— EREE — BEREX

Rkt kiR B

REBROBEL
[T Lz XEED R URAEICXT 537 Y ¥ 22 V0FREICET S
ZHaER LR ERERF 22

X, FRBEEEZZIIFARE LIV UTOAFTIC OV TEAHEAXECESE+oRAE =T,
FAICEFELE LT, £, ROBMICH L THLREZE/ELE,

ZZTHEME, #EBRE L LTHBEAMRICSMT2 2L 2H0OBRMBRIZL > TRBW-ZLET,
Eo, EOFELE LTUTICEBAL, SIAXELREBEEDELAEZZ TR £7,

O 1. HBRoWE
O 2. #HEOEH
O 3. ™WROLFE
O 4. ZOBBR~OHBEOLOBIMTENM
O 5. ZORBRIISNINZIXNREDTDOFENE
O 6. ZORBR~OSIMI, MREOFOBHEZFBILLALDTT,
O 7. RNBEEOFORECHENSELEZSE )
O 8. ZoOBBROERPARINDIFEL, NREOTTA N —IFoNET
o 9. Z OREBRICET B FEHIL, Bﬁﬂ#:‘é%biﬁ‘
O 10. ZoORBROBSH - MBS
O 11. FHINABKREORRL X OERIEE ZIIARFEIZONT
O 12. ZOMECEER
O 13. BNECRTIEEBEOTHVWBIUCEROAR
O 14. HOBEMEDRREIZOWT
O 15, fREHFICLHEFE
g 16. ﬁ%ﬂ%kﬁ%ﬁ@ﬁ@ﬁét%
17.

WO THERBDICTHERS &0,

U B4 LS XERBIVCRBEOEZEZ TRV E LA,

SRR F A H

WEREEA

{EBT

R EE 12T RE (B S ER)

ARBRBIME L Z OBRRMEICOWTHOICHALRABZHR L E L, £/, SAXELREEDRE
AEFELE LK,

(FRAEE4A L7354 - #7ED)

TR F A B _WIEEEE BEE Ef

EE5BE A XAEEMRRN 38/ 376



— R EBEE — e

bt bR B

RBROBREL
[T LA XY RORBICHT 5827 U # X2V 0F AT 3
% Rk S RIBR RS2

LT, FREEEERIIMEE LV U TOAFICOWTAFRAXECE S+ RBAEZT.
+n;ﬁﬁbibtoit OB L THoBE22HBE Lz,
FZTHAT, HBRE L L CHBEMEICSMT 2 2L 2A0BENERICL-TREVWELET,
F, ZOEELTUTIREA L, MAXELREEOEZZZITERY £1,

REOYE

Z DHZED BEY

Z DD FIE
ZORB~DORREOSNT EHH .
_®ﬁ$gﬁméh5ﬁﬁ%®ﬁ@$ikﬁ
:@ﬁ%m@%%ﬁ\ﬁ%%@ﬁwﬁﬁﬁf EB5H0TY,
HRTCDBRIWELE LB E B
:@ﬁﬁ@%%ﬁ&%éhé%ﬁ%\%&t774NV~Mﬁ6ﬂif
ZORBRICHT A ERIT, R OEELET

Z ORBROFLFER) - MERIZHE

TH SN 5K EOFIZER K OVERME E 2 IEREIC o\ T
ZOMEDOEEIR X

SMFICRTT 2@BOTHVRIUEADOAR
HEAEEDIFREIZ OV T

REEE T XL HEGE

FRGURIG L & 72 72 D R

WO THEREOIZ ZHRS S,

'00000000000000000
NERRERES 0PN W

[l B4 LzRBAXEBLUORBEOHELEZTRY £ L,
AR & A H

HEREES

{E5i1

FRBEE F 7 I3F5EE (B Y ER)
ARBRSMEFILZ OBRRFRICOVTHRICHALFAEZHR LE Lz, £, SRAXELREEDE
AEFELELE,

(FLBAF B4 721354 - #7ED)

T & B B _HREEE/HEE Ff

EE5EE T/ XARETREME 39 /376



— BB E — BRI

AT BE = A XIEHR IR IR
MEREE BR BE K

REBROBEL :
[T Llco g AEE D RPRABIIHT S Y ¥ roFRECET 3
Z % I R R RAF 5T

T, FREBELEEIZIIFEZ LV UTORBIC O W TEARAXECE S +oREA 22T,
+ACEELE Lz, £, ROBEBICR L THaRELEBE L

FZTHT, WBRE L L CERFRICSMNT A2 L 2ROBREMEBERICL > TRBEWVWEZLET,
Fio, FOFEELTUTIZBEA L, HAXELRIBZEOEXZZITRY £7,

WFFEARRE & 2 D 75 DI E D
WO THEREBEOIICTHERSTZE N,

O 1. #HBoOEE

O 2. #MECEH

O 3. MEOHE

O 4. ZoORB~OXREFOHFOBMTELH

O 5. ZoORRIZBMINDIAEEDOFOFEAK

O 6. ZORBR~OSINL, IREFOHFOHBETICLDbDTT,
O 7. XBEOFOBRBRICHENSELEEE _

O 8. IZoRBROERVPARINDIZBAEDL, WREDOTTA N —TFoNET
0 9. :@ﬁ%ﬂ@?é%ﬁm\%ﬁiﬁ%bi?

O 10. ZORBROFBFH - mERRUE

O 11. TFEHINSEBKREOFGER K OERME X I RMEIZ DN T
O 12. ZOMEOCEER )

O 13. BNFCHTIEEROZIVBLUEROAHE

O 14, SBHMEREOFRERBRIZOWVWT

0O 15 REEEICXDEHE

0 16.

0o 17

[l B4 L EHAXEBLVRBEOEXEZITRY E LK,

FRK F A H

HREES

EFT

WFPERALTE E 72135 (R Y EA)

RRBRBINE I Z ORI OV THAICHRALRBEZER LE Lz, £, SHXELREEOE
AEZFELELE,

(FiLFAE B4 21354 - FED

2 A : A _HIEEEE ek Ef

EEHEHE T/ XARENE 40/ 376



— REE — ECBLRTE

BT BE A TGN TR
MEREFE BR BE K

RBROBRES !
1T Lic A XBED R VREICRT 587 ) 2 X2 VOFREICET S
ZHERRSEFIRR AT 2L

L, FRBEEEIMEE LV UTORFCOVWTARAXEBCESE +HRBAZRET,
FTCEBELE L, £, RROBEMICH LTHaREZAZR/ELL,

Z ZTRAT. BRBRE L L CERRMIEICSNT 5 Z L2 MO BRNBRICL > TRBWZLET,
Fi, ZOME LTUTIZEL L, BANE L AEEOEX 22 TR 7,

REBROME

Z DD B HY

Z DWFFEEDFIE

Z ORBEA~DORRE OSIMT EHAR
:@%ﬁﬁ%%éhéﬁ%ﬁ@ﬁ@%ﬁA&
T DREBRA~DSIZL, ﬁ%%@ﬁ@ﬁ&% X3 b0TT,

BT DREICHRENE IS

~@§t%ﬁ@‘f\t%7§>/ﬁ%éﬂé%ﬁ\% BT TS A N IFONET
ZORBRICET AERIL, RS @%Li#

10.  ZOREBROBER - MERZ LS

11.  FHEINhAEFREOFIREB X OVERMEE X REIZONT

12. ZOWHEOEELER

13. BMFICXHTIEEBOFTHNBLIUOEHOAR

14, ABMEEORBIZONT

15. REFICLHEE

16.  BFZEAARL L HRTc DEYER

17.  WOTHHEREBELIZITHERIZE N,

OCONOUThWwNH

OoOoOoooOobooooooOooOodn

U B4 LESAXERBIVREEOELEZTRD E Lk,

AL & A H

HREES

HEBT

WRBLE F 23R E (Y EM)

ARBRBINE I Z OBRFRICONWTHACHALFABEEHRBLE L, 72, HAXELAREOHR
AZFELELE,

(BLBIE B4 ETITRA - #9ED)

TRk G2 A B _WREEERE Fll

EEREE T XAREFRR 41 /376



EEREBE TGAEENEN 42 / 376



EEFBE — A A RREM

T LTem A AEED R UREICHT 5
[ R¥%Iver 20mg] OFFAMICET S
ZHERR 3t 7 T AR 4 B PR A 55
(BEFF N VERRPFSR)
EhEEE

2012421 A 2 H

Ver.3

JEA S BEF SRR &R AR ETT R EE
EINRAR T A ATGREE L AVWZH [ VEREREER O
H 1 VEYE BB IR ETE OB RITR 5 I AF5E
(B4 H 8 — A XVEREM TR

HEfES
FRERKY HRREES M
B BE

EEHEE TAREETRN 43/ 376



BEHEE TAGARERERH 44/ 376



1. e R 3
2. MEEEMLESR 4
3. MEFIE 5
3. 1 WEgE 5
3. 2 1REE [F*I/reiE 20mg] 5
3. 3 WA 6
3. 4 FFEHAR 6
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T A RBEEN AR P AMEIL HHV-8 DR L SRR TIZ RV RET 5 BN
RIEETHD, REREOCHOBREDRER TIX, Hi HIV {BFIC L 5 REH#RED
EE L & HITEBIRTEZENL, Ll HEBECMRER SRR EL
HEITL7BITIE, A RVHEBICRHT 2{LBEEEIT 2 L BNEGTRELE
THEERREER-TLEELOND,

oA XEEDRVABIZRTEIEESE LTI RF e (VRY—<L K
FINEVY) L AEFRENE —BIROBERIE L 2o T3, B TIX
RIVEFEARTA AFEIRVABICRTHEI S RTA4 0 DFER L LT
ABENTWAER, BARTHEHAZ Y ZX MR IRPABEOBERMEN72< |
RV NeEnME—DIREE L STV 3,

AARENT R ULeEAZRERF L TCWA Yy 7y —<hXettix, TR
¥ ilei20mg] ZEE L TWAKRENRY « RX=a—+FK7 hU— (BLI'F BVL
$1 ) FRICBWTHEER FOMERRKEL, ZORENELLTNDEZ L%
BN LTV, 11A22BFHHC T, BINEZERT (Buropean Medicines
Agency, LAF TEMA] ) 12X AGMP (Good Manufacturing Practice : EEEK LD EL
EEEBIOREEEOREE) BEEOKER. EMAIX F¥ VLol 2 & TBVLALIZE
WTBRIESNEERITONT, BIL DA TRIE SRR L BEZ BRI AW EET
HHRBIZELTIX, P2 B EERSCHRBE~ORE TRV ED
BEHBENPNETHL LOEIEZHRH L, ZheTi T, BRTHREFLEE
AFHEE L ORI THBELZT o T-RER. BER0ofERECKRICHEIIRZVHD
D, BVLAOBERFECENERE, FEFIEORIEERFNIIREN H 2 & DR
WCEY, BMAOEIE L RIEOXIGE LD LiZizotz, 272, R eiE
20mg] ([ZOWTIHEBVLALA CRIE I N B XM VAR TH ML, B
TEIREFORE~OMGERGEORIZRE L, FHOBE~OREGRE ZE LT
25 EDHPIZE STV, LL, Z0OHE REXF U AFEORERBOREL
Niad | 201281 B A ~TAEICIIEEBPMR TE LRI L BHEITR ST
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VEEIEY (1) BERGHERE. BEERERHEE (MU VBREOFIE
FHFEE) TR L, R~ FAX 2 TEMT 5, HYEMBIID TREREGY
ITHOHBEIL. R Q) FRIMMBBHFELILE~ FAX L., Q)RR RG
EL Q) ERRAHKEZEDEALZEER~HXT D,

JBAEFEE A AIREEWRELERIEROBEELZFMMEL, VARY —
NV REYAEV L BIBRESLELHB LIZBEIC [ F¥ T vel 20mg) @
12— 25 OEF 2 Y ER~5E THRET 5,

HYEMIRFLZZHEE, BB BEREE WROR) & G)EH O
HEBLUVLSGEREEEBE T TANV—REOT-DNTEEBR~RET S, %
a1l =2— g2 (7) BRRMASERABEREE (2) IERARE & RRREEOHR)
DRIZTEH L EBER~EMT 5. BYEMIAEORSME LR L, MR OR
ETRDOI—ZADT D DEAIMIEHFBLITS,

RENKT Lizb, 2 TORKMAERBEREZEOTTH FTREICER O LF
BR~EMNT B, 2B, EHRITEHAERT O 0 BRI E A REREZED
REAEBEVNTAILRD D, FOMOBERBKRE 1T 21T (8) Bafmrse(s A
FREREE () 20O BEERBRRERE ICEE# L. EER~FHRITH
ET5, BRERBTICAEESNRAE LEAITE. BRICERTEER 2
BROBRWVWERTH->TH, EBIC O FEFSRAREELIER L, FAXICTE
BRA~EMAT 5,

7L, UEBENEAMBIISMEFTELRZWVIERICBNTYH, [AENNE
LW LI BEITIT [ FEveik 20mg) DREEZITH,

[ R LeiE 20mg ] DEERFEIXRFIORMTE G IHE> b LT 5,
BE. RATE RS Ve ERE L LC1 A 1[E 20mg/m’ % Img/4y D
ETEHIRNEE L, £0% 2~3BHEKRET S, Thixla—X L LTRELE

ViET, BEOWREBICIVEERET S,

gv
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WFZCHEAR] 20124E 2 A 1 BH- 20184E 1 A 31 B (BKEEMNG 5 4£E[M)
SHBEEF] 20 EHRE (FEFMOBREHENC L VAT S)
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AR IIEF| DIEENEL 7255, HDAWIEGMPICHEA LIZRBECEESN
7= TR berE 20mg] DRFENER IN/ZEBE TERAORELZITHE 28, [
EOBONIEMMIOWTIZ, AEMZELE LTHkET 5,

3.5 WFEEFEIEDEST

() AFZefaNE (BYE) 1T, YHEHOME I HIIHERGEEITI>E LT 5,
Q)ARREBEOEMOAEERVEZMEZESOEROARBELE LA, EBRK
FEEEN S DOBRBES 5 WVITEE LT TER 5720

B2 L, BARBEDOSL 2B/ VWEBIZLY, FERRE LOERIOAEE
EOEZGEREESOENOEAR LB I RNCEKRFLEMRTEED L OBIH
BWEIEREITI ZENTE D, ZOBITITERCHICHRRERE K VEZHE
ZESNEENRZRE LFAERRE, EFREZESDARLB/LI DL T
%y

(4) Y EIIBREFEEMABEEN D OBRBEAH - 28BEA1T. BREELZZO
HHE L HITATRE LERIFEOREZTHRE LARTIIZR 520,

4. EBRE A LIRB 215 5 51E

HUEL, RERFEOEMCH7Y . FIECRERALEL AV THRRE
LR BARNCEERIFED BH) « FEETOVWTHARRBEITI, WRELR
BENNEE LSEM LI L EHR Lz LT, BEZERICES AREREF
R~DBMOVWTRAEZET TR 5, RABCIIELERS, AEELE
HEERRR L OBFABEIERS L L, HHRE L 72 5% & Y E ORI 23504 R
XiEL DD %A BREZRAT 5, HYEMIAEIIREOREELFERRE
FARE L, MidEx BRET 5,

5. HBRE D AHES L ORRM - ARSI R SRS

51 AHE~OEE (774 R —DRE)

s O RIZED DTN TCOEREFE LD RI-OT 7 A N — % BERICF D
RFRIER B RV, HBRENZOMKIZSMT AT, AIEECEALEL T
B, MEHEOMOLETIIHRE ODRLZDBEARBRITANT, 77143
— B BEICRET D, ZOMEBIZEOA T NTOBABERIIELIBEEIN,
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FERIEEL RS OBBICBABRIMED 5 Z & iddken,
- BBEMEORBEDARICE LTI, #BRELZFETE VWIS ICEEL,
FEERRFZED B ILIAMT, BRI TR LNIHBRE DT — X IIEA L7220,

5.2 ZTEM - FRIE~DEE
DHEYEMIEHEESRAE L T2 EMBERLRR E 2ILREU Lo ER
BEEEERRICMAT 5,

2) AFIOFG1L, BRECIHOXIGTE 2 EEMRICB VT, RARE 1R8]
R &HEr S N BEFNCOWTORERT 3,

3) AFIO#HEIL, HIV BRYYE & 03 AALBEIEIC o 72558 - BRBREFSEMO
HETERTD, 0. BEBBICESN D, BEXIXZORKRICAFI OBEKRR
BRRRSE A E 2 ¢, AR OEREEZ AL, REZHE hORET
B,

4) FXIYNVEVVEBENRE T2 LERICER T I, FX AV VU ER
EOKRBEEN 500mg/m2 #B2 5 &, LHBEIZLS 5 oMELFREREL S
AREMER DD, FXF YN EVUVEBEORBREEIZOWVWTE, o7 F T4
A 7V CRERCEENADIC L DRNEEIIREEBET 5, RAIRSRS
Al ROAFIEEFIISEEN SRR E 1T O R PBEOREZ+SICBE L,
BEPRD ONIZHEICERELFIET S,

5) LDIMERERXITZOBEFEREDH 2 BEITIL., AR OB RENERES |

B 5B OHFEET B,
5) EEDOEBHMAEINELLZ R H57), BEWCMEREZITOREBED
W Wrex +5ICBET 5,

6) 1TTY ., BIC, FEREEE, MEAPRk, Uk, Bl. B, FEs &k ONiEmM:
OEIERL. IKIMFEZ 2 ETeAMED infusion reaction NRD LN TWVWA, Zh
bOERIL, < OBETEREPIEIETH, HREHE»G 1 BTERL, %
o, BEEEOREICIVERTAZZbHSE, —HOBETIX, EETESE
E@&T VAKX —EXIET F 7 4 7% —#D infusion reaction NERE I T
W5, BRSSO TED LOMEELEKSEEZBHE L. LTRE
% PBHfA L, infusion reaction B DMERM & HR/MRICT 2 12 OB EHE L Ing/
SEBRIRNT L, ZDX D7 infusion reaction RAE LB/ REL IR
T 572 EERLEZIT D,
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KRB TEM U EEBRE ML ORBIOFENFEAE LZEAL. &
RN B RS 2TV R EE~BRET 5,

- HETITbh oA AEEIRVHEEZRE L4 BRRBR TOREER L
BITEMA
720 BlH, MKFHRECORFE L LT, M/ EE 439 4 (61.0%), &I
399 B (55.4%) . MFPERBAE 352 ] (48.9%) ABOOLNE L, AEES
(FF & ORRB/OFBRBIODDOLTRELEESR) OFHRIL 705 Flr 55
HiL, 83NICRIERANRO bNE Lz, EREEA (WKFHIREEEORIE
A% X, BL 1196 (16.9%). EAEE 70 # (9.9%) . EERMER M 69
B (9.8%). ZE64 5] (9.1%). BLEAE 63 ] (8.9%). Al-P g0, "EH, F
4 55 B (7.8%), ANZK 48 6 (6.8%), AMEE=Y T7E39H (5.5%) T
Liz, £z, BERZEWER L LT, UTOFERLEBEREE LN TS, (1)
DHEE (EERRA)  LFE. 5 ~MELRERHOEDLNEZERHDHDT,
AEIBGRFITBREORELZ+HICBE L, RERBEDNZHAICREIREE
FIETHZ L, FFiZ, REYAET VEBEORKREED 500mg/m2 B2 5 &
AMERRENE UL TAEERSHZOTES TS 2L, (2) BimE (BMmEk
B 93. 2%, GFHEREGRD 93. 2%, M/MREGED 60. 8%, ~ES v B LR
85. 1%, FRMIERELB 75. 7%) : AMBRERD . GFHEREE . m/IMREDR D,
B (~EZuvrEd, RLEREED) RhbbhbaZ tnbb, £, B
BEPIRIASAE U5 R, RUME, FEMEF FERBME X IIHIBSE Z 32 Z L 03%
50T, AFRERHOIERICMIRRE LT 5 72 PBEE +01TV, BER
RO LNTHEITITREEPILT A2 C@EORAEBEZITO 2 L, (3) infusion
reaction (18. 9%) : infusion reaction ® 9 HLEE CEILHIRT LILF—HEX
X774 7% —RODERBHLONDZERHHDT, BEFITBEOR
BEE2 oI BEE L, EEZ infusionreaction 3RO SN =B I I E 2P 1kT
B CEERABEITO Z &, (4) FRIEFEH (78.4%) : AR, %JH. 3,
FROEBOERBEHBHETIFE - REOEBROLDODNAZ LRHDHDT,
ZOXIBERED L ONEEIIIRELFIETH 2 EEURAEBLIT) 2
to (B) ORE (17.0%) : ARRRH LOND I ERHEDT, AEIFERIC
IHEENCBEEZITV. BRESRD ONEHEAICIREESIET 5 R EE R n
BEITH>Z &, (6) FFEEREE (EERH)  FHEEENH DN Z L 23H
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0T, BEOREZ+HICEEL, BRERRBDONEHACERELPIET
57 YEIRABEET Y b, (1) MEMRES IEMHMES 1. 4%, Mgk
1.4%) : BIEMRRERD 5 bN5 2 LRHBDT, BEDREL+HICEE
L. 2O 5ERND b BEIEREEPILT 572 CEE 0B 21T
57k, (8) MZEME GAETH)  RFEMHZMERENTINCHE STV
DT, BEOREXZFHIZEEL, 20X 5 RERED Sbh-EAIZITRE
BT 57 CE BB EITY 2k, (9) WEEFEARMASEE (1.4%) : BElE
IRIAFERS S BB Z BB HDT, BEOREZHHICBEL, Z0L)
REERD B &N BAIIRE % PIET 572 BN 2LE LTS 2 &

6.FRIRITFEOR T, H1k, BT

6.1 EERFIZEORT |
EEARIFZE DM T RRIC L, FFEREZ L. EOL BRI R THEE 2 HR
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