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H BARMBRZF SN OEEFEARESE CITIRESN. LT TYI XADBEFEMTONDICEDT
BB B DOEBRB(CHIED ERROHNETIE BICTF I XYYV U (F LR EREREI NI DREERELTLL
REICDICDEARBENDDCE. SOICHARSA Y RERHBIEDSDEE LORZNRIZE T HEEZISNSD
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[y it
ZTDH LREUESHEICH T MBI EDHBEACSVWTC. TFI XYY VDM ERERMIANEEE o fc. T
CC HERAMICHETH IR S ZRREE T BICH BHCRFESN TV LT Ty I Xie4mgZz ElR A D DREI(C
EF I DIcHDREIRTTAREIE—EPEFATHRF Z21TL). 201 9F5RCERI NI,
L TFvoRgEemeld. B EULTTFIAS Y emgzEEZa I 9K CHD . ERICBNTTFI XTI Y
DIFSOFEMEDE L ZR DD, [BRAEERROEYFNEZFEHERT A NS VEFEO—EUECDWVT] (Fk
24F2H29ANMITEREAFRO2295 105 Al 1) (CEL) b MEYFNEEMERZERR L. LT v I ik
2MEDELSEERFTARREZITL). 2021428 151 (ITHEER TN,

% LU RZ RECKECelgenett IR U IMIDS TH Do
* % (AL 128 1 BNEEES 1 045 [ENIMEBICHRDEBEAEEROBIRWVC DWW IS 2.

T :National Comprehensive Cancer Network (NCCN:version 2.2010).
WEEZE BEHA RS54 :BrJ Haematol 2001; 115(3): 522-540, 2001
Smith A, et al.: Br J Haematol. 132(4): 410-451, 2006
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(3) BRENFEAMDL R G EHEREZNREUVCHESIERATER (MM-01055R) [CH1T 5. HIE R~
(TTPCDWVWC VI SZRETHFU ATV VEDHARE. TF AV VBB WU T B DMREE SN
TWL2(B2.1:8 vs 20.1:8, p<0.001. Log-ranki®E), (21 ~24X—ISH)

(4) EXRGEWERELU T BFRRBLE. RRPMEDEER. AU B R BN FERRELIEER . BEEZ1L.
BEN REHZ . DDIRRE | BHKE. KRB NU LREEDBBEREMRIT. =74/ \(F— BHEBE1.
REDHRNBHIT. FAE. RE2EAE. MEERENRE SN VD NEFHTEERASER (MM-01055) DL
FTVOREMET. 1756F15141(86.3%) (CEMEA (BRARREBEEREZZO)DEROHSNc, E/EEIER
(& NERAE396(22.3%) S IFE25H(14.3%) g5 2261(12.6%) . #8=%ZE2 141 (12.0%) . kst 1 94
(10.9%).=0m#E 1861 (10.3%) Tohofc GRERE) . (46~B3N—ISHR)
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(1)1
LFTvoAeiE2me
LF T v Aeigdmg

(2)F3&

LenaDex® Tablets

(3) BFRDEAFE
LHRMEBBEEDREZRE ChdLTURZR (Lenalidomide) [CHATHTF X5V (Dexamethasone) (C
FsR

2. —fix&
(1) 104 (&%)
THFYATVZ (JAN)

(2) %% (f&i%)
Dexamethasone (JAN)
dexamethasone (INN)

B)ATL
TURZYV >/ TURZYOVERER  -methasone

3. BEX IR

4. 3 FRAMU D FE
DF  CoeHaoFOs
HFE . 392.46

5. {£2R (&%) XIEEFE
9-Fluoro-118, 17, 21-trihydroxy-16a-methyl-1, 4-pregnadiene-3, 20-dione (JAN)
9-Fluoro-118, 17, 21-trinydroxy-16a-methylpregna-1, 4-diene-3, 20-dione (INN)

6. lEA%&. &, S, 58S
REERIEL
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| I 53R CET2ER |

II. B3RS ICEE9 18R

1. ¥REEFRME
(1) & - IR
He~MEeDERX(FHEREDHMKR CHD. (BR)

(2) A
X%/ —)b T8 /=)L (98) RIS F B UTPWAEIFICLL PN ZMJUTAIFIT L KITFEAERITTE,
(BHE)

(3) %
ZAERIEL

(4) MR (DER). HR. RER
B  #9245C (98 (HB)

(5) BRIZERFREE
EEERIEL

(6) DECFRER
EEERIEL

(7) Z D DEFRIESE
i viics
[alf? 1 +86~+94°(#z)@#. 0.1g. X&/—)L. 10mL. 100mm) (HE)

2. BHMRS OFERH FICHITDRE R
HEERIEL

3. BXS OESREERE. EEE
BHEIFHFIATVV]ICLD.

12




| V. ®AICEYZEE |

V. HAIICRE 9 HIER

1. BIRZ
(1) BIRZDXA
FEEFRADDRE
(2) HFIDHER KU IR
BR55 L FvoRgEemg U FwoRERAmE
& HEe~WHE HE~NHE
2 FEEHRADDREE FEZRADDRRE
=RE == {AE RE =@ {RImE
D | = D | =
. B 7.1mm 9.1mm
[Ehay 2.0mm 2.5mm
BE 110mg 200mg
(3) #rla—kKr
LFrFvoAiEeme  EM32 (58I m)
LFTvoAgEdme : EM28 (5eE3RHE)
(4) HEI DY
B B F3E25~75N
(B) ZDfth
ZHUEWN
2. HFIDIAR
(1) B2 S CEERS) OZERURINE
AR5 L FvoRgEeme U FwoRERAmME
. 18R 18R
BT | sy roxsUvemess BARES FEUASY AmgSE
FEKAIY)., NOEODVF VT, F)L0. BE | EKNY. NOTEODIYVT VTV, BEEE.
annEl B T U—)UBE N D A AT 7Y fEREILO—X, JO0RRERY, AT T7UVEY
VAR ORI DN, BREHEKT A TR
(2) BHREEDEE
ZHERIEL
3 &=
B9\

3. MIBEROERNUEE
ZAUIEN
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| V. A ZIER |

4. FIf
ZAUEN

5. BEA T SOEEHD &SI
FZHEREU

6. HAEIDFERMG TICHIFIREM
LT vo ik 2mg DERBIOZERM FICHDITDREME

FER (RS {RIFAZRE {RT7HARS R
s | 2o o o |7 RO B,
HEEER 40°C/75%RH )= i;i;;éé%%@i@ilm\ BOTED

AEIRE MR, BEYE. B, k9. B8

nElE X FEHE) OREEAER
& 25T /60%RH. ASXTv—UBK

) {RIZHARS
SERIEE Ovh&ES
BRI EF 118 218 318
500718/030
LEZ7N 500818/030 BHBEDREE Eip:s Eip:s Eipas
500918/030
fesRsER 500718/030
#AoO<vh | 500818/030 BE — — —
I9S5T4— 500918/030
- 500718/030
ggfgg 500818/030 | @A wa A B
500918/030
e ER 500718/030 | 958~108.0 97.8~108.9 98.5~1085 96.2~107.2
BHE(%) | 500818/030 | 99.4~1089 | 100.8~109.6 | 101.3~108.8 985~108.8
/30% 500918/030 | 97.3~111.0 97.8~1105 99.6~108.3 96.2~107.0
500718/030
K5 500818/030 = BE =) BE
500918/030
500718/030
=2 500818/030 BE BE BE k=)
500918/030

14



UFTvoRig4mg DRBIDEBRE FICHIFDRTEM

| V. ®AICEYZEE |

ER {RTERIG {RIFRZRE {RTZHARS &R
RAEARZS5R 25T /60%RH 3648 L
. mUgEE=Z )L/
gn N o) ={ 1
R ER 30T /65%RH FIL==r APTP 12518 Z{E1EL
NS ER 40T /75%RH 618 ZAb1EL
BAEES MR GMR) . EEYE. B, KD T8
DEIE WO EIER) 0L TSR
£ 25T /60%RH. A5X3v—LBR
) {R1FHAR
SHERIEE Ovh&S
BHIARS 118 21A8 3nA8
433418/030
MR 433518/030 | HED=REE Eip:s Eip:s Eip:s
433618/030
[&sRaER 433418/030
RixoZOVs | 433518/030 BE - — _
J95T4— 433618/030
- 433418/030
ggfgg 433518/030 | @& e e A
433618/030
B 433418/030 | 90.0~112.2|100.3~107.8| 99.3~105.9|101.1~110.9
BHE(%) | 433518/030 | 91.3~1115/1023~111.3|101.8~109.0|102.6~110.6
/30% 433618/030 | 96.9~109.1|1032~110.4| 98.3~104.3|100.7~110.0
433418/030
K5 433518/030 BE BE BE BE
433618/030
433418/030
EE 433518/030 BE BE BE =)
433618/030

HORIRET, 256T/75%RHKEU90% RHDEAHTT10BHEREFLUCIEE. ABRE(CNURELEER ™D

ErllaY gV e

. REERUBHREORE M

ZAUIEN

Al DEESEL (MIBEFHRIE)

ZAUIEN

A

HEBHEEE. J(NUEICRKDEERZETD,

x

[EER#50rpm

B 1 K900mL

DITE SN EIRIEERIE A
305 ETI0%L L. BHT D,

a5

£
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| V. A ZIER |

10.56 - 2%
(1) FENPELSE: - TR, HENEHREED - IRICEHTHIRR
FZEUIEL
(2) 8%
LFFwvoRie2me : 2088 (10§8x2) PTPY—h
LFwoge4mg 1 10082 (108ex10) PTPY—hk

(3) FlREE
#ZAUIEN

(4) B0 E
PTP : UL ZILROTP V== L

1. SREENDEMER
[X. 5. BEMOITEM] DBESHR

12. 2 Dfth
FAREDB&IE. 2RI TREFL. 1 nRLRICERTHCE,
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| V. AEICETZEE |

V. BAEICI%I1aH

1. NEEN F5H5R
LHEILEHE

2. FRENFZRICEHET H/E=
RESNTLEL

3. BiERUHRE
(1) FERUAE0EH
BE. RAILRITFIXSVELT40mgz 1B 18 4HEROKRSTD. Fd. REERURSHEHMIE.
BEOREROHA T SMUONBREEBAICIDEER T2,

(2) AERUHAEDREREE - IRIL
FEIOAENRUHER. BRERICHOITDAENUAE. BE. AKmX. ENEKRIRE COERARERR
DIERICHBIFTDTFUXYIVDORERUBEICNA. AFD . DALEEEAICT DTS RERDDDERD
WERFOHBEHCEDWVCEYICERASNAOERI CHDATEZRFA. HESN .
BRNGHAEDLREEHEICH I DL FTURSNMERET FUXIV U HABEALSHET FUXFVY
BREADAE MM LB Ufe HE SRR ER (MM-010:;8%) . ENSEIHEERARAER (MM-0175E) TD
TFRUAGIVDRENUAZE. [TFYXYV40megz 15 1|, 194 0)Z28HBEL. ZD1~4H.
9~12H. 17~20HBIROK ST D, INZATAVIURDERT . BSTATIVELEIE. TFIATIY
40megz 1313, FYA7)ILD1~4HBICROKRSTD. IH. ERICMUEERET . ] Tholc,.
CDTFUASVVORENRURERF. L<ERLTWLSHSWOG (Southwest Oncology Group) DT FH X
FIVKEBEDRENUAEZSE(IC, BlE COTFIATIVICHTEIRETUZEZERBL CRESN
B, LRUEBWEBICHITDTFIXTIVDOFAENURAEIR. BEDIKRE. AELIAY (BETES AR
. HRIDMRMEEREIDERE) . AEEREICLDRESND,.
NCCNAARSA VP REEBEE T+ — S LADERT - BEAANRSAV 27250, LHEESHECOITEEE
HARSAVDHRT, THFUYATIVE, BIHEE, OB MEESHCOHRARE AL CGREN SR
DHEREINTLD,
AE|7Z BB FMDONMBUEESEOHBTERITDEEEF. HETLIMBUEBSDMINELHARTA
VEDRMERZSEICT D ENEYEHIETEIN
PR Tl REBEOLSHREEHEICH IOV URSRHEAETFUXSYV VHBEAEAXIL T 7S+ T
RZVUVHTURY A RCKDMPTEEZ LR U EE IRRARE SR (MM-020558) . BFRNI(FHIAMED
SRESHESEICHITIRNURSIRHEAET TUXSYV VY HEABACSAET FUXAY Y VBB EAZT
BUICHESETARRE SR (MM-003558) Y DEREIN. HETHEAETFUXATVVE[FTHFIATIY
40mg >75mIclF20mg) = 1318, 154 0)LZ28HEEL. 1. 8. 15, 22HEB(ICRORS5TD.IT
&dolc.
BH. HATDHTFIATVVORENUREFMEAET F Y XYV VE CRFLLZEMNRESNICECOG
E4AAO3FHERY DIERICEDEREINI

4. BENUHREICRET ER
Az IR Y (S DONBREBEBRACOHBTERAITIHZaDRS5E. AT I1—/ILFIDNTE. ZEDHA
RSAVEF BHDOERZSEICRS T,
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| V.AECET2EE |

5. BRARRIE
M BRT—FI\vo—Y

AR DOEYERZZOENMENTZ2ME. RART—5 )\ —I(TRUGHIERISHBR N U SEZER 25
ERODETHAERICE DEFHMLIz,
HNESMEEER (MM-0105&88) Tld, AFIERIESEAREUFURSMIBRSOEDENUZDE. BERN
SEIEEER (MM-017:8) Tld. BRAMMEETOARE] LFURSRHERSDOREMEZFUDICIRETS N
foo ZeMlE. NEFEIEZE (MM-00958:) #5& (CiRsthMTh NIz,
Ffe, KF2mgDEIFEMICDWTIE., [RREERODEYFNESHRERTANT (Y (EREEFR0229
H105FEM24F2H29H. FlffeZENEFHROABF B DEMZNEFMEREBR RS 2) | [THEL.
EhEYFHNEEEREU CERNSIERER(CC-4047-CP-01458%) 75 i Uiz,
BB, ABFDOAERRBICHED. EBRNUHNETIE. BICTFIATIVIFLHEESREEICN T DREEEL
CILKRFICDEDERZEBRND DT E. SBICHARTA V. REMENODAE LOREFNRAZETD
EBABNBDIENBEZNRITHDEFEDON. BEFEICHIOTCF. BRARDOD—HZEE TEDILEES
NeCERT 1528 1 BNEEESE 1 045 EINHERICROERARERDEIRWLICDOWNT]).

Bi%. RIEAL. 2828
IOAA—)\—5{BR

CC-4047-CP-0145%&
ER

HAEARAS% : 204

siERMDPhase SBRERS =
aay s g mE HE (HEREN)
TR
EREIE. SREE. 2 -
MTDIREH. ). | MM-01 758 BELSHAROESA | 2o 0
IEMEB, A—TVSNLE | ER MM : 156 ; .
: SR
SNEEUR. SR, 5 P DAMEROEERSHD
51t FFER. 2 B0 EDE’EEO OTTER | g s 12p) EYBAER O (47
A —)\— - A SEUT «iget
EREE. BOES. DomaEDAmeEDEY

FHIEF AR (FEYE

B 72

NESEIHE. ZhEstE.

MM-0 105

AEBIE, SMEEL | gy ERZFHEAEOMM: | DEBELLDICBIIBEY
%%%ﬁgﬁgfg*ﬁ‘ | p—zrsuP. kqw. | 3516 M. RS
o AGUT | ARA )
BEER
DI, £HERtE. | MM-O09E
;*jfﬁ i’{i‘fg&jﬂﬁ o LR EEQGEAROMM: | DRBELLDICHSISBEM
. EER DARCLIDEE
TR R CRE. HFY) 353% I, ReMEREY
1A= EEIRH T OIS A (EAP
NEFEME, 88— Eﬂim EHER BEXIFHAEOMM : Expanded Access
SNV ER CKE. HF5) 1,4384l Program) &5, LDICH

(SRR ZIRET

MM LM EEE. L UFURIREMEE, LD VFURSMEAETFUXAYVUHAEE. D FHF YAV VER

BA

* I TFHRUAGVVOREYBRESHRIE BB T

#*% I MM-O10FERCTRALIETFUATY VAL BUNFTIRFTTSNCVDTF I XSV (B Fortecortin®

Tabletten) THDO. FEIEF—THD. —7. MM-O009FER CIFARAEREDRAETFUAT Y VEEAZERLT
WBdZEnosEERIEU,

FEIDZPREN IFTNR
LHRLEHEE
FEIDRERURE

BE. BAICETFIAYYELT40mgZ 1B 10 4AHEROKRSTD. 5B RSERUKRSHHIE. FED
RERUHAT OB LERAIICKDBEER T,
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| V. AEICETZEE |

(2) BRPREEIEER
1) HESEIEHER S

NEABRRBRABEZWRELVCTF U XTI VESTICTFYRXIY VU VBT AT IVEERSICHTS
FEYHERURRE R
(EMD5220-01 15#5%) SHEAFT—2%)
BEMABH 2HANRIC. EER. BiER. SVYA0ME. IO —/I\—FF1VZBNT. FF
PYASY 2 AmgiRDBEERORSNUTFIAY I VU VBT AT )LAmg R DEEEEIRNIZ S(CXD
EYBRER UL M Z R Ul (EYBIREORERIE. [V EMEREICRET SRR | DIESHR).
1261055, #E5ATIa1—IVAICEIRITONICBHITIE. THFIATVVUVBT AT )LAmgE5TR7ZE
EEIRAIKZSL. 7HBDwashout®. FFHASYYvAmgitaBaROKRS Uiz, #5277 Y1—)UB
DBHFITIF. THFUATIVUVBIATILAMGEGFTR. THFIATY VAmgiez @ DIER CR5UIz,
THFUASY VAMgiRBORR S8 (R5%24BELUN) (CRBUCASER(E. [EBEER] (141
1) CTohofc.
THEUATI VUV T AT )LAmgEGHRO B OERIRMIE S8 (1 5% 24R—ELA) [CRIBEUCBEEER
(&, [E8fR] (2f124) Tholc.
CNEDOEEEREBBRELOEESEIIVTNOEES N,
TBRERIIR S4B (RiIg5%2HB) (. BRENEEESEREUCIREERER] (16114) hido
N BREREBBRECDRHERFEES N,
ZODfth, SARE. [MFE - 0P, 12F80BR. MERE. BRRE CERRNICERDDHHZELIE
FHHNIED D,
INBEDTENS. THFUYXSTY VAmgiZBEORAKRS. XEFTFUATVIVIVBIT AT )L4mgiEst
RzBEERARSUCEEDREMICKEFEREIEL. BFHERIFCH .

AAIDZPREX IFTNR
LHEMBRE

FEIDRERURE
BERACEFTFTIXYIELT40meZ 1 51 B 4BEROK ST 2. 5B REERURSHHS. BED
REROHATDMEONRMEESBECIDBEER I 5.
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| V.AECET2EE |

2) ESEIHEEER
AARAZREBRESEENRELCUFURSIRERIZSEVFURIR FRU XUV HAKRSHER
(MM-017:888)

F—=TIN)VABRZEERLU. VFURSRBEEIGSNEUFURSRETF XSV U HRRSUcEED
BRAMAE (Maximum Tolerated Dose : MTD). &2, EYBENOBMNMZENEUICIEERE
BERsiUlc, 5B, MTDDIRE G FURSREEIG S TODHERUIC CEYBIREDIERIE. [VI. E49E)
REICBI 9 BIER | DIESHR).

BETESUATILLEE. THFUXSV U EHATIHIENTEDIEEUC, THFIXSTV VIR SHRIEER
A A T)VBFTlF. THFYXEYIA0mg=zE&ETA 7LD 1~4HEB. 9~12HE. 17~20HBIC1H
TERRORS U, THFOATVVBSHEBEBSTAZIVELRETFUATY40megZ& YA )LD 1
~4HBICT1B1ERO%S U,

BHEOENFEFINC21561 (LFURSIR10mgEE36). LFURSIR2bmggtef). UFUR=ER
25mg+TF U ATV VEGH) TERL. VFURSIRETFUXYY VEDHBTREZRIBUICEH (6
B N E BRI DA R SRR E R CE DB BRI EOFEWERUC,.
LFURZROMTDIF25mETHD. LFURZR2EMgsE TF T X5 40meDH AR SIE A sES HIKT
[ay et

BRELDEHEMNEE CEFVESTER(F. JAERENMES SN 561 (LFURSR10meg 36l L7
UR=R25mggtefl. L JUR=R25mg+TF U X5V E6H) &6 5N,

2REE (MTDRERZZO2YAI)) (CHBITDT—FHybhA TF TDRBRESEDEEENEE CE
BWEEER(E. VFURSR2EMeg+TH+ U XSV VB TlE. TEMECHAME] . [TFREOEAME]. [1m/)\
WoRAME]. T [SIEINE4ABICHIEUIC.

T=INYNA TR COLEBHEICHBITDIINCDEELFBEERIFD/ 154 (33.3%) (LFURZR
10mg#$2/3%1 (66.7%). LFUR=R2bmgE /64 (33.3%). LFURZR2Emg+TF T A5
2£1/661(16.7%))(C58s5N I,

LFURZR2EmME+THF U XSGV VB ClE. [FHEBEERRE N FIICERHON. B, [FE] KU THFHEE
2| SRRE. [EBHRE] MO THBEUMERER] EUFURSR, [9R] EFF XYYV EDORRERIEGE
ESTVED DI,

BEEDHOHANSHEBREEZEICNTD. VFURSR(25me) ETFFT A5V (40me) Dt
EDBMENREN, BEBRIEIEFEFDRE. AEXSLEECKIOIVNI—)VEIETHD, &%
HITOT74 )V RBRE RS EERN TH oI,

FAEIDOHMBEN ISR
LHRMBHE

REIDRERUAE
BE. BAICETFIAYYELT40mgZE 1B 10 4AHEROKRSTD. 5B RSERUKRSHHIE. BED
REROUHAT OB LERAIICLDBER T,
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| V. AEICETZEE |

3) ENSEIEH 5
BAEABRERABMENRELETFO XV Y2mg2itE T+ Y X5V Vamg 1 S DEME RS S
B8 (CC-4047-CP-014:8R)
HAANBRERABH206ZMNRIC. R NCEBAEDAmeT U X5V ZBEORSUCRDTF1 X
&V 2met FEEREHA]) DT F T X5V vAmegie (RERE]) EDEYMZFNEFEZARET I HIcshDED]
®5. JEE®R. \BERL. 2B2H/ORS —/\—AEZEHUIc CEYEIRDiERF. [VI. ZEYIERE(ICES
IBIEE]DESR).
FHADKRS1HBAIC OB EDERE. B|IERSIMITDIERICHEWV. TAEAR (104))  THFUXEY
vemegitzBOROR5]. DAEBE(104)  THFYXYYvdmegl sezsmRi 5] U
BRS5HE 18 (GHA) . $ 1 BEFE2HOBDOARERRE (51 BDRSHNSHE2H D SAET C7a-—RM £
ORMMT) RUFE2H (3E[A) . wUIEMRAEN (AREMEEKEZRRE. F2BO8HENS10
HEOBICZ2MHBIRAENRR 1 E) Elfc. FHBIE. N—X54 Fk (85810) MORSH-E (1 ~2
HB) &L,
BEERICBVTIE, JABEAR 1 HICBWLITIEER] 141 (5.0%) MREIRSNH, ARREEDREFZENN
HEWVEHBTEN, HEBRIE TEF CTICEELIC. WFNDEICBVWTHEELAZSER ABRERDERSHIECED
ITEEER. FELICESCBEBRIFFRDHSINLED DI,

(3) AERIRFRHER
ZAEEREL

(4) #REERIEHER
1) BEHEAREEEAER
SV EEMBERARER (MM-01058) BIEAT—5)" ©

HBRFUA Y | SRR, VY AE. ZEER. TR, TR ES R

BHRN(FEAMDOSHEBWEREZNRIC. THFIYAYVVRIRS(ICHTHUTURIR /TFTX

= b9 FVVHBREGOEMEAREEL. REMZIRETT D,

X R | BENFEAMDLHLBHEEREIS 15

- Fip 1 8l E

- EBENIFRR R TDurie-Salmonn 38X —VIH. MEADLFEMEERBEEZEN. 29 2)U
FUHESHREE | LONEBMEARERICREEIT(PD). XEFBRLICEE

- MEAMEBRE=0.58/dLXIFFRHAMER (24B5/8ZR) =0.28

- ECOG PSXO7 :0~2

IR OEE

- BEICEREFTFUASIVY (BRAENE200mMeZEBA D) AERICKREETUEERE. X(dd4T
AV EBADEAETFIAY YV BEEICMBERIMELEZE X F24RBRAMERFHHED
50%L_EDRADN @HESNEHofcBE (BRETFUAYV VBB CHRNED OIcEE)

T OBRFRSREEREZE I 0588

ELRARE | FohIkiExdsg - <1,000/uL

/)28 - <75,000/uL FEEMIED B S

M/ : <30,000/uL (FEEMmiEh S s

mEZLUF7F = >2.5mg/dL

IMEALTYIFAST : >IEFELROIFZE

mEfEY)LEY : >2.0meg/dL

BRAIRD<E0%DEE)
BRAIRO=50%DEE)

@t @t
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| V.AECET2EE |

LIS OB CTEIERICEINT. REEITHOWVNFZDMODIERICK D IEEEDT TR LI,
<FHRUAGYVEBEME  TSWRETFIXT V2>

194 0)L7Z28HEEL. TS ERZEETAIILD1~28HEICTHIERSUfc, WiTLTTFTX
5 40megZERINDAT A TIVEFTIFETAIILD1~48E. 9~12HH. 17~20HEIC1H
1E#ZOKRS5L. 5T/ 7ILEMEEGETA7ILDO1~48B(ICT1H1EROKRS U,
SUFURSRHTHUAGY VR UFURSRETF U ATV ZHA>
LFUR=R2EmgZz& Y« 7)LD1~21HBICTB1EROKRSL. EODD22~28HB(IC TS zh%Z
TETEROKS U, MiTUCTFUXTVA0MegZT F XSGV VE/RBEDTFUATVIV EFHK
DRI V21—l C1H1EROKRS U,

=B S5 BB, VFURSR. THFIXTVVDORSEZEHCEIER/E CTEDI LU,

THFRUASY R
17561
BRXEHEED

SHIEBHEERE
3514l

LFU RS R+TFUAXST Y VB

1766l

BRIRTF : "—=X>4 vOME+RLF2-270707UViRE.
RELFEOE(HDT) HEMEHRIE (SCT) EOFE. BEODNERIEAEL I X

B

FEFMIER | FIBEHE(TTP)

BIRRFHMEIEER  EIERAETFH— (PFS). AERIIEIE(TTF). =324 (0RR) C4ZEBMTE%).
5T i 5 | =0iEsiEiR. ECOG PSOUIEE(LE COHER. £4 7788 (0S)

Eoe a2

BESZR. BRRE CREEIA AR (NCIH OH@Es14EE%E (CTC) version 2.0[CEWLWVIL—R
P58, DB, I\AYIT1, BiFEE

F - 45 R
Ay kAo 2005F8H3H (T : _E=51RER)
- UFURSR+
T NS
SRS, wEH) (40.082.0) (33.0-84.0)
. Bt 103(58.9%) 104(59.1%)
i 72(41.1%) 72(40.9%)
_ I 8(4.6%) 11(6.3%)
R %%g%a'm""@ I 57(32.6%) 50(28.4%)
o 110(62.9%) 115(65.3%)
MVERRRERRIE. & (66E) 4.0(0.3~26.6) 34(04~157)
= 57(32.6%) 56(31.8%)
2EE 118(67.4%) 120(68.2%)
B HDT+SCT 95(54.3%) 97(55.1%)
HURTAR 67(38.3%) 53(30.1%)
RVFI=T 7(4.0%) 8(4.5%)

HDT: RE{L2EE SCT :SEFiaiiE
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| V. ABICETZEE |

i

Bt

FEFMIBEECTHDTTPHRREIIV T URSN+TF ATV VEL2 1B, TH+FUASY EMEE
20.LETHD. HAF CHRBERIRDEBDSNIZ(p<0.001. Log-ranki®iE).

_ T LFURSR+
TSI | Tsom
ANTIREBH(%) 130(74.3) 68(38.6)
FRREGE) [95%(EREM] | 20.1016.6-20.7] 52.1[40.9~NEJ
RERER(TIP) ) — Kb [95%EmM] 0.32410.240~0.438]
pi <0.007
ANTIREEH (%) 139(79.4) 84(47.7)
(B GE) [95%(EMEM] | 20.0016.1~203] | 44.1(32.1~65.7]
REBEFHMPES) 1) ki losoEmEm 0.390[0.296~0515]
bl <0.007
ThoR(EGE) [95%/EMEM] | 19./016.1~20.1] | 259(22.3~36.9]
SRR (TTF) [ /\F—KH [O5%EMRM) 0.495[0.391~0.627]
piE <0.007
=2=M(CR) 7(2.0) 27(15.3)
% (PR) 34019.0) 77(438)
RBEE(SD) 99(56.6) 51(29.0)
. TG 25(14.3) 5(2.8)
I (ORR) FFERAE(NE) | 10(5.7) 16(9.1)
CR+PR 21(23.4) 104(59.1)
e 4.72[2.98~7.49]
piE <0007
IRfEGE) [95%{EMXM] | 33.3[22.1~516] | 67.6[42.1~NE]
s J\Y—RE [95% (BRI 0.5580.338~0921]
pfE 0.021
ECEER (%) 60(34.3) 28(27.3)
SRR{E GB) [95%(ERXM] NE[71.6~NE] NE [NEJ
SEFRR0S) )\ — R [95% (SRR 0.730(0.498~1.070]
piE 0.105

thoE : Kaplan-Meier&(C KD HETEE
J\H—REE(HR) 1 THF Y XSV VBMEED) \ U —RE(CH T DU FTURSR+TFI XSV VB D)\ —REDLH

pfE | Log-ranki®iE (EEIEFPearsonD x2H&E) TEH

NE : #EERA]

T AEWMEHET — I DIEOKRERE . IFHDMEHENREEHESNCRBREZST. WilcoxonBIAMREDIISR

nSIFRA LI,
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| V.AECET2EE |

TTP: MM-0105t8

TTPHRRIEGE) (95%IEFEXE)
—LUFURSK+THUA5YVE  52.1(40.9~NE)
— FEYAY Y B 20.1(16.6~20.7)

HR:0.324(95%{5%XE0.240~0.438)
p<0.001 (Log-rank#& &)

(%) 100

757

DOUF U RS R+TFUAXSTY VB
(n=176)

OpIE S it SRy
o1
i

25+

@ FFYAXYY EBShEE

(n=175)
0 \ \ \ \ \

0 5 10 15 20 25 (A)
TTP
RO
©) 176 95 64 37 8 1
® 175 58 20 6 1 1
ek

BRELOREEUDEECESHEVETERIE. THFYATYVEMEE151/1756)(86.3%). LU
R=R+TFT XSV VEE159/17661(90.3%) [CHIRELI.

FHERIE THFIASVVERE TR [NIRIE]39%1(22.3%). [HEAIAE]25%1(14.3%). [HE5]
2261(12.6%). [HBEEI2161(12.0%). [ErEE]196](10.9%). VFURSR+FFOXATIY
BTl [HFREREIAMEIS161(34.7%) . [FRIIE]4441(25.0%). [E]4061(22.7%). [EHE
£ |36%1(20.5%). [ 135%1(19.9%) THolz.
BRECOEEEDNEECTSHEVERLREERIE. THFUATYEMEF26/17561(14.9%). L
FURSR+TFUASVVESO/ 1766 (28.4%) [CHIRUTc, THUATYVERBEITIE. RS
AROAZAE ] 461, [BRRNOS]. TEMAENOS]. [ERIRKNOS]. [FhEIRE]. [ArfR/INOS] hiE&2
Bl. UFURSR+THFOXASGYVEFCIE. DREBEFARIASAE ] 661, [FHZEARAE] 56, [FE] 46, [
KNOS|. [BMNOS]. [sMmENOSIHEIAITERHSN .

[VII. 8. ®EIERARE—ER|DIESHR

2) B2
ZEERIEL
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| V. AEICETZEE |

(5) F& - WERIEER

<HEADFT—5>8

BRNFHEHAMEDOZHE B HEREZNREVCHESMBEKRIER (MM-0105E58) T, TFUXIIY

AOmgEXdREE (U, BREY) ELFURSR2EME+TF XSV 40megst U, $ARE) OTTPOY IS

IV— T 72T o1,

O BEDKELFEE(HDT) HSMErHREE (SCT) BEOEHE
HDT+SCTRENGHEM TOTTPOARIEIL, SEIREF(9541)20.1:8. HAEF(9741)48.7:BTH ol
—7 . HDT+SCTENFWVEM TOTTPOHREIE. ZNZN20.1:8(804)). 78.0:8 (794l) Thofc.
HDT+SCTEDERICHH OO TF. A CIFBERICIERITDIEN RN (p<0.001. Log-rank
RE)

@ BEDODTURT A NEBREOEHR
BURT A NEBENDHERM TOTTPOHFRIEE, 85REF (6741)20.1:8, H/H%E (534%)40.98THO.
HABF CARIER I D ENRENIZ(p<0.001. Log-ranki&iE).

® BEDNILTVZTHRERDE R
MILTVZTRBEENDOEM TDTTPOSRIES, 53 (76)) 8.4:8. A% (8f) NETHD., #H
B CARICERTDTENREINZ(p=0.045. Log-ranki&iE).

@ F#ER| (=65m%. >65m)
[=B65%] DEMTDTTPOHRIEF, 85hEE (10441) 20.3:8. #/HE (10641)48.3BTHofc. —A.
[>65 | DEMTOTTPOHFREF. ZNZN17.3B8(7141). 78.08(704I) THD. FHEICHH DS
T HREF CIFBRICIER I &Rz (p<0.00 1. Log-ranki®7E) .

(6) inErIfER

1) EARAEE
(—REARERD. BEEARERE. CARGLRRED) . MERSET—yN—XHE.
SRR IR R DS
FZEERIEL

2) ARFRMHELTEEFEDOABTITEEURAE - HEROBIE
ZH U

(7) Z0fth

ZH U
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| V. EhERIcR T 3EE |

VI. EFEIEICRI I SHIEHE

1. FEFMICEED D LEMRIX L E1BE
BIBEREATOAR
ERODLFVY. JVFVY TURZVOY XFIVITURZVOY, NP LAY /OY, NIAZIY

2. FIE{ER
(1) {ERIEHIL - {ERIERS
FEUAYV Y DEFMEIEMILICN T DEIEIHIERDRKFEOFMIEAETEDN, 7Rh—ADFEE
HBI5 T BT ENRESNTIE,

(2) 2RI DR
1) ErSH B RERERRMRIEAICN I S MMBalER (in vitro)
O 1BFENHIER : ICsolE (in vitro)'© 17
1 TS % Fe1 B BERE F SR MR (KARPAS-620. KMS-12-BM.NCI-H929. LP-1.U266B 1.
JJIN-3,SKMM2, OPM-2, EJM. RPMI-8226) [T U, FHF Y X5V Y [FETEIHIfEAZR U, e,
HIBEIDHIERR LT URSREDHBICRD RN,

ErSREEEERMRRICONT DT F Y XY Y OIEFENHI{EFH

ENSHE T E R RMEK BETFER ICsofiE (LM)
KARPAS-620 del13 0.041
KMS-12-BM t(11:14) 0.051
NCI-H929 del13 0.0043
LP-1 del13 0.018
U266B1 del13 0.19
JJN-3 t1(14;16), del17p, del13 0.061
SKMM2 del13,t(11;14)(a13;032) 0.0077
OPM-2 tw4:14) 0.02
EJM 1(14;16), t(14;,20), del13 >1.0
RPMI-8226 del13 0.0054
[(BBRY5A]

EiEL RS MBS ZTF U A5V (0.000098~0.4uM) FE FCH-FZI 2 EEBITA VFaX—k,

FIIVHIDIAGEERRI SHERSIETEHNHER (ICsofE) ZHE H LTz,

@B AHIFLEIGFFEEEA (in vitro)® 0

THEYALTYB00NMERE FICBNT, HFEENSH M B EEARMRK CEerl. Egr2. p15KkU

p2 1 ZZTHAIHIELFOEBEFENERHSN .
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HEE S RMERERFRMIEKICSIT DD AIIFIEEFREEICHITITF ATV VDR

WiE | eanm RSN D AIIRRGT
KARPAS-620 222:;:2 -
NCI-H929 2252?:2 Ferl. Eer2. p15
al E?EE:; Eg 1
U266B1 gisgg -

s Byl =)
RPMI-8226 eiszgj p2]
— L
[EE75E]

BN EM B HERRMIRRZ T X5V 800NMETE F TN (F2485 /1 ~+1X—kU. EERT-PCRE
[CROBLFOITZITOI.

®F Rh—AFEEER (in vitro)® '©
THFUAXGVVTUMEFEFCHENT. SBE NS E M EREAFMRERDHR/(—E3.8. 97510
EINNERH SN,

BiEC MR ERERRMRK TEEH SN ARN—E

fmAiE BB EEENEARIN—E

KARPAS-620 iggg;:: 3\_ 5
ws12aM | Do 58
NCIH929 igsgg 3\7 8
o | :
U266B1 iggi;:g B
e | o e
RPMI-8226 iggg?:: ?

— &L

(BT

SRENSHMEEHEARMRERZ T FUXT V2 TUMFE T T24X(F48H5/ 1 FaX—hU, FHR/(—EDHE

FHAMTRIEFYNERWCERZRIELIZ.
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2) BIRRICH 13 D77 Rb— ZAFEEER (in vitro) '
FFYATYV(10M) [FEEFOVORBBEEME GERik /07U il 8 BEREMRR) (S L.
MEREF CHENCTHREEFMRM OB &7 Rh— AFEERZR U,
Fle. NS VRABLUF /A VB (ATRA 108M)  JEMAIE S =2/Da(Vit Ds. 10M) RUA 5 —Tx
OY-a (IFN-a. 100U/mL) DERHDIVETF I XTIV EOHBLIBHREIUHER., TFUASY
VVERIER D7 IR — AMRRDEIE(E. EIROZNSDOHALEELDBVEIGZRUIC,

FERINIEE DL HERE

400
350
300+
250

i3 200

150
100
50|
o

&

F o b & o
DX SN LR R
&K &

Db S RS
NU—T 3N

F5ELSD

#p<0.05. *%p<0.01. **%xp<0.001 CfBELE D2 ; Student’s t test). NS :Not significan((FEZERL)
DEX: FFUXSY ATRA: 2SSV ABILF /A V. IFN-a A5 —J1x07-a. Vit Dz SEHEIESY=2Ds
Gt yaprd|

BEFOVOX BEEEMR GEmgr/O07U B SBIEMia) (CTF T X5V 10MZREL. 726 (37°0)
BEUE. JO—T0A XN —ZRVEOICID 7 Rh— Xl DEl & Z&E HUC,
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3) EEBEV VAT T IVICSH S D ESMIEEINHIER (in vivo) 10
EhZFEEIEERMRA (NCI-HO29) ZBEUICEEEGREAENDACENT, THFIATVY
1RO 10me/kgB¥ICBIFDTTERRRIE (% TGD) &, 17.7H (5%TGD) kU24.1H (43%TGD) TH
D, MEFANITERETRENIcbDD. EBEIENHNEDZRUIC (M E6p>0.05),

ErSHEEEERRARKRBETTIVICBITDTF YAV OESIEIEHIER

TTE dasR{E TGD 0 - YRS
EE @) &) %TGD el (EATE)
P HREE (9IL) 186.9
TFFEOATI —D D0y
1meg/kg(40T) 177 08 5 NS (Day12)
THFRUATIY —-8.4%
10meg/kg (50T) 241 /e 43 NS (Day26)

TEHARERE, WlLog-rankiRE. BEKELY

NS : HEZEEL(p>0.05)

(FLERT3%]

b HRESBERRMRKZREZ21HELD, THFIXATVVIX(E10me/kgD2AE%Z. 308[ 181 @&
#5Ulc, BBEAEN2,000mm3CELET DR COEM (TTE) ZAEL. HEISSEOTTERRED S IREED
TTERREZ R UTEZEGIBIEEL (TGD) £U. TCDZRMMEREF DT TEHRRE TRRU 8% B35 1EhEE L R
(%TGD)&UTe,

(3) ERMFEIREFRA - FHEHS—
1) {ERFEIREGRE
ZHEERIEL

2) fERfSHsE
REEREL
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VI. EWENREICR T IER

1. MAREDHER
(1) ;e LB mFRE
ZEEMNEL

(2) BRFREER CHESR S NIcMARE
DEFASREBHERECTOTF Y XSV Y OFYENRE | EASEMEERREER (MM-01758R) 12
BREN(FEEGMOAERARALHRESBERECHCTFIAYY 40mgz RO IRSUfcEEDE
VENREZEARSIUTcEC D, MRPREBFREFRSH2 SHERICRSEICEL. JHEFREM (t/2) 34
A~BFE T o,

EYERE/ISA—F

BE(me) -
Cmax(ng/mL) 521168
AUC~(ng-hr/mL) 3.977£2,010
tmax (Nr) 2.49(1.00~4.00)
ti/2(hr) 4.45%11.71
F9EESD
Eﬁgg%ﬁ$ﬁ@otEb\mM3$%E@%v€%Utb?ﬁbto

BEOORNIZT4— - F2 T LREENHT (LC-MS/MS)A. /Y \—bXUNEITE

MRPFFOASIVRE

(ng/mL) 800+
700
600
n=6

LC-MS/MS%
FE+SD

5004

400+

3004

R\ &\ A B

1’5 % ORE

FEIDRERURE
BE. BAICETFIAYYELT40mgZE 1B 10 4AHEROKRSTD. 5B RSERUKRSHHIE. BED
REROUHAT OB LERAIICLDBER T,
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)HFAANBRBEABEZRRELCTF YRS 2meg2ig MU' TF Y X5 4Amg 1 i DEMZHEF S
HER | EASEIMEERPRELER (CC-4047-CP-014:5%) '
HAARRBASBMH206I(CTFY XTI 2megit CAERAS) ETFU XYV iR4Amg 1§t CEEBEY)
ZOORF—)I\—AEICKDIEB TREEROKRESUTMEFRREZAELcECS, mARIDAUCK U Cmex
DER/N_FZA T DO0%EFEXEFHIC8O0~125%D™EICH DI END. EMEMICEFCTHD
EBZASNTC,

FEVEREBI\SA—5

Cmax(ng/mL) 47.3(22.0) 47.0(25.2) 1.0064 0.8868.1.1420
AUC:(ng - h/mL) 183(21.7) 182(21.5) 1.0033 0.9602.1.0484
tmax(h) 1.00(0.50.2.00) | 0.75(0.50.3.00)

ti2(h) 3.90(13.9) 3.96(11.5)

Cra R UAUCOHTEEIS. BRTHEIRUICPK/ (S X—SZ It BEH. BRERS. BREIRSIER. BEZEEMR.
WEREZIEFEAICRAMELICE DZZEWREUVHRILEGIRET LD DS,

tra FPRAE (BN TR 11/2ld#EETF (WZEBNRED LU TRUIE

CRIESE]

RIEOONNI ST —BEDITE

AEIDZREX ISR
LHRILEHE

FEIDAENURE
BE. BAICETFIAYYELTA0mgZ 1B 10 4AHEROKRST . 5. RSERUKRSHHIE. FED
KERUHATDMEONBEESRAIICKDBEER T,
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MEIBRFTF ATV VEE
REER
(ng/mL) 70 . — . .
O SBEAB(FFU XSV v2mg 2 DB NEEHROKRS5)Nn=10
60 A GBEBE(TFIAYY4Ameg 1 HOER TEEROKRS)N=10
m - BEE REIONNI ST —EBEDITE
3 50 - FHEELSD
H
T
*
B
X
£
v
vl

0
0 2 4 6 8 10 12 14 16 18 20 22 24
B5 & OE (h)

g SE{=]23
(ne/ml) 100+ O SABAR (FHY XYY omg 250EE FEEEOES)n=10
- A SAEBE (FEUASAmg | ROBE FREEROES)N=10
A w0 5T — BB AHE
Ti5{E+SD

U FH BB

0.1 s UL AR SR B |

0O 2 4 6 8 10 12 14 18 18 20 22 24
B5%0OR™ (h)

BLQ = EERFLT
BLQfE( 0.250 ng/mL)(&. 2AIEICHIFDEETREIFRE ChofcEafrE. BrFEEOERICEF0EL. KElME
LTl AIEENBLADS0%U N CHhofctzald. Bz ttOsUrc,

FAEIDOMBEN ISR
LHRMBHE

REIDRERUAE
BE. RAICETFIASYELT40mgZE 1B 10 4AHEROKRST . 5B REERUKRSHEHIE. FED
REROUHAT OB LERAIICKDBER T,
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3) BERENEMEREICRFTRE
AHRRZE (1B MATRR) RENRORIREREREE TOHDRECIF. MAPFFHDERNHFON. BIFRIEC
DPITVNCEAHSNTVS (VL 6. FHEDERZE I DBREICHTIHERIDIESR),

FHEZ N OEMIPEE MR BE ISR CIRBUICSH-THF U ATV ZER RS UIcEC D, RIA
([CHEANTRBOBER O MAFRBADLERDEROSNcEHRESNTULD (IMHRAAISRERMA 3.3
1155/, BFEZRE 1 6.310.605[. 1EMIPERENMTEE | 6.210.665E) 'Y,

(3) s
ZEERIEL

(4) B= - tHARORE
VI 7. #E{ERIDESHRK,

2. FERERNINS X —5
QD): 2 ivaps
ZHEERTIEL

(2) RIGEREEEL
ZHERIEL

(3) HREEEE
RHEERTIEL

(4) U732V

| VI. SEimEIcRIT 28R |

LHRUBWEBRECHCTFUAYV/A0mgZRERSUcEEDROTU7 SR (CL/F) [FEAITDESD

THhofc,

SHREBHERETCOROIVF SV

BOR S
(n=6)

CL/F(mL/min)

182(43.8)

15 (CV%)

(5) A B

LRMEBWEBRECHCTFIATYA0MgZREIR S U EEDHDNTDDIERE (V/F) (FELTFDESBD

Tohofe,

SREERERE CODHDT DD MER

B[O S5
(n=6)

Vz/F(L)

66.9(23.3)

AT (CV%)

FEIDAENURE

BE. BALETFIAYYELTA0meZ 1810, 4AHEROKRST 2. 5B, RSERUKRSHHIE. BED

REROHAT MONRERSHIICIDEER TS,

<9 REDERZHIOEEICHIOIE>RR

9.3 FREREERE
9.3.1 FHEZDEE

IEMAPRRRE T, MHPEEHOERAHFSN. BFAMEIOPT,
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(6) ZDfth
ZEERIEL

3. B&HE GREalb—yay) @#f
(1) BBt AE
ZHEREL

(2) NSAXA—5EZEHER
ZEEREL

4. RN
REORSERICBEP/NBD OEPHICH DOERICI|INEND.

I FTRASEVUT«

<SHBEAF—5>

RERAASEM 1 20|CTF Y XTYV AmgZz B ER S5 UIc EEDIEX) \A A 7 A SEUT « DIHELSDIF74.3
T13.3% Cdholc,

CRIZEA]

EEREIOX NI S T4 —/ENWHARH (HPLC-UV) &

5. 5

ZEEREL

<sE>

BBADD WS YNIH-FF Y ASY VU VEETZAT)L0. 1me/keg (FF X4V ELT0.08me/ke) i
CEFRNIRS L. £559%. SREZNU4RBEICHEBZHEEL. FIER. REVVFL—
2aVEHAEERRSIUIcEC D, 559 R OFE COREGREENRDEL. RV TEBR Tholc. #
5248 8% I(CIE. FFREUA DB TIZ0.01ug/gll FETRAL. FRICBVLTHRSD2%ED
fED1.9%THole,
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MEEES Y NTPH-F O X5V VY UVEET A5 V0.1 mg/kgZZ BEFHRAIZ S UTc & & DRETREDRES

FFYAFIViRBE(ue/E)
BE/RE
55#% BEFRI& 24

&z 0.19 + 0.03 0.03 + 0.01 0.003 + 0.001
ek 004 £ 0 0.008 = 0.002 0.002 + 0.001
P 159 + 0.15 0.19 + 0.06 0.03 + 0.01
Fif 0.15 + 0.05 0.02 + 0.01 0.003 + 0.001
1D 0.12 + 0.03 0.02 + 0.01 0.002 + 0.001
=] 0.26 = 0.03 0.04 + 0.01 0.009 + 0.003
FER 0.06 = 0.01 0.01 + 0.005 0.002 + 0.001
R i 0.09 + 0.01 0.02 + 0.01 0.003 = 0.001
Fehi 0.15 + 0.06 0.02 + 0.01 0.003 + 0.001
BIE 0.17 = 0.08 0.03 = 0.01 0.002 + 0.002
FRRER 0.08 + 0.02 0.03 + 0.01 0.004

(i1 0.07 0.07 0.002

FEEIR 0.03 0.01 0.007

BpER 0.11 0.02 0.002

F= 0.12 0.01 0.007

B 001 £0 0.005 + 0.001 0.007

fR 0.02 + 0.01 0.005 + 0.001 0.001 + 0.001
=it 0.14 + 0.04 0.03 = 0.01 0.003 £ 0.001
AN 0.04 + 0.01 0.009 + 0.001 0.001 + 0.001
BERA 0.02 £ 0.01 0.005 + 0.001 <0.001

SETRR 0.14 + 0.03 0.02 + 0.01 0.001

54 0.04 £ 0.01 0.01 + 0.002 0.002 + 0.007
R N EA 0.13 + 0.04 0.04 + 0.01 0.004

a REFMHES2P)/FROMESEFIIELSDTERR

(1) Mi&E—RRiREFTEE 4

ZEEMEL
<&E>

S YN IH-THF T ASYI VUV T X5 )L0. 1me/kg (TF U X5V ELT0.08me/ke) = EEERM

BS5L. BREY T U3 EHANEICKDBB O MZREIUIcE D, RE5DRICHITDRDRBEY
ED5.3%CTdhofc,

MR SIREE
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| VI. EEMEEIcRI T 218 |

(2) mA—faBERAr @B
<HEAT—5>19
TEUAGYBMeE BERRRSL. 8~ 1 1E/&ICHEIREUI 1 OBIDRREROBAAFMER.
BRI, FEEIRIIROFKICBIIDTHTHFIXYTVVRER. ZTNnZN2.2, 2.9, 2.6, 2.5u8/dLTHI,

CRIEA]
SIFA L/ TvEA (RIA)E

(3) A~ DBBTIE
<HEAT—5>19
ARNDFEICETHT—HF(FEWVHN JIVIT)VF A RNFFHARITEITIDTENHSNTLD,

(4) BER~DBITIE
<HBEATF—5>'7
JIVAT)VF A NeEEIRPIR S UICAER Cld. BBRNDBITHHRESN T,

(5) Z Dfth DI~ DITIE
ZHEREL
<&E>
MIRNDOBATH WSV NISH-THF I XSV VUV T AT)L0. 1meg/kg (ZF Y A5V2ELT0.08meg/
kg) ZEBEEIRMIR 5L, MTERUMRFRGFEREZAELZECS. RES8REERET
DIMERFRSEEREFMIRHRABERED21~27% CdHolt,

(6) MEEEHF[EER
<s8E . SEAEb. Syb. A IRUDVIMME (in vitro)>'9)
Eb Subl AXRUDTOMEZRBV. SHEESUC T F I AY VYV DMEEREESZR UICER. HEEE
DIEEQFERFIEF. TNTNT7.4% (TFUXTVVEE0.04~4.63pug/mL). 84.7% (F+1T
X5V VEEO.03~5.66ug/mL). 72.7% (FFIASVVEE0.05~4.35ug/mL) RU73.8%(F+1
XFYVBE0.03~4.04ug/mL) Th ol
ERMERT VTV T DH-TF Y XTIV DBEEZERSUICER. MR IV IZADTFIASTY Y
DEEERIEF83.7% (TFF T ATV VEEOQ.03~5.45u8/mL) THofc, BB, ZILT=ZZEZFEFEW
ERMBEENDTFYXTVVDEEZEFE.5%EE (TFIAFVEEO.19. 1.82ug/mlL) ThHofel
EDB. ECENDEP IV IZVITHHEETDEEZ SN

CRIEA]
FEETA

6. {3
(1) (UEEBALI R U USRS
1) {REEEBL
FICREORHEBEERT hO—LP450 3A4(CYP3AY) [CEDRHEND.
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2) (LHizs
ENF=OOV—LERWTTF YAV VDIn vitrolCBIFDRETOT74 )V Ule &S D =Y
(F TFIATIVDELAINKELUTZBB-KEEILTF Y XTI THD, ZDMDLH M EL T, Ba-KEE
EFFTAYV 2 FFIASIVORIEDEERUIZ9a-fluoro-androsta-1,4-diene-1 1 8-hydroxy-16
a-methyl-3,17-dione(9a-F-A) U Qa-F-ADBfIHKEE{LLT=6-hydroxy-9a-fluoro-androsta- 1,4-
diene-114-hydroxy-16a-methyl-3,17-dione (6-KE{t-9a-F-A) hiER&HHNE9,

ENFEOOV—LICKDTFYXSVYOREMTOT7 I

]
HO HsC
17.20 lyase HaC uCHs
—) e
6]
9a-F-A
CYP3A4
]
HO HaC
HsC nCHs
F
o]
OH
Ba- KBEFHY X5 6 KBILF T A5V 6 KBl O FA

(2) RHICR5 I 285 (CYPE) DB FiE. F5F

CYPRREBLTFUXYVURBEDEEMERUCYPORENEERZAL2DDTANS. FHFYX
5V DERBY THHEB-KBILTF I ATV U RUCA-KBIETF I ATV Y DEMICES I BRI
CYP3A4THBIEN RSN,
Flo. MRBECNFARIC2~250UMDTF I XTIV ERMUL. THFIXTVVRELCYPIAAFEE
(CYP3AMKTFDT AN T OVBREKIIL) LDBRERNUCEID, FHFIXFY V2, 10, 50,
100, 250umol/LZERMUIcEE. FHYAGVVRAMBCLANTZNZN.7. 1.9, 39, 69. 6.6
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MNEEREET <https://www.ema.europa.eu/en/documents/psusa/dexamethasone-apart-centrally-authorised-
products-list-nationally-authorised-medicinal-products/00000973/201601_en.pdf>(2020/9/1677 71t X)

FRINODIIE (201 9F5AKR)

g R

IRFE=1t Merck Serono GmbH

HR5E3 Fortecortin

=117 0.5mgiE 2mese Amgiz 8mgiz
ARFAR 1995F12819H 1995F12819H 199742H25H 19954 1289H

Merck Serono GmbH#%t : <https://www.merckgroup.com/d-de/expertise/package-leaflet.html> (2020/9/16
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(1) FHE~DIZSICRAT BB
F—ANSUFP D538
(An Australian categorisation of risk of drug use A*
in pregnancy)
¥ FERUXSGY VRIS FEEEE,. FDAIZ2015%6H30HIC. Pregnancy CategoryDE&R =& T U,

FT—ANSUTEERIFMEE S <https://www.tga.gov.au/prescribing-medicines-pregnancy-database>
(2020/9/16701R)

<&8E . F—ANSUTFDHE>

A Drugs which have been taken by a large number of pregnant women and women of childbearing age
without any proven increase in the frequency of malformations or other direct or indirect harmful
effects on the fetus having been observed.
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