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&t K& LT 500mg)
i % g o _A B LdE R T LKY (JAN)
- X

¥4 : Pemetrexed Sodium Hydrate (JAN)

WNERTERDEARR
EMEENHLF AR
B 5t B 8 & A H

REARGEAGRAEA B 1 2021 4 8 A 16 H
SRR MEIGRAEA B - 20214512 H 10 H
R BAth A A A £ H H

HERT (BA) -
R# - -mMEHAB

REIGETT - Vv T 7 —~ ek

EXFEREBLZEOERSL

B a8 b £

&t
O

Yo7y —vhlatt <FVHEREL 2 —
SATRER] c O RE~17 HE30 4y (i, H. HLH. ZOfSEDORIER 2R <)
TEL : 0120-22-6880
AR —L~X—7 : https://jp.sunpharma.com/

AT FiX2021 4E 11 ASGETOWRMLEOTRHEHICESEER L,
B OMEMIT, MSIATEE AN [E3R R E R A O E R TERMRB U TR L T 72 &0,




IFAJADFE & OME —HARPRRAIRS—
(2020 4F 4 A ET)

1. BEERA VA E1—T+—LEBORE

P S O AR 2 B & LT, ERAEELRMASCE CUF, B3 b5, ERBST
EERT - FEAIENSE O ERESE DS B R IOL R EIE G O IEME G REZE N 5B, ISR
ENTAERE BT D EICEMR GRS LB RGERH 0 | BEERAREOERERMASE (LIF, MR) &~
DIEROBIGERSCERRIC I VIEFRZMTE L TETVDE, ZOBRICKHERFEREBENICATTHOOHE
HUYRRELTERMLA X E2—T74—245 (LT, ITFERT) BFAELE,

1988 fEIZ H AYRBE AT (LAF. HIREE) i 2/ hEBRSR I FoMEMIT, [ Fii#kk, [ Fit
WEHEEZRE L, Z0% 1998 F12 BRI FIE 3/ ERES, 2008 /-, 2013 I ARKERIEREE SN
I FtfEEHOUET 21T T&E T,

I FROfkZME 2008 LAKE, I FIXPDFHOEBETHT —# & LTRMET 2 ERFAIE 27z, ZHUT X
V. WM CEOEERUT R H o LG A ICWFTORMT — &2 ZBM U7 1 FAECHCRItEn s 2 & &
pode, BHRO 1 F X, EIERLEEEIRAAGHEM (UT, PMDA) OEREREEMLEFERREDO—
(http://www.pmda.go.jp/PmdaSearch/iyakuSearch/) 1 CTAB I TV 5, HIFITIX, 2009 4 L Y HEKLO
I FOBRERFT DML LT (Ao F a—Tr—2R5E) 2%EL., e 01 FRERNICELME
TR AR S L CEENEE - AL TV D,

2019 FOUMT CERMEFHOL TGO, [ 1 FildiEaE 2018) BAFR I, 4% TEEAEIRLOK
TEAE IR ENC AT 2 A R T4 ) ICBET 2 EWER O, ZOEHRERE LT,

2. 1 F&lE

I Fix DR SCESOHFREMTE L, BRI - KARTEOEBREFEIC L > THEEBICLE R ERAHO
SEEHEO O OEHR, WHTEHOZDOER, RO OOER, EESOBEEMEAOZOOER, KE
W72 BE T T O OBERENEN INTRENZRBER OESRERLMHRE L LT, ARESEREHELRE
L. SEHRIASE O 7o 012 24 3% 3K 5 0 & I 78 XUFRFTE IS D D ISR QMR AL 2K L T 5 A E
B ENLEMT BN D,

I FICREHT 2B ARSI WA RE L7 1 F sl L L, — 5D FIs % ik & FKGR O#PAN D 1F
WATH S NS, 7L, MIESEOESICEDLD L ORUOFIAE B D OSFEM « I - $2atd & FEss
X1 FORBFEERL TG, Wiz 5 &, RIEAEAGREMINZ T Fid, FIFAEA 0354 -
Wi« BT 5 & & bic, RERMIEETDILDO LV IRHEEFFOZ L EAHEE LTV 5,

I FORMITETT —F 2 HARL L, BESEAETORARIIVLEATIT R,

3. I FORAIZH=>T

BIEARD T Fid, PMD ADEERERSIFRRBEON— VI HHIR R E I TV D,

RISEET TEHELA VF 2 — T+ —AEROFRI &) 16> T I F 2{Ek - 123 523. 1 FDJRA
BEE X, ERBIGICRE L TODEHRSC T FAERRHCEEHE LW ERE IOV IR AEOMR E~0
A A 2—ICEVRAEALANELRESE, [ FORAMEZEDLLENH D, Fi-. BERGETEN
DA EOREBEICETAIFEICBEL L, [ FAYGTEN S L TOMIL, MIRMENMRMT 2 UTHRZ
LN L RS, HDWVITAEOERMNERIRIE — A FIC X 0 FKARIER ST 5 & &b,
I FOMAIZHTZ-> TiE, SHORMCEE PMD A OFE K ERESERRTREO2— Y THERT 5 L BN
Ho,




¥, WIEMHASLEEMEOMEDOENDEHENTWS TV, 5. BIEKE] ° TXIT. 2EEE.
[XI. %) BT 2HEBEIAREZ T TOWRWERBEEND 2 ERHY ., TORY FNZIT+0E
BEiRETho,

4. FABLTOBESR

[ FEZHFEEBICBWTANT ZENTERVERLERTE LTUEA L TWZEw, [ FIZHFRE
DEFEEZT T, YR30 ORERTE UTIRTE I #0 D B ESERK - 235, EIRMBEEHEH D7D 0
FNTERTH D & OB, G - RBUCITEIRS, BRSSO SRE, A2 OZ e ORS
BT BRI E RSB RIRIEEI A R4 v, ®WRfa—F - 47 - 757 F7 4 2AEOHIK %
—EREZIT 8B EER, IREHERIBEMREIN A R T A 2 Tid, RERGBIEARA O FESIC BT 5 1E®
T OWT, RS EREREELEPDORDIIIGEUTITI 2 &3 LE ARV E SN TEY, MR%~
DA VR E2—RALOMFAEREICLY, FIAEBELR I FONEEZRESHLIRELDTHDLI L%
AL TRB2RTE R 6720, BEEAENGH O EROB AR A HER L, ZOREBML RikE,
ERRII T DM IEME A AT 5 2 SIXRFMOAE THY . 1 FEAMMA L THEER 2B IMES 5
LI LTV & 720,
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I. HEICEHT 5IEH

. AROERE
NRARUFE RSN U AKIWIE, B OERNHIEE 2 FMNICAET 2 2 S0 L0 BOBUERIGLE & KW PUEE
ARy MVEFOEREETAITH Y, TN E . TOIBRREEZ2 ST - BR DI INMIAE ] OIEEELE LA
BNTND, XA L& FEHEFHER 100mg [SUNJ, ~XX kL& RAHFER 500mg [SUN) (307 7 —<#E
SHPHIEIN E LT 2 AE L, K 1215825 CER 264 11 A 21 A) 1[ZESHBRURBRITIELZ R E,
2 E MR % S0 L 2021 4 8 A KGR AR T-HAITH B,

. BR0ARFEHEY
(1) BEEOERNRHERE L RIRFCHE T2 Z £I2 XD DNA G % RE L CHUIEE R 2 FET 5,
[TVL. 2. FEBYEM] OESMR]
() EMEMEPEE (27T F L oHIcENT) ., UIBRARERENT - B O IR/ NI R 2R T,
[TV, 1. ZhEESUFRE) DHESER]
(3) AFNLME ARG ESEORWERFBBBE LA L 2 2 ELZERL THRWVR, A SLXE FF R T LKY
DERRENWER & LT, BREmH, RYE, MEMME, av 2 7F 70 7% — HEDO TR, MK, BXR
4 MR ZEERAE (Toxic Epidermal Necrolysis : TEN), FZJERERHIRAEMERE (Stevens-Johnson JEMERE) A3
INTWD,
(v 8. RIfEM] OmEEH]
(4) FANZ L2 EELRBEHORALBIET 5720, LTEBRRIES I BoDEGOL EICAREZRETDHZ &,
[V 1. ENEEZOBB] KO TV, 4. FERKOCHARICEET 2EE] OESMR]

. HEORAPHRFTE
AFNT, EHARHCEIERE AL LIEERAITH D, £, AANT, R TRICBWTHE L T2,

. BEERICELTRAOT RS
LB L

. RRBEHRURE - A LOHBRER
(1) REBEM
RSN

(2) @ - A LOHREE

ALY

. RMPOBE
YL



0. AFICEET 5IEH

1. B5EH
(1) #4
AR Lt KA EHER 100mg [SUNJ
~NA R L FE AR 500mg [SUNJ

(2) #*#&
Pemetrexed Injection 100mg SUN|
Pemetrexed Injection 500mg [SUN|

(3) & HE*E
BRI TH DA M LX® NICAF, &BEO0ZES [SUN| 2+ L7,
(BT 17 429 A 22 B FERBAETRE 0922001 51234 Liz,)

2. —184&
(1) & (4%
NRA MR R RY T AKY (JAN)

(2) *#& (@%i%)
Pemetrexed Sodium Hydrate (JAN)

(3) AT L
F I VN ERRIEALEA] (BUEEIK) © -trexed

3. wEXXERERX

CONa
< A -7H,0
/\

o}
N CO,Na
H

4. HFKXRUHFE
45+ 1 C20H19NsNa2Og + 7H20
- H : 597.48

5. b2 (M4E) XEFHE
Disodium N- {4-[2- (2-amino-4-o0xo0-4,7-dihydro-1H-pyrrolo[2,3-d] pyrimidin-5-yl) ethyl] benzoyl} -L-glutamate heptahydrate (JAN)

6. EA%. B4, BS.
Y LA

Jn
Bl
Jn



M. AT 51EE

1. MECPHER

M

(2)

)

(4)

(5)

(6)

N

SR - MR
HEDOHMRTH S,

gl
KITEHETRLT <, AT F ) — LHBO TRIFIZS K, P7ra A X A2 s AT R,

B
FHXHEEE 8012%, 25+5C, 24 FFERIFIZB VT, RO KIL 2%LL E 15% KM TH D . WIRESFED b,

MR (DR, 3
s 282~285C (

i

g ?

BE R
i)

ERIE R ARRE TE X
pKa : 4.79 (pH7.0)

SRR
LogP : -345 (n-4 2 % /7 —//7K) (pH7.0)

Z DD E AR EE
pH : 7.5~8.4 (A& 0.56g ZKIZIEN LT 10mL & L72#)

2. APHSDEBEHTICHE T IRENE

BV PRAFSRA: PRAFHIM jE S
EWRTHR 5+3°C 1214 A RN
TR R 25+2°C, 60+5%RH 614 A HIREHN

HIEEHE « MRIR, MERERER, R, B E. SRR, K. BMAEMIRERR, = Fhdoo ERE

3. AMESDEERSE, ERE
WERRRR - N U U DR OEMEROE, ARV A~ b VRIETE
ERE WE s n~x N5 T 4 —




V. KI8T HIEEB
1. #i#
(1) FfRzDORXA|
bastiopil

(2) HENDHEER UMK

(RABFLFE FREFHFTHE 100mg TSUNJ, R A kL3t FRiEFRER& 500mg TSUN])

|tk | me~ e UEREAOBRARIRTH .

(3) #Aa—F
Y LA

4) HFEOYE

(RARLFE FAFEERER 100mg TSUNJ, RA RLF+ FAEEE% 500mg TSUNJD
BBEEL - 09~1.2 (EHAHIKIZT D)

pH : 6.6~7.8

(5) £ it

2. HANOMMK

AENTHBN ORENEZRFFT D720, SA TNV EHITMBRR L A P —%— (BHERMA . ©r 7 O8EAD %
RIZAFL, EREBRLEZ L TWD,
(1) B#ES CGEERS) OS8R UHNE
oy - NRARLFE R NY T LAKFIPI39.8mg (XA L FE K&
o e (1231 7 v4mLHr) L C100mg)
~NA R Lt R ARERER ;
100mg [SUN] ‘ H{Lr bV L 36me
) KB U oA R
W EE
sy - B NARLFE R NY U LAKFIP699.0mg (XA FLFE RE&
(134 7 A20mLH) | L T500mg)
R N R
500mg [SUN| ‘ =¥ (o nll NUR VAN 189mg
iy KEELF R oA &

il

(2) BREFORE
Y LR

() BE

Y L

3. FBRANHEBRUVEE
ML




. hif
B RANA

BATAUHEMEOH SKRMY
JE S R SR AT

. BAOEERETICE T REN
(RA b+ LF+ FREFFER 100mg TSUNI)

B PRAFZRAT PRAFHH] RIFIERE il R
R WA RER 25+2°C/60+5%RH 2414 H ‘ KN
" $58 Sk U
DR 40+2°C/75+£5%RH 6% A Pk
AR FAFRUE © 1207 lux-hrld b FITEESMEUR —= L NAT Bk
Otz ENERRER) F—200W-h/m2LL I PN T LA+ S Bk N

HEEE - PRR, MR, RBIEI, pH, MERER BiaWE) . = F ¥ RIEE,

kg, MR, EEE (EE)
CRiallR L, = B R SRIVE R, NAMERY & OBERIZ OV TRFENE)

(RA b ¥+ FREFER 500mg TSUNJ)

RRVES) . AETERL

G PRAFSRME PRAF I RIFIERE S
RHIRAFAER 25+2°C/60+5%RH 2415 A ‘ HIARN
- AASELAE b
NN BR 40+2°C/75+5%RH 6% BRI
HP R FRBREE 12077 Tux-hrh b, FITERAM i = % 1 RAT I il
Oltze i PEatR) F—200W-h/m?2L IS T L+ SR HIE& N

HEHE - PRR, MR, RBIEIL, pH, MERER B . = F ¥ RIS,

kg, MR, EEE (EE)
CRiallR i3, = B R SRIUVE R, NAMERY & OBERIZ OV TRFENE)

. ABERUBRROREN
(ESHKE OFHERE)
BERIS U TLEEZHEMY . ARERRERICEF L T 100mL & LTHWD,

RRVES) . AETERL

LG DL

AK| (Pemetrexed 25mg/mL) 36mL (Z AR Z %, 900mg/100mL & L7z & X OLZEMIITROBEY Th-oT,
RIS I PRAFHIR i A
2- 8C 900mg/100mL 12, 24, 36h Bk
15 - 30°C (EERIRIR) 12, 24, 36h HAR A

HEER : MR, pH, AREPERoL 1. MEERURR, &

. HhEEDESELL (MEEEMEELR)
fiF & ORFEEITORW &, [V 14, @A EOEE) OHEBHK]



10.

11.

12

BHHE
B RUANA

BHE A

(1) EAELIPDELRSR - . S8/ ERLEHE - QEICET H1ER
[X. 4. Bk EDEE] OHESBROZ &

(2) a%

AR N U RAEERERK 100mg [SUN) 134 7L
NA R F 2 R EMEEHER 500mg [SUN] 134 71

Q) FHEE
FY LR

4) BHROME

(RA b ¥t FREFFERE 100mg TSUNJ, N A kL3t FRiEFRE®K 500mg TSUNID

i) MHE - £
INA TV T A
= UAY A=A = W
A TNAI=ghA, R T L
A4 PET (KY=FL 7L 7XL—1}k), ONY, PE (KU =F L)
ARt S h 2 8ME

EERRAN

Z Dtk
LR




V. JBEICBET HIEH

1. BHEER (L3R
BHEMERPEE. URTRETET - BROF/NMERIE

2. PREXITHRICEHET HER

<HBEXIIRICEET HERLDITE>

L IR ERRIEI B U DAHN DA N L EVEITHESL L T,

2. MR T R EIZ IV TR, DS AARTERRIEREIG IR B 31T 2 AR O A MK OV EPEITRESL L TR0,

3. GIBRAREZRMEAT - BRI O/ NS (Z R W TR, P B RO A ORI = & O fE R K UL AR IERER iR 61
TORREZRM L, AFOFIER OCLEME HoICH i L BT, BEORIREZITO 2 &, [THRMNHK)
DAL

A

3. AERUVAR
(1) BEARUAEOER

1. B RS Rz i
VAT SF L OBFERICENT, @, BAIIEA FLEE FELT, 1 H1E500mgm? ((KEERE) % 10 4
M2 CERMEEL, 27 &b 20 BRKE T2, ha1la—xb L, #5580 iET, 2B, BEOREIC
X VEERET D,

2. YIBRAREZLHEST - FFFE DI/ INHIE s
BHE. RAZIERA PLFE RELT, 1 H 1 500mgm? ((EFREHE) % 10 20N CRBEEEL, b7t
20 HIERES 2, Zha 1l a—2L L, BEEHVIKT, bk, BEORBICI Y EEHET 2.

(2) FERUAEOREEME - 54
LR L

4 AZERURAEICEETHIE

<AZERUVAZICEET HFERALDEE>

1. AFNC X 2 EERBWEAORRZEBT 570, UTOX I ICERE N I VBuzib5T252 L,

(1) 3ERE : AFIFEEES-OTH UL ERTASHER E L CLALE0.SmgZ2H AR O&E+ 5, B, A#loks % H
IEIE T T 2HA10E, ARIRERGANS2A B £ CAlRERR 0 A2 5§ 5,

(2) % 2B AAWIEIER G007 < EBTHENZ, B4 I UBrd LTIEImgE fiRNNERG 32, 0%,
AFNEEHE P R OFRERIEZ2AEETCIORTE Ga—2 L) [Z1EEET 5,

2. BEMEREREECH LT, VAT T T DA OPUEEERESA] & OOFRICEB T B EE L L &R LT
W, B, VAT T FUATARIE G305 %12 75mg/m? (KR ER) &S5 L, BEICEL X, VAT
T F v DI LB EERBO - D OB EZITH Z &,

3. VMR R IR L CL AHI A HAITTHER L7258 Oa M R O SR LT,




4. WK DIRASCEFITIE, RROBELEDOTLHNH 5,

HEICEY S#MREE — KM O = — ABAIARFO F BN, B O8R5 21— 2 TORAR M ERECU TR R
MEFEEICHESERET D 2 &, BRI RREHE 20T D 720G 2 LT Jvy, [IERHCIE
F1, 2, 3DHA FIA B RGEIT>ZE, Thb iﬁﬁﬂ%%ﬁﬂﬂbi*‘/xﬁ’??‘/}:ODG‘?)ﬂT“{f
AT 2T bERT %,

®1) KH (BHRXIHA) RESRTSFoORERE —MikEHE

AFNB R 2T FF D&
(mg/m?)
B I R ER$ < 500/mm’ }z UM /N 2 = 50,000/mm? ATE O A FEDT75%
ARG P ERERIC B o & PR AR I/ MR 3 < 50,000/mm? Al A &D75%
FARGFHEREUZ B & 97 i & 1 5 FAiin Mk $ < 50,000/mm? A=l A &D50%

HEIZ 7 L— 3L EDIEIMIEFEEN R L2 5E121T. RS BBRTOEU FICEET 5 £ TRA O S
EYEZ D b, BEBRIIER2OTA RTA40/ED 2 &

£2) AF BHULHA RULRTSF L ORBME—F BB 2

N ° = Lo E
AFIDOHE (mg/m?) /177%; &
(mg/m?)

KRR 2R S L— R - -
iﬁx%@<7v R3XiZ4D HiiE O F 8 D 75% B D R 75%
T
ABEZZS 5 TH (7 L— i
F'uﬁi/)fotb‘) XX 71/“‘ }‘3% L %@@%%@75% ﬁﬁ@@)}ﬁ%@75%
IF4D T
7 L— R34 DRENRES SR T 50% T

D KEE SR EAT @ aE L (CTC)
1E2) ppigaEtkE 2 bR <

MRETEIED R BRI HER SN D AR & AT T F o O MEMEI 2 R3ITRT, 7 L— R340 MRENLE
BROONTHEITREETIETLHZ L,

®3) KFH (BERXIHA) RESRTZFoOREREH —wiEsH

CTC/ L —FR AFIOHAE (mg/m?) SATSSFoOME (mg/m?)
0~1 HiIE O &0 100% ARl &0 100%
2 HiIE O &0 100% AIEID & D50%

2 DBELIC 7 L — R33 L < 134D MEFEMEH 5 WIZIEMIT TR0 SN 5HA T 7 L — R3E L L
IO FEENBE SN S AITE D ICAR O G2 P IET 5 2 &,

GEHHRDOFAEE)

BERIE U CHERZHEIY . BRARSEIICEM L T100mLE: LCHW

. BRERFUHR

(1) BBRT—2/vy5—2
mERe L

(2) BRERZEIEAER
EER R L



() AERIRFRAR
(BRPRALHR]
1. ENERRHER

/MR B E (LA FRERLIA ) &R ICIE N CEME L7288 THRRERIC B W T, ARG ShER 02

#hE1% 18.5% (108 BilH PR20 f5) Toh o7z, (7 U A Z®EHH 100mg - 500mg DIRA LEIZ L D)

(4) IRELAOERER
1) BhtEREEaER
(ERERRLAE)
2. SV EER R ER

(1) FE/NRaEE s (BRI ) 25 IKENED 26 » B CEM S-S IRRRICEBIT 5. KHKED
VAT TFUMABREGRE AV ZE U ROV AT T F OB SHOREIL. RELORDOLEEB) TH-
7o ek, ARBRIIIELEERIET A LA EHEANE LTER L, (7 U 2Z°HF4HH 100mg + 500mg O

AT SR L D)

® 1) SEFTHERARICE T SE/NERMERE (EPREAREGR) ITHT R

AEIR RS AT FF TRV AE VRN AT TF
F % G REED OF 45 5 B2
N 862 863
AT gE (B) 10.3 10.3
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(202048 A B§ ) | Contraception in males and females
Women of childbearing potential must use effective contraception during treatment with pemetrexed.
Pemetrexed can have genetically damaging effects. Sexually mature males are advised not to father a child
during the treatment and up to 6 months thereafter. Contraceptive measures or abstinence are recommended.
Pregnancy
There are no data from the use of pemetrexed in pregnant women but pemetrexed, like other anti metabolites,
is suspected to cause serious birth defects when administered during pregnancy. Animal studies have shown
reproductive toxicity. Pemetrexed should not be used during pregnancy unless clearly necessary, after a
careful consideration of the needs of the mother and the risk for the foetus.
Breast-feeding
It is not known whether pemetrexed is excreted in human milk and adverse reactions on the suckling child
cannot be excluded. Breast-feeding must be discontinued during pemetrexed therapy.
Fertility
Owing to the possibility of pemetrexed treatment causing irreversible infertility, men are advised to seek
counselling on sperm storage before starting treatment.

ok
F—A +Z U T D5%E (An Australian categorization of risk of drug use in pregnancy) D (20214F4H)

2 O
A —A N7 U T ®53¥E : An Australian categorisation of risk of drug use in pregnancy

D: Drugs which have caused, are suspected to have caused or may be expected to cause, an increased incidence of human fetal
malformations or irreversible damage. These drugs may also have adverse pharmacological effects. Accompanying texts should be

consulted for further details.
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(202048 H B 48) | Paediatric population
There is no relevant use of pemetrexed in the paediatric population in malignant pleural mesothelioma and

non-small cell lung cancer.
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