 CEHHEET 5.

14BLURICEHENRD SNfc (N—RSA VBICR-12) 881F. LTSS ReZhEREF
AECTBERT 3.

EEFTOREN 14 BEBRIBERG. ZOY A 7)UhICE 1 BOFFEEERERTV, OE
Ulc (R—=ZSA VBICE-S 1) 881, LTSI ReZEAEHOASEN S 1 ALV T
eS8 THEET %,

PSS AR IR AR T
(TLS)

REZHITLS
X Grade 1

LTS Rel® 5L, ABUANLEHET 2. NIGEMDHMICE ST 1HELAL?Y
T3,

ZEOEENSEICIE> T, BREEENEIESN D F CamliEaIRmK D Eie R O Y]
BARZNSERTS., SRBIVEZRHITZHICHETHNE. SRTUI—EEEE
HEDOREYUBICKUAREINTVSES) MEYTH 5.

ABRISERDHIMTIC LB

Grade 2 E
DEFARKITLS

LT S= ReZiREY B,
Grade 0ICEELIBEICE. EAOHBICEIETL IS RoBKERIOREN S 1 AE
LAV RS =RETHERT %,

ZOMOLTS=
RelBELIEAS

BR

Grade 3 E

L7S= ReZthET B
Grade 2N IC@MELIBEICE. ERMOHMICEITL TS ReZHRERIDAEN S
1AELUANVY TS AE TEREY 3.




T) RIS OB L AL
BRSAEN 20mg/ BOEE
AELAL LTSS ReORBE - FIE
ﬁ';i‘%’fif‘)” 181820mg% 21 BEEBEORS Uik, 7BMAET 3.
FELNIL2 | 1818 15mg% 21 BEERR0Es Lk, 7 OmkEd 5.
AELANIL3 1813 10mg7Z 21 BEEEROKRS Uiz, 7 BBRFRET %,
BEUANIL4* | 181 Oomg#% 21 HEEEROKRS Uick. 7B-ERET 2,

FIBAEN 10mg/ BDBE (PEEBRKEEREZEDHS ; 30 = CLe <60mL/min)

REL~IL U755 ReDFiE - AR
BELAL-1 | 1810 15mg# 21 DS08RS Lk, 7 DmtEd 5,
= » 6
?;;alg\él)” 1818 10mg7% 21 BREBEORS Lk, 7 BEHET 3,
AELUN)L2 1H1@5mg 7z 21 BEERROEFRS LIck. 7 BEARET 3.
HEUAIL3* | 18132.5mg%= 21 BREEROKS Uik, 7 BRHRET %,

%1 BBICH U THER Y B0/8E — 1) loratadine 10mg#O#5 18 1@, cetirizine 10mgROKS51B10. YT Ve RSZY25mgROES5 181 EREOROTE R
IIVEERMIAT S 2) FURIVOY 10mgROKSZ3HM (RFLE). £ ROILF VY 20mgROKS - B, 10mgROKS - Bifz 3R/™REORPNERER
FOA R, BORERYZVE1H1E8RSEFE. BIDOUT I RaRSHBZELD THRETT 2 T RN 2.

%2 Grade 4 XFEBUFHEDBEF. BEICKBERICK 2 EERIFPIHMZTS T En@<#HEIN 2.

%3 VIR —)VEERBOBEXSAFREICU V/ENZEL TV ZEEDBSIE. XT( DIVEZI—(TAEKRUCREREZTS &,

¥4 BFBAEN 10mg/ BDBE. UA TIL3LRIFEEICL TS ReEBIiET 2 Grade 3XIE4DFMENFELE LU TORWIRED 2 T 1 T UL RSN TWLSIBE. EEIOF
BCTI1H1E@15mg7% 21 BEEEROKBSICBET Z LN TED. TNLADES. AEHEZEALCES(CHUT, BEEETSILETERL.

%5 AABUNVICABHARTH D EEF LTSI ReDIR5ZPIET B,

%6 —E15mg1 B1E(F288Y 4 7)L0D21 BE) ICBESNBEICH LT, 1 UNVFDOREZHET S LN TES,

~N
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AliaR3

<BRENMFHCHEOZ TS EE>

ENRSEIRSTEIC BT B IMIEEISAEFRIRAER] &
MEFETFHIRSIRR—E

=61 _ ARETHRSDER
No. BLER PT) Ao (EOEpIFRAL - —BRSE)

| mEeE -

REEBIRISE

2 iﬁﬁg%m@ - = FZEU (100mg/ B)

3 |mEE =

4 | BRI [ P20~ (100mg/B)

5 | BifEE il 72U (100mg/ H)

6 | WiEE i 72U (100mg/ B)

ars e R %

8 | MR T a0 72EU > (100mg/ B)

9 | REBIRIEE #IR P20~ (100mg/B)

10 | ZREBIRISE BRESTUAT VB FZE0 > (100mg/ B)

11 | BIRERE = =

12 | hERE ME IR R DL 7USHUS A (2.5mg/ B)
13 | FERAEfE i1 72U (100mg/ H)

14 | —BIREmSEE P PAEU > (100mg/ B)

15 | BEEMENEE P =

16 | FEBIRIIE E

17 | mEBRRE a P20~ (100mg/B)

18 | FEPEEARIMARIE PS:3 A YRV MBI F)L(2,700mg/ H)
19 | BRI B P20~ (100mg/ B)

e 720U~ (100mg/

20 | RIREISIE RIS 9‘7%/\"54 L“T W 9? (2,500 837/ B)
21 | TmEs IR REEts i

22 |BIRmEE BIEERE =

23 | BRIREEASAE DAE 72U (100mg/ H)

24 | BIRIEE i PAEU > (100mg/ B)

25 |WEE = =

26 | RESEIRIIETE P20~ (100mg/B)

27 | BSRERAE IRIDVE 72U (100mg/ B)

28 iﬁg&m& - PS:3 LU (100mg/ B)

29 | STUTEE i1 i

30 |EEAmENGE Wi PZEU > (100mg/ B)

MEE .

3 pmmRmien Po:3 ”

32 | RESEIRIETE = =

33 | FRESERARINASAE i1 72U (100mg/ H)

34 | RESEIRIISTE P =

35 | BiRmeE R 7

36 | RESEHIRIET o =

37 | RESEIRIETE BRE PREUY - FA T =%~ RSEAT)
38 | EEENERRE PS:3 =

39 | mizE BE {35~ FEIFIL(1,200mg/ B)
40 | EEMIENGE PR =

41 | EE “

42 | RIS a ﬂ&

43 | RESBIRIISTE T T VR NI ENICINCI=)




B - AR SO EE
No. BUFR (PT) VAIET (EORERIFERS - —OR5E)
R l EFS IR
44 | Vv SIMASE iy 7 AU~ (100mg/H)
,\ . R
45 | EEMMERRE e a
46 | HiEE VERIA 72U (100mg/ H)
47 |BIRERE E “
48 | puiEsE %gg;ﬁgg% PZEU > (100mg/ B)
49 | RERRBIRIISAE TS 720> (100mg/ B)
50 |YEIEEEIRERE e @
51 | BRI e !
o, | BIREIE bea F2EU> (100mg/ B)
AR : ~JSUF U A (12,000 8/ B)
53 | BRI @ 720> (100mg/ B)
54 | FERERIRIISTE 720> (100mg/ B)
55 | RERERIRIIISTE m 720> (100mg/ B)
BHERS
56 |EiREIE YRR “
PS:3
PR
AP BmE S
57 | ahhimmese SismE 7AEVY BSETE)
DR MRS I
NS BED T
58 | pEiEeE BSIMmE ~ISUY (1 ~ 18 )
IRIHER DB
59 | REBRSIRMISE E;g‘fgﬁ DT 7 UVAUD L (B 5ETE)
60 | RERERNRIIISHE w1 FAEU Y (@58 )
- l & T RREENREB DELE R
61 | FERESNRIMASAE awﬁduj“u e DT FYUYHUDLA(ImE)
62 | FERERIRIIISTE m a
63 | MieHE E FRECU Y (RSERH)
64 | i E “
RIETIAEATA
. YERRA
65 | xiEzR e s i
M
66 | URERIRITISTE B 7ZEU> (100mg)
67 |EEMMENEE @ F2EU > (81mg)
68 | FHESTE RS FAEU Y (85 8AEH)
B R R AT s
69 PRARITALE it 72U (100mg/ B)
70 | RERERNR IS w1 72U (100mg/ B)
BRI IS B N
71 i 720> (100mg/ B)
- \ e R
72 | ERREIRITISE i 72 (85 ET)
73 | EEMNENEE “ 72U (100mg/ B)
BRI IS -
74 | prseiars it 721> (100mg/ B)
75 | SO BE i 72U (100mg/ H)
R B AR
76 | et i il 72U (100mg/ B)
N BIE -
77 | ButPE Eﬁiﬁ% 72> (100mg/B)
[— ; =IE
7 | ABIRIIEE BEARE DT FUYAUSD LM/ B)
. SREFFY XTIV 4
79 | BRI m FREU Y (R 5EREH)

~N

Revlimid’

(/ ena//dom/de)capsu/es

—0O\ S &rit SH = —

SaHd S miteidmias

» OTWASY N EERImEH

Wl G T

A2t AN FFE
o At O

53



3 ) - ROREFHRSOER
8 No. BIfEA (PT) A SE (EOEBIERS - —BR58)
® AIRYw IV RO—A
A B
= 80 | DVEHiEEE IDEHE i3
?E S>MmEDAfE
2 BLEE
m] TR £ J R
| 81 gﬁggguﬂ@ﬁ ';*S'_E'T':lgmﬁg NAFZEU > (100mg/ B)
ST E \ 1E2ELAE
82 é?.ﬁ%z%m&ﬁ S eV DR s
) BRETFYAIV Y EDHR
% BRAEE
BE DAE
+ A2 &2 RERE
] 83 | BuiEE B NAFZEY (100mg/ B)
BamEE
cPDESIRIL— NEER
BRERL)
S ‘ RIS
84 é’%@gmﬁ FZEASE 72U (100mg/B)
3 B\
B RIS FOP&IE. DIA X —BiE IR
2 8 | e 27 04 RIHERE 7AEU > (100mg/B)
e TR
= DAE
i B
86 | BuiEE BIE i
e
PS:4
4 BT
1 87 | BRENENGE = =
17 88 | REREHIRIMISAE " 72> (100mg/ B)
£ 89 | REEIRIISE B FREUY B5EAE)
2 90 | DUREHSRINISTE Fis——— T REY/TY bV ILBEATIN (85 BT
® e
91 | M= Bt FZEU > (100mg/ H)
BiFE
92 |BER s =
N 93 |BiER = =
B R B .
- 94 | EREIMERRE e
U 7T =* A\l
B 95 %gigmﬁ BREFFY ATV EDHA 20U~ (100mg/ B)
9 |ERE o @
REREE
97 | RESRIRILE - DT UYHUS L (2me/B)
= 6}_ INR #EE
s 98 | BEEIRMISE e P2EU (100mg/ B)
£ oo | AR . "
o3 BRI
% 100 | FiEtes £ -
101 | RESEIRIILTE RENR 720> (100mg/ B)
102 | BEBIRIEE FIRERR w
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1 | i 4 45 o
EE ARSI A
7 | MR @ ﬁ 7
3 (e - g i
o HER
4 | BimmEE i o
5 | RELE = &
wemy DARE SR 2
6 | BmitREsE -~ P2 (100mg/B) %
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o i n7FEb2.5mg HFelsme
1S M58 = [EMELENE |
}ma[[[l%s‘% A ROEENE | Grmemaswss 874291
o " E M H 8 B FEMEBMEEH
— ~ 2.5mg |® i B
i 5 B M M 3%
Revlimid” Capsules & @ ® =| 22700AMX01030000 | 22200AMX00381000
R 5 & |LUIS5=Re AT EIL2.5mg. 5mg(Revlimid® Capsules) X fii 2 % N & 20155118 2010475
s | U7 URSRKR T 20154128 2010478
(Lenalidomide Hydrate (JAN). lenalidomide (INN)) fROH X 9| SEAUAEEERY prs EasonsscesmTacs
1. 85 3 =
. e [
1.1 FBIFHURYA REEETH 5., FBFE NPV TR z[5) REV | 5my )

EHIHUEMN DD ERNIFEIRLTWDTAEED
HDLTHEICIFRUTEREUFRWVNTC E, [2.1. 9.580]

1.2 FEIDBENDBREZE (S DIz, AEIOFERICDWVTIE.
BIEEEFIECLT. [KFIE]) NEHSNTVNDDT. Bk
¥ Ei. ZRMEOEEERSE. BELPZORKEEFD
2TOEBRENAFIBZ BT D E, [2.2. 9.58]

1.3 HIR T DUREMD B DL MR 5T DIEE . BS5EERIIC
TIREEEITV. BUETH DT EZHER LI LTRSS H5A
T, Fle. BRERBTFELBEBRINORSKR T 4EE%
FT, MEEITIEE(E/ N — N —EH (O THEW BT
FOERMEBIE (BHENT IVR—LAZBER) SE., BF
ZETFUTWB I EZTHICHESR T2 EEDICENICITIR
BREZTOIE, BB, AFDIRSHBPICHEIRNTRNONS
BEICE BEBICKRIDRSZRIEL., EEIZEIOERE T DKD
BEZEBEITDHIE, [9.4.1, 9.580]

1.4 AENIHERPNBITTBIENS, BE5KE T ABRIEE T, M
BETIBEFRD TE BRI EDEEZRUER (B2
TOVR—LAZBR) TH, BEEBETFLTVWDEZ T
[CHESR I D&, e, COHBPFIEREDMERFEITH
BRVNTE, [9.4.2, 16.388]

1.5 AF DX S5F. BREBICTHWIETEDEBERERICBVT.
EMEsBMEBEDEEICKU T o H# - ZEz R DEE
DHET, REDOBREN BT EHEINDBEDHITTD
T&o Fle BERBICKILD. BEXFZTORESICHEME
LUTEEME BBRNDEEBEDORBRMEES D) Z (25K,
VETCEHRZFTHORSZFHBIT DT .

1.6 RERESIRMASE R OMEREDRIENRESNTLDDT,
BRETHITVRBHSEEICIEST DT E, EENTEHSN
EHEEICEEBICKRSEZRIEL. BYBRLEZEITO &S
[9.1.1. 11.1.188]

* RE 14.3mm 18.0mm
§ R 5.32mm 6.35mm
< hFELSH 4 2
4. SHEEX (FZNR
OZHMEHEE

OSBEREHRBIERKZH 5B RN BIERE
OBFEXFHEE DR ATHRE MR >/ Vg
OBFEXFHEMHEDEIREY >/ ERUDEHEY > /E

5. FRENIFMRICELET DER

(BRMBEENRUSEREFRBEIRAZ 4 5B HEEIAMERE

5.1 7. ERFRAE] DIBONSZHAAL. AR OEMERV L2 M Z+HICIBELIC LT,
BINEEDBREITOTE,

(CBRBHRBIBIRAZ M5B HEL MARE)

5.2 R FHHE AT A (International prognostic scoring system:IPSS) [C&XD
URIHFEDPE-2URIROBIRICHT 2EMMER O REMEFHEILTOEL,

(BREXISHEMEDORATHIZE MR >/ Vi)

5.3 BARARICHEIANSNCREDRER O FERARRFOEREEICDOWVT, [17.5RAE] DIE
DREZEHHL. AR DOENERV RS Z T IBRUIC LT, BINEEDBIREITITE,

6. FIERUHE

2. ZER(ROFBEICII/EFLEBNTE)

2.1 HIRNIEERL TV TREM DB 2% [1.1. 9.58/K]
2.2 BIEEEFIEZETTERNEE [1.2. 9.581)]

2.3 FAID T LBHBAEDEHEEDH2EE

(BB EHIE)

FFROAIVVEDHAICBNT, BE. BAICEVFURIRELTIETE25mgZ2 18/
EHROKRSUER, 7TBERRET 5. INZ1YAJIVELTREZRIET, BH. BE
DREICKBERET 2.

(CBRABHRBIBIRAZ M5B HEN MARE)

BE. RAICRUFURSRELTIHIE10mgZZ2 1 BEERROIRS Uick. 7HRIRES %,
INZIYADIVELTREERIRT 585, BEDREICLVEBRRET D,
(BHRNSEEMEDORATHIZE MR >/ ViE)

BE. AL FURSIRELTIB1025mgm@BROIKRE T %, 8d. BEDIREICEKY
HEHET .

(BHRXSEEMEDIEIMEY Y/ ERUDEFU /B

UYH IR T (BLFHERR) COHBICBVT, BE. RAICRUFURIRELTIETE
20mgZ2 1 BEEEROKRSUCE. 7THERET 2. INZ1YAI)LELTRRI125A40)L
FTRESZFERT, B, BEOREICKIBEERET S,

7. BERUHEICRHET 2ER

3. #ERL- MR
3.1 #8m%
R 7T & VT S=RNTFEIL2.5mg VI SERNTFEILEME
BMMS | UFURSR 2.5mg LFURSR 5mg
(ATEIVE) | (LFURSRARIELT2.587mg) | (LFURSRKFIELTS.174mg)
S, | AR, R EILO—R, FOKELRE. BB EILO—R,
Ny JORAIVAO—RFRIDA, | ZORBILAO—ZAFRID A,
FEl| o | AT PUVBR IR AT PUVBR IR
H7EI | BSF V. BIEF I, TSFV. BIEFIY
rE | BE2S. mBE="Ebik
3.2 AR
iR % & VI SERATEIL2.5mg V7S RASIL5EME
& R HE~NEBE (RED) BHE~NEEE (REH)
Frv T BRE NEHR)
iz B EIVE Bh eIVE

GgEHE)

7.1 BEEERSEBE T AROMPRENDS LR ITDIENHFESNTVZD. REERD
BREEROBEZEET D0 BEOREZLVEEICREL. BEERDFERIC
THERIBDIE [9.2. 16.6.185]

7.2 BEERFRIERE DR SICF>TAUCK U CraDIE FHROSNBTENS., AF|SERER
BIEIEIS T TR T HTENERLL, [16.2.188]

7.3 M/)WREA 357 pEkip A EBR< Grade 334 DEIfERA (GradeldCTCAEICE D) A
HBULBEICIE FROREN DI ZERT D E, BE5DBHIE. BEDRECHUT
YT DL,

(BHRIEBHE)

7.4 FHESTHALRFOER., [17 BRRAE] DIEORS. K. Ak -A8Z+0ICER
Ul E T3 &,

7.5 ARG S TORMERORLEFETILTLRL.

7.6 MIMREA X FIFPEEA DN FRIRUCBEI(CE. TRESRUAHIDRESZERT D
T&,[8.209.1.2. 11.1.388]




REBEDZFEMEBHEE COMIMRRS,FPIRREPRREROREEDER

X) BREiORELAIL

/) VRE IFCERES AEPONERVBEREOHEDER
AR ERET B,
e~ | TD#50,000/ul M EICEELIBEICIE.
DI | D O00UARE | saspmmon e SomeREL TR
! N BH. KEFIDRSENSMgD 181EHR5D
BElE. AH2.5mgE 1B 18RS CER.
SO0/ULKTBICHA | ABIEAET 2.
g o | SFEMEFPRE | Z0O%1.000/ubl HCBELBBITE, A
w o | DE(.000/UKE | EURERORSENSSMEREL TR,
! 7| [CEAROEE B, KEFDRSENSmgD 18 1@85D
385CULEDBE) | BEE. A#I2.5mge 1 B1ERS THE.

FEZEFHEUC K. EERICKUBEEIKEEN TELI LS NBIEEICIFAEZ5mgd DIBE

(2.5MgiR5DIBEIFEMENEE) T2 ENTED, 212U, BISAEEBABENI L.
BREXFHEMOSFIEBEIE COM/ WL F PR R ERORESZDER

MRS SFPEREN BEPONERUBEBEORENER
o | FEERET B,
Sy ORI | 20830,000/uLL1 I BHELIB SIS, A7)
o AR | 15mg# 1815 THEkE.
B2 geopBE. FEEHRET B,
BE30.000/ul | Z0#30,000/ubl EICEEUESICIE. AH)
FRBITHD ERDRSENSsMERELT D1 OTHE.
AEVERET B,
- Z0#%1,000/uLlEICEHE (272U, BIfER
ws | EFPHREADH) LB EICIE, AFI25mg
J@BOO/”L*’W“ #1810E5THE.
8 o | + Z0#1,000/uL EICEHE (212U, iFchEk
oo HAOL DB ER D 2) LIS BICIE, 47
15mgZ 181045 CHkH.
thE2EBMUE. B | FEERET .
1.000/uL5BIC | ZD#1.000/ulll HCEHELIHSE(C(E . AF
H RO SENS5mgHELT 181 D THE.

[E FEIDM:E-AE

RIILAE 181E25mgEEE RO’ 5T 2.
B~ 181E20mgEEER R 5T 2.
BEL~IL2 181815mgEEBR0iR57 3.
FAELAIL3 181E10mgEEE RO’ 5T 2.

(BREXFHEME DRI Y /NERUDGTE U/ VE)
710 UYF IR T (BLFHEBRA) ORSICHEUTE., M7.BEME] DIBORNS. FI(C
5 -FABETDICERUC L TRE5IBHIE,

711 M/MRRA R & EF cpIRms A R IR U

&, [8.209.1.20 11.1.38/]

Salcld. TREZSRUARIDHRESZERT D

MRS F IR IR OREEDE R

/)RS, S oPEREL

BEPONER UBRIEDHENER

m /v iR

W

50,000/ uLFK(C
S

KEIZARFET B,
ZM#50,000/uL L EICEELRZESICE.
A#H|15mgE 101 @5 CEE.

R B, B
50,000/ pLkiBIC
W

FEZARET B,

ZD#%50,000/uLl EICOELIZEE(CE.
REZFIEKRSENS5mgRELTIHIOT
Bk,

o
BB

1,000/ uLEN7H
LLES

XF
FPNEFPHEANE
(1,000/ L3I
AR UMESE38.5C
BEDISE)

F

500/ LTBITHL

REERET D,
ZTD#%1,000/puLll EICOEELIEBEICIE.
AHE15mg7Z 18105 THRH.

*E2EEUE. BE
LUFOBRHFER
1,000/uL5kE078

FEZARET D,
ZD#1,000/ulA EICO@EUISSEICE. AH]
ZHERSENS5mgEEL T8 10 THRH.

(CEREFRBIEIRAZ 5B MENMERS)
7.7 VREA X FFPEEA D RIRUIBE(CE, PRESRUAHDRESZZERI S

T&. [8.2.9.1

2. 11.1.388]

MREA /FPERR A RIRE OHREEDER

[M/)\iRES SFohEREY

SBERONERUBRIEOREDER

KA ZARET D,
RONTNHDEBEICIF, FEZRZFORSE

BLEFsE

Lt
FERMEITPEHANE
(1,000/pLk5EIC
HAROHE38.5C
K EDIHE)

ofS
500/uLABICHL

8. EEREANIR

m o AE | 25,000/plEEIC | D51 RBLAILD TR CEEE.

WS | e - BIRAEN'S0,000/ ULl HCBIELSE.
.78 FORBES T CREEN 28
25,000/uLh"550,000/UL CE>T 158,
FAEARED B,

7 oI e | BIEENS00/UL L ICEHE LSS, AE

w o | COVHRECES | smomEns | RELALY T RET

Bk

&) BFERORELANIL

HELANIL FEORE-AE
BaEE 1EI_1’@W Omg7z21 EII%?EEI%%DEQ%U‘:?&\ 7HEARET
B0 CNETVTATILELTIRSZRUIRT .
RAELANILT 1H105mgZz @B 59 3.
AELNIL2 2BIC1E5mgZROIRS T %o
ABLANIL3 1EEIC205mgZROIRS T 2.

(BEXIIEEMDORATHIEE MR >/ ViE)
7.8 FE|ADNBHEBHEOHAICHIT DRV REMFHEIIL TV,

7.9 M/MREA X (S5 PIRRA D HIR U

&, [8.2.9.1.2, 11.1.388]
MRS FP IR RREOREEDER

Salcld. TREZSRUABDRESZERT D

[M/)\iRES SFohEREY

SBEPONERUBRIEOREDER

KEERET Do
AIEENS50,000/uL EX EAFIRSETOR
EEBOVITNNFETEELILBEICIF FFIZR

8.1 REIR SN SKRSDIEABEREETE, B, EF-BROEBHRZS BN L,
[16.381]

8.2 AFIDKSIC K BERIFPIEMER O T WOEAMES D ERIHINFEIRT 5T LD
BB, ERNICMARPNIREZTI L. oo KEIDERESICHo T, G-CSF
HEDBEYREREERIDTE, [7.6.7.7.7.9.7.11.9.1.2, 11.1.38]

8.3 AFDRSICKUBRFFRDA L ADEFEH LD HS5DNDTENHZDT. FHHRS
SIS THRDA W ARRDERZHESBL. AERSHICEYBUEZTI &,
[9.1.5. 11.1.488]

8.4 BAERIREBRICH VT, &5, HZFL. (AR, BiR. SBENMSINTVZD T, KAEIER
Sh0EEICFEREDELSBRZHSEMOREZRITILITRT I,

8.5 EBRBERENHOSNNBIENHZDT, EHEEDLVEE TE. VEPERERE
AERUBHEERBEZTIBE, BEOREZTHICHEITDI L, [11.1.88]

8.6 FRIFEAEE FEN HSDONBIENH DD T, EMNICREZITIRE, BRETH
[CA75T&. [11.1.1281]

8.7 EELBBEREENHSDNDTILNHEDT. THNICREZTIRE, BRZTH(TT
STEN1.17881]

8.8 AFIDEBSICKY. £, R RBEEEHSVUY /I EHDEBEASERHETDESR LT
RHSDNBTENHZDT, BEDREZTHICRET ST L.

9. REDHERZHIIBEICEHI IR

m oM 4R | 25.000/pulkEIC | ORETHEES.
B | E - 10,000/ LRI CHA R S M/ RBINZ A E
T BHMERSIIRHA DEE(IE, i
BIDAENS1HELNIVD RISFTEHE.
- FRUSADBBICE. AERIOREEHE.
FAERET 5.
AEBA,000/uL b R EKFUE SHIORE
EOVWTNHETEHELIZBEICF. KEIZ XD
BECHEN.
7 b B ey | - RPN (1 PERHS00/ UL
g o | OVHLRBICED | Susess 5 Ol DR (B RHLHIC

FZBECHHINDST . SR 1 DIFE
[CIF. ABVEARERIOAENS 1THELALVD T
FreAE,

- FEEDISNDIBAEIC(E REFIDAELRE.

9.1 SIHE-BIEESFDHZEE

9.1.1 REFEFIRIMASED IR I ZE T 2BE
RESESIRMASAEN SR, IR I BT EN'B B, [1.6. 11.1.188]

9.1.2 BEEHIHI DG ZHE
BERFPIRAME RO MIHRAMENFRIRS 2 ENH D, [7.6,7.7.7.9.7.11.
8.2, 11.1.388]

9.1.3 [HEBBEE (SMHBRBIEEZSD) DH2EE
BB O T DIEERINN BB BR WEERNIRET 2B 2NN B2,

9.1.4 BURR A RIC KD EERBEEDEHEEDH2EE

9.1.5 BEFFR VA IV AF+ U7 DEREXRSEFERRE (HBsHURB . N DHBCHMAFX I
HBsHAR )
REIDRSEIEH F MG U THBEREPHRIAIVAY—H—DEZIUVT
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