¢ FujiPharma

3k 20254 3 AekET (58 3 il BN UHERAE)
%k 20244F 1 HekET

BFE | ZIRRTE
BHIA - 3% (100mg. 500mg)
305 A (800mg)

BREERRIRES
874229
100mg 500mg 800mg
ERES 22800AMX00237 22800AMX00238 22800AMX00239
BRZERAE 202149 A 202149 B 20214 9 B

REHE USRS Al

FEHEHHARX P LF 2 FF MY TLANIRYZIKAY)

NAL Il Sms:R100mgIF)
NAL Il =ma:m500mgIF)
NADF el =mEs:m800mglFl

PEMETREXED intravenous for drip use
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1. B&

1.1 FHZZTHAERRECELTE. BERBFC+5
MINTEDEBMERICSWVT, NAEEEEICT
03 - BREFOEMDD ET. FEDESHEY &
HERENBEHICONTDIHEST DT & BESE
DFERICH - TIF. SHAZFFDBEF R ZERL
THHEET B &, Sl BEMIBICKILS. BF
R(EZDORIFICHEMNERVEREZTHHAL. @R
ZETHhBIESTD I L,

1.2 FAC K 2 EFLGEFRADRIRZERT DD, &
TRENUTEYZVB.DIRSDH EICHRZRSTS
Z&, [7.1 28]

1.3 EEDEBRERZEEET. FEICEELEERS
NBFECHB/ESNTVZDT,. EEDOBREREE
FICRTHZRS UV ENEF LWL, [9.2 B8]

1.4 ZEOMKXISIEKNIERS SNBEBEETIF. KR
DHHZRFIT D T &, MOTERERBISHAIT. K
X(FEKEDFHERDETENEH SNBBECHSL
I5E. BIfEADERIRESNTVS, [9.1.3 &
|

1.5 FHDERSICLY . BEEMANSSDNZ LN
HZDT, FADKSICHEL T, WEXIRESZ
IR ERBZTHICITV. MEBMEMRIEONIZ5H
BICF. BE5ZhIEL. BRLEBZETS T &, [8.3
il

g

2. B2 (ROFBHICEFRELEBVI L)

2.1 KRORBT I UEEB L BBIEORHER O & 2 B

2.2 SELERIH OS5 8E [FHINEIAQEEL, 5
MNERBIENDH D]

2.3 HEIEIEIR L T S ATREME D H 5 4tk [9.5 ]

3. fERE - MR
3.1 88k
RAFLFER[RAFLFE R[RAFLFE R
H5E#4 R ERER R ERER R ERER
100mg [F] 500mg [F] 800mg [F]
BUERT | RAMLFERF MY TLAANIRYFKY
DAL 7L | AL 7 | S A 7L
s |131Img (~A/616.2mg (~4]985.9mg (5
FLFEREL| FLFEREL| FLFEREL
<108.5mg) | 5lomg) | <T8lemg)
i D L 106.4mg 500mg 800mg
Al pHaAA i

3.2 EFIOMRK

RAMLVFERRAPLFEFRXAMLFEF
HR7E4 UM UM UM
100mg [F] | 500mg [F] | 800mg [F]
B - R H &~ 3 A GO RSIZRSUIHR
H 6.6~7.8
P (25mg/mLAEFAIETK]
#1
FEEEL (AFEAER I 5 H)
(Img/mLA T &IEHK)
AlTE EHA (N T )

*4. FPHEXFTHR
OFR MR Rz iE
OYIRRAEEETT - BROIE/|ViliiaihiE
Om¥ Rz iR < FE/VHlRRRHTEE(C & 17 B TRl B A

5. MEEXRFFIRICEHET DiFR

(GhgEE)

*5.1 MBFEIPEEICB I 2AREN OB E R ORI L
TV,

(EMFRTPRZE)

5.2 A AALEIBEEEREREN I B T B AB OB R OREE
IFRESZ L TR0,

CEIRETRETNETT - BROIE/VlRZAHE)

5.3 R LB O MMM & & O 5Kk UMb i EAE G
TORREZPH L. AHOEMHE R ORLME 2+ 517
L7z BT, BEOBERZITH 2 &, [17.1.5 2]

(RELREEZERR < IEIVBBREHE 1 B 13 2 iTaEhEE)

54 ERRBICHAAN S W BEORMEICOLT, [17.

RREAE] OHONEZBA L. RRIOFRER L2
EHoIcHEBLL-ET, BEEBZEOERZITS>Z L,
[17.1.6, 17.1.7 Z=H]

*¥6. MERUMHE

(E MR RZE)
VATSFUEDOHEICB VT, EH. RAICIERA ML
Ft FELT, IHIES00mg/m’ (AFEER) %1058,
THEEEL, D EB20HBKRET 2, chzla—2
EL. BEZBVIET, 2B, BEOREBICEVEEHE
ERE

IR BETNETT - BRI/ VlRZAHE)

WE. BRAIKIERA ML FELT, 1HIES500mg/m?
((ARERE) Z100B2» 0 CHEEEEL. DR EH20HM
T3, chzla—2&L, BEZBVIET, 2B, B
FEOREBICEVBEERET 5.



(R LR 2R < 3F/) RBRAHRE C 35|17 2 iTRfHENELE)
O FBEMHEEF & OMAICB VT, BHE. RAICIEX
FLFEFELT, 1HIES00mg/m* ((FEREHE) %1050
P THEBFHFEL, 2R EL20HBKRET S, hzl
I—2& L. mARAT-2AKEZHRVET. %HB. BEOR
BICKDEEBET %,

7. BiERUHEEICEEYT 5F2

(GhgEH®)

7.1 RANC KA EELBERHORR2BET 5720, LT
EHICEBRETE Y I VUBEKRET ST &,
< TERR  AFIPIEIR S O7THL FHi» SR E LTIHLE

0.5mgzBEHARORET 5, 5B, AFlOKSZFIEY
W3R T I 25810 RERKESHD» 522HE £ T
HERRDEREHREST 5,

« E¥ IVB, ARFIEIRS DD EHTHENC. B 3
VBp& LTIEIMg % HRNF ST 5, Z0%. KA S
HIRFRROBRERIEB2BEETOEIE Ba—2TE&)
WZ1EHR ST %, [1.2 ]

7.2 BRAARDOTMILEHRICIE, REOBEBEEOTEH I H 5.
R ICBE T 2 #EREIE-RE O I — ABHIGERO AL,
BE OS5 32— 2 TORBEMBRE X IZ R ARIEMEEMEICE
DERET S &, MBI+ REEEZ P T Z-0ICEE
ZIEHILTH KW, EERICIZ. 1. 2, 30HA RS
ICHWEHRERTHOZ L, NS IEARAZHAINIEZS AT
SF L EOHATHATAIEVWTNICHBEHAT 5.

x1) A (BASUIHH) ROTATTF > ORHEHRE-1L
W

AER O ATSF >
DR
(mg/m’)
IR <500/ mm R ORER -
/ML= 50,000/mm’ a1 D RO 75%
gfgﬁﬁﬁﬁﬁbgiﬁﬁm¢m HIE O F R D75%
BARGFREREUCE D S T HIMZfES s o
B I/ IMREL < 50,000/mm’ A a1 > B 50%

BEICT LV — N LoIEMEHEESFEE LG EICE, #
SRR OMEM TICEET 2 TARBlOKRE 2L 52 L,
BEHEBIIER20HA RS A VIS T &,

R2) KA (BFEHH) RV AT F > oHEHEG-FE
e e 2

slomE | Y2777
) DHE
(mg/m’) (mg/m?)
KR 2R < 7L — R334 HiEIORED | HiEOHED
DEM 75% 75%
ABRZEZET LI (FL— | .. = | e -
I 4 B e i
L < 1240 FHI ? ?
e — RO AR | #illOHAED
7L — R3UZAD K RE S 50% 100%

D) CKREENEV e EEESE (CTC)

F2) MR R <
MREBEORBERICHERSNWSILAE AT TF v OHE
A2 RIITIRT . 7L — N340 MiEEEI RO 51z
BaiciEksehikEy s Lo

*3) KA (HAIHHE) ROV RTT7F > OARHAE -1
fEEE

CTCHL— ¥ | KAOAR (mg/m) | ~ 7 27 DR
(mg/m’)

0~1 FiElDAED100% "iElDFHED100%

2 HiElO AED100% "Bl FAEZED50%

2EDEEBICT L — R3E L <1340 MikEMEH 5 ViZIEm
BHEEDPRD SNZBEIET L — R3E L L 340 MikE
EABRIN-BEEES ICAR OB 2RI 52 &,

(EHFRTPRZE)

7.3 VAT SF U USNOFRESEER & OMBEICB I 263
R OREMIIFELL TV R WL, BB, YATLIFUIEA
Al 53071%%1275mg/m’ ((ARTERE) 2##H%5 L. HEICE
LT YA F VOB TR VEFEREO -9
DNEZ#1TH T &,

7.4 KEZBHITHEE LG5S 0AME R OREM IR L
T2zl

(M _ERZEZ R < 3E/RESBHE (C 3317 B ilTRIiHEIE L)

*%7.5 KA OFEEE KR OHHT 2 thOFEEEEAIC OV T,

[17. BEREE] OEOWNEZBHM L. EEZEEORFON
ARSA V&2 ETERTSZE, [17.1.6.
17.1.7 Z2#]

8. EELGEANIE

8.1 XA EHEIKEZ DT, XBORBEKRVERL 28
W 270, BIBRERLVECHIOMARE2ZEd 22
k. [17.1.1-17.1.5 8]

8.2 BHINHSEOEELRBEAME IS ENHHDT. &
BICB L CREFREREZ +DICBE L. SHEICHERRE
(MEHORE. SRR, BHEERES) 21752 &,
F7-. AFOBEGIZH 72> Tld. G-CSFELF| D@ Y] 72 [ F
WCELTHEZET S &, [9.1.1, 11.1.1 BE]

8.3 MEMMREODERELMBUENEI LI LEVHLHDT,
BRIOBEGIZH Tz > TlE. BHEER (FRIRREE. & UH
BEDEE) 2+oICBE L. EHNICEXEREZTS
Z&o Fiow BB U THICTHE. BRIMEBZRSE
(Pa0,). MfifaRBRMEEE S FiZE (A-aDO,). Hhik#EHE
71 (DLco) ZnBEZITW\. BEOREZHDICBET S
&, [1.5.9.1.2, 11.1.3 ]

8.4 BEEOEBMIEERESRE T, AFICERL-EEZO5NS
HEPMESNTVDO T, REZSHIICEEDOBHKIEZ
T BT &, [9.2.1 BE]

BEDESREZEISEEICHATIER

1 SIHE - BITESEDH D EE

1.1 BEEIEIDSG 2 EE

[8.2 2]

9.1.2 FAEEMMR. FREE. XIEFINSDKREBEDEIEED
H3EE
(8.3 ZIE]

9.1.3 KK IFEEKNERHSNDEE
ZEOARERFRD 5N B BE T, AFRGENFER
O EHETT 5 & MK, EREERERO RS A
DONEBIRHTDH SN, OERRBHETA CEER O
BARESNTWVS, [1.4 5]

9.2 BikrEEESEE

AFNZEELTELDHS NS, BHREREOEEICD

CTAAOMPBEDEMIRDSNT VS, JLTF=

V7T T Y AN45mL/ min ki O BE 1L R R TR

shEhTns, [1.3 3MHE]

2.1 EEOEHiEEEEE

(8.4 ZIE]

3 fFigREEEEE

R TIIRI s hTWn 5,

9.
9.
9.

9.

9.

*%9.4 HIEREZRT BE

9.4.1 AFEVEELR RO BE IR E T 2 RENH H5EI121F.
HRRICH T 2 BAERT S &, BIER CHREMEERHSE
I T HHE (TR I BTPEREDETDH 2 VITEME
B, A X BHELEROEMED 50V I3EE) PRESh
TWb,

*%9.4.2 IR D ATREME D & 2 I, KAIFRGH KR O R

HE5#%6 7 ARICHB W CRtIE S 2 BT OEY) 22 B 12
DWTHAT A &, [9.5. 15.2 B[]

*%9.4.3 BHEITIE, KARREGH R PRERE®R3 ARICBNT

*%9.

NYT7HE (TYR=24) ZRHOGEET 2HREHICOVT
AT 5 &, [9.5. 15.2 BHE]

5 1Fi%

R IIER LT WA IHEEOH 2 HICidEE Lan s
Lo BMER (v R) THEABEAIHRESN TV S,
[2.3. 9.4.2, 9.4.3 BIg]



9.6 HHw
BALEWIENEE L, AHTFADOBITIZOWNTIEAR
HTH %,
9.7 INE
NREENRE UBRRABRIEER L Tha,
9.8 SinE
BEOREZHBE LRV OEBIIRET S &,
HENMETRLTWVWAZ ENZ L,

10. tHE{EH
10.2 $HEGER (HAISERT BRI L)

— Iz A

A% FEPRAEIR - FEEHE | BT - fBlRRET
JEAT O A NUHE|ARF O A R A58 0| fih o ZE B R3S 51
PLRFERA] L. BIEA D 8T 5 |l TEIMEH O #Eia

A7 7a7 | BENSHBOT, HFlramosncTtson.,
NE HEEE2T58BaICE AFlIcBLwTy 7
HEEICERBREZTHVT I ADKT
R EREOREEZ PR DLENTNS,
ICBIETH L,
BEEMEEAT 2\ AF OIMARESE o A H SR
AT B M U, BER ST 5 | F B % 5 a
RUSER] BENSHAHOT, HHWICHET S &
a3z R HBEZTYOBEICE P SsNnTE D,
RV V% BHEIRSTSZE, |(RKAOZY T TV
AR BESESB
FNDH B,
RESEER | BEEENHEORIE &b ICE RN
AR 2BFND | HHEHZET %,
HHDOT, PREER
THOBEICE. BEo
REZ+DICHET S
Z&,
1. BWER

WROBHERDNH 5bNBZENDHZHDT, BELT+IITT
W, BESEDOSN-EBAICIEBEERIET 5 EHEY) 2
WEZITH T &,

1.1 EXRZEIER

11.1.1 SEEMH
HImBRED (71.6%). IFHERED (64.4%). NEZ OB
WA (54.2%) U P SEREA (51.1%) . I/NR A
(46.2%) HIll (BHEARH). FHEMGFHERED GEER
BH) . JLMBREAE (BEEAREE) BHo6bNbZEMH 5,
(8.2 BIE]

11.1.2 BERE
BIME (BEEEREA) . Bige (BEEEARER) SO EE L BRYYED
HobNBIEND 5B,

11.1.3 RIEEMERH (3.6%)

B MEDOFRIED 5 WV ITSHEENEDONIBEICE. B
WCARRNC E 2R RIEL, AT 0A NAESO®EY %0
Briid>2 &, (8.3 2]

MN.1.4 Yavyg BEEAH). 7FT4S5FY— BEERH)
MEG IR EE, GRS, MTEE R, 32, ¥k, 22ERBRE0R
EBPROONLGEEICEIBEGE2RIEL., BYZLEEITH
Z&,

11.1.5 EEDTH (1.3%)

11.1.6 Bk (1.3%)

RENDOOSNBEICIE. BE. (R, K. SRE’R
EEB 2 NEBEITO &,

11.1.7 8F2
JLVT7FZUER (7.1%). BRE GEHERH). 7L 7 F
=77 I AMETR BHEARH) 2Ho5bnbI End b,

MN.1.8 hEMRFIRFEFMMBAE (Toxic Epidermal
Necrolysis : TEN) (BHEARH). KEMKIRERS
(Stevens-JohnsonfEIREE) (BHEAH)

11.2 Z0ftDEER
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7

BHAIE . BB
FEAR . P TE I AE
ARV AE, |
B Im. B
HIREZ . R,
7 UILF—KIE/
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EBOE

13. BEKRS

13.1 fER
FRERIE BRG] GFhERED . MRA . &) .
HMRRRORETH D, £l BEROTRPSSHDNS
ZENDH B

13.2 W&
FERICIE O Rk 21T oM. AU F—h AL T LIS
LBMEEHHTH &

14. BELOFR

14.1 EFIANEFOEE

14.1.1 RANIMaEE 26T 570, FARKICIITE2EHR
THIENEE LW, RBICEEDPMNE L-IESIIESIC
AFATELSEL, HEICHE LLESIIESICZED
HAKTELBWIRT Z &,

14.1.2 AFRIOBRKZOFRICIZHREREESERO A% HEHT
B, MVIILZEETHBEREDERICEIDEBEOX
WBILBDPHERSNTWAO T, LY Y LVRKRTY V7
VRE LD EGEZRIT D E, /7. FIEDREZITD
Wl &,



14.1.3 AFINNA FIICHRBEHEAEEREZ., RAMLFEF
MEEERL00mg [F] O%A4.2mL. XA b L3t R
EEHS500mg [F] DIFA20mL. R A b LFt FEEiE
F800mg [F] DHE32mLEEA L THBFICIBMT 5. 1A
fRBDONRA N LFt FEEIF25mg/mL (EHE) TH 5.
BERBICD U THERBOBHMREZREMD ., HREHAIE
WIIEM L T100mLE LTHWS,

14.1.4 BRBIEPPICRET 52 & RET RBEIGE
(2~8C) ICTHREL. 4BEEDINICERT 2 &, BRL
TR L nwa &,

14.2 ZRIRSFOEE
AT RETEEIRNS & Uy R, BIRRICIEES Lana &,

15. ZDfthDER
#%15.2 FEERARGHERICE D 1B
BEBHEBEOS S, v Z/MEHEBRICB VT, BEOR
RPMESN TS, [9.4.2, 9.4.3 ]

16. e

16.1 MOEE

16.1.1 MEREE
BB IS RE AN b LFE R2300~1,200mg/m*
OFB#HFE T2IH L2107 M A MEE U, mighiEE
BEBRTERIEDEL . TOBRBLMICHEEL., HE
P2 TR (SEFE ¢ 2.28~3.6205[) THo7. &
DEXDIMEE T VY75 > A1E53.0~109mL/min. EHIREE
SHEEIZ10.6~14.8LTH > 70 HFElI—AKOHFE2I— A
M CMEEFEEICEIED N LA 572" Y,

16.3 9%

16.3.1 #EES
(%)
<7 R HCIERAR20mg/ kg% BAIERE L7z & & fiE IR
iz fiEes - MRRIESP P ICOM L. BEIRRZICIE. R
o> B, #. BASY. BRXOHREIC RERNE,
BENEHESBHE S, R ML FE FPBRERER D IR
RO FICHEt S NS Z EARBE N Y,

16.3.2 EERESE
RAMLVFE RO MERBARIIN0%TH > 7z, F7z.
RAMLFEL RO FEEAEARIIBEBEREICLIEE
BIEEAEZ T A0 (in vitro).

16.4 {35
RAMLVFERNEEE LTRBAREMAE LTS R
HZENBY, REEIZEAEZI RV EHRSNT,

16.5 ettt
BREBEMEEEREIIFNARA b LFE F2300~1,200mg/m*
OHEHFE C2IHZ LICI07MemM#E Lz, A ML F
NI SRR 24 DI, Z ORI D EITRPA
REARE LTRSS h, BERT2EME TORBRFPAR
ZALAHRIERIZT75.2% (64.5~82.7%) TH-7=" 7,

16.6 BHEDERZFTITDEE

16.6.1 BiEEEEEEE
HEANBEENBEABEOHKESRERIFICEID, XX ML FE
ROEYERRICE X 5 BHEOFEZFM L. HEAAD
EHERTEE (L 7F=> 2775 A45mL/min)
IZRA ML FE F500mg/m 25 L2564, BHRESER
ZEBE (7L7F=27) 75> A90mL/min) ICHEL
Ty RAMLFEROMEET ) TS5 2 AD32%HE L . M
IR R R TERE (AUC) D48%HE AT 5 LTI/,

16.7 EYIEEER
B LYY I VBLOMHIE. X L Ft ROBAIRGE,
HEIVWE VAT TF U EOHABREGHKELRXAMLFER
DOMIFT VT IV AEELZGEZ W EIRENT, &
oo RAMLVF R REVATSFUVIZEVOEYEREICE
BERITFEZWTEPHLP EL Y BBEAT—%),
) ARlORBESNZ1IEHARIEX. 500mg/m* ((AEEHE)

Thbo

17. BRPRRGE
17.1 BURUREHICRET 55
CEIEHIRRT RIS
17.1.1 EIREI/IIHEER
B R R E 2 N RICE N TERE L 72t 58/
HHEBE™ 1I2BWVT. XA ML ¥+ F500mg/m KRy 27
7 F > 75mg/m'E#E S NI R OERHIL36.8% (1961
HPR7HI) TH o7z,
RiGHE L ORRBIR 2 EE TE 2 WIETHIA 25 5REH25
BIFRLIBNICERD 5 Nize REMWFTHENR25FIHFICEED 5Nz
FREEBRERIE. ED (96.0%). NEZ O UED
(96.0%) . EMAIE (88.0%). ARIMERIHD (88.0%). #FH
B (84.0%). HMIERED (80.0%). MEM: (72.0%) .
U 2REREA (68.0%) IMHIRFEIEN (64.0%) . BRI
(60.0%) 1A=L (60.0%) TH-7", [8.1 BH]
17.1.2 {E2EERGEBEZXR E UTSBESEIIMEEER
BB RZEEE (LRBRERGHE) 20RIKEIZ,
207 E THEME N BIHHRE KB 2, AL Ft
RF500mg/m* K> A 75 F > RS H#75mg/m K U A
77 F 75mg/m BB SR (RA&RR) ™ ORMEIR. RE
DEBDTH-" ", B, RkBIIERYEZ BT 2

CEERFEHNE L TCEmRL,
£1) SMEEEIAERER 2B 2 Ei i 7 i B (03 B 3058
RXFLFE R .
8 oo VATIF YV
ROYRAFTFY| o z
O R 5 B B 5 R
N® 26 22
12.1 9.3
ArEHAR R YE (H) plE=0.020"

¥l YATTF UBMEBER (RAR) 21HE212—RELTE
IHEIZ, Y AT T F 2 75mg/m*%E#5

F2) FEHl =G I NIER (K. ©% I VBt % LEA
&)

E3) U7y UBE (BBIEICET 2 H5E)

NRAMVFEREVRATTFUVOMABRERIIBVT, K
B & ORRRR % BE T X & WA 2% 55 51226
F3FICERD S, WITNBERBROL Y I VBHRAERS
ENTVHEWEFITH -7z, [8.1 BIE]

CUIBRAREIRIELT - BRI/ vHlifAHE)

17.1.3 (LB EELaBERE Z R & UTERSEIEHEER
RN RE (LPREBIRE) £ NRICEN TELE
U 7SR 1I2B WV T X b LFt R500mg/m’% %
B INIIERDOEHERIL8.5% (108FIFHPR20FI) TH -7z,
RAMLFEF (500mg/m*Xid1,000mg/m™ #5) Lo
RIRBAR %2 B E T & 72 WIETHI A 25 SREFI 2264 4 112
wHohn, [8.1 BHE]

H4) RFOAB SN 1EARIE. 500mg/m’ (FRERE)
ThHbo

17.1.4 {EEEEREBEREEHWR E LTS ESEINEEER
MM RE ((LEBERIAHR) 2 HRIOKRES CHERE
SNZEIUHRERSY 1B 5. <X+ L ¥+ F500mg/m’
BT ATTF I5mg/mPtHABEHE TS LYY E Y
1250mg/m* K V> A7 F > 75mg/m* T SEEO B
WEOEBYTH-7Y Y, 2B, RlBRIIIES M %= WEE
THZERZEEAMNE LTEM L, [8.1 BE]

2) SESIMERBICE T I MR EE (LR
BE) IONY BRIR

RAMLFELER VNIZ A
BOVASTF V| ROV ATSTF
DER& SR PEFR SR
N& 862 863
AP RE (H) 10.3 10.3
(95%(EHE X ) (9.8-11.2) (9.6-10.9)
NF—Ri 18)
(95% (2 HE X &) 0.94 (0.84-1.05)

H5) RAMLFE RROVRATSTF U HAKSH 2IHZ1a—
ZELTEIHBIZ, /A MLFE F500mg/mE Ty 2T
ZF > 75mg/mx ¥ 5



FLYIECUROVATSF U HRAESE  21IHZ1a— 2
L UTHEIHE. 8HHEIZ. 74 ¥ # BV 1250mg/m* & UL
HEIZY A5 F > 75mg/m* % 5.
TRTOEAEREIT S NIER

HEEE UTECOG PS. . iR, JRIEZENZHH %% H
WA LN —FH

RABRIC B T 2 BB O T REBTOBREZUTOR
L: ZT_\‘a—M) ,15)o

#3) SHESBIIERERIC B 2/ MRl EE ((LERER
TBIE) 1INT B AR DO R)R

%6)

E7)
8)

AR RRE (H)

- (95% (EHEIX 1) N R
ﬁﬁg: RANLFLE | Favyes | Jo
" ROV ATSF 2 | ROy AT S5F > | (BUEERE)

BRI SR DRI 5 B
AELEE 9.4 | 08 | 1.23
(N=473) | (8.4-10.2) =%/ (9.5-12.1) "2 (1 .00-1.51)
T 2.6 | 09 | 0.84
(N=847) | (10.7-13.6) V=0 (10.2-11.9) N"1] (0.71-0.99)
SRR | 104 | 67 || 0.67
(N=153) | (8.6-14.1) | N"70] (5.5-9.0) |N=77| (0.48-0.96)
Zom™ | 8.6 | 02 | 1.08
(N=252) | (6.8-10.2) |""1%0) (8 1-10.6) |N"1| (0.81-1.45)

H9) N — RN 2 TFREIZIHEERA N LFE RROVRATSS
FUBBT LYY ROY AT SF BICHE U CAEER
BAEWC & 2RT

1#10) HZ8E LTECOG PS. #. JKH. JRHE SIS E%
AW L-N\TY— FH

1) Zoftid. —REED R LEE. RS OKHEO L
THICDESNZOPHEL P TRY > IZEMSE 2 &

17.1.5 {LSEARABEEENR & Ul EEIHERER
IR EE (LEREEDAR) %65 KEIE
237 B TEE S N2 EIHHEHAR BT 5. A MLFtE
R500mg/m & SBER O Kt 5 %+ L 75meg/m & 5B 0
g, WMEROROEBDTH 72", B, KRERIZIE
Sl WIS 50 &2 FEARE LTER L.

F4) HEBIMERBRICB T 2 MRMEEE (LA
IS SERSEIES

RAMLVFERE] FEyFtn
gﬁ ﬁ%ﬁi}iu)
N#? 283 288
AFHEPRE (H) 8.3 7.9
(95% 15 #A X ) (7.0-9.4) (6.3-9.2)
N — R 0.99 (0.82-1.20)
(95% 15 #E X ) pfE=0.251*"*
#12) R+t L5 21HZ21a—A & LTCEIHBEIZ, K
¥ FLN75mg/mE S
¥13) TRTOBIEREIRT S N IGER]
H14) 7V RBE GELMHEICEET 27E)
100
80
% 60
b — A
% 40 — DF¥
20
0 -
0 6 12 18 24
) X 7 &M (at risk%) E1FHRE(R)

AR¥ 283 174 51 2
DF 288 158 50 4

0
0
B1) SHESIERERC B 2 MllafiERE (L¥REm
BH) 1IN T 2EFROHER
ABE I RA ML L FRERH
D#: Fe&F L5

ABRBIC B 5 MO B IEHB ORRE L FOR
BORICFT .

*5) SHEBIERERIC B 2/ IRz ERE ((LERKEL
BR) 109 B AT O %R
AR RE (F)
(95% ({5 #EIX )

RANLVFEFE|
S Rt Fv Vi ER
7.4

6.2
(4.9-8.0) (5.6-9.5)
9.2

9.0
(7.6-9.6) (7.5-11.3)
4.5

12.8

(5.8-14.0) (2.3-9.1)

Z DA™ 9.4 7.9 0.57

(N=51) |(6.0-10.1) (4.0-8.9) (0.27-1.20)

E15) NY— PP 12 TEZHERFRA L3 FREHF N
ZF LB HE L CEFIRPRWZ & 2R

F16) H£Z & & LCECOG PS. Hb#ED S5 OB/, %, W
HERHWRBELINY— R

E17) ZOfthld. —RZEP R EEE. IR O R M AE O L
TNIHEENDOPHS T h - IERNEZ &

AVASEN
ktiils) JIEL6)
(95%{FHXFH)

1.56
(1.08-2.26)
0.92
(0.69-1.22)
0.27
(0.11-0.63)

FEASRE A
P Sl

RPLRE
(N=172)
[
(N=301)
FHI e
(N=47)

N=78 N=94

N=158 N=143

N=18 N=29

N=29 N=22

100 100
50 P LR 804 [
= 60 = 60
.. —am i — A
ﬁ 40 - — D@ ﬁ 40 . — DB
i S # N
20 N~ 204
a -
0 . . - . 0 . : —
6 12 18 24 6 12 18 24
U X 7% (at risk#)  AEFEHIR(A) ) 2 7%H (at risk#)  AAFHARE(R)
AB 78 39 6 0 0 AB 158 103 34 0 0
DB 94 49 17 1 0 DB 143 88 29 3 0
100 = 100
1 =
aod KRR 60 Z 0t
—~ 1 —~
= g0 £ g0l 4
% — A % U — ng
£ 40 —Di & 40 i —D
Bl B i L B
20 i 204 L
=
o o

0 6 2 8 24 6 2 18 24
H1EARE (R) 1) 2 7 &M (at risk#)

7 1 [ AB 20 20 o
DB 22 1 1 0 o

U 2 7 %M (at risk#)
AR 18 12
DB 29 10 3 0 0

X2) SESBIHHRE B 2 I/ lfafiEEE (L3EEE
) 10T B AR A A TR O

ABE T RX L3t NEERE

D Rty FbLiEe

ARA MU FE REMBESRHICBWLT, RAEE OREMZ
ERETE R WIRTHIA 2 SRER 26561312380 5 1
7oo WA R26561F 1230 6 N - F2BIEAIX. B

55 (34.0%). ED (30.9%). BHRAE (21.9%) TH-iz.

[5.3. 8.1 ]

1118) FIZOFH N O EEL 2 BT 5720, S E R
TliE. A MLt MESORIE» 5 RE50EHE T
DO3ARM. FTHFRY ALY Y 21 [EHdmg. 1H2EREOES
U7zo F72. EINERRETIZ. FEHVHE L ER
ICBRY . IRE DR b LFt RigEED & 7 E KR
BORE - HE2SZIITF I AV VEORIBRY
FIVEVHIOEGEZA[REE LY, [8.1 2]

(R¥ LR EZR < 3F/IVlBREHEC 3B 17 B iTaifHEEE)
17.1.6 EIFEEZENIEER (ONO-4538-55/CA20981651HER)

BRI B (EEEA4embl b)) [IIZITADIE/ N

JifiseE DT i B E = 3586 (HANBE’HZ &L, —FI

<7 (BEEFHEEX) CASRMERESER 2 & 0LEE

HEOEH (N+CHtH) ™ BEL7961. B&RMEREER 2 &

TLEBERELTOM]) 2RRIC, LB EZNBE LT,

N+CHHOEN R OREE 25 Uiz, EEFHEEE O

—DTHHEA N METFHAR (FhRE [95%FHEXH])

3. N+CHEHBET31.57 [30.16~#EEARRE] » A, L&

EEET20.80 [14.03~26.711 n ATHH. N+CHAKRS

IBEEEEITN LIRS ENICE R REE 2R L (ONY—

R H0.63 [97.38% EHEXM : 0.43~0.91]1. p=0.0052 [J&

Allog-ranki&E] . 20214E9H8HT—% v b+ 7).

SFRE(R)
4 1
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i FIE¥
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0
0

X3) EFRFEE ISR I B 2 B/ BRI O i B 12
x$9 B A N NEFEROHERE

=A< GBEFEBRZ). XA FLFE RROYRATSS
F U PG S M- BE B 5 Rl 5R 8341
Folfl (73.5%) ICEMERAERD 65z, ERBIERI.
D306 (36.1%) {EM21H] (25.3%). RARBGEE 156
(18.1%) BRERIOF (12.0%). FZE106] (12.0%). #Frh
ERIBAGEIBI (10.8%) . FEIIEEIF (10.8%) TH -7z
(02F9A6HT =% H1v "4 7)o [5.4. 7.5 ]

1#19) FERFERIZAmerican Joint Committee on Cancer
(AJCC) /Union for International Cancer
Control (UICC) WA (BE7hR) 1cED <,
EGFREFZFEREGH N IZALKMAEZFHETH
BT EDHERSNTVBBHIINRIN &SN,
RELEEICTLTIE. =R~ GBEFHETZ)
1E360mg. 4% >1E1,000& L < I
1,250mg/m*. ¥ A 75 F > 18|75mg/m* % 33 [ 1 b
TERAR3IV A 7V EREE. XE=FAL~7 (EEF
FH#aZ) 1[E360mg. /Y7 V¥ FE)L1E175% L < 1X
200mg/m’s AR TSSF U IEAUCSE LL X6
(mg/mL - min) %3ERMERTRA3Y A 7L ETHE
BWELZ, YLV EVIEZEY A Z7IV1IHEKOSH
B EE Lz,

ERFELEEICR LTI, =ARLv 7 (GBI
Z) 1[E360mg, A L ¥+ F1E500mg/m’. ¥ &
75 F > 1E175mg/m’% 33 R TRA3Y A 7V
WEE. XE=AR)Lv7 GEETHIEZ) 1E360mg.
N7V & F1)UIEN75% L < 1$200mg/m’s AILAR S
ZF 1EAUCS#E L 126 (mg/mL - min) % 33@EfH
RIfE CERA3Y A 7L siiEERE Lz,

BB, YATITF AT E2BEES T NS
NIZGBEICE. YATLIFUEALVRTSF U 1E
AUC5% L 136 (mg/mL - min) I[CEEA[EE Sh
720
HHRBESRICBLWTIE. =R~ T (B HREz)
EROICES L. (LEEFEE=FL~T (B4
Hiz) OBERTH»H0TORREBVWTERS %
BE L7z,

17.1.7 EHEHEESENMEEER (KEYNOTE-671545%)

e PRRHATIEA . TITAHA SO IIIBHA o & 5 o0 FE/ Nl e i R
FHEVT9TH (HARANB 2B A ELe) 2 XIRIC. fivhifBIEER
LLToRLATOY RV T L LEEEEOHRBE. KT
MBMEEIELE LToRLAT O Y X< 7THEMEES OA%
HEROREED., HHHBEEE LTO T TR L LEE
BEEOMAEE, ROMBHBEEE LTSI R
5 2xfig e L —EEMABR TRt s hiz”,
FEFMEEE S &EFHE (OS) KU N> MM
(EFS) &ah. AR LToRLATRY Av T &
{LEEIBE & O PR, ROMBHRHEIEEE LTORLT
O ) A T HEMEE L. WRiREEE LTSI RE
{L2ERE & DG REE. ROMBHBIEEE LTS I5¢
RS EHB LU TOSKUEFS#ERICEE L7 (F6. X4
KUMS),

13:20)

RATAY AT, RAMLFE RREY AT S F VA
&5 sh/- BEICB T 2RI RA22261+ 2164
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Too ERBEMWEAIZ. EDI127H1 (57.2%). GFHHEREEA87
B (39.2%). 576641 (29.7%). EIM63H1 (28.4%). (&
6361 (28.4%) . HIMEREIRAS8H] (26.1%) B O EAKKE
BS540 (24.3%) TH o7z (2023F7THIOHTFT—4H Y b
7)o [5.4. 7.5 2&]
¥21) EERHIZAmerican Joint Committee on Cancer
(AJCC) /Union for International Cancer
Control (UICC) w7 (FE8hR) 1IcEDI<. &
B, [MIBHIXT3N2MO, T4N2MOIZF%Y T B EBED
WMRE SN EGFRELZTEEGHE IZALKE&

BIETHEEOREZET,
*6) ARERAE (KEYNOTE-67135%)
WRTBIERE /MM XA 7a Y X< |75 R e[
=371 T bR & B E O RE
DPFFIEE/RAE/ T 5 & R
7y X 7E | (4004])
(397451)
os® | rhytf [A] NE 52.4
(95% (5 FEX ) (NE, NE) (45.7, NE)
NY— R 0.72
(95%(ZHEX &) (0.56, 0.93)
Plg™ 0.00517
EFS®™ | wofE [A] NE 17.0
(95%(EHEX ) (34.1, NE) (14.3, 22.0)
NP — R 0.58
(95%(ZHEX &) (0.46, 0.72)
Pg™ <0.00001
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¥22) WHTABIEEE LTRAT T Y X 7200mg 338 R #%
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W4T -G L. i MBREE LTRATRY X2 T
200mg Q3W (Fa—2AD1HHEICEE) %132 —2K%5 L
7z [ bR 3k MiliRafitiseg © 74> 4 € 21,000mg/m* (1
a—A21HME. &2—201, 8HEILHKE), YA SF7F
75mg/m* (12— R21HME., £a—ZADIHBIIHKE) =
5, JERP LR IR MBI © <X b L ¥t F500mg/m’
VAT T F 5mg/mEQIW THEI—AD I HEICES].

H23) WRIHEEEE LTI R RQ3W (Fa—AD1HEICH

5) &#22) LR—0(bBEEERA4IT— AP L. Wik
MBEEE LTI RAQW (Ha—2n1HBICHEE)
Z13a— A5 L=,

TR D 7 — % 1 20234E7HI0E A Y M4 7
BRICOXIFINY — REFNICE BT T R b2k s
DR/ 75 1R E O

Bhla 7o > e

RO T — % 1 20224E7TH29H A1 v+ 7 (EFSIZiA
ERE M R Al I & 5 31)
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at risk# IR
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FoeRELEREED
R TR

X4) OSoKaplan-Meierfiif# (KEYNOTE-671545%)
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18. EINEE

18.1 1EFKRF
ARA M LFE N, BROEBRHHBERZFRKICEHET 2
ZEICXVDNAGHZHE L CHIEEDRZHET 5,
A MLFE RFMBRIICERDAENZBICRY LY I
MLz . FIVIVBY Y- (TS). Yk Fu#
gL 42 %—+ (DHFR), ZUY Y 7IRURX I LA F

RARLINEIFT VA7 25—+t (GARFT) % E%2[HET 52,

18.2 FiEEENR

18.2.1 In vitrosE&
NRAMLUFERiEe R EfIS U CHEEESE 2R
LY. BICV AT F 2 EOMATHRIBENROERDS A 5
niz¥, £/, FEe SHESRIEFMITERMER GISE
LR BRE. KRMRaME. R L) oL Ty EE
B IEIER 2R L7222,

18.2.2 In vivosE&
AR NLFE RIZ, FRICe ESRENMIRRE (H21220%
WE) #BHEL-BERBEI — R ADEEBHEEHEIC
MH Uize F7z. RN Z ZICBHE L /- FRBHEX —
RZ v MIBWTEMGERZR LI 2,

19. BRI ICET EBEFNAR

—f% RA P LFERF P TLANIRY F K
(Pemetrexed Sodium Hemipentahydrate)

{24 . DisodiumN-{4-[2-(2-amino-4-oxo-4,7-
dihydro-1H-pyrrolo[2, 3-d]pyrimidin-5-yl)
ethyl]benzoyl}-L-glutamate hemipentahydrate

77 - CuHuNsNa O, - 2'/,H,O

7FF&E :516.41
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CO2Na
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0 / 21/5H.0
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HZN / ﬂ COzNa

HN //
HN

22. 3%

(RX MLFt REEEER100mg [F1D
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N1 7V
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