LZEEXBPE SE%, 10EHE, 15 8%, 25 8%

Revlimid (lenalidomide) Capsules 5mg, 10mg, 15mg, 25mg

HEERFE 025217, 025216, 025215, 025214 &
RERHBEEE S A

1. TREEBARERKE
2. RESREM (0 pERRADERD/PMRRZE )
3. REPEPAR M4 SRAFER A

RN AR R
5 TREMBARAXRE

LENALIDOMIDE ¥ FIS:M ( THALIDOMIDE ) % FELY , PRARBRCANAEBREY , SXFBRELRK
HHRAEEXBGR, ZRRZHERA LENALIDOMIDE , AIREMEBREXKRE  REZMRIEEEH, BEERLZHE
EERARA REVLIMID® (lenalidomide) HAR , B4 18%,

B LEE 5 R4 RIS E

HRATREAEHRNEY  ABSKTRER REVLIMID® (lenalidomide) 9%t | REVLIMID® (lenalidomide) R
REEBISHIBE S RIE , Bl "RevAssures AR, BMESNETNEN , XEERTRSHOERTHEM ,
ERY, REEMEF. MA , £EWMB REVLIMID® (Ienalidomide) & , F# %R RevAssure FRTREM ,
Y HFEFEFT.

FESREUTHROBESRNES R, LEsE, BEIEHEERA.
RevAssure J73EREA

EAEDRNRIHNEE

ZHHEEHBERENLEARE  RIEFSTIHET—ERE | FRAGRETHERZ
50 B EEBRERE 1 F

JRERBENBARLARRMNERIE
oBETEAIBMMNERINELIBRRE FEVIRR

oXYy ERE, FEMKE

REEAREHNER , AR TRRE

a0 - ]

BIRINEEEE , K B%R RevAssure FR7EMEM , I EMMB MR L AENBMER , 24263 REVLIMID®
(lenalidomide) &% .

THEETHEED | HERBKES REVLIMID® (lenalidomide) RESARN 4 Bal, REME., AEZEHE.
REFEER 4 28R, REENOEZER, IEEETR  REFSNRBEZRIBLZNEE  BRIMNEKR
WY, SRR EREE, RIBREHETEEY  REMBRMNMESE  FRBFNERKRA 2 EUTEHNER




FR. BERE , ERTREZNLN  BNESKRNEZEGHERE, RESHRELEZREIFLNERE 918
B AT REIR 2,

#ERBEY REVLIMID® (lenalidomide) E5#1 , AIRERMatEE  BEVREZ 2 X, BRROARY (B2
BHEZSD 25miUmL ) . E—RBRZEBMARMIESH 10- 14 XA, TEZREBZMEER REVLIMID®
(lenalidomide) EE/THI 24 /NEER, B BMLERRRZEREARY, HEEsrHE TAEZMN L 1£6 REVLIMID®
(lenalidomide) 5%,

EttEE  BAEERA lenalidomide REHBEAERENBERT , BiES REVLIMID® (lenalidomide) %
MEBEMEE  AERSRBEERSY  NESECALBRIRE  HaEAEIREN ZEETHES,

—ERBAE [P RWEABENE , AERKNE 4 BR , TRRENLMESBERZ BT ROAEHE , L
REMRENEL  BES 4 BR2 1 X NREHTHRE , AES 2 BRE 1 R 2REHEKY , B2ER
E¥ NEHHNEY  AEZHEERRERERHKN, ETEPH , EELE REVLIMID® (lenalidomide) AEAE,

BEEC Al , B EMEEMIELARIRELER,
£2 &% REVLIMID® (lenalidomide) FAEEMRmEEMZ: , B AfE1E REVLIMID® (lenalidomide) FA%E,

EHRREMERER REVLIMID® (lenalidomide) %, EBERELBEYTRREBH DL, BRH©EEG Celgene
Corporation B3 , B8 EFEAR 02-8729-8888, W BEENETLEEEERNIFERENM A BRE —SWFTMHE
.,

THEE

TEARBH L |, FERFAFTE FHIRY (tERRETT lenalidomide ABHIRIM AN ) |, A A#4T REVLIMID®
(lenalidomide) FAZEAE :

- EEAER YT SEHHTER.
« BEEABLMEE RevAssure HIEMEZER,. BE, BETEIM. 2EZES,

o ZEIBRA lenalidomide AR RE—RER lenalidomide KIMEEIREH: , BIEOEEEREMELSE , EEAY
DR, FETE, YT2EH,

- ESACEEORRERNERES  MERZTRAMNERE  Hit , RIBREER  FEFMAMEEE SRS
ARRER 2 EUENERER. RESHRREREIRINEE , HEETEIRZ,

- EZARGUERARKRT , ACHREERMEBANES  CHORBAEN 4 B, AEHE. TEREHM[. =
2FER 4 BR , XERBER 2 BEUENEEERE,

- MRRENLZMEE  EEDRZ 2 X, BFERGARY  BEEREZED 25miUmL , BREZREERILES
10-14 XRp , BURBIZ REVLIMID® (lenalidomide) B8 24 /IR,

- BREFHE 12 £ 18 B2zH , BFRERKSNEEERA  BEMERENE , Y RIZET LK,

BHEE:

TEMREDN B | EFAFB TSEME | HHE#ET REVLIMID® (lenalidomide) FEEAHE :
- EEAEE , YRETRBBITIER.

- EEARSEME RevAssure FIEMBZERE, BZ, BERKIM BEEES,

+ BRA lenalidomide ARMREE—RER lenalidomide HWIHEGK SR OIHEREREMES , EEAECER,
EHRE K YRLE#H,

c ERARBORREERERES  AEBRURARNERE  MABBD B AEA lenalidomide R HBRER




BRR., BUHBENFECETARERR  REETWRRZNMETHEE  DR:EFRAILBREE,

s BEREANEEARRT, MNBRERINAES , i DR CETRRERE, —BETRIRZN L ETIEEE
HAEXELREAABRERE. RFSHRELEZENFELNRE , DRETRRZ.
- BREFHE 12 £ 18 Bzl , BERARXKSREEERA  BEMEAEERME | Y RZET LdF .

BAEEEE
EHEREETRBLERTAMALR , YEARBREEEMAREANBEH DAL,
BEEABPERTLELLE lenalidomide A% 4 BR , FEREEORIBER.

RIERBAE ( FEPEERRDERMDMRIRZE )

FRAZSBEEHNERASRNWBEDE  S=ROENMKREY |, F2RA6A REVLIMID® (lenalidomide) 52
dexamethasone AAEABMNEE K HBERENEM dexamethasone AR EBE, (RBRTRRE: X 4)
BEARNESE | ERRAENE 12 B, BS 2 BT 1 XemIRGE , 2RUSEAAET 1 X, BETESE
ERERER  SRERR. (FSRBREGE)

PREPIR AR MM 4% SRAH P AR

#2 REVLIMID® (lenalidomide) &t ABEN SR EHEEE  CEER , THRESAEY , BENIRDE
k4 ( DVT ) BEfFSEm4e ( PE ) WA, SE5REHM  BEUEREARENEER. EEEREPRIRE, 1§
. FEIBRSBKESER  ERE. EhtNRROMRFAn/ R , £58 REVLIMID® (lenalidomide)
A, RS BiRnEES , NRAA. REFARBARE  BAEETAEEEINARET.

BAEB www.REVLIMID.com #8%, B#8 REVLIMID® (lenalidomide) BY1EBEFAE. , RBAEEM 02-8729-8888,

[%5]
FHBESlenalidomide 5%, 10 E%R. 15 ERH25 ER.

(E7L5)|

REVLIMID® (lenalidomide) 23 FIE& ( thalidomide ) K99 FELY , EFFMEH LRAEBERENIE , b2 —
BER&AGHE, L2845 3-(4-amino-1-oxo-1,3-dihydro-2H-isoindol-2-yl) piperidine-2,6-dione , EE M T ML E2 554 -

Lenalidomide By{t&Bisi%

0 =N 4
Co-CO-
NH,
3-(4-amino-1-oxo-1,3-dihydro-2H-isoindol-2-yl) piperidine-2,6-dione

Lenalidomide WEEBRIAE CisH13N3Oz , 2 FE 259.3,

ABAREERECHR , TARERAE / KBEY , UREEEEOWKERE , TEREBER pH BEREMNE
B, BRERE  BTRNESERS , BRERE , £ 04 £ 0.5mg/ml, Lenalidomide B8 —FTHBHHBRERTF ,
EIL A A B REFMEN S(-) B R(+) BRFE, FERAFHELERTHHIBESY.

REVLIMID® (lenalidomide) & 5%3, 1023, 152%, 5ZRNORBE  SEBE , BKEEXKS lenalidomide
25 HAETIRIEEEER  SKINE, HRNtAEE XERPEEEERHIEERE, 5 E=H 25 ERNB



http://www.revlimid.com/

ESAUB. —EAHNBEEK ;M 10 ERNBESEAB. ERABE FDACblue 25k, EEHEMH. —H{LiK
MBEEK ;M 15 EXNBESHEHR., RAGE FDAC blue 257, —HELAMBEEK,

[ERREER]
fEREH

Lenalidomide KY{ER#E , MERFE—PES , CERHERHLE, RERBANIMEHRELNISE, Lenalidomide &
#0238 M AR EE R Bk S0 WAMIEEE B K MO MRRRISE | MM B K MMRRIBE A 0 Lenalidomide REMNHIRELEMRFRAYETE |
HHSREE (IC50s) RIF— , HRLEEMHEFFARMATHR, HRAFBWMRKT , B lenalidomide BRI

% Namalwa #Hf2 ( —EAE B MTHEEMIENK , D — 5 5 RRER ) NER , AT, BN KG-1 Mz (AE
BEEMEREK , D —E% 5 RRER ) MEMRAE 5 RICRRANVER , ERDEIBROBNER,
Lenalidomide REFFEMAEHHILERT , #MMGMHEES LRENSHUEHBERRER , RAENSH MMA1S
R ( —BAESRMSEEARK ) iR,

BAEREE | lenalidomide REHIGIE 2 HIRESH (COX-2) FH , EXETME COX-1,
EYE HREHEYRH
R

REMNBEZHEE , ORKZT lenalidomide % , BIR+20E , EAERE 0625 NEFE 15 M2 , ERHANL
REE, HAYOR , TESXEEYRKEE AUC), BENREEYZERIFRE (Cra) T 36% Lenalidomide Ky
BB HBREBRM , Crax B AUC WIEFHRE , BEIEREL., GEBSXEEFEAZE  ETSEREYRE,
WARHHERBETREMRS(MDS )2, ETENH HBNRE, SRMEHESENEYRANFEE , F1 X
EA5E 28 RMVBRAIRER , 9EAER 05 E 4.0 /NSHESD, EREBENSEALE , AUC H Cnax BEWER, 195
BIEMEt, SRMEHEEENEYRERE (AUC), —BEEEHERESRESH 57%.

BB H RSB

oM

BAEEBET , (“C)lenalidomide BEMIFEMESHLHINE 30%.

BB :

s REWHFRIRET ABE lenalidomide WRBERR , ERENBESHE , 8 2/3 1 lenalidomide FEiBRAEHEL |
MARBERYE , FHNEESAEHRBREE  REEY TSI RTLEHTE W , IREREN 3 D,
WG

BT EEE CHEFEBHERFAHBNBIRTEESE , 5T lenalidomide WEMEI LB, EZHRE , 5TH 5
NEREBNRTENES(NBREDERE 57-74 mLmin ), 6 MFEBIIETEEE( IBEDERE 33-46 mL/min ),
6 MEEBHATREES (INBEDERE 17-29mLmin ) , MR 6 MERTEMAENABERFEERE , YORE
B 25 Z53# REVLIMID® (lenalidomide). RLLEHE , BIf 7 BEHAE, BUWAELESE (NBEDERE 83-145
mL/min ) BRESHEER , BEORED 25 EXH REVLIMID® (lenalidomide). BEZEEBIHETFTENEE
BB ERENRBEZ T , BENEYERHREYBRE , SE2R LA - FRTE, FPEEBHETEEE R
RESHEEE  HEYERYIERT 3 £, EWERERE 66% £ 75%. ETMREITARNEE (n=6), RA
B 25 2% lenalidomide # , REEIHREMEE , HEYERBERT 45 %, EWERERE 80%. #ET—KX
BENER  NTBRER 40% WIRAENEE.

FEEBHETE (IBEERE <60mLmin) , BEEEEMTAENEE , BEFE REVLIMID® (lenalidomide) #
BHRAEEE, F2RAREGE.

SRUEHREREET , BAEPEBHAETENEE , H AUC EBIEEEEESH 56%.

FFHEREE  MARTHITHEEE | IRET lenalidomide WEYE HE,



Ff  MARSHEEE | B HEY lenalidomide BB HEBHNEE,
BREL  BENSENY 18 BUTRENEYE HBEIR.
MR AR R lenalidomide ZEYEN HEBH L,

Bk RAXBRAERTME , RESGFNEDRIREEEEZRE,
[ERERER]
ZRMEHE

DT 2 ERMSERS (RB—. RB=) , 35 REVLIMID® (lenalidomide) HAEMEIZR &, EWEHRSRE
BhOSENRBEYERBESHHERRR , AREESEY 1 BARNSRMEERESRE |, k& REVLIMID®
(lenalidomide) #fFAAREEIE dexamethasone SAE , HHERER dexamethasone SAEMI MR,

MR ED REVLIMID® (lenalidomide)/dexamethasone ##E%E £ 28 BHAZEMD 3 21 XEBAR 1 K
25mg REVLIMID® (lenalidomide) , % 22 -28 XAIBANBRLERNZEBBE. LBH// dexamethasone 2
%, Rl 28 BHRVAZERSS  2EGHERA 1 BREBRBE, WABRENEE , UL 28 BRAAEEH , 75 4 &
AEBHME 1 T4 X, 9F 12X, 17 £ 20 X, SA0ORKR 1 B 40 ERM dexamethasone.

EXRA 4 BREERE, AEESARAEBEPNE 1 £ 4 X, H0OKR 1 B 40 ERH dexamethasone, T
W—IEHR  H-ERERE , EXRERLAL,

2 EFERT , SUKERIRRER BEAEHE, SREESM  TRFEHEARESAH 15 ER, 88 10 2
R, §H 5 BER. (F2RHOEHEEE)

£ 1 EETRERNEEELEEE URAHHERSE EMERRE, REVLIMID® (lenalidomide)/dexamethasone
B2 ZRA dexamethasone MHBENEEHMAOERE , URKHEHESE , SRMEE.

® 1: EXERANRRERFGHARE - ZR— RER=

BER 1 PR 2
REVLIMID/Dex R/ REVLIMID/Dex N= 2R/
N=170 Dex N=171 176 Dex N=175
-t
BE
= (3 )
OB
N _ 64 62 63 64
B/ME, &AE 36, 86 37, 85 33, 84 40, 82
LE32]]
B4
102 (60%) 101 (59%) 104 (59%) 103 (59%)
Lk 68 (40%) 70 (41%) 72 (41%) 72 (41%)
Bk
BEA
134 (79%) 143 (84%) 172 (98%) 175 (100%)
Hft 36 (21%) 28 (16%) 4 (2%) 0 (0%)
EERFEERKHARS
{E4B# (ECOG ) BX ,
BaEREEY  AREEE
5 0-1 151 (89%) 163 (95%) 150 (85%) 144 (82%)
KRB E
BEELNZRUESHED
_ 2% 2% 6% 5%
¥ (Durie-Salmon) 31% 31% 28% 33%
| 67% 67% 65% 63%




1]
1l
EAE RN BRET
(mg/dL)
R 8
N _ 1.0 1.0 0.9 0.9
B/ME, &AE 0.4,2.6 0.5, 2.4 0.3,2.3 0.5,2.3
B2-microglobulin
(mglL)
R 8
N _ 3.7 3.3 3.4 3.3
B/ME , BAE 1.1, 45 1.3,15.2 1.0, 14.4 1.3, 25.3
CBESTARE
CESNNEBEELRER
£
1 38% 37% 32% 33%
=2 62% 63% 68% 67%
CEIARNER
il BAE 60% 60% 56% 54%
WFEE (Thalidomide) 429% 46% 30% 38%
Dexamethasone 80% 70% 66% 69%
Bortezomib 11% 12% 5% 4%
Melphalan 34% 31% 56% 52%
Doxorubicin 55% 52% 56% 57%

MEBNEEREYGIEIEE , BEAIHA (time to progression, TTP ) . TTP MWEZRS , BREKEEE , 2F—
RREEL , IEFEBCMIETHRE.

MRBED  AARIFNEEIMERSIEH | REVLIMID® (lenalidomide)/dexamethasone $£H , £ TTP A EH
MR EEBENEA dexamethasone, MREIIEIBE , XA B/ dexamethasone M EE | BLIEZ REVLIMID®
(lenalidomide)/dexamethasone &6t F&4E,

® 2 FHEER-EERTHN TP, URKSRERETEMESNEYREE,

R 2: BYSHAER — BR—EFAR=

B 1 B 2
REVLIMID/Dex R/ REVLIMID/Dex R/
N=170 Dex N=171 N=176 Dex N=175
TTP
(ﬁ';?figﬁ*%‘ n 115 (68) 61 (36) 133 (76) 78 (45)
PUBRFHER TTP 37.1 . 20
(8 [95% CI] (28, NE1] | 199016.22] NE [19.9, 21.6]

BB EAE 2 [95% Cl]

0.356 [0.257, 0.494]

0.392[0.274, 0.562]

HEEERE p &
3

<0.0001

<0.0001

HENRE

TR
(CR) n (%)

14 (8)

1(1)

14 (8)

B4 iR R
(RR/PR) n (%)

76 (44)

27(16)

76 (43)




HEYMERENBA
90 (53) 28(16) 90 (51) 34 (19)
# n(%)
p B <0.0001 <0.0001
AL [95% Cl] 5.5[3.3, 9.1] 4.3[2.7,7.0]
1 NE ; HREHIERE | EiEmhEt

2 Revlimid/ Dexamethasone ¥17%&{El/ Dexamethasone BYfERxtl
3 p BEAERKRSEBNHEKEERES

1 8 2 2RIERTHB—EEE MW TTP 8 Kaplan-Meier Kf4&5HE,
B 1: BLEEEN Kaplan-Meier KfG5HE — RE—
BRI (TTP) , RB—
REVLIMID/ Dex vs Z&El/ Dex

BACRTHIRE (8)
BIEEER 2004 £7 A 15 A
© HERERE p &
B — R EHER R VB 0 201 B

B 2: B{LEEEN Kaplan-Meier KfG5HE — RE—
ELRIHIE (TTP) , BEB=
REVLIMID/ Dex vs Z&Hl/ Dex

REVL MDD
50 R/ Dex

Pe0.001?
" 20 ] an [}

ECRHE (8 )
BURMEE A 12004 £ 9 A 15 A
© HWHEERE p &

B — R EHER R VR 22.3 B

[EMELE]

Revlimid B& dexamethasone &HfEMATNABRARCESED —FEABRARZSHMEEEE (multiple myeloma, MM)
2%,

[AERAR]
ZRMEHE



E#EH REVLIMID® (lenalidomide) fRABBASE 25 25 , LUKER , £ 28 RAEEYNE 1 £ 21 X, S8
RA 15 25 ExBE. BETEITE. BERITHEBE. M dexamethasone WEZBREBIEAEA 40 ER , &Y
4 BRZEERS , £ 28 RAZBAYPNWE 1 £ 4 X, £9 F 12 X, £17 £ 20 XEARA , ETROBE
BHAIREE 28 RAZBHPNE 1 £ 4 X SARA40ZER. REHERERRGREBE , BEEHREIE5MNH
B,

DBEEEH REVLIMID® (lenalidomide) BUfX , i 25 ERBEAEBBHBRDPATH,
ARBRTNEERE

BEKETHEERFELED , EEEHETER lenalidomide AZEMBIME =, MUARKIE P IRRAESR M/ MRERZESR
HibfsE =, MRS,

/MR B

m/MRERZ

M/ RAR R BERRER

BZE < 30,000/mcL (= REVLIMID® % , ¥ E8EH CBC

B4 Z = 30,000/mcL B8 REVLIMID® A%  BIEXASESE 15 E5
ETREBREE < 30,000/mcL (= REVLIMID® F&

E#&Z > 30,000/mcL 48 REVLIMID® % | hEicBEERYD 5 25

REBETRASRA 5 ER

P& IRFTBIE (ANC)

W& R IR
RE R M BRGIR T BEREEF
% <1000/mcL ¥ REVLIMID® A% , fit G-CSF %&iEEH CBC

EIfEE 21,000/mcL , BFE A M IRERDIE R HE— AU B HEAEAR

/8 REVLIMID® F% , BIBASH 25 %
E#&EZE >1,000/mcL BREHMEM & REVLIMID® A%  BIBAEAH 15 %
ETREBREE <1,000/mcL (= REVLIMID® FI%
E#EZ >1,000/mcL 8 REVLIMID® B , LARHEBERL 5 B3

REBETRASR 5 ER

SHEERETE RERERRAR

MR lenalidomide EEEMEMEEY  BHHNAERE  RLESR  TEEEYRTRETEETCENEE &
& REVLIMID® (lenalidomide) WA FAEEE , U —ENENSBERE, S HEHEREHNBEHHETZEEN
BB HEWFRER  HHR Cler<60 mLmin HMEE  BEAREKRAENE ERNNKRIDEEREDR 11 mLmin #
KRB ( RENEHE ) BE  RNREDFRENR 7 mUmin KEEERE | 9EAEWR. SRMEEHEE(MM ) 2E
BEBHRAEDENT

BT RETEEERERHE R
R E1hEE (Cockcroft-Gault .
CLcr)
LRMEEEE
BT 2 30 < ClLer < 60 mL/min 10 £3
g 24 PE
Clcr < 30 mL/min( A FE|15 ER
EEBURETRE
a WRR ) 5 48 NS




RE B R CLcr < 30 mL/min 5 =%
( MEFAAE ) B8 1 8 EESENARNET  BESHERE

Ft41%S REVLIMID® (lenalidomide) F%#% , %#&# REVLIMID® (lenalidomide) BI25H% , ERER B EHEYH
MM, MFEE , WERKBERHHRPET,

HthE= / mikEY

fEHIEER lenalidomide MERAMYEME= / MikEY  BEERAE  SEMEREEMUT , AU T —ERENE
EMERE,

[#£2E]
WZEB X . (BRINERSE

MRAE SR EIELUA T HN A EHERZEYDFIEE ( THALIDOMIDE ) , BEARRBEMENEBEL , 2HRA
lenalidomide KRR , S4HBRNEN , At , BE lenalidomide ARZRERERENEZNRL, (BRINEE
) EEHMEE  THEEZNLYE  AERBEHNEZER , HEET lenalidomide A, ZMMSERE , B
#$2 REVLIMID® (lenalidomide) FZEaT 4 B, AZEHR. GTERAEYH. T2EE% 4 B, BEBRREXK,
HEZMENEES  DERRKA 2 ERNERAR  HhELE 1 EEEERNER (60 TEREZE.
AERERE BINERR HAGRRBEREYL ), BiL 1 EERMNERE (HIN: RBRE BREEE TEIE).
NRER I ELFATHARBERERFERNRRESE  TIRESMEGRREEERNEZEEASER.

WEIRZN L EE |, AKES REVLIMID® (lenalidomide) AESARE , KARZHD (REBHEZSD 25
miU/mL ) » E—XEBRZEMARMIESH 10-14 XA, MEZRBRZAEEL T REVLIMID® (lenalidomide) 75
Bl 24 /EER; RERBNWERNBR , BERERZ , BTR , REAENELES 4 BRZ 1 X, IHTHRE
MRz AR 2 BRZ 1 X, REHEEH , IRPHNER  AIRZHEERRENEHRLH, BBEHE
REVLIMID® (lenalidomide) FAgEHARImEERZ: , FESIENZIE REVLIMID® (lenalidomide) A%, EEIERT , KSR
FEN L RBESEERNFEENEM , BEE —PHTMAERRD,

ZERAEEHEN REVLIMID® (lenalidomide) SiERAIBE , AI@HEILER,

(&3]
BREEE X (BENEERENESE )

LENALIDOMIDE 2 FIE:& ( THALIDOMIDE ) K4 FELY , PREBAE AW AERRKREY  2ERREAN
WMOABARKRE, FABREERRENHRBIREL , 2HBA lenalidomide M , FEHBRENER | &
REHMER , EURAERZHESERDAEENZR, Eit , EHR lenalidomide BHRAEERBE T
B, MZLZMIRA REVLIMID® (lenalidomide) , AT B SR R 2% ; %BRA REVLIMID® (lenalidomide) K AJ4EIEZ
wit | FERRREG A | AERSARD, £ REVLIMID® (lenalidomide) %3] 4 B, AEHE. TEREHH. =2
=% 4 BR , LERRKREA 2 BERNERZARN. StHRR2RL , YRAEE BRHRFNHFR.
HATHREEHBREN , BBRKRAREN REVLIMID® (lenalidomide) K9t , REVLIMID® (lenalidomide) R g%
IBEHEE SRS |, Bl "RevAssure s H 3R,

Lenalidomide ERFHE , # 50 mg/kg (KEREENHE , WERAEDOR 10 EREIEN 120 5) WHET ,
ERREMMITET.

REMEIARRAIE Y |, BIERESE 500 mgkg (KERERTHE , WERAEOR 10 ZXEEN 600 ££) ,
R B IE B WPE ; BIEIE 100, 300 or 500 mg/kg/BH , HEERAEHMESYE , SEFHREEBRENEEN. T
RHED. R, —BYER , REEERR lenalidomide ¥HIERBBENATE TRERE,

m




REEREENRNEEMRED , SEMIZHBAESSIE 500 mg/kg( KERERNE , WERAZOR 10 2
REIER 600 15 ) HE  ABRIBOHN FREAZTRME, BHFANMERANSHAGEE , Mgt FRER
HHFREER  R2EANBERNED. AR lenalidomide WHEBIELRA S AN AESBEYDREE

( THALIDOMIDE ) , ARBESIZHRA lenalidomide KRR , EEHKREMNEBNR  EERABRIEREEER

B Mz (P ERROERMN/DRRZE )

55 AL PR TR N T o M BR B EE B /D AR R Z 5

FRAZSMESHERRARNBESE , E=EENMKEY , FRRGA REVLIMID® (lenalidomide) 52
dexamethasone AAEAEMNEE  HBAEERSNEM dexamethasone AR EBE, (RBRETRRE: X 4)
BZARNEE  ERKRARNE 12 8 , BE 2 Bit1T 1 XeORHE , 2HASEAET 1 R BETHS
EECHER / IREEE. (FSRERHEGE)

AREPRRAR M A€ SRAH R A2

#2 REVLIMID® (lenalidomide) &4t AN SR BHEEE , ¥ORELEWISRENR ILREPBWAR D4 ( DVT )
HfiEfmie (PE) WE. SEREN  BRRREAREMSER. ERERETRSRE, KNS, FERESD
KESEMR , R, PN FRNM=Rmn/ MRS , £58 REVLIMID® (lenalidomide) #t , BEBEROEB
IR EH , PRAA. REFARBAE K BERENAESEAINERAT. (FRBETERE: K 4)

[r&=iE]
mEHKE, PEEKBREFEIRE (Stevens-Johnson Syndrome) EEM R EARE

EEEEBRBEMEMKERBENNERE , SIELEFXEKBEERSE (Stevens-Johnson Syndrome) E2E
M REBHAE ( toxic epidermal necrolysis (TEN) ) , WEEMR TaER . BEEEEFORIIEHRE , BRLEDTR
Ei& ( thalidomide ) 48R3 , BIZ1LARA REVLIMID® (lenalidomide), ER4EE-_F=MEBLS , BZEELERR
£/ REVLIMID® (lenalidomide) 4%, &4 MBEMKE, FOFEIS. FEMRAMAS , RWFELEX
ERMATERE , RSURKAMEN L, JIEELEER REVLIMID® (lenalidomide) 6% ; BFEMEMRERE , F
FEB A REVLIMID® (lenalidomide) S4%.

EEREARE ( Tumor Lysis Syndrome )

B lenalidomide ERERETM , R sEMt R IEEAREREE. AENCEREEER ( high tumor burden ) #9
B2E  NEEEAMERBENER , BESIEYER  YREEENERIEE.

—ERBMEMERE (Second Primary Malignancies)

RIBOERERS], E58LL lenalidomide/dexamethasone AEZHMERBEENERZAR D , HBRERE , B
AEBREERS —EREMEMER , TEOFEERMARRBREIZE EE, £ lenalidomide/dexamethasone &
il , EERARAZR —ERFMEEHEBNER, AEIASRP AR S S EE R AR EN—E
ERMEMEERERAURTEENEREE,

sEFA

BEEFR DB lenalidomide WEBERR , REFZBLCADREEMTEEE , KAKKRZEEHRREL , 2R
A lenalidomide &R  SEHBANEN, BEREBBEHHEESR (RevAssure ) WEHNER , BB
REVLIMID® (lenalidomide) &R . THIEZNLZMEE , EiET RevAssure ARRTENRENEN , UL
WMAERENFEBS B HE | AHEBRIE RS RER REVLIMID® (lenalidomide) HITTAE, BEMEEZE REVLIMID®
(lenalidomide) RevAssure #i##HHIE B & BAIERE , MIBEMME , BHKES REVLIMID® (lenalidomide) %
B , B REH R B A EE AT,
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KRERR

LRUBHEEARRR—. CATRBNERE , HEhEREHETE (ANC) 2 1000/mm®, mM/MRETEL = 75,000/mm?,
MEAEEF <2.5mg/dL, & SGOT/AST = SGPT/ALT <3.0 fZEXE LR (ULN ), MBEERAE <2.0
mg/dL, FZAEMNTE 3 BAR , BE 2 BME 1 )X CBC B, BTREALTARE 1 X, UEAIMRHAE .,

BYREER

ANENEARHEREFFHRRRIIEL , REVLIMID® (lenalidomide) FEMRIGEE P450 BBENH , T EMH
WFH U AHIKE , EREWR lenalidomide FEABATKAREES P450 REMHNENXEER , BT ZHREERAH
%

FEo

BRAZE 10 2% lenalidomide , WA EER| R- 8 S-warfarin &Y L2,

PEREER| 25 Z5% warfarin, ¥#8 lenalidomide WEY B HEIESE, warfarin FZER , ITHEZE PT 2 INR &
RENTAEREVY  SUEEXREEERRA lenalidomide TR,

digoxin #fA lenalidomide , digoxin #y AUC WBBEZER , A Crax BB 14%. FERRA digoxin WEE

EBERA lenalidomide HiR , EHIESA digoxin MMIHERE ; 1t — BT S EAEHRE Y E.

BB, BREMRLEEHRE

BEME  MARHETT lenalidomide HIBUEMEATZE,

Boe@t : Ames R | lenalidomide X FEFHRE  TEEREENAFAEOMNERKARICRER
HAESENEMBE L5178Y MARRMRMEIEHES (k) ERENRE, SRR TEREY , lenalidomide YR
SEYPFEERE  BFSFREMEAEEHES R AL MIRE LN,

R HABRASE 500 mgkg( REBREEE , WERAEOR 10 ERBEIEMN 600 & )H lenalidomide ,
HITEENHRBHERREENR  ErHESRYESY  HETITETRYE,

Bz

WBARB X : (SEMERFBNRERE )

HARESEBIICACHN ANERBEY DANEE (THALIDOMIDE ) |, RMEEMENEBIEY  £2HRA
lenalidomide HYRHRE4HBERZNA , Dt , BE lenalidomide FARZIBHETHEREEZNEL , SETREHEA 2
BEERHR2ER SAENBIETHEEEMMEBNGE L., 2IEURAEHETERENGEL , TE6EA
REVLIMID® (lenalidomide), & RIS IRMZ , AR, EEERT , B EEENZLBSEERNBE
MEET , REE— ML AR, BERARLUESRER REVLIMID® (lenalidomide) A% , EEREFLBEYTR
REBESHP L , FRFtEEME Celgene Corporation B , B EFES 02-8729-8888,

HASHAE

B Al REMZENEE D BIAEI TS, ARFZENHE XN ARITA , BL lenalidomide AJEEEZ
BRNTRRE K FERAEUSBNERM  KREFLHARFLERALE,

RERE
B AT R 18 BN AREE , BURSMERDRBIE.
EFARR

REVLIMID® (lenalidomide) EARSRMEHBNHRARAR , SHEFHESH 86 5o

EREB—EER TN 692 AERMBHEEED 65 BRIULHET 45%,M 75 BU LR 12% ,65 BmALHWEE
LAl , £ REVLIMID® (lenalidomide)/dexamethasone AR 2B Hl/ dexamethasone Wf2 R , WEBWEER, £
£/ REVLIMID® (lenalidomide)/dexamethasone 9 346 {BEH , 65 B LT 46%. EmMEREBREEMEER
R : 65 B ENEE  LLTE 65 mEE , EASE REVLIMID® (lenalidomide) %% , HEBE, BE.
fitE, SRERR. ERIWATE, 65 BUELNEE  HERAEENSE  YEER,
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ByeET2

B lenalidomide EEEMBMIEL , EHHNREERE it , BRHEHEEBIRTR (NREERE <60
mL/min ) , MRBEFENAENESE , ABHE REVLIMID® (lenalidomide) KiRAREEE Ui —ENENRE
EE. F2RAREGHE.

[REA]

ZRUEHE

Mt 691 BE , FA 1 BLLLE REVLIMID® (lenalidomide)/dexamethasone ( 346 fu £ ) L RE)
dexamethasone (345 A ),

# REVLIMID® (lenalidomide)/dexamethasone FZEfl , 151 fIBE (45%) BEREED 1 X, BERDT
REVLIMID® (lenalidomide) Ky FI%ZEEIB , BLRR , ZRE/ dexamethasone AN EERELHIE 21%, EEREE
1Rk, BEIEIKFBRNEEED , REVLIMID® (lenalidomide)/dexamethasone FIZEME 50% MSABREEHEE
(EBRB2RPHREST ) , REE dexamethasone HWBEXEERELGE 21%. KEBFREHEE= / OBET
BE# , 8% ER REVLIMID® (lenalidomide)/dexamethasone FREEMHRIEE,

® 3 HHTEBR-EER-T , BER 10% ULEENE-ENRNTRES , BEEHCBEAHELS,

& 3: AR—EER=-P , RER 10% A LBENE-—EORKNTREN  SEHZBEABELS (RLEAR)

Revlimid/Dex R MM/ Dex
o (N=346) (N=345)
Xﬁ%ﬁﬂ%m / ’ﬁg [a] n (%) n (%)

SRERERD 1 BFIREH 346 (100.0) 344 (99.7)
IR AW D R AR

I b {4 BRER D E 96 (27.7) 16 (4.6)

gm (FEEH) 84 (24.3) 60 (17.4)

M /NRERZ E 59 (17.1) 34 9.9
R&

R HEH 51 (14.7) 36 (10.4)
BRRERR

@ 134 (38.7) 64 (18.6)

I8 (JFSER) 101 (29.2) 85 (24.6)

B 76 (22.0) 66 (19.1)

HILFE 48 (13.9) 46 (13.3)

Ent (E4SER) 35 (10.1) 28 (8.1)
— Rk v BR i P SR AR E

BB 133 (38.4) 129 (37.4)

£ 81 (23.4) 86 (24.9)

s 80 (23.1) 67 (19.4)

B8 KiE 73 (21.1) 65 (18.8)
BRREN

ERERS GEEER) 47 (13.6) 43 (12.5)

fifi % (FE4S ERL) 39 (11.3) 26 (7.5)
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HBSH

RERE 63 (18.2) 48 (13.9)
1R SR M

SmEE GEEER) 52 (15.0) 49 (14.2)

BR& 47 (13.6) 30 (8.7)

{E I 89 39 (11.3) 18 (5.2)
HLES B8 SRS AR AR

A5 104 (30.1) 71 (20.6)

HiE 53 (15.3) 49 (14.2)

MAED FESER) 52 (15.0) 53 (15.4)

EAETE 36 (10.4) 51 (14.8)
HRARBER

G 74 (21.4) 74 (21.4)

=14 72 (20.8) 53 (15.4)

EH 68 (19.7) 24 (7.0)

REH# (Dysgeusia) 46 (13.3) 32 (9.3)

BBREE (Paresthesia) 40 (11.6) 43 (12.5)
b Eiba

KR 111 (32.1) 128 (37.1)
FRORE, REpR BRI R

IR RS GESER) 70 (20.2) 53 (15.4

B 50 (14.5 71 (20.6
B ERE T HEBRR

1% CGERER) 55 (15.9) 28 (8.1)
MERE

REPER RIS ° 27 (7.8) 11 (3.2)

i 2 ° 11 (3.2) 3 (0.9)

P ESREHE

® 4 BHETEBR-EERTD  BER 2% UEBENES | DBRNTRSM
® 4: BER 2% LB ENXERRBWETSTAT —REBMTERES= /| ORNTREHS , (0RE RaRERNSEF

Revlimid/Dex (N=346) R MM/ Dex N=345
£=ER £ MR £=ER b
RFBREZER / HE [a] n (%) n n n
BEREFED 1 RE=/
BT REH 225 (65.0) 25 (7.2) 186 (53.9) 31 (9.0)
IR I B R AR
W oh MR BRAAE 60 (17.3) 13 (3.8) 8(2.3) 2(0.6)
i /MRERZ 5 31(9.0) 4(12) 16 (4.6) 3(0.9)
B (FEER) 25 (7.2) 4(1.2) 10 (2.9) 2(0.6)
BmIRERAE (FEISER) 12 (3.5) 0(0.0) 1(0.3) 0(0.0)
B BRI E 8 (2.3) 0(0.0) 4(12) 0(0.0)
LRRR

13




O EEE 9(2.6) 1(0.3) 2(0.6) 1(0.3)
BRRERR

BB (HiSER) 8(2.3) 0(0.0) 2(0.6) 0(0.0)

Ew 7 (2.0) 0(0.0) 1(0.3) 0 (0.0)
— R B b A SRR

£ 20 (5.8) 1(0.3) 13 (3.8) 0 (0.0)

&N 14 (4.0) 0(0.0) 16 (4.6) 0 (0.0)

i 4(12) 0(0.0) 8(2.3) 0(0.0)
BRARR

st GERER) 18 (5.2) 4(1.2) 15 (4.3) 3(0.9)
KA RRH
B GFRER) 22 (6.4) 4(1.2) 19 (5.5) 7 (2.0)

1B i &5 8 (2.3) 5(1.4) 4(1.2) 1(0.3)

R #75E 9 (2.6) 1(0.3) 5 (1.4) 0 (0.0)
Iy B8 SRR R TR
NAED GHRER) 18 (5.2) 0(0.0) 10 (2.9) 0 (0.0)
HRRAEE

ER 7

(2.0) 0(0.0) 3(0.9) 0(0.0)
HREE GERER) Y
(2.0) 0(0.0) 2(0.6) 0(0.0)

RHRR

£ ] 9(2.6) 0(0.0) 5(1.4) 1(0.3)

BRURBRERE 6(1.7 0 (0.0) 8 (2.3) 0 (0.0)
MRE, KRS IERR

WREHE GHEER) 6(1.7) 3(0.9) 7 (2.0) 1(0.3)
MERE

RESEARMLE 23 (6.6) 1(0.3) 9 (2.6) 1(0.3)

iR E ° 2(0.6) 9 (2.6) 1(0.3) 2 (0.6)

P ESREH

migEH (SREE

MEANGAOMIEY , MRS, RSHIRMmE, MRE mi, BRFREmE , H8REERES REVLIMID®

(lenalidomide)/dexamethasone &Hf AN EE , HEMGEHNEEAB AR 43/346 (12%) ,

= & A

dexamethasone AR LLHIA 14/345 (4%). .

SREEHESERKLER  BERTR 4 RIHNBREFRSH (REMBERERAZE)
MFFHRERAERR - 2OKEE. BEEMGERER) .

DRSS | BIEORB. DEEE., MHKE.

RSWER : BLIRRERT2CHSER), AREFRIRIEERT.

IR : KBA,
BEEAR : BECHETER) BEMERX. SLCERER), HEHmMEHEER), B ESHm, FHE
Hm,

— RS P B AEE | BREMRES D TR,
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FFEESRss @ AFRIB. HEMIFA.

BRERR  TREMAGHEEE), BBEEARL. FRITESME, RIECHSER), BRARBRCGHIER).
SEEPREMEREAGL. BEERME. KAEERRNE. EBERRFRBER). HRES. RBIFMRES.
RPGHFER). MERRCHFER), BHRURRDRME, BEEMLCHSER). EMRBEMEMAE , REEH
#, TEFABFHL, SEFEREMMR, BREARR, BRERME, SR ORRE, REBRCGFRHER) .

SRSH  BNRMEREELEN, BETR, DENME LA, BB C REESHN. DOXTE. &
MERE B R R

RERERER - K. BRECEHER), BRRE2ERE. BRAFERTE,
Py B8 RismERRR | BERIRE. 5/F. LRE.

HERAMRE B, RRER. BKE. MEE. KR, BMnES5. MACGHHEER). BABmNGEHEER).
BAFREMEGHFER). AEAERE, EE. BE.

BHER | BHRENEML, BHEll. RRCHEER). KR, FHEBRCGHEER) .

BRERERR | RRMEATRERS, MR, SIUERRE. BHERBEERHER), BNERE. RROFE.
RE, MERRAERE | XREME. RE.

BEMME TERER : APCERER). RERBOEERHER) .

MERGER : BIRACGHHER), MEBROEGHEER), BRRB. SnBOHHER), BNBEHEER), 2
SMRMmE, KRR,

[iE1&]
AR , Y RBHAERERE,

[REFERE]
HE—XMBB 28 KB
1R 25°C (T7°F),

[B%]
EEaK,

#1#2 REVLIMID® (lenalidomide) ASAREENEERAREE

5 TREMBARAXRE

LENALIDOMIDE ¥ F/S:¥ ( THALIDOMIDE ) % 7Ll , »FRNBACD AN ASTKREY  SEFBREARK
HHUAEEXBR, ERZHMBA LENALIDOMIDE , TREEBA R AR KR , REZRTEEF, DBAERLZHESR
ZRIRA REVLIMID® (lenalidomide) HiF , B &M%,

AABERA

- BELATH , BA REVLIMID® (lenalidomide) , ATHEE R 52 R EREL,

- BELARBOAEESES  NRZMERE  IEAEPBRZE , R UTREARRENMEE,

+ REVLIMID® (lenalidomide) {£&EBINI 46 2% , MEMMERMATRMER , REF T2 M ARA,
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+ REVLIMID® (lenalidomide) #BRHRREFTATRZE , BRRERTHEZNRL,

« FRF REVLIMID® (lenalidomide) #ifS , B&FE4aM.,

- BEZCHE REVLIMID® (lenalidomide) KIHEFM , BAEMERS , & REVLIMID® (lenalidomide) ATAEHE
BHHMERERE , B AR .

- BENBOXCHERENTEEBE,

« FRF REVLIMID® (lenalidomide) , B#& % ASBREFL &I TMER.,

AR B IR &

- R, BWURLZ, BRZENETERBRNR 2 EXABRERNEE , TERA REVLIMID® (lenalidomide).
- BEEERAZIKRES | i BEMKIES REVLIMID® (lenalidomide) FAZSAREE 4 BT, AEHN. REY
FHB., BEFER 4 28R, BLIERENITH,

- BEEERRTUR  LEAKAZS - ESEARNERER  YRAREES —EERNERS :

=9 —WEEAMN R BRSNS EERNBRE
FEABRE ABRIRE
HERBRE (RBE, EHEE, PR
RSB ) —_—

B ER

HARRRERX

- EEEESEERBES REVLIMID® (lenalidomide) RZSAEN 4 BaT, NN, AEEEHAE. BKEE
% 4 EHREBRIIT.

- BENARAELRBER , RIFEMFAREZTSEEHEEENSERS.

- BEEENSRRRTEFEATEARERE (B2E, THE., BBAIEA ) RFEARRE , IEREGCSE
BN ER , IERFRIPMEUREAS TR EE,

- BREASEETRE S XRZEMARMIEAHN 10-14 XA, MERBRZEER REVLIMID®
(lenalidomide) EESAI 24 MR , ERAEE—EAESEEHRZ X,

+ TR REVLIMID® (lenalidomide) FRZEEHR , CMRENRLES 4 BHZ 1 X, MEHTRENRLAME
8 2 BHE 1R
- BEEETIER , EMEERA REVLIMID® (lenalidomide) 34 IE E4BET -
m AZEHERREER,
B HEBKH  SIREHNEE.
m EEEE,
B BRECTAEERZ , EREHRM.
B BEXEME , MREEEE E AR , QITTHET 02-8729-8888 , M 2N HERIRERE,
THEERZHNRLZ
- BEVAFETREERAE DR LNELE,
c HREATEINEE , FATHEBALEBHAZREYRERZ  IRIRHAREMAAEEREZ , B /| RERKH
#£32 REVLIMID® (lenalidomide) FIZEAEEMN 4 @81, AEMRE. AELEHE. MKESES 4 28k, TaH
RS,

BEMEE
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- BREMESAERE  BIERETERZNLM | ETEB2REBIERN RS,

+ HRBEETHE lenalidomide EEHREAEBENRFRT , THBALATHEE  ETT2EBRIRZ L
MR AREER N LS | 82 REVLIMID® (lenalidomide) FAEMR , B4 EEM 4 BR , BIESEE
HNERECRER , —BRARRZNZETEERS  IELECAIBRRE.

- BEATIMER , BEXENEHITAEA .

B BEEMRREZNLY | ET T BRELSRNIEES,

B BEIARHEHMFETRER , TREMER.

B BEXNEME , MREEEE D EAEET , AIRE4T  02-8729-8888 , HIEE#ZNEEARIAEIE,
£E1EES REVLIMID® (lenalidomide) Hif , FEEEBEERETF.

HER: Celgene International Sarl

& it: Route de Perreux 1, 2017 Boudry, Switzerland
‘B DHL Supply Chain Singapore Pte. Ltd.
& #k: 7 Changi South Street 2 #01-00 Xilin Districentre Singapore 486415
Z m BEARAR
# it BAETAMCEE 3235 948
RLM-L-0109-1031
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