@vAro ooV (piong: IIAnpoeopics yra Tov yprjotn

Pemetrexed Accord 100 mg k6vig Y10 TVKVO S1IAVNA Y0 TOPACKEVT] SLOAVHATOS TPOG £YYVOT)
Pemetrexed Accord 500 mg k6vig Y10 TVKVO S1IAVNA Y0 TOPACKEVT] OLOAVHATOS TTPOS £YYVOT
Pemetrexed Accord 1000 mg kévig y1a TUKVO SLEAVNE Y10 TAPACKELT] SLEAVIATOS TTPOS £YY VO

nepeTpelion

Awfdote TPOGEKTIKG OAGKANPO TO PULAO 001 YIAOV YPNGNS TPOTOV OPYICETE VA YPNCLLOTOLELTE

oVTO TO QAPNOKO SLOTL TEPLLAPPAVEL ONUAVTIKES TANPOPOPIES Y1 GO,

- DoraEte avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to duPfdcete Eavd.

- Edv &yete mepartépm amopieg, poTNOTE TOV Y1ATPO, TOV POPLAKOTOLO 1) TOV VOGOKOLO GOG.

- H cvvtayn yio avtd 1o approko xopnynnke amokAeloTIKA Yio 60G. Agv TPETEL VoL ODCETE TO
@apuoko o€ GAALovc. Mmopel va Tovg TPOoKAAEGEL BAAPT, KOO KOl OTOV TO, GUUTTOUATO TG
acBéveldg Tovg eivan id1a pe ta Ok Gog,.

- Edv mapotnpricete kamowo avemBOUNTN EVEPYELX, EVILEPDOTE TOV YIOTPO, TOV QAPUAKOTOL0 1)
TOV VOGOKOUO G0C. AvTd 1oy0eL Kat Yo Kabe mhavn avemBOunT evépyEla OV OV UVAPEPETAL
670 TapdY PUALO 0dNYIDV Xpiong. BAére mapdypago 4.

T epréyerl 1o mapldv @UAAO 00N YLOV:

T1 etvon To Pemetrexed Accord kot mota givat 1) yprion Tov

T péner va yvopilete mpv ypnoyonomoete 1o Pemetrexed Accord
[Mog va ypnoyonomoete 1o Pemetrexed Accord

[MBavég avemBOunteg evépyeteg

[dg va puidcoete To Pemetrexed Accord

[epreydpevo e cuokeLOCIOG KOl AOUTEG TTANPOPOPIES

I e

1. Th givan To Pemetrexed Accord ko oo, givon 1 gpfion Tov

To Pemetrexed Accord eivat éva goappokentikd Tpoidv Tov ypnoiomoteital yio t Bepaneio Tov
Kapkivov.

To Pemetrexed Accord yopryeital oe cuvdvOGUO e GIOTAATIV, £V GAAO AVTIKOPKIVIKO PAPLLOKO,
v N Bepomeia Tov KakonBovg pecobnidpatog vrelmKOTaA, Lo LOpeT Kopkivoy mov ennpedlel To
eMONAL0 TOL TTVELOVE, GE 0GOEVELS TTOV dEV Eyovv AdPeL Tponyovuevn ynuelodepaneia.

To Pemetrexed Accord yopryeitan emiong oe cuvoLACUO LEe GIoTAATIV, Y10 TV apykh Oepameio
ac0evaVy LE KopKivo TOV TVEDUOVO GE TPOYWOPNUEVO GTASIO.

To Pemetrexed Accord pmopei va cog ocvuvtayoypoaenOel v £yete Kapkivo TOL TVEVUOVE GE
TPOYWPMNUEVO GTAS10, EGV 1 VOGOG £xel avtamokplfel N edv Tapapével o€ peydho Padud apetdfintn
UETE TNV apyIkn ynueobepameio.

To Pemetrexed Accord eivan emiong Beponeio yio acBeveic pe kapkivo Tov TVEDUOVE GE TPOYDPTUEVO
OTAO10 TOV 0oLV 1 VOGOG EYEL TPOOSEVGEL LETH ATd TPOTYOVLEVT OPYIKT ¥NUEI0DEpaTEiaL.

2, Tvpémer va yvopilete Tpotov ypnopomonjcete To Pemetrexed Accord

Mnyv gpnoiponomioete o Pemetrexed Accord

- o€ mepintwon aalepyiog (vrepevarcOnociog) otny tepetpe&ion 1 o omol00MTOTE GALO OO TOL
ovoTaTiKd 0vTod Tov Pemetrexed Accord (avagpépovtal atnv mapdypapo 6).

- gbv Onralete Ba mpémel va, dtakOyeTe TN Yalovyio Katd T dtdpkelo TG Oepomeiag e 10
Pemetrexed Accord
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- €dv oag &xel yopnynOei mpoéceata N TpdKettal va cog yopnyndet euPorlo yuo Tov Kitpvo
TOPETO.

Ipogdomomosic ko TPpoPLAGEES

AmevBuveite 6TOV Y10TPd GOC, GTOV VOGOKOUEINKO QOPUOKOTOLO GOG 1) GTOV VOGOKOUO GOC TPOTOV
ypnowonomcete 10 Pemetrexed Accord.

Edv éyete M eiyote 010 mapeAOOV TPOPANUATO LLE TOVE VEQPOVG GOG, GLLNTAGTE LE TO YIOTPO GOG 1) TOV
(OPULOKOTOLd TOV VOGOKOLEIOV, d10TL evOEYETAL VO UNv propeite va mapete Pemetrexed Accord.
IIpwv and k6O Eyyvom Ba Aapfdavovtol detypota Tov aipatog cog, TPOKELEVOL va eAeYyDel OTL ExeTe
EMOPKT VEPPIKT| KO NTOTIKN AgLTovpyio Kot OTL £YETE UPKETE AUOSPAIPIN, DOTE VO, TAPETE
Pemetrexed Accord. O yiatpog cag pumopel vo amopacicst va oAAGEEL T 060M 1| va. avoPdiel T
Bepaneia coG, avALOya LLE TN YEVIKN GOG KOTAGTOGT KOl €AV O TIUES TOV QUOGPALPI®V Gog etvat
vrepPolikd youniés. Edv ouyypovog AapPavete ciomlativn, o yiatpog oag Ba ppovticel va £xete
TPOTYOVUEVDS EVLOATOOEL EMaPKMG Kot va £xeTe AAPel TV KaTtdAANAN Bepomeio TpLv Kol LETA TN
olomAativn, ®oTe vo Tpoinedel o £petog.

Edv &yete vroPAndei | cxomevete va vroPfAnbeite oe axtivobepaneia, EvUEPDOTE TO YIOTPO GOG,
kaBdg pmopel va vdpyel Tpowpn 1 kabvotepnuévn avtidopaon aktivoforiog pe To Pemetrexed
Accord.

Edv éyete npocoata epporlachet, evnuepmaote 10 Y1oTpd 60¢, KaODS avtd Umopel va TpoKarEcel
avemBounteg avidpaocelg o cuvovacuod pe to Pemetrexed Accord.

Edv éyete kapdlokn vOGO 1 16TOPIKO KAPSLOKNG VOGO, EVILEPMGTE TO YIATPO CAG.

Edv vrtapyet cuiioyn vypod yOpw amd Tov TVEDLOVE GOG, O YIOTPOG GOg I6MG KPIveL amapaitnto va
TOPOYETEVGEL (APUPEGEL) TO VYPO AVTO, TPV oag yopnynoet to Pemetrexed Accord.

Howowd xon £pnpor
Av106 10 Qapuako dev Ba mpémel va, yopnyeital og Toudd Kot ePNPove, Kabmg deV VITAPYEL EUTEPIN e
aVTO TO PAPUOKO GE TOUdLA KoL EPTPOVE KAT® TV 18 eTdV.

Alro @appoxa ko Pemetrexed Accord

Evnuepmdote 10 yiatpd 60¢ €0V TOIPVETE KATO10 QAPLOKO Y10 TNV AVOKOVPIGT] TOL TOVOL
(avokyntiko) M aVTIPAEYHOVMOES PAPLAKO, OTMG TO PAPLAKO TTOV OVOUALOVTOL “UN-OTEPOELDT| OVTL-
QAEYHOVAOON pappoka (MEAD)”, copneptAapavouévav Kot TV eapudKmv Tov oyopdlete ympic
ouvtayn YiTpov (6mwe 1 Povmpoeaivn). Alatibevtol otny ayopd ddpopa mpoidvta MEAD pe
SLOQOPETIKN ¥POVIKT d1dpkeLa Opdomng. Me Bdom TV TPOYPUUUATIGHEVT TJLEPOUNVIN TTOV TPOKELTOL VO,
AdPete v €yyvon tov Pemetrexed Accord ko TV KATdoTOOT TNG VEPPIKNG GOG AELTOLPYiNG, O
ywTpdg cag Oa cag vrodei&el Ta eapuaKe Tov uropsite va Aapete, KabOg Kot TOTE UTOPEITE VA TA
MaPete. Edv €xete omoladnmote amopia, pmTAGTE TO YITPO GOG 1 TO GPOPLUKOTOLO GOC, VO, GOG
emPefardoovy, v KATO10 0o TO PAPUOKO OAG AVIKEL 6TV Katryopio tov MEZAD.

IMopakareicOe vo evnuep®cETe T0 Y10TPO GG 1) TO QOPLOKOTOLO TOV VOGOKOUEIOD, EAV TOPVETE 1
€xeTe TAPEL TPOGPATO AALO PAPHOKO, OKOLO KOl ALTA TTOV OgV oag Exovv yopnynbdetl pe wTpikn
GLUVTOYY.

Kdnon

Edv eiote éykvog, vopilete 011 pmopet va giote £ykvog 1 oyedtdlete va aroktioete Toudi, (ntote ™
GUUPBOVAN TOL YILTPOV 1) TOV PUPLOKOTOLOD GO TPV TAPETE aVTO TO Papuako. H ypion tov
Pemetrexed Accord npémel va amoeevystat Katd tn dudpkela g komong. O yuutpdg cog 0o culntiost
podi oag Toug evEEXOUEVOLS KIvduVOLG amd T ANy tov Pemetrexed Accord katd T diépKeLo TG
Konong. Ot yuvaikeg TPETEL VO, YPTGLULOTOIOVV OTOTEAEGHOTIKY OVTIGOAAYT KOTA TN SIOPKELN TNG
Oepamneiog pe Pemetrexed Accord.

Oniaocpég
Edv OnLdlete, evnuepdote 10 Y10TpO GOG.
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O OnAaoudg Tpémetl va dakoOmTETOL KATtd TN dtdpketa TG Oepaneiog pe Pemetrexed Accord.

LCovipétnra

O1 vdpec cupPfoviedovtal va Unv TEKVOTOMGOLY KOTA TN SIpKELN Kot LEXPL 6 UAVES LETA TN
Bepaneia pe Pemetrexed Accord kot katd cuvénela Bo mpEmet va YP1GLULOTOI0VV OTOTEAEGLOTIKN
avTICLAAN YT Katd T ddpkela g Bepaneiog pe Pemetrexed Accord kot yio 6 pnveg petd
Oepaneia. Eqv embopeite va tekvomomoete Kotd ) ddpKelo TG Oepameiog 1 o€ ¥povikd ddotnpa 6
UNvoVv petd v oAokAnpmon g Bepaneiag, cuppfovievbdeite 1o yroTpd 1| T0 PAPUAKOTOLd GOG.
Eniong, pnopeite va avalnmoete cUPOVAES oYeTIK e TNV UANEN OTEPUOTOC TPV amtd TNV Evapén
g Bepomeiog.

0onynon Ko yEPLopRos PNy avNLaTOV
To Pemetrexed Accord evdéyetan va cog Tpokaréoet aicOnua kénwong. Na tpocéyete dwitepa otV

001 YNGN 1 GTO XEPIGUO UNYOVIILATOV.

To Pemetrexed Accord mepiéyetl vatpro

To Pemetrexed Accord 100 mg mepiéyel Atyotepo omd 1 mmol vatpiov (23 mg) vatpiov avd @laAioto,
dNAadN oVoLHGTIKA Elvarl «ympic VATPLON.

To Pemetrexed Accord 500 mg nepiéyet 54 mg vorpiov (kHPLo GLGTATIKO TOV
payeipikov/enttpoméllov olotiov) e Kabe QLoAidlo. Avto weodvuvapel pe 2,7% g LYo
GUVIGTOUEVNG TPOCANYNG VATPIOL Y10 TOVG EVIIALKOVC.

To Pemetrexed Accord 1000 mg 108 mg vatpiov (K0p1o GLGTATIKO TOV HOYELPIKOV/EMITPATELIOD
aA0T100) o€ Kabe Prodidio. Avtd 1woduvouel pe 5,4% g HEYIOTNG CLUVIGTOUEVNC TPOGANYNG VOTPion
Y10 TOVG EVIALKOVG.

3. I og va ypnowponomocete 1o Pemetrexed Accord

[Tévtote va ¢pnoHOTOLEITE TO PAPLOKO OVTO AVGTNPA COLPOVA HE TIG 001 YIEG TOV Y1ATPOV 1| TOV
Qopurokomolod coc. Eav éxete apeifolieg, pothote TOV Y10TPO 1 TOV QUPLOKOTOLO GOC.

H ocvvietdpevn d6on tov Pemetrexed Accord givar 500 milligrams yio kd0e tetpayovikd pétpo
eMPaveng codpatog. To Dyog kat To PApog Gag YPMNOLEBOVV Y10t VITOAOYIGUO TNG EMPAVELNS TOV
ompotoc oag. O yrutpdg cog Oo ¥pNCIUOTOGEL TV EXUPAVELL. TOV GCOUATOG GOG YO, VO VTTOAOYIGEL
NV KatdAAnAn doon yo ecdg. H do6om avtn pumopet va tpomonomBei, 1§ ) Oepaneio propei va
KafvoTtepnoEL AVAAOYO [IE TO AMOTEAEGLLOTO TOV YEVIK®V EEETACEMV OLLATOG KO T YEVIKT| GOG
Kkatdotoot. O EUPUUKOTOIOG TOV VOGOKOUEIOV, 0/1 VOGAELTAY/-TPLaL 1] 0 Y10TpOg Gag Oa
TPOUYUATOTO GOV TNV avauén g kovemg tov Pemetrexed Accord pe evésipo d1dAvpa YA®PLOHLKOL
vazpiov 9 mg/ml (0,9 %), mpv oag xopnynbel to dbAvpa.

®o AapPavete to Pemetrexed Accord mavta pe £yyvon péca og kKamowo pAEPa cac. H £yyvon dapkei
nepinmov 10 Aemtd.

Otoav 10 Pemetrexed Accord ypnoyonoieitol 6€ GuVOLOCUO LE GLIOTANTIVN:

O y10TpO¢ i 0 POPHOKOTOIOG TOV VOosoKopeiov Ba vTodoyicel T dooN Tov ypeldleoTte, Le Baon to
Vyog ka1 to Bapog cac. H oiomhativn yopnyeiton eniong pe £yyvon péoa o€ Kamowa AERA oG KoL 1
yopriynon yiveton mepimov 30 Aemtd petd Tnv oAokAnpmon ¢ £yyvong tov Pemetrexed Accord. H
£yyvon g olemAativng dlapkel mepimov 2 dpec.

Oo mpénel va, AapPavete Ty ayoyn cog pio opd kabe 3 efdouddec.

IIp6cbeta appaxa:

Koptikootepoedn: o yratpdg 6og Ba oag cuviayoypapnoet S1okio 6TEPOEDDV (1I60JVVAULO e 4 mg
de&opebaldvng 000 Qopéc TV NUEPN), Ta oToio TPEMEL VoL AAUPAVETE TNV TPOTYOLREVT, TNV 1010 Kol
v emopévn nuépa omd 1 Bepaneio pe Pemetrexed Accord. H yopriynon avtov tov @opudkov
QTOGKOTEL T LEIMOT) TNG CLYVOTNTOG KOl TNG GOPOPITNTS TV JEPUATIKDOV AVTIOPAGE®DY TOL
UTopel va Tapovctdoete Katd TN SLAPKELD TNG OVTIKAPKIVIKNG Bepaneiag cag.
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SopmAnpopata Propivav: o yiatpos oag 8o 6og GuVTOYoYpPaPN|GEL O TOV GTONATOS PUAAMKSO 05D
(Brrapivn) M kGwo1o ToAVPITaUIVOV 0 GKEVAGLO TTOL TEPLEYEL KOl PLAAIKO 05D (350 £wg 1000
UIKPOYPOUUAPLIA), To OOl TPEMEL Vo AapPdvete pia @opd v NuUéEpa katd TN didpkela tng Bepomeiog
pe Pemetrexed Accord. Oa mpénet va mépete TovAd IGTOV 5 00G€1G PUAAKOD 0EEOC, KOTA TG EMTA
TPOTYOVUEVES MUEPES OO TNV TPAOTN 060M Tov Pemetrexed Accord. [lpénetl va cuveyioete va
TaipveTe T0 PLAAKO 05D Yo 21 Nuépeg petd v Televtaia d0om tov Pemetrexed Accord. Oa Gog
yopnynOel emiong pia éveon Prrapivng Biz (1000 pukpoypappdpia) Kotd v mponyoduevn efdopddan
amo T yopnynon tov Pemetrexed Accord kot 6tn cuvéyeta Kabe 9 efdonddeg mepinov (Stdotnpa Tov
avtioToly el og 3 kukhovg Oepamneiag pe Pemetrexed Accord). H Birapivn Biz kot 1o guAlikd 0&0
YOPNYOVOVTOL e OKOTIO VO HELBODY 01 EVOEYOUEVEG TOEIKEG EMOPACELC TNG AVTIKOPKIVIKNG Bepameiag.

Edv éxete meptocoTtEpEg EPOTNOELS GYETIKA [LE TN YPT|OT CVTOV TOV PAPUAKOL POTAOTE TO Y1ATPO 1) TO
(QOPLOKOTOLO GOC.

4, IMBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta pappoka, £TGL KL ALTO TO GAPUAKO Umopel vo TpokaAécel avemBOUNTES EVEPYELEG OV
ka1 0gv Tapovolalovtal 6 GAOVG TOVE AVOPOTOLG,.

[Ipénet vo eMKOIVOVAGETE AUECHG LE TO YLOTPO GOG OV TOPOTINPTCETE OTOLOINTOTE amd T KO OLO:

o ITvpetod N Lolpwén (cvyva 1 TOAD cuyvd avticToiymg): av &xete mupetd 38°C kat v,
e0idpwon 1 dAra onpeio Aoipméng (kabott o apBuds TV AevKokLTTAP®Y GoG UTopel va givan
UIKPOTEPOG, TO 0TO10 givarl TOAD cuyvo). H Aoipuwén (onyn) umopel va eivar coPapn Kot pmopel
va 001 YNoEL o€ BavarTo.

o Edv apyloete va aicBdveote névo oto otboc (cuyvd) 1 va €xete Tayvkapdia (6xovyvo).

o Edv &yete novo, ep0Onua, oidnua 1 €Akn 610 6TOUN GOG (TTOAD GLYVO).

o Alepyikn avtidpaon: eav eppavicete deppuatikd eEavinua (oAb cuyvo)/aictnua kabeov 1
VOYHOD (GUYVO), N TVPETO (CLYVO). L& GMAVIEG TEPUMTMOCELS, Ol SEPUOTIKES AVTIOPACELS UITOPEl
va. glvar coPapés kot pmopel va odnynoovv oe Bdvato. Emikotvoviote pe 1o yiotpd cog eav
Tapovclioete coPfapd e&avonua 1 kvnopod N eAvKTaveg (cbvdpopo Steven-Johnson 1| To&km
EMOEPLIKT VEKPOALOT)).

o Edv gpoavicete kémwon, tdon AuoBopiag, av Aayavidlete gokoia 1 Exete wypn oym (5101t
umopei va £xete Yo UnAOTEPT OUOS@ALPivn od TN PUGIOAOYIKT, TO 07010 Elval TOAD Ly Vo).

« Edv mapovcidoete apoppayia ota 0O A, T HOTN ) TO GTOUW, ) OTOLUONTOTE OLLLOPPOYIO TOL
dev atapatd, ovpa pe KOKKIVN 1 pol xpotd, Un-ovapevopevous HOAOTES (10Tt 0 aptBpog Tmv
QLUOTTETAAIV PImopel va etvor Yo umAdTEPOC 0o TO PLGLOA0YIKO, TO 0700 Eival GuyVO).

o Edv gppavioete Eagvikn dvomvola, Evtovo Tovo 6to othfog 1 Prixa pe apdeupto Troera (OxL
ouyva) (umopet va givan £vogiEn Bpopfov aipatog 6T AOPOPa AYYEiD TV TVELUOVAV).

Aleg avemBountec evépyeteg Tov Pemetrexed Accord umopei va meptloufavouv:

100 ovyvés (umopel va emnpedoovy mepioootepa omo 1 ara 10 droua)

Aolpwén

Dapvyyitido (Tovoropog)

Xopuniog aptfpog ovdeTepOPIA®Y KOKKIOKVTTAP®OV (£VOG TOTOG AEVKOKVTTAP®V)
Xopuniog apfpog AevKokLTTapmV

Xounid eninedo apoc@alpivig

ITovog, epuBpdnTa, TpHEo 1 TANYEG 6TO GTOUA GOG

Andrewo g 6peéng

"Epetog

Aldppota

Novtio

Agppatikd eEavOnuo

Amolémion Tov d€pLaTOg

Mn pucloloyikég eEETAGELG QUILOTOC TOV KATOOEIKVOOUV LELWUEVT AELTOVPYIL TV VEPPDV
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Koénwon (kobpaon)

2oyvég (umopeti vo, exnpeaoovy éwg 1 ata 10 droua)

Aoluwén tov aipotog

[Tupetdc pe younAd aptfpd ovdetepOPIL®V KOKKIOKVTTAP®V (£VOG TOTOG AEVKOKLTTAPMV)
Xoapniog apfpog arponetarmv

Alepyucn avtidpaon

ATOAELN COUATIKOV VYPDV

Alhayr| o yevon

BAapn kivntikev vedpov mov pumopel va Tpokarécel puikn advvapio Kot atpoeio (amioyvaven)
KUPImG 6T AVE® KO 6T KATO GKpo

BAapn aicOntikdv vevpwv mov propet va TpoKaAEGEL OTOAELN TG AGONTIKOTNTOG, KOVGTIKO TOVO
Kol aotadelo oto Badioua

Zé&An

DLeypovn 1 oldnua tov emmeLkOTa (1 LeRPpdvn mov enevovet Ta PAEPOPO KO KOADTTEL TO AELKO
TOV LOTIOV)

EnpoeOaipio

Yypd patia

Enpoémra tov emmeukoTa (1 HepPpdvn mov enevovet ta PAEPApA Kot KOADTTEL TO AEVKO TOL HOTLOD)
K0l TOV KEPUTOEWDOVG (TO SLAPOVO KAAVUUO UTPOGTA OO TV 1pLda. KoL TNV KOpM)

Oidnua (mpN&o) Tov Prepdpmv

OpBaipikn dwatapoyn pe Enpodtnra, okiclpo, epebiouod kovn mévo

Kaopdiakn mpocforn (Katdotaon mov emnpedlel TNV KavOTnTO TOV KOPIOKOD Lo Vo AEITOVpYET
ooV oVTAia)

AkavovioTog Kapdtakog pudpodg

Avomeyia

Avckotiotnta

Kot\oko dhyoc

‘Hrap: abénon tov ynikdv oucidv 6To aiplo Tov TpAyovTal ord T0 NP

AVENUEVOG XPOUOTIGUOG TOV SEPUOTOG

dayovpa 610 HEpUQ

E&dvOnpa 610 odpa 6mov 1o kibe onpddt potdlet e 1o PaTL EvOg TODPOV

Andrewo TpydV

Kvidmwon

AwKom TG veQpIKNG Agrtovpyiog

Mewopévn Aertovpyio TV veQpdv

[Mupetdg

Alyoc (Tovog)

[epiooela vypdv 610 GOUA, TOL TPOKAAOVY TPHELLO (01dMN )

I16vog 6to otnBog

Ddleypovn ko eEEAK®GT TV PAEVVOYOV®Y DUEVOV TTOV EXEVOVOVY TO TEMTIKO GUGTN UM,

Oy ovyvés (umopet va exnpedoovy éwg 1 ota 100 droua)

Meiwomn tov aptduod TV epuHpoKVTTAPOV, AEVKOKVTTAP®V Kol OLUOTETAAIDV
Ayyeloko eyKeQoAKO EMEIGOS10

THmog ayyelokon eyKePOAKOD EMEIGOSIOV OTAV [10L OPTNPI0 TOL EYKEPAAOL EVOL GPAYLLEVT
Awoppayio péoa 6to Kpavio

2mOayyn (Bwpakikd GAYOC TOV TPOKAAEITAL 0O UEIMUEVT] PO ALILATOC GTNV KaPOLd)
Koapdiaxo eneicoo1o

ZTEVOOT N OTOKAEICHOG TMV GTEQUVIOI®Y apTNPIDY

AvEnuévog kapdiakdg puOudc

Avemopknc KaTOvVOuT 0ipatog oTo dKpo

AmoxAeIo oG OG EK TMV TTVEVUOVIKAOV OPTNPLOV GTOVG TVEDLOVEG GOG

DAEYLLOVN KOl OVAT] TOV ECAOTEPIKOV TMV TVELUOVMV LIE OVOUTVEVCTIKA TPOPAN AT
AmoPoln| £€vTovou KOKKIVOV ailaTog amd ToV TpmKTd

Ayloppayio GTOV YOGTPEVTEPIKO GCOANVA

Prén tov evtépov
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DAEYLOVT] TOV ECMTEPIKOD CTPDLATOG TOL OLCOPAYOV

DLeypovi TOL ECOTEPIKOV TOV TOXEOS EVTEPOD, OV UTOPEl Vo cLVOdEVETOL amd apopparyic arnd To
€vtepo 1 10 0pBo (eppaviletal otov cLVOLACUS UE GIOTANTIV)

DdAeypovn, oidnua, pudnua, Kot dStaPpwon g PAEVVOYOVOL ETPAVELNSG TOV 01GOPEHYOL TOV
mpokaieitatl omd akTvobepameiol

DLeypovn TV Tvevudvemv Tov TpoKaAeitat omd axtvobepaneio

2ravieg (umopel va emnpedoovy éwg 1 aro 1.000 droua)

Koataotpopn t@v epubpokvttdpuov

Avoeuloktikd ook (cofopn aAAEPYIKN avTidpaoT)

DAeypovVMONG KOTAGTAGT] TOV NTOTOC

EpvBpdtra tov dépuatog

Agppotikd eEvinpa mov eupavileTol og TePLoyN TOL £XEL TPONYOVUEVMG eKTEDEL o€ axTivoPoiia

1ov oravies (umopei va exnpedoovy éwg 1 ara 10.000 droua)

AOUDEELS TOV SEPUATOG KOL TOV LUAAKDV 1GTOV

XHvopopo Stevens-Johnson (€vag TOmog TOAD Gofapnc avTidpacTg TOV SEPUATOG KOL TOV
PAevvoyovev vpévev Tov propel vo gtvorl ametAntiky yio tn {on)

To&wn emdeppky) vekpoivon (évag TOTog Gofapng depLATIKNG avTidpaong mov pumopel va etvat
amENTIKT Yo T (on)

Avtodvoon dtatapayr OToL KATAANYEL GE dEPUOTIKO EEAVOM L Kot QADKTOVEG 6T KAT® GKPa, GTA
dvo dxpa Kot TNV Kotd

DdAeypovn Tov SEPOTOC TTOL YapakTNPIleTal omd TNV TOPOVGIN TOUPOAVY®V YEUAT®V UE VYPO
EvBpavetdmra tov 6€ppatoc, AOKTOVES Kol S0BPOCELS KOl OEPUATIKEG OVAEC

EpvBpdra, dhyog kot mpri&o kuplog ot KATm dkpo

DLeypovn Tov SEPHOTOG KOt TOL VITOSOPLOV AlTovg (WevdokvTTapiTidn)

dleypovn Tov déppotoc (depuatitidn)

Aéppo Tov teivel vo pAeyuaivel, va Tapovctdlel kvnopd, epubpodtnta, poyUES KoL TPOYOLTNTO
Znpeia pe évrovn eoyovpa

Mpn yvwarég: 1 ooyvotnta Tovg dev umopel vo. ektiunOel ue faon ta dabéoiuo dedousvo,

Epgpdvion dwafrtn xoping Aoy e naboroyiog Tov veppodv

AwTopayn T@V VEQPOV OV GUVETAYETOL TOV BAVOTO TV EMONAMUKOV COANVAPIOK®Y KLTTAP®VY TOV
oynuatiCouv o veppikd cminvapia.

Evdéyetan vo epoavicete 0molodMmote 0o T0 GLUTTOUATO, KOUT TIG KaTaoTdoels avtés. [Ipénet va
EVIUEPMCETE TO YIOTPO GOG TO GUVTOUOTEPO dLVATOV, OTAV aPYICETE VO, TOPOLGIALETE KATOL0 TETOLN
TOPEVEPYELQL.

Edv avnovyeite yio kamolo /-¢ Tapevépyelo/-e¢, culNTNOTE UE TO YIATPO GUGC.

Ava@opd avemBounTOV EVEPYELOV

Edv mapotnpfoete Kamolo, avemfountn evépyela, EVIUEPMDGTE TOV YIUTPO, TOV PUPUOKOTOLO 1) TOV/ TNV
VOGOKOWO GaG. AVTO 1oYvEL Kot Yio kdOe mbavi| avemBountr evEPYELO TOV OEV AVOPEPETOL GTO TUPOV
@OALO 0OMY1DV ¥prionc. Mmopeite emiong vo avapépete avemBounteg evépyeleg anevbeiag, HECH TOV
€0viico GLGTILATOG AVAPOPAS TOL avaypapeTal 6to [apdptnua V. Méow g avapopdg
avemBOUNTOV EVEPYEIDV pmopeite va Pondnoete 6T GLALOYN TEPLGGOTEP®V TANPOPOPIDY GYETIKA
LE TNV 0CQAAELL TOV TOPOVTOG PUPUAKOV.

S. o va puidocete To Pemetrexed Accord
To pdppako avtd TPETEL VO, PUAACGETOL GE PLEPT) TTOL eV TO PAETOLY KOt dgV TO POGVOLY T TALOLAL.

Na pn xpnoonoleite avtd 10 QAPUOKO LETE TNV NUepoUnvia ANENG TOV AVaPEPETAL TNV
EMONLOVOT] KOl 6T0 Kovti petd tnv AHEH.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Agv vrdpyovv €1dkég 0dnyleg @OAAENG Yo TO TPOidY avTo.

Avddopo PeTd TNV avocvoTaoN Kot TEpALTép® apaimon: To mpoidv Ba mpémel va ypnoipomoteiton
apécws. Otav mpoetodleTol COLE®VA LE TIG avaPepOLEVES 0N YiES, £xel detyBel ynuUIKT KOt QUK
otafepdTNTa TOV SIHAVHATOV TEUETPEEIONG, LETA TV AVOCVOTACT KOl TNV TEPATEP® apaimon Yo 24
wpeg o Beppokpacio yoyeiov.

Na pn ypnotponoteite autd 10 PAPLOKO EAV TAPATNPNCETE OPOTA oTpeio aAloimong.

To papuaxo avtd Tpoopiletal povo yio epdamal yopnynon. Mnv netdte PApUAKO GTO VEPO TNG
ATOYETEVONG N OTA OIKLAKA ATOPPIUHOTA. POTNGTE TOV GapLOKOTOLO GOG Y10 TO TMG VA TETAEETE TA
QApUOKa TTOV OEV YpToILoTOoLEiTE Tl Avtd Ta pétpa Ba fondncovy oty Tpoctacio Tov
nepPaAiiovrog.

6. Iepreydpevo TG GVOKEVAGING KOl AOUTEG TANPOPOPIES
T nepréyer to Pemetrexed Accord
H dpactikn ovcia eivon n mepetpetion.

Pemetrexed Accord 100 mg: ‘Eva @aAidto kévewg mepiéxet 100 yilootoypappa mepetpe&iong (og
mepeTpeion SvoTplovyog NUITEVTADIPIKY).

Pemetrexed Accord 500 mg: 'Eva @aAidio kévewg mepiéyet S00 yilootoypappa nepetpesiong (og

mepeTpelion SvaTplovyog NUTEVTADIPIKY).

Pemetrexed Accord 1000 mg: Ké&fe piarioio mepiéyel 1000 yrhootoypappa mepetpeéiong (og

nepeTpe€ion Svotplovyog NUITEVTADIPIKY).

Metd v avachoTtaon, To AV ToV TPOKVTTEL TEPLEYEL 25 mg/ml mepetpelione. Amarteiton
TEPULTEP® OPOI®ON, TPV o TN YOPNYNCN, 0d TO YIUTPO 1 TO VOGAELTH(-TPLL) TOV VOGOKOUEIOV.
Ta dGAAa cvotaTikd givar 1 LovvitoAn, TO VOPOYAMPIKS 0EL Kat To VOPOLeidio Tov vatpiov (PAére
napdypoaeo 2 «To Pemetrexed Accord mepiéyet vatpio).

Ep@dvion tov Pemetrexed Accord kou wepie)0puevo TG GVOKEVOGING

To Pemetrexed Accord givat KOVIG Y10 TUKVO SLAAVLO Y10 TH TOPACKEDT] SIADLOTOG TTPOG EYYLON KoL
mapéxetal pEca oe Eva YudAvo @loAioto. Eivar Avogihomomuévn kovig Aevkod £m¢ LITOKITPIVOL 7
TPAGIVOTOV-KITPIVOL YPDLOTOG.

Ka6e kovti Pemetrexed Accord mepiéyet éva groridto.

Karoyog Adsrog Kvkhogopiog

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Iomovia

Hopaymyog

Accord Healthcare Limited
Sage House

319, Pinner Road

North Harrow

Middlesex HA1 4HF
Hvopuévo Baciielo

Wessling Hungary Kft.
Foti ut 56., Budapest, 1047,
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Ovyyopia

Accord Healthcare Polska Sp.z o.0.,
ul. Lutomierska 50,95-200 Pabianice, IToAmvio

To mapév @vrro 0dNYLOV YpfioNS avabempOnke yia TELEVTALN POPA OTIS
AlLrec N YEG TANPOGOPLAV

Aentopepeic TANPoQopieg Yo TO PAPLOKO aLTO givar StBECIUES 6TO d1IKTLOKO TOTO Tov Evpmmaikod
Opyaviopot @oppdkwv: http://www.ema.europa.eu
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O TAnpoopisc Tov 0KoA0VOOVY aTcvOVVOVTOL HOVO GE YIOTPOVE 1] ETUYYEAUOTIES TOV TOUEN
VYEIOVOUIKI G TEPIOaAYNS:

Odnylec ypnone, YEPIoUOV KoLl 0OpPLYnC.

1. Xpnowonoteite Aonmtn TEYVIKN KATd T SLAPKELN TN AVOCVGTAGTG KoL TG TEPOLTEPM
apainong g mepeTpeliong, ywa tn yopnynon He evoopréPia Eyyvon.

2. Yroloyiote 0 860M Kot Tov op1fud TV anartovpevev eloidiov Pemetrexed Accord. Kabe
QLOAd10 TTepLE et Eva mAeOVOo L TNG TEUETPEEIONG Yo VOl SIEVKOAVVETOL 1) TTAPOYY| TNG
ovOyPOPOLEVIC TOGHTNTOC.

3. Pemetrexed Accord 100 mg:

KdaBe @roridro 100 mg mpénet va avacvotadet pe 4.2 ml yhoprovyov vatpiov 9 mg/ml (0,9 %)
EVEGILLOV SLOAVLOTOC YOPIG CLVTNPNTIKO, MGTE VO TPOKOTTEL SIAAVLO TTOV Vo TEPIEYEL TEPETPEEIDN 25
mg/ml.

Pemetrexed Accord 500 mg:

Kd&0e graridro 500 mg npémnel va avacvotadei pe 20 ml yhoprodyov vatpiov 9 mg/ml (0,9%) evéciuov
SLADUATOG YMPIC GLVTNPNTIKO, DGTE VO TPOKVTTEL SIUAVUO TOV Vo TEPLEYEL TepeTpeéion 25 mg/ml.

Pemetrexed Accord 1000 mg:

Kd&0e graridro 1000 mg mpénet va avacvotadel pe 40 ml yAwpiovyov votpiov 9 mg/ml (0,9%)
EVEGILOV SOAVLOTOC YOPIG CLVTNPNTIKO, MGTE VO TPOKOTTEL SIAAVLLO. TTOV VO TEPIEYEL TEUETPEEIDN
25 mg/ml.

Avaxiveiote amold Kabe praridio péypt n meprexdpevn kovig va drodvbet TAnpws. To didivpa petd
TNV ovacOGTOGT EIval SLVYEG, LE ELPAVIOT XPDIOTOC OO AYPOUO £0C KITPIVO 1 KITPVO-TPAGIVO
YPOUO, YOPIG va emmpealetat avemBounta n modtnte, Tov Tpoidvtoc. To pH tov dtaddpoatog petd
Vv avacvotaon eivorl petaly 6.6 kot 7.8. Amarteiton meportépm apaioon.

4, O KoTAAANA0G OYKOC TOL SLOADUATOG TNG TEUETPEEIONC UETE, TNV AVOCVGTAGCT), TTPETEL VO
aporwdet tepontépw pe 100 ml yAwprodyov vatpiov 9 mg/ml (0,9 %) evéoipov daddpatoc,
YOpPig cuvTnpPNTIKO, Kot Yopnyeitor pe evoopAEfia £yyvon didpkelag 10 Aemtdv.

5. Ta dtoAdpoTo TPOg £y)von TG TEPETPEEIONS TOV TPOETOALOVTOL COUPMOVA LE TIG AVAOTEPM
odnyieg elvar cupPaTd Ue TIG GUOKEVES £YYXVOTG KO TOVG GAKOVG £YYLONG OO
ToALPIvorloyAmpidto kot Tolvorepivn. H mepetpeion éxel uoikn acvpuPatdTNTO LUE TOVG
SLOAVTEG TTOL TTEPLEYOLY AGPRECTIO, CLUTEPILOUBAVOUEVOL TOV YOAOKTIKOD dtodvuartog Ringer
Kot TOL eVEGILOL dtohvpatog Ringer.

6. Ta eoapuaKevTIKd TPOIOVTA Y10 TAPEVIEPIKN YOPTYNON TPEMEL VO, EAEYYOVTAL OTTIKEL, Y10 TUYOV
TOPOVGIN AUOPOVUEVOV COUATIIWOV KOl YPOHUOTIKOV CALOIDCEDY, TPV GO TN YOPTYNoN.
Edv mapatnpnbovv tétola evpripata, To mpoidv dev mpénet va yopnynoel.

7. Ta dwwAdpota e TepeTpeéiong ivar povo yia epdmnal yopnynon. Kabe un ypnoyomomOév
TPOTOV 1 VIOAEUUA TPETEL VO OTOPPLPOEl, COUP®VA UE TIG KOTA TOTOVG I0YVOVGES GYETIKES
dlatagels.

DOroEN

H ynuuen kot puoikn otabepdtnta yio T ¥pnomn Tov SALUATOY Tepetpeiong mpog £yyvon UETA TV
avacVOTAOT TOLGS, £xel OeryBel 0Tt drapkel yuo 24 dpeg o€ Beppokpoacio 25°C.

A76 pikpofroroyikng amoyng, To Tpoiov Ba mpémel va ypnoyomoteiton apécws. Edv dev
ypnoporomOel apésme, o ¥pdvoc S1aTHPNOoNG Kol 01 GUVONKES PUANENS TPV OTd T XPTOT ATOTEAOVY
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gvBvvn Tov YpHotn Kot dev Ba TPEmEL KavoviKa va Eemepvouv Tig 24 dpeg o€ Bepuokpacieg 2°C Emg
8°C, k106G Kot av 1 avacvotact/apainor £xel AAPel ydpa o€ EAEYYOLEVES KOl TIGTOTOUUEVOL
donmtec cuvOnKeg.

Ipo@vAra&elg Yia TV TPOETOLRAGIO KOL TN LOPT]YNON)

Onwg cvpPaivet kot pe GALOVS SVVNTIKA TOEIKOVG OVTIKOPKIVIKODS TOPAYOVTES, OTOLTEITAL TPOCOYN
KOTO TO YEPIGUO KOl TV TPOETOWOCIN TOV SIHAVUAT®V Yo £yyvon TG TepeTpeéiong. Zvviotdton n
ypnon yavtidv. Edv 1o didAvpa g nepetpe&iong épbet oe emapn e 1o dEpUa, Vo TAVVETE AUECMG TNV
TEPLOYN TOL dEPLOTOC e ApBovo camovvt kal vepd. Edv to didhvpa g mepetpeiong épbet oe emapn
pe Prevvoyovoug vuéveg Eemhivete auéomg pe vepo. H mepetpelion etvan Eva mpoidv mov dev mpokaiet
coPapd epebiopud oTovs YOP® 16T00C, o€ mepintwon eEayyeimonc. Aev vapyetl KO avtidoTo yio TNV
eEayyelwon g mepetpe&ions. 'Exovv avapepBel mepropiopéveg nepimtdoelg eEayysioons g
mepetpeéidng, mov dev kpidnkav g coPapd cupPduata omd Tovg epevvntéc-totpovc. H e&ayyeioon
Oa Tpémetl va avtipetomileTol COUE®VA UE TN GLVIHOT TPAKTIKY TTOL EQUPUOLETOL YioL GAAOVG
TOPOUOIOVG TTAPAYOVTEG.
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