L3 Fs FA7EIL 2 5mg TF)
L7 KS KA 7L 5mg TF)
bt £

EXRVRIEHE

ol
—+
)

ErRETEKNA=H



(RlEAR=L 2)

LFIERIFAFTEIL 25mglFl. LFIFSFATEIL 5mgl F1IZ{&R
SEFERIRAVEEEESE (RMP) DHIE

R4 LFIRIRAT Il 2.5mglF] — 84 LFYRsR
LRSI AT )L 5melF)
HERFTEERE ETHETEMASH E 3 b 874291
RHFAR &F74E8A 130

1.1. ZEHRFEIR

[(EEGRESNIYRY]

[(EEGRESNIURY]

[EEGHESNEYRY]

TR

LFRE

AR - S5 EL - T - O FEL - F1E

BB TN — RSN A

il BEfe b SR T B (3% I $P4MAREE 1B
EEE0) DbIBEDER

B B2 1 A 2 (EEARENYRS)

e E e FEE B

BB (S RIEZ ) AR IR B T o CEPET )

B 5 5 3 0 (BB LB ey

A= 2—0/8F— B EnE

O T

1.2. HEICEET H5REEIR

ZEgL

| ERICELKREMBERDI-HDES)

| ERRICE S RIF/MED T8 D EED

2. ERGREMEHRHEDOHE

4. YR m/MERTEI DB E

BEOEXELREHMERTH BEDYRIZ/IMEEE
EMOERRRSHERES EBINDYRSERIMEEED
ZEGL EE|FELARTOY 5L RevMate® (LF Y FIK 7R

3. AMMICETHRE -HROHEOHE

Y)RERBEEEEFIBE) OE

ZEEL

EREGRERITEM BEIEFRIAR) DERE

LZIEHDHNREILZRMP DAX TIHEETEL,

feft

ERR—LR=V[CHETHXFIDEIERAFETIK

MDD




Call #fEAR=C 1)
EEm' R EHFESE

St BRI TR

mn H O

HEBAEH H

202348 H 15 H Hoh oA

i

874291

PR A IR

@D 30500AMX00186000
@ 30500AMX00187000

Zal

ML HERE

af

oyl
s

[EIFRFEAE B

2005412 A 27 H

Hx 784

@ v+ U KIKZ7EN25mg [F)
@ v+ VU K RA7E)L Smg [F)

R

LFU RS R

&8N O

O 1 BT FIZLFTY R R25mg 256350 7 ELAl
@17 FIZLTFTY R R Smg #5679 50 7 EAA

MEL O &

- RN BENE

i OPEMEEE A & OJFHICIW T, @EH . BRAIKIZL T RIREL
T, PHHT 2 BRSSO 5V L 7 V2 EE LT UTOAEELIEB
ECRAKRG T2, ek, BEOREICE Y EEHET 2,

AVE 1 H 1[E25mg 21 AfER&KS L7, 7 ARIRET S, Zhzx
A7 E L TERGEBYIRT,

BiE:1H 1M 25mg % 14 AME ARG L%, 7 ARKET S, izl
P AN E L TERG A RS,

- 5 FYLEARRRE R R % L S B S R R,

WE L. RAIIEL Y R RELTIHE 10mg %2 21 HEER RO &S
Licth, 7T HRIREEST 5, Zhax 1A 7 0ve LTG0 IRT, 7,
A ORRBIZ XV W EET 5,

RRE ST AN R

- RN E R
- 5 FYORRBIE K & 5 B B SO RUE R

1. AFNORGERGE - 2 - FHEICHZ-> L, [T U RI R -FR <Y R
FHEEERFIE] 28 EIOETT52 8, £/2, AFIEOZEEICHOWTIL,
BHHNTO, BAEFEEDO THRESZ T 2T UL b/enz &

2. EHG Y A7 EHEEARED L, MUNZEmT L L,

3. RAIOEE N, BRARFHIH/rxhin T 2 EFEMEIZIBW T, Hor7e ik - /&%
Bra2ATDEMOY & T, ARF OG0 8@Y) & KT S 3D IER 0O 7 % x5
(2. & 60 U BE UTE DZFEBITANE R OSEBRIEN CHE 2 & - Tl S
. LECLDABESTOLOD TREIND X5, Bk o E2a i iE

1



Ziw Lo &,

(V77 RA7 N 25mg] V7T RAT L Smg] (Zxbd D% FEEIK

LS

% VFH U RIRAT BN 25mg [Fl . LU R RAZ /L Smg [F] @ 2025 4F
8 J 13 HICZHMEHIED HEL OHEZ B4 % AR — 8 KGRI
E

RevMate |3 £[F Celgene Corporation (Bristol-Myers Squibb D BAfRE 1) DB EXRHIE CT7,



I D JE

HIESEEHH -
SHT74FE6H2H

IEHNE O

1. fhE O . Z2REEHED [HIEROHE] OFFE

2. L1 ZetematEmE) o Medprt) TERims)  THfy  DEYWE) TifeZEeiE)  TE
BUE (RERISEET) | THEERBEGERE RIEME= 2 —r g —) [EMrEOER] [
Ay TR R4 THVEVERIZE) TR THORIRBEERIR TRE) TEeEZR4L) Tk
SEPEARIE ) TR TR - 5L - HE - O FE WV - T T WREN AL TAWREE] OERMS
LAV AITR B OB OFLHEAS T (AR

3. L1 ZEeMREFEE) O BA2] OV A7 FyIMUETEEI ORI O RO A T (M4 )
4. NN REMERFIFE] O [ Z0EPA] OV AT HE/MUEEBIONEOFHEHAE T (K72 5H)
5. FEIRBARE AT EM EIEFEHTA K) O—HkET

R

1.5. ZRMEBEIED L& O &I BT 5 KGR FH — A8 SRR > A8

234, FLHEMIC L AERE




1. EERYRYEEABEOHE
1. 1 ZREHERFIEIE

HERFFESNIZY A7

AT FENE
HERFFESNTZY A7 & L-BH -
FHEIRMICBNT THEARAHESREZY A7 LE3NTEY, B 1%
. AR o BEEREARNER) . 440EZAT 58]« 195 ] |
M1 \ERARRIEH] OB THERERE I TND,
PR S 2 SV ES TR E O N K OV OFRINELE -
[NAE]
- S O EIR L SRR
(3R ]
BHFELICHT DIEREZ IR IE L, FERIIZOWTERT 5720,
U 27 fe/MUEIEBEN O N I O DR B -
[NAE]
CEEOY R RMEIEENE LT, BN o Mg | ARz | I8 EZEARIA
R . [9440lRE2 A+ 24 . To56EE) . TILIEKRZRFEWER) OEXROE
FMERELATA R L, EEWRET 5,
<BINO Y R FMEIEEY & LT, LR A ST 5,
1. #AEAT 7 2 77 A - RevMate® (LY R R -AR~V FI N EFEFIE) O
ESy/
2. EMBMRAE T EM GEEMAT A R) Ok & 2t
3. ARER—LR=VIZBIT D AANORWEN R BRI O A F
(3R ]
R BAMRE K OVBE TR L, BFTEIEIC T D MRt 21TV, SEf IR 53
fRZEART & L bIT, WG ER, BRI, AR E2 &G 2BEEZ8E. Bek. Rlo
MRETHZLIZEY . REDORBRADBEED Y A7 % F/NRIZT 5729,

i

BERBESNEZY A7 & L
FERERBICHBNT [BEREEINEI A7 LENTEY, BRI 1THER
OHEICBEE#ET 2R | [SEEAREANER) . 191 A0HE - BEERSOH 5 HBHE ) |
M1 ERLRWEH] OB TEEREZINTWD,
3R 22 VB TR B O PN K OV ORI

T
==

[N%#]
* 1 O E S i TR E)
[GEREEH ]

UHFRICET HIE R AR PE L, BERROEEZEH T 5720,
U 27 g/ METEB O K O OIRELH -

[H%]
CHEE DY A7 E/MEIEE L LT, BFEHRXO THEROCHEICBEES SEE] | 18,

4



HBERHEANER] . [9180HE - BIEREEOH 8%« NLIERZEIEN] ©
HEOBEMERLTA FICEE#E L, EEWRET S,
SBIO Y R 7 RMEIEE E LT, UN &2 FERT 5,
1. ERBIRE T EM CGEIEfEHAT A F) OfFEpk & 24t
2. ABRZER— L= IR D ARANORIWEMFEBARILO A~ FK
[GEe 4R P ]
EEREPALRE S OBE ST L, BHnH B9~ 2 a2 k21T AN O I O
HEAT D 120,

HH i

BEREBEEINZU 27 L U-EA
WEREIRICBWT TEEREEINTZVRAY | EENTEY ., E7HRXO M11EKR
REWER ] . TN2Z0MoEIER] O THEEMME S TWD,

B 2 AP RIRE) O N K OV O IRELH -

[ME]
* 18 O R L PR E)
(s ]

MR G B L U L BRI O B A BT B 120D,

U A7 g/METEB DN L O OZRBEE -
[NAE]
cBEOV A7 F/MEIEENE LT, BRSO NMLIEXRZEER] . 1122 04oF
EH) OomEEOBEEMERL T A NCid L, FERET 5,
B Y R 7 f/AMEiEE E LT, LN 2 ET 5,
1. EREMRE T EM GEIEFEH YA R) OFER & #it
2. BFER—LRX—=UICBIT D2 AKANORIERRBUIRILO AR
GESINSENEED|
FEHRBIRE K OBEF I L, HIMIC BT B EMIR At 21T\ ARF O E 6 OHERE %
17572,

o

CYUE

HERFESNZY A7 & LA

SEREIDITIHNT THEREEINZY R7 ] LENTEY ., EFRXO [8.EHE
EANEE . T91G0HE - BEERESEOH 584 . NLIEXZEBIER] OBETHEE
WA X TV D,

B 2 AP AR B O N K OV OB -

[H%]
* JE O RS A R S B
[GEe 4R P ]

VHFERI T DAL EE L, BIVRROZA L Z BRI 5729,

U 27 Fe/IMEIEB O I N OFRIRBEE
[NE]




SEHEOY A7 EAMEEB L LT, RO IBEEREAANEERE] . [9.1480HE -
MEEEOH L84« NLIEXRZQEWER] OELOBEMERL T A FIZEEH L,
EEWEY 5,
SBIO Y R 7 mAMETEENE LT, IR &2 FERT 5,

1. ERERE T EM GEERERTA F) OFERR & 2k

2. R — L=V RBIT D ARANORIWERFEBURIL O~ F

(GE27REE TEED
EFREAGRE M OEAE TR L RSYEIZ BT D IF IR 24TV ARH o JE 1 F oo HExtE
AT D 12,

ifi e FE R E

BELBEINZV A & LZEE
FERERMICIBNT THERFFESHIEY A7) LEnTEY, EFRXO T1E
L T9AADHE - BEFEREEOH 8L . TLIEKRZEWEH] OETHERME S

TN D,

FE3E i 22 MR U E O NS K OV ORI
[H%]

« Tl O ER G eV B ARTEE)

(s ]

YHFRICET O EwE L IEL . BRIVRROZ(LZ BRI 5729,

U 27 Fe/IMEIEBI DN K OV O BRIRNEEH

[M%]

CEFOU A7 FMEEE E LT, BEHAXO LS | [91580HE - BEEREZEOH
LEE] . NMLIEXRZEWER] OHEEKOBEMERSL T A NIZEE L, HEmi S
%o

BMO U A7 FAMETEE & LT, LN AR T D,
1. EREBRETEM GEEMATA K) OFERE 2
2. R — L= VBT 2 AR ORIERFEBLIRIL DA TR

(GEZiNlEED

PEIRBERE K OB STk L, AR FERiE 12 B9 2 I a2 47\ . ARF O w6 H o

HeHEZAT 5 72D,

HEUE (BUERUS & 3 Er)

BEEPBEINZY A7 L LZHE
EFREMILICHBWNT THEEALMEINZY R LEANTEY ., BTEHRXO 19.14580F
JE - BHEREEOH SR . NLIERZEWEM) . [112Z20MoOEIWEH ] OETHEE

WAl X LTS,

23R 2 VRS IR B O N L OV OBRELE
[N7#]

- BT O EIE MR VTR E)

(GEZiNeLiEED

UEZFERICHAT L lEmE R PEE L, BEHRROBL LRI 5720,

6




U 27 B/ MEIEBI DN K OV O

[NF#]

CEFEOY R FMEEE E LT, BEHRXO 914 0HE - BEERESEOH 5 B3] |
MLIERZEWEN] o T12Z2 OMoOEIER] OB KR OEE MERS T A R
L. HEEmET 5,

BIMO U A7 EAMETEE & LT, LN &R T 5,

1. EREMRE T EM GEEMAT A R) OfFEk &2t
2. AR — A=V EBIT D AR ORINERFEBLIRIL DA FK

[EiRFRA ]

EIRBMRE R OVBE IR L, WEUE (RERIGEET) ISR D IEmIRME a7, K

F O EfEF OHEEZ 1T 9 720,

JELI R SR (A

HERRES Y 27 & LT
FREEBZIBNT [BEERFFESNTZY A7 LS TEY, EFRXD 8EHER
AAMEE) . NLIERREVEM] OETHEEMRE STV D,

P S 7 VB EE B D I B O ORI

[H%]
« Tl O ER G eV ARG E)
[GEHR P ]

YR D e N <R L, BIRNOZAL 2 BRI 5 29,

U 27 Fe/IMEIEBI DN K OV O BRNEEH
[M%]
CEEOY A7 FMEIEB E LT, BRSO 8EEAKANES] . NLIEKZRE
TER) OEROBEMERL AT A NICiifi L, EEiEd 5,
BMO YU A7 FAMETEE & LT, LN AR FET D,
1. ERRERE AT EM GEIEFEA DA F) Ok & 11k
2. R — A= VICBIT D AR ORIWERFEELIRDLO A FR

(GE7EENEED |
EERRBAFRE K OEA SIS U, SR AR EE i 2 B9~ D R e it 21T AR O IERE
M OHEREZAT 5 72,

K= 2 —a /T —

BHEBBEINZU A & LZHE
PEREFINICBWT TEESEINTZU A7 | EE3NTEY, E1HRTO M1L1EK
REWER ] OIETHEEMRE IR TWA,

B 2 PR AR O N K OV OB -

[H%]
* JE O RS A R S B
[GEe 4R P ]

UG T B T A < L BRI O L 2 B B 1,




U 27 B/ MEIEBI DN K OV O
[NF#]
CEFEOY A7 F/MEEE E LT, BRSO NLIEKRREWER ] OB & OB R
A RIZRed L, HEEMRES 5,
BMMO U A7 FAMETEE & LT, LN &R T 5,
1. EREMRE T EM GEEMAT A R) OfEk &2t
2. R — L=V D ARAORIWERFE BRI O AT
[EiRFRA ]
MR OB o5t L. R = 2 — n SF— B B IRt 217V . AF o
HIESE OHEEZ AT 5 720,

i LA Ca P R

BERFFESNIZY A7 & LT2HH ¢

WEREIRINCBWT TEEREEINZVRAY | EENTEY ., E7HRXO M11EKR
REWER ] OECTEEMEE I TWD,

P S 7 VB EE B D I B O ORI

[H%]
« Tl O ER G eV ARG E)
[GE R ]

WMHHERICT A EWE N E L, BERIROZL 2 BT 5720,
U 27 fe/MEIEBEN O N O DIRBEH -
[NAE]
CE DOV A7 H/MEIEEN S LT, B NLIEKRARRIER ] OIE K& OEE H =3
A RIZREdk L, HEEWRES 5,
BIMO U A7 FAMETEE & LT, LN AR FET D,

1. ERRERE AT EM GEIEFEA DA F) Ok & 11k

2. R — A= VICBIT 2 AR ORIWERFEELIRDLO A FK
[ RFH]
PR BAMRE K OB IR L, Bl OB BIC BT 2 1R 21TV KO E AL A
DHEHEZAT 9 T2,

DR

ED

BEEPBEINZY A7 E LZHE

FEREFINCBWT TEESEINTFY A7 | EE3NTEY, BT M1L1EK
REWER ] OIETHEEMRE I TWA,

B3 2 RV AR O N K OV OB -

[H%]
* JE O RS A R T B
[GEe 4R P ]

VHEFRICET D EHRE A IEL, BRIRRDOZ( L 2RI 5729,
U 27 s/ MEIEB DR S O DRI -




[NAE]
CEFOY A FMEEE E LT, BRSO NLIEKRREWER ] OB & OB R
fnA A RICFLE L, FHEME T 5,
CEMOY A7 MEIEB E LT, LR R FERT 5,
1. EREMRE T EM GEEMAT A R) Ok &2t
2. AR — A=V D AR ORINERFEBLIRIL DA FK
[EiRFRA ]
FEFEBAMRE K OVEE TR L, DARICET D IERIEM 21TV KO8 ] o HExe
AT O 12,

Rk

BELBEINZV A & LZEE
WEREIRIN BT TEEREEINTZVRAY | EEANTEY ., E7HRXO M11EKR
REWER ] OECTEEMEE I TWD,

3R S M PUEE O NS K OV OFERINEL

[ME]

« Tl O ER G eV AT E)

[GEe 4R ]

UHZFRICEAT L lEmE IR PEE L, BERRROZLEEHT 5720,

U 27 fe/MEIEBEN O N I O DIFREEH -
[NAE]
- EE OV A7 FMEIEE S LT, BRSO NLIERZRIER] OHEKOEE M ESK
A A R L, EEME T2,
BMO U A7 FAMETEE & LT, LN AR T D,
1. ERRERE AT EM GEIEFEA DA F) Ok & 11
2. R — A= VICBIT 2 AR ORINERFEELRILO A FK
[ RFH]
R BRE M OB FITRE L. ANEEARICRE 3 2 G MR AL 24TV AR 00 38 1E A FH O HE e
AT O T2,

Rl

BERLBESNZY A7 & LZFEA -
FEREILICBWNT [BEEREEINTZY A7 L&NTEBY ., BE1HETO (8 EE,
FORMEE) . TTLIEKRRENEH) OECTHEERE I TWD,

B 2 PR AR O N K OV OIRELH -

[H%]
* JE O RS A R S B
[GEE 4R ]

VHEFRICET D EHRE A IEL, BRIRRDOZ( L 2RI 5729,

U 27 g/ METEB O M O OIRELH -
[H%]




CEHEOY A7 /MEEBE & LT, BRSO BEELRAANER] . TTLIEKZRE
TEM) OEROEERERL T A NIZE#E L, EEET 5,
SBIO Y R 7 mAMETEENE LT, IR &2 FERT 5,
1. EWREAMRE AT EM GEIEMEH T A ) O L 2k
2. R — L=V RBT D ARANORIWERFEBURIL O~ F
[GEe 4R P ]
EREPARRE R OBE LT L, BAEEO HE R BIHREERE (BT D iz 2170,
AN D EffH OHERE 21T 5 728,

F B P i 5 A

HERESNEZY A7 & LA
FEREIRLICBNT TRERBESNEZY 7] LENTBY., BEFEHRXO M11EK
7REWER ] OECHEEMEL STV D,

B L M AR R O NS K OV ORINFLE -

[ME]
* 18 O R L PR E)
(s ]

BHFERICHT DIERE IR INE L, BERNOZL A BT 5720,
U 27 fe/MEIEBEN O N I O D IREEH -
[NAE]
- EE OV A7 FMEIEE S LT, BRSO NLIERZRIER] OHEKOESE M ESK
A A R L, EEME T2,
BIMMO U A7 FMEiEE & LT, LR &SRS 5,

1. ERRERE T EM GEIEFEA DA F) Ok & 11k

2. AR — A= VICBIT D AR ORIWERFEELIR LD A FK
[ RFH]
PR B M OB STk L, VB PEATR BRI B3 2 R 24T\ K 00 3 1F i
DHERERAT 5 T2,

JIT P

=2
=

HERFESNZY A7 & LA

EREILICENT TEERBESNZY X7 LanTERY., EFRxo 1.1 &
KR7QREIWER) OB CHEREME I TS,

[ 22 AR EEARIEE O INE B OV ORINELE -

[N%#]
* JE O RS A R S B
[GEe 4R P ]

VHFRICET L EHRE A IEL . BRIRUDOZE(L 2RI 5720,

U 27 f/METEB O K O OIRELH -
[H%]

cHEH DOV AT HMETEBNE LT, BFRCO TLIEKRZREWER ] OHE KOS [ EHK

10



i A RIZREH L, TEEME T 5,

SBIO Y R 7 mAMETEENE LT, BUF &2 FEHT 5,
1. EWREAMRE T EM (EIEMEA T A ) OFR L 2k
2. R — D= VITBIT DA ORIVEHIFEBIR L D23k

(GEZ27REE TEED
ERREAMRE M OEAE TR L, ITREEIZE T D IF &M 24TV ARH o JE 1 ] oo HExtE
AT D 12,

FR IR RE AR T E

BEREBEEINZU 27 L U-EA
HREIMLICBWT TEELBEISNEY A7 LEINTEY ., E1RXo [8EE
FARMEE) o TTLIEKRRENER) OETHEEREINLTWD,

B3 2 AP RIRE) O N K OV OIRELH -

[ME]
* 18 OER LN E)
[GER P ]

MR G B L U L BB B A BT 5 120D,

U 27 fe/MEIEBEN O N O DR B
[H%]
- BEOY A7 FMEIEE S LT, BRI I8EEAREANEE] . 1LIEKXZE
TER ) OB OEEREIRL T A NIZFd L, EERET 5,
B Y A F/MEEE E LT, LR EFERT 5,
1. ERBREITEM EEEHTA R) OFER &k
2. ARFER— LR—VNZ BT D AHOENERFEBLR LD A FR
[EERPE ]
PRI R OVBE TR L, HURIREE SRR MEIC B3 2 1 AR 217V ARFI o0 1
R OHEREZTT 9 720,

THALAE 2R 4L

BENEEINZU 27 L UEEH
TERERSICBWNT TEHERFEINZY A7) LanTBh, EBFRXo MNL1TEK
REWER ] OIETHEEMRE I TWA,

e 3R S 2 MR BB E O NS K OV ORI

[N#]
* 8 D EAE i R B B
[GEe 4R P ]

VHEFRICET L EHRE A IEL . BRIRRDOZE(L 2RI 5729,

U 27 g/ METEB O K O OIRELH -

[H%]

CE DY A7 R/MEIEENE LT, BFESCO TNTLIERREIWER ] OHE K OEE A =5
mn A FICRE# L, EEET 5,

11




EMO Y A7 MEEB & LT, LR R FERT 5,
1. ERBIRE T EM GEIE#ATA K) OfERK & #24t
2. RFER— L=V DA ORIERFEBR I DA FR
(GEZiNeLiEED
PRI BIRE K ORIk L, WL LI BT 2 a2 47 . ARFI o w0
HERE 21T O T2,

GORYA RIS

BEREBEEINZU A7 L U-EA
SREIMLICBWT TBEELBESNEZY A7 | L3R TEY ., E7HRXo M1L1EK
REWER ] OETHEEME I TS,

B3 2 PR AR O N K OV O IRELH -

[ME]
* 18 OEH L PR E)
[GER P ]

YHFRICET O EHE L IEL . BIRR O Z BRI 5729,

U 27 fe/MEIEBEN O N I O DR B
[NAE]
- WEEOY A7 FMEIEENE LT, BRSO NLIERZREIER] OB KBS M EIK
bl A RIZFLE L, EEMER T 5,
BIMO U A7 FMEiEE & LT, LR &S 5,
1. EFREBRETEM GEEMATA R) OVERE 2t
2. R — L= VBT D AR ORIERFEBLIRIL DO AT
[ RFH]
PR BIRE K ORISR L, BN MR 2 BT 2 1 AR A2 17 AKI o E 4 ]
DHERERAT 5 T2,

BENEEINZU 27 L UEHH
EREHSICEBWT TEERFEINZY A7) 3T, EFHRXo MNL1EK
REWER ] OECTEEME I TWD,

e 3R S 2 MR BB E O NS K OV ORI

[N#]
* I O EHK A TR E)
[GEREEH ]

VHFRICET L EHREIAIEL . BIRRDOZ(LZ BRI 5729,

U 27 g/ METEB O K O OIRELH -

[H%]

CEE DY A7 R/MEIEENE LT, BFESCO TTLIEKRREIWER ] O K OEE H =5
mn A FIZREH L, EEET S,

BN Y A7 RAMEiEE L LT, LT 2T 5,

12




1. ERBARE T EM GEIEFER T A R) O & ik

2. AEFER— L= VBT 2 AHN ORINWEFEBIRPLO A FR
(GE27REE TEED
EFRBAMRE M OVEE TR L, AT BAT D IE MR ATV AHI O B ] O HEE 2
1T 95728,

fEHR -

BHEL * T« O FE W - F

BEELBEINZY A7 E LZHE
EREILICHBWNT THEEAAMEINTEZY R LEANTEY., B70Co [8EHE,
FEAEFEE] . M2Z0MOBIER ] O CHEEMIE I LT\ 5,

P3RS M PUEE O K OV ORI

[ME]
* 18 OER PR E)
[z ]

YHFRICET O EwE L IEL . BRIVRROZ(LZ BRI 5729,

U 27 B/ MEIGBI DN KOV OB
[N%]
- EEOY A7 FMEIEEhE LT, BRI IBEEAREANER] . M12Z20fo
RIVER) OB L OEEMEIEGT A FICFHE L, EERET 5,
B Y A7 F/MEIEE & LT, LR AT D,
1. EREBRETEM GEEMATA K) OFERE 2
2. R — L= VBT D AR ORIERFEBURIL DO A TR
(3R ]
R R OVBE TR L, fEHR - 85EL - J257 - O F W - BRI T D IE IR UL A 1T
VN, ARFI O R OHEERTT S T2,

RN A

BENEEINZU 27 L U-HH
TEREHSLICEBWT TEERFFEINZY A7 L3nTBh, BT 155D
o E] OETHEEMMEIN TV,

P3RS 2 MR U E O NS K OV O

[N%#]
* 1 O E S i TR E)
[GEREEH ]

UHFERIET DAL IEE L, BIVRROZ( L Z BT 5729,

U 27 g/ METEB O K O OIRELH -
[H%]
CRE DY A7 R/METEENE LT, B N5 20fMoEE] OHEICEE L, TR
WA %,
BN Y A7 FAMEiEE L LT, L2 % %,
1. ERBEARE T EM EEMEHATA ) OFFEk & it

13




2. R — D= VIR 2 AAORIVEHIFEBIR L D23k
(GEZNEHEED
EIRBIRE M OB FIH L. ZIREDAICET D IE MR 21T AFI O IERE o
HEEZ2AT © 728D,

A G IE 2 &) O b % EEHE~Of M

BERRESNZY A7 L LI-HH -

HERERDICBWNC [EERBEINTZY A7 L3R TBY ., 1RO 19.1480F
JE « BERSEOH 2 HE ] OETEEREIN TV,

3R S M PUEE O NS K OV ORI -

[N#]
* 18 OEH PR E)
[GER P ]

(6] T it P AL Sk [FI AR 6E f p R R REAEE O & 2 BBE I 2 AR DI 53R 65 Z
Enh ., B ORI LSRRGS TR FR AT D,

ERRBGRE K OEE IR LT, BRI B D & % BH 123617 2 HaA SOS K ORI R
M EH BRI O & % A 12381 2 A A &5 TRIC B3 D iRt 21T AF O

U 27 B/ MEIGBI DN KOV OB
[N#]
- EFEOU A7 F/MEIEENE LT, BRSO [9160HE - BEEREOH 5 BFH ) O
FOHREMERLTA RICE# L, EEWRET S,
BIO U A7 FMETEE & LT, LN &SRS 5,
1. EREBRETEM GEEMATA K) OFERE 2
(GEZiNlEED

B EAE A OHERE 24T 5 729,

EHEREEN Y A7

H N

HEREAE Y 27 & L7HH -

BIVER) OIETHEME I N WD,

TEREIINCRBNT THEEREPIEN Y X7 | La3nTBh ., EFHRXO MN12Z20mo

3R S 2 MR BB E OIS K OV ORI
* 8 D EAE i R B B

VHFERI T LA L IEE L, BIVRROZ( L Z BT 5729,

[HA]

[GEREEH ]

U 27 e/ IMEIEBI O I N OFRIRBEE
[NE]

CEHEOU A7 BMEEEN S LT, EFERXO 1122 0MORIER ] OHEEOEE R E

BN Y 27 RAMEiEEN E LT, LR 23T %,

S A RICER L, ST,

14



1. ERBIRE T EM CGEIEfEHAT A F) OfFEpk & f2ft
2. R — D= VITBT D AANORIER BRI DT

(QES7RGEEIEED |
PR BARTE J OMEE 25 23t L ENBEIZBE T 2 R b 24TV, AKI O EAfE H o HEdE 2
175728,
IR
M7 L

15




1. 2 EHEICET %

FEIE

L

16




2. EEMREUERAEORE

1 0D [ AR i 22 A PE R T )

~

Rl

B O AR L VR AR B OB
ML SR - PR E W& OMEFTE S S OWE - #E38 - oIS < LasdRomsr (&
1)

¢ EE

Mo
4l

BN D [ 4 iy 22 2 PE R A )

A"

3. AMEICEHTIRE - ABOHEOME

ML

17




4. )Ry IMEEEORE

WH DY 27 f/MEIEE)

WO U A7 e/ MEEE O
AR X DI - TR
BEMERGLTA FIC XD IEREELL - R

BIND U R 7 f/MbIESE)

AN AT 7 7 77 A RevMate® (L7 Y R KA~V FI FEEEEFNE) OEh

[ZetEfatgm]
e BT e
[E]
AHENC L DI RA~OIEAMEZE OB IEZ BRI & L, RAIZ #5325 8288 288k, Rilo
ez L, Rk 2 & O - BEBRETETEZ L L 912T 5790,
[ Bk 72 55 1%]
« KA ZAEH T E HEREREALHIRT 5,
- PRIEEE (BE &I LIRS OARITIRE) 21T 9,
U EERT, BEARERABIET~DOZE % FEht L. RevMate®tz o & —~F gk, IRILOMERZ T
Do
« KRN T 2 2BE ~ B HRITEE 2 92 L, RevMate®t > Z — %58k, IRILOFERE
D,
c AR AP OREE~EMNRABT 2 FE N L, EPRULOMERZ1T 9,
 WEARPTRE R ZCMEIZ I 1T 2 E IR AR i AR S e 2 FE i %
- HEHN OB QIR EDOHERE, RNERIER|OIRA - B, FEH DR E) Z1T
Do
« LU F ®ORevMate® (2 B9 5 &4 & 1ER LAL T =Rl - SEAIRR M OVEE IS N4 5 =
L2 &V RevMate® (2B 5 150 72 Bl & EHEME OIS 2 X%,
> RevMate® A % A (RevMate® iR & it & #4)
> RevMate® B A FH Bl
> L7 AA RO IZEAN (BEDHHNEM [EREFEEmT] )
> L7 AA RO RN (BEWEIT/MET)
> BEIAVDOITFED T~ (FIEEEEFERENHHER)
> LT AA R —F (BEMIDA—F)
[£iH & 722 T E ORI R OV U725 RICEE D TERIRE N D ATREMEDS & D 7R H 4
i#]
RevMate® & [A1E E 2 B 2 & OF RevMateV 5 — 7 Z B2 L 5 E M2 3l o5 8. Hr
TICBETRERPRBD NG E. ITEBN O OF/RICEDSE, M OKET, B
FEFEDFERESEDUGET, BINOEMAERRE & atT 5.
WEOTER - EIES Y 2 7 EEREIEICB T 2R S FEORMR (4 12 A 27 A
~12 /1 26 H ORI TIERL L. 3 H 26 HIiZIZHEH)

18




EIRBIARA 10 T EM GEIERE A A F) OB & #24t

[Ze A fost 5 oE ]
EFEPE, BRI, B, JRYWE, MARSERRE, WEUE (REKIGEET) | I
BUEGERE, KM= = — a5 — BB LEE, DARE, REIR, BAL, RN
YRR, HFRETE, HURMEEREIR TRE. WL 2L, ESTVERMmE, Fa, iR - B5EL - %
97 EV - T CENR A ANE, BEeBEE GESaBREL 5) 0b
% RE~OMH

(B8]
KA DL EMEOWIER R, AFFRO R & @22 R, @ EEH o7
D OIER A SRS D729,

HARKY 72 71%]

- RGN Y H D ER R IS RIS T A R A R, BT D,

s ARFEAR— AR U R OE G ER R ST D R — A= DB 5,

[Hi B & 722 TEDORM KOS L7 i RIS BRI N /IREMEN S 5 H 72 5 1
i&]
IR OMSFR L, BIVERORBBURE NS U A7 R/ IMER O 72 2 i b 23 g &
W S D5E, UTET- R L BV ECBE O L MR EHIC B W TR 72 12iE
BT REABRRRBD ONTHEITITEMOUET. FERAEDOUET. BINOEMERS %
Bt %,
Wt OFER - EHS Y X 7 EHEEEICE T 2R E FORMR (B4 12 A 27 H
~12 7 26 HOWIMTIERR L, 3 H 26 HiZIZHREH)

AR — L=V B T DAANDRIEHFEBURIL D AFE

[Ze et gim]

EFPE, BRI, i, RYWE, MARTERE, BEUE (REKOSE2ET) | S
BUEGERE, KM= = — o T — BIEOEE, DARE, REIR, B, REME
AR, FRETE ., ARIRMBEREIK TRE, VLA 2R L. BTN, i, IR - BAEL - 9
5o OFEV - T, ZIRFEN A, BNE

[F#Y]
BOEIRFEIR BT D EIERIZEBURIL O S il 2 12 5 72,
@SREN:DPAIRTD)

A - 1p AR 5,
[HiH & 722 TEORE L OGN L7 RIS SRS N D RN & 5 B e 5

i#]

R3S Y R 7 EBE RN BT 2 Al &
5. AME AL O Mkiee o0 BT K OV

WO TER - IS Y R 7 E PG

~12 A 26 H O CTER L, 3 A 26 H

EOIEHIRIC, B2 EVERFIFEEOIEFR )
FEIZOWTRHRETT 5,
(2B % AR R (B4E 12 H 27 H

YZIZHEH)




5 EXGRREUERIE. AMEICET IHE - HBROFERT) R &/MEFFEO—F
5. 1 EXnREMERITEDND—E

T OPE S 5L 22 VAR TR E)

RIVERT, SCHR - P& OSMERTE @A FEOIE - R - SIS < ZaR ok (&
O5AT)

BN D [ 4 iy 22 2 PE R A )

A"

5. 2 BAMEICETLIRAE - ABROHEO—F

BAL AP

5. 3 YRIm/MEEED—E

WO Y 27 w/MEIES)

IR X DI - TR
B MERS T A NI X DG HREREE - dEmi

BIND Y A7 5/ METES)

BINO Y A7 e/ MEIEB) D4 Fr HiH & 72D TEOR FEREARDA
FEHIEAT 7 1 7 I - RevMate® | U 2 27 /MUK O T 72 2 584023 LB & ) Wr| T2kt

(LF U R R R =V R R | SNEEEIH TR 2R FHEOH
i EEHTFIE) o FEhE FEOREMERFTFHEICB W THZICERET
RENENRD SNZHE

WO TERS - EIRMG Y A7 EHEE |
B9 2 Al A EORHRE (B4 12 A 27
H~12 H 26 HOMMTER L, 3 A 26 H
YEIZHEHY)

=
+

PERRBEGRE A EAM GlEIERE | U A 7 f/IMESR O F 72 B 58 L A3 6 3 & | 52
A R) OVERR & 24k ENTGEAE UTHT T 7o B VERTHESCB
EOREMERFTEEICB O CTHICERT
RENERRD LNTHE
WEOTER - EHRM Y X7 EBLEE I
B9 2 Rl S EOSRHEE (B4 12 A 27
H~12 A 26 HOMMTER L, 3 A 26 H

ZICiE )

=
.

R — L= DARK| EES Y A 7 F G B3 2 FF M 5 |
D RIVERFEBLRIL DT DRI
WEOTER - EIKM Y X7 BB I
B9 2Rl S EOSRHEE (B4 12 A 27
H~12 A 26 HOMMTER L, 3 A 26 H
YE\ZHEHY)

20



	レナリドミドカプセル2.5mg「F」、レナリドミドカプセル5mg「F」に係る医薬品リスク管理計画書（RMP）の概要
	１．医薬品リスク管理計画の概要
	１．１　安全性検討事項
	１．２　有効性に関する検討事項

	２．医薬品安全性監視計画の概要
	３．有効性に関する調査・試験の計画の概要
	４．リスク最小化計画の概要
	５．医薬品安全性監視計画、有効性に関する調査・試験の計画及びリスク最小化計画の一覧
	５．１　医薬品安全性監視計画の一覧
	５．２　有効性に関する調査・試験の計画の一覧
	５．３　リスク最小化計画の一覧


