@vAro ooV (piong: IIAnpoeopics yra Tov ypijotn

Pemetrexed Accord 100 mg k6vig Y10 TUKVO SLAAVPO Y10 TOPAGKELT] SLEADNATOS TPOG £YY V6T
Pemetrexed Accord 500 mg k6vig Y10 TUKVO SLAAVPO Y0 TOPAGKELY] SLEADPATOS TPOG £YYV6T
Pemetrexed Accord 1000 mg kévig yuo TuKvé d1dAvpa Yo mopacKevY] Staddbpatog mpog £yyvon

nepeTpelion

Awfdote TPOGEKTIKG OAGKANPO TO GVLA0 001 YIOV AP GG 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 amopies, poTNOTE TOV Y1ATPO, TOV POPLAKOTOLO 1) TOV VOGOKOLO GOG.

- H ocvvtayn v avtd 1o papproako xopnynnke amokAEloTIKG Yio 60G. Agv TPETEL VO ODGETE TO
@apuoko o€ GAAovc. Mmopel va Tovg TPOKaAEGEL PAAPT, KOO KOl OTOV TO, GUUTTOUATO TG
acBéveldg Tovg eivan id1a pe ta Ok Gag.

- Edv mapotnpricete Kamowo avemBOUNTN EVEPYELN, EVILEPADOTE TOV YIOTPO, TOV QAPUAKOTOL0 1)
TOV VOGOKOUO G0OG. AVTO 1oY0EL Kot Y10, KAOE mhavi avemBOunTn evépyela Tov OeV OVAPEPETOL
670 TapHY PUALO 0dNYIDV YpYong. BAéne mapdypago 4.

T epréyel 1o mapdv GUAAO 00N YLOV:

T eivar to Pemetrexed Accord kat ota givat 1 xpnon Tov

T npémel va yvopilete Tpv ypnoonooste to Pemetrexed Accord
ITog va ypnoporomoete to Pemetrexed Accord

[MBavég avemBounteg evépyeteg

[Mog va puidooete to Pemetrexed Accord

[epreydpevo g cuokeLOCIOG KOl AOUTEG TTANPOPOPIES

g wdE

1. T givon o Pemetrexed Accord kot owa givat 1) xpioen Tov

To Pemetrexed Accord givat évo QoppakeLTIKO TPOidV TOL Ypnotpomoteitat yio t Bepansio Tov
Kapkivov.

To Pemetrexed Accord yopnyeitatl 6 GuvSLOCHO [E GIOTAQTIVY, VoL GALO AVTIKOPKIVIKO QAppoKo,
v N Bepoameia Tov KakonBovg pecobnidpatog vrelmKOTA, Lo LOPPT Kopkivoy mov ennpedlet To
eMONAL0 TOL TTVELOVE, GE 0GOEVELS TTOV dEV Eyovv AGPEL Tponyovuevn ynuelobepaneia.

To Pemetrexed Accord yopnyeitat eniong o€ GuVSLOGUO UE GLOTAATIVY, Y00 THV apyikn Bepaneia
ac0evaVY pE KopKivo TOV TVEDUOVO GE TPOYWOPNUEVO GTASIO.

To Pemetrexed Accord pmopei va 6ag cuvtayoypagndsi edv £xeTe KOPKIVO TOL TVELLOVO GE
TPOYWPMNUEVO GTAS10, £GV 1 VOGOG £xel avtamokplfel 1 edv Tapapével o€ peydho Padud apetdfintn
UETE TNV apyIkn ynueobepameio.

To Pemetrexed Accord givat emiong Bepameio yio acbeveic pe kapKivo Tov TVEDUOVO GE TPOYMPNUEVO
OTAOI0 TOV 0oLV 1 VOGOG EYEL TPOOSEVGEL LETH aTd TPOTYOVLEVT OPYIKT YNUEI0OEpaTEiaL.

2. T npéner vo yvopilete Tpotol ypnopononoste To Pemetrexed Accord

Mnyv gpnopomomjcets To Pemetrexed Accord

- o€ mepintwon arlepyiog (vrepevarcOnociog) otny tepetpe&ion 1 o orol00MTOTE GALO ATO TOL
ovotoTikd ovtod Tov Pemetrexed Accord (avagépovial oty Topdypago 6).

- gbv Onralete Ba Tpémel va SlaKOWETE TN Yolovyio Katd T ddpKela TG Bepameiag pe 1o
Pemetrexed Accord
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- €bv oag &xel yopnynOei mpoéceata N TpdKettal va cog yopnyndet euPorlo yuo Tov Kitpvo
TVPETO.

Ipogdomomosic kKo TPpoPLAGEES

AmevBuveite 6ToV Y10TPd GOC, GTOV VOGOKOUEIOKO QUPUOKOTOLO GOG 1) GTOV VOGOKOUO GOC TPOTOV
ypnotpomoujoete to Pemetrexed Accord.

Edv éyete M eiyote 010 mapeAOOV TPOPANUATA LLE TOVS VEQPOVG GOG, GLLNTHGTE LE TO YIOTPO GOG 1) TOV
(QOPUOKOTOLO TOV VOGOKOLELOD, S10TL evoEyeTan va unv propeite va mapete Pemetrexed Accord.
IIpwv and k6O Eyyvom Ba Aapfdavovror detypoTa Tov aipatog cog, TPOKELEVOL va eAeYyDel OTL Exete
EMOPKT VEPPIKT| KO TOTIKY AELTovpyio Kot OTL £YETE UPKETH AUOSPAIPIN, DOTE VO, TAPETE
Pemetrexed Accord. O yiatpdg cag pumopei va amo@aciost va oA GEeL T 8601 I var avadlel )
Bepaneio cog, avALOYa LLE TN YEVIKN GOG KOTAGTOGT KOl EQV O TIHES TOV OHOGOALPImV Gog etvat
vrepPolikd youniés. Edv ouyypovog AapPdvete ciomlativn, o yiatpog oag Ba gpovticel va £xete
TPOTYOVUEVDS EVLOATOOEL EMaPKMG Kot va £xeTe AAPel TV KatdAANAn Bepomeio TpLv KAl LETA TN
olomAativn, ®oTe vo TpoAnedel o £petog.

Edv &yete vroPAndei | cxomevete va vroPfAnbeite oe axtivobepaneia, EvUEPDOTE TO YIOTPO GOG,
Kabmg pmopei vo vitapyet Tpoémpn 1 kabvotepnuévn avtidpaon aktivofolriog pe to Pemetrexed
Accord.

Edv éyete npocpata epporilachet, evnuep®dote T0 Y10Tpo G0g, KOO ovtd UTopel va TPOoKUAECEL
avemBounteg avidpaoelg oe cuvovaouod e to Pemetrexed Accord.

Edv éyete kapdlokn vOGO 1 16TOPIKO KAPSLOKNG VOGOV, EVILEPMDOTE TO YIATPO CAG.

Edv vrapyet cuiioyn vypod yOpw amd Tov TVEDLOVE GOS, O YLoTPOg 60G {omg Kpilvel amapaitnto vo
Tapoyetenoel (0pulpécet) To VYPO aVTo, TPV cog yopnynost to Pemetrexed Accord.

Howowd xon £pnpor
Av106 10 Pappako dev o mpémel va, xopnyeital og Toudd Kot ePNPove, Kabmg dEV VITAPYEL EUTELPIN e
aVTO TO PAPUOKO GE TOUdLA KOl EPTPOVE KAT® TV 18 eTMV.

AMo eappoxa kot Pemetrexed Accord

Evnuepdote 10 yiatpd 60¢ €0V TOIPVETE KATO10 QAPLOKO Y10 TNV OVOKOVPIGT) TOL TOVOL
(avakyntiko) 1 aVTIPAEYLOVMOES PAPLAKO, OTMG TO PAPLAKO TTOV OVOUALOVTOL “UN-OTEPOELDT| OVTL-
oAeYHOVAOON pappoka (MEAD)”, couneptAaBavopEVOV Kol TOV QUPUAIK®V TOV oyopdlete xopig
ouvtayn YTpov (6mwe 1 Povrpoeaivn). Alatibevtol otny ayopd didpopa Tpoidvta MEAD e
SLOQOPETIKN YPOVIKT d1apKeLa Opdong. Me Baomn TV TPOYPUUUATIGUEVT] TLUEPOUN VIO TTOV TPOKELTOL VO
MaPete v €yyvon tov Pemetrexed Accord ko1 TV KOTAoTaon TG VEQPIKNG 60G AEttovpyiag, 0
ywTpdg cag Oa cog vrodei&el Ta papuaKe Tov uropsite va Aapete, Kabmg Kot TOTE UTOPEITE VA TA
MaPete. Edv €xete omoladnmote amopia, pmTAGTE TO YITPO GOG 1 TO QUPLOKOTOLO GOC, VO, GOG
emPefardcoovy, v KATO0 Od TO PAPUOKO OAG AVIKEL 6TV Katryopio Tov MEZAD.

IMopakareicOe vo evnuep®dceTe T0 Y10TPd GG 1] TO QOPLOKOTOLO TOV VOGOKOUEIOD, EAV TOIPVETE 1
€xeTe TAPEL TPOGPOTO AALD PAPHOKO, OKOLO KOl ALTA TOV OgV oag Exovv yoprynbei pe wtpikn
GLVTOYY.

Kdnon

Edv giote éyxvog, vopilete 011 pmopet va giote £ykvog 1 oyedtdlete va aroktioete Toudi, (ntote ™
GUUPBOVAN TOL YILTPOV 1) TOV PUPOKOTOLOD GAG TPV TAPETE aAVTO TO Papuako. H ypiomn tov
Pemetrexed Accord mpénel va amopevyetol katd ™ didpkeia g komong. O yiatpds cag Ba culntiost
pali cog Tovg evogyopevong Kivdvuvoug amd ™ Aqyn tov Pemetrexed Accord kotd tn didpketa tng
Komong. Ot yuvaikeg TPETEL VO, YPTGLULOTOIOVV OTOTEAEGHOTIKY OVTIGOAAYT KOTA TN SIGPKELN TNG
Oepoaneiog ue Pemetrexed Accord.

Oniaocpég
Edv OnAdalete, evnuepdote 10 Y10Tpd GOG.
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O Onhooudc Tpénet va drokomeTon katd t didpkeia ¢ Bepaneiag pe Pemetrexed Accord.

LCovipotnro

O1 vdpec cupfoviedovtal vo Unv TEKVOTOINGOLY KOTA TN StpKeLn Kot UEYPL 6 UVES LETA T
Oepancio pe Pemetrexed Accord kot katd cuvénegia Bo TPETEL VOL XPNOLOTOIOVV ATOTEAEGUOTIKT
avTioOAN YN Katd ) dudpkeia g Oepomeiog pe Pemetrexed Accord kot yua 6 piveg petd
Oepaneia. Eqv emboueite va tekvomomoete Kotd ) ddpKelo TG Oepameiog 1| o€ povikod didotnua 6
UNvov petd mv oAokAnpmon g Bepaneiag, cuppfovievbdeite 1o yroTpd 1| T0 PAPUAKOTOLD GOG.
Eniong, unopeite va avalnmoete cUPovAES oxeTikd e TNV QUAOEN CTEPUOTOC TPV amtd TNV Evapén
g Bepomeiog.

0onynon Ko yEPLoROS PNy avLATOY
To Pemetrexed Accord evééyeton va oag Tpokaiécel aicOnuo kémwong. Na ntpocéyete 1dlaitepo otV

001 YNGN 1 GTO XEPIGUO UNYOVIILATOV.

To Pemetrexed Accord mepiéyel vatpuo

To Pemetrexed Accord 100 mg mepiéyet Arydtepo and 1 mmol vatpiov (23 mg) vazpiov avé eroidio,
dNAadN oVoLHGTIKA Etvarl «ympic VATPLON.

To Pemetrexed Accord 500 mg nepiéyet 54 mg vozpiov (KOPLo GLGTATIKO TOL
payeipikov/enttpoméllov olotiov) e Kabe QLoridlo. Avto ieodvuvapel pe 2,7% g LYot
GUVIGTOUEVNG TPOCANYNG VATPIOL Y10 TOVG EVIALKOVC.

To Pemetrexed Accord 1000 mg 108 mg vatpiov (KOplo GLGTOTIKO TOV HOYEPIKOV/EMTPATELIOD
aA0T100) o€ Kabe Prodidio. Avtd 1oduvouel pe 5,4% g HEYIOTNG CLUVIGTOUEVNC TPOGANYNG VOTPion
Y10 TOVG EVIAMKOVC.

3. o va gpnoporomeere To Pemetrexed Accord

[Tévtote va ¥pNGHLOTOLEITE TO PAPLOKO OVTO AVGTNPA COLPMVA LE TIG 001 YIEG TOV Y1ATPOV 1) TOV
Qopurokomolod coc. Eav éxete apeifolieg, pothoTe TOV Y10TPO 1 TOV QUPLOKOTOLO GOC.

H ovviotdpevn d6om tov Pemetrexed Accord eivo 500 milligrams yia kd0e tetpaymvikod pétpo
empavelng cdpatog. To Dyog kat To PApog Gag YPMNOULELOVV Y10 VITOAOYIGUO TNG EMPAVELNS TOV
ocopotog oag. O yutpdc cog o ¥pNCIUOTOGEL TV EXUPAVELL. TOV COUATOG GOG YO, VO VTTOAOYIGEL
NV KatdAAnAn doon yo ecdg. H doom avtn pumopet va tpomonomBel, 1| 1 Oepaneia pmopei va
KaBvoTePNGEL AVAAOYO [IE TO AMOTEAEGLLOTO TOV YEVIKMV EEETAGEMV OLLATOG KO T1) YEVIKT| GOG
Kkatdotoot. O eUPUUKOTOI0G TOV VOGOKOUEIOV, 0/1 VOGAELTAY/-TPLaL ] 0 Y10TpOg Gag Oa
TPOYHOTOTOMMGoovY TV avauén g kovewg tov Pemetrexed Accord pe evéotipo didivua yAwplodyov
vatpiov 9 mg/ml (0,9 %), mpwv cag xopnynbei o didlvpa.

Oa hauPavete To Pemetrexed Accord mévta pe £yyvoon péoa og kamowa eAEPa oag. H éyyvon dropkei
nepinov 10 Aemtd.

Ortav to Pemetrexed Accord ypnowponoigital 6€ cuvévacud e olomiotivn:

O y10TpOS I 0 POPLOKOTOIOG TOV VOGoKOoUEIOL Ba vIToAoyicel T dOoN Tov YpeldleoTte, e Baon To
Vyog ka1 to Bapog cac. H oiomhativn yopnysiton eniong pe £yyvon péoa o€ Kamowa AERA oG KoL 1
yopnynon yivetau mepinov 30 Aemtd petd v olokAfpmon tng £yyvong tov Pemetrexed Accord. H
£yyvon g olemAativng dlapkel mepimov 2 dpec.

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

[Ip6cbeta pappaka:

Koptikootepoedn: o yratpdg oog B oag cvuviayoypapiost diokio 6TePOEd@V (1Ioodvuvapo pe 4 mg
de&opebaldvng 000 Qopéc TV NUEP), Ta 0Toio TPEMEL VoL AAUPAVETE TNV TPOTYOLREVT, TNV 1010 Kol
v emopévn nuépa. amtd t Oepomeia pe Pemetrexed Accord. H yopriynon owtod tov gopudikov
QTOGKOTEL OT LEIWOT) TNG CLYVOTNTAG KOl TNG GOPOPITNTS TOV SEPUATIKAOV OVTIOPAGEDY TOV
UTopel va Tapovctdoete Katd T SIAPKELD TNG OVTIKAPKIVIKNG Bepaneiag cag.
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SopmAnpopata Prropvav: o yatpos oog 8o 6og GuVTOYoYPaPNGEL O TOV GTONATOS PUAMKSO 0&0
(Brrapivn) M kGwo1o ToALPITaUIVOD 0 GKEVAGLO TTOL TEPLEYEL KOl PLAALKO o0&V (350 £wg 1000
UIKPOYPOLUUAPLA), TO OOl TPETEL VoL AapPdvete pia @opd v Nuépa katd TN dldpkela tng Bepomeiog
pe Pemetrexed Accord. @a mpénet va mhpete TOLAGYIGTOV 5 50GELG PLAAIKOV 0E£0G, KOTA TIG ENTA
TPONYOVUEVES NUEPES 0O TNV TPDTN d00m Tov Pemetrexed Accord. Ipénet vo cuveyicete va
TaipveTE T0 PLAMKO 0D Yo 21 nuépec petd v tedevtaio d6on tov Pemetrexed Accord. ®a cog
yopnynOel emiong pia éveon Prrapivng Biz (1000 pukpoypappdpia) Katd v mponyoduevn efdopddan
and T yopnynomn tov Pemetrexed Accord kat ot cuvéyeto kaOe 9 efdopadec tepimov (StdoTnpo TV
avtiotoryel og 3 kOKAovg Bepoameiag pe Pemetrexed Accord). H Brropivn Biz kot 1o @uAAKO 0&D
YOPNYOVOVTOL e OKOTIO VO PELBODY 01 EVOEYOUEVEG TOEIKEG EMOPACELC TG AVTIKOPKIVIKNG Bepameiag.

Edv éxete meplocoTtEpES EPOTIOELG GYETIKA LLE TN YPNOT] AVTOV TOV PAPUAKOL POTAOTE TO Y1ATPO 1) TO
(QOPLOKOTOLO GOC.

4, IMBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta pappoka, £TGL KL ALTO TO PAPUAKO UTopel vo TpokaAEcEl avemlBOUNTES EVEPYELEG OV
Kol 6gv Topovctalovtal 6€ OAOLG TOVG AvOPMOTOVG,.

[Ipénet vo eMKOIVOVAGETE AUECHG LLE TO YLOTPO GOG OV TOPOTNPTCETE OTOLOINTOTE amd T KO OLO:

o TTvpetod N Lolpwén (cvyva 1 TOAD cuyvd avTicToiymg): av &xete mupetd 38°C kat v,
e0idpwon 1 dAra onpeio Aoipméng (kabott o apBuds TV AevKokvTTép®V caG PTopel va givan
UIKPOTEPOG, TO 0TO10 givarl TOAD cuyvo). H Aoluwén (onyn) umopel va eivar coPapn Kot pmopel
Vo 001 YNoEL 6€ BAvarTo.

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

o Edv &yete movo, ep0Onua, oidnua 1 €Akn 6T0 6TOUA GOG (TOAD GLYVO).

o Alepyikn avtidpaon: eav eppavicete deppuatikd eEavinua (modd cuyvo)/aictnua kabeov 1
VOYHOD (GVYVO), N TVPETO (CLYVO). L& GMAVIEG TEPUTMGELS, Ol SEPUOTIKES AVTIOPACELS UITOPEl
va glvar coPapés kot pmopel va odnynoovv oe Bdvato. Emikotvoviote pe 1o yuorpd cog eav
napovctdoete cofapd eEdvOnua 1 kvnopod N rvktoveg (cvvdpouo Steven-Johnson 1 To&wn
EMOEPLIKT VEKPOALOT)).

o Edv gpoavicete kémwon, tdon AuroBopiag, av Aayavidlete gukoia 1 Exete wypn oym (5101t
umopei va £xete Yo UnAOTEPT] OUOSPALPiv amd TN PUGIOAOYIKY, TO 07010 Elval TOAD GLyVO).

« Edv mapovcidoete apoppayio ota 0OAQ, T HOTN ) TO GTOUW, 1| OTOLUONTOTE QLLOPPOYIO TOL
dev atapatd, ovpa pe KOKKIVN 1 pol xpotd, Un-ovapevouevous HOAOTES (10Tt 0 aplBpog Tmv
QLULOTTETAAIV pmopel va etvor Yo umAdTePOC 0d TO PLGLOAOYIKO, TO 0Ol Eival GLYVO).

o Edv gppavioete Eagvikn dvomvola, Evtovo Tovo 6to otnog 1 Prixa e apdeupto TToera (OxL
ovyva) (umopet va givar £vogiEn Bpopfov aipatog 6T AoPOpa ayYEio TV TVELUOVAV).

AMec avemBounteg evépyeieg tov Pemetrexed Accord pmopei va mepthapfavouv:

T1ol0 ovyvég (umopei va exnpedoovy wepioaotepa amo 1 ora 10 droua)

Aolpwén

Dapoyyitido (Tovoroog)

Xopuniog aptfpog ovdeTepOPIA®Y KOKKIOKLTTAP®OV (£VOG TOTOG AEVKOKVTTAP®V)
Xopuniog apfpog AevkokuTTapmV

XounAd eninedo apoc@alpivig

ITovog, epuBpdnTa, TpHEo 1 TANYEG GTO GTOUA GOG

Arndrewo g 6peéng

"Epetog

AlGppota

Novtio

Agppatikd eEavOnuo

Amolémion Tov d€pLaTog

Mn puctloloyikég eEETAGELG OUILOITOC TOV KATOOEIKVOOUV HEIWUEVT AEITOVPYIO TOV VEQPOV
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Komwon (kovpoon)

2oyvég (umopet va exnpedoovy éwg 1 ota 10 droua)

Aoluwén tov aipotog

[Tupetdg pe younAd aplBpd ovdeTepOPIL®V KOKKIOKVTTAP®V (£VOG TOTOG AEVKOKLTTAPMV)
Xoapniog apfpog arponetarmy

Alepyucn avtidpaon

ATOAED COUATIKOV VYPDOV

Alhayr| o yevon

BAGPN kivnTikdv vedpmv mov umopel vo, pokoAEsel Loikn advvapio kot atpoio (amicyvaven)
KLPpimg 6T AV® KOl 6T KATO GKpo

BAapn acOntikdv vevpwv mov propel va TpoKaAEGEL OTOAELN TG AGONTIKOTNTOG, KOVGTIKO TOVO
Kol aotadelo oto Badioua

Zé&An

DLeypovi 1 oldnua tov emmeLkoTa (1 LePPpdvn mov enevovet Ta PAEPOPO KOl KOADTTEL TO AELKO
TOV LOTIOV)

Enpoebaipio

Yypd patia

Enpdémra tov emmeukoTa (1 HepPpdvn mov enevovet Ta PAEPApA Kot KOADTTEL TO AEVKO TOL HOTLOD)
K0l TOV KEPUTOEWDOVG (TO SLAPOVO KAAVUUO UTPOGTA Otd TNV 1pda Kot TNV KOPN)

Oidnua (mpN&o) Tov Prepdpmv

OpBaipikn dwtapoyn pe Enpodtnra, okicpo, epebiouod kovn mévo

Kaopdiakn mpocforn (Katdotaon mov emnpedlel TNV iKavOTNTO TOV KOPIOKOD Lo VO AEITOVPYET
oav ovtiio)

AkavovioTog Kapdakog pudpodg

Avomeyia

Avckotiotnta

KotAoxo dhyoc

‘Hrap: adénon tov ynikdv oucLdv 6To aiplo Tov TapAyovTal ord T NP

AVENUEVOG YPOUOTIGUOG TOV SEPUATOG

dayovpa 610 dEpUA

E&GvOnpa 610 odpa 6mov To kibe onpddt potdlel e 1o Patt EvOg TOPOV

Andreo Tpr OV

Kvidmon

AwKom TG VEQPIKNG AgrTtovpyiog

Mewopévn Aettovpyio TV veQpdv

IMupetdg

Alyoc (movog)

[epiooela vypdv 010 GOUA, TOL TPOKAAOVY TPHELLO (01dMNpa)

I16vog 6to otnbog

Ddreypovn ko eEEAK®OT TV PAEVVOYOV®Y DUEVOV TTOV EXEVOVOVV TO TEMTIKO GUGTN LA

Oy ovyvég (umopel va emnpedoovy éwg 1 ora 100 droua)

Meiwomn tov aptduod TV epuHPoKVTTAPOY, AEVKOKVTTAP®V Kol OLUOTETAAIDV
Ayyeloxo eyKke@oAkd eMEGOS10

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

EmOayyn (Bwpakikd GAYoC TOL TPOKAAEITAL 0Td UEIOUEVT] POT| ALILATOG TNV KapOLd)
Koapdiaxo enetc6o10

ZTEVOOT N OTOKAEICHOG TMV GTEQUVIOI®Y apTNPIDY

AvEnuévog kapdiakdg puOudc

Avemopknc KaTovOuT 0ipatog oo dKpo

AmoxAelo oG HOG EK TMV TVEVUOVIKAOV OPTNPLOV GTOVG TVEDLOVESG GOG

DAEYLLOVN KOl OVAT TOL ECAOTEPIKOV TMV TVELUOVMV LIE OVOUTVEVCTIKA TPOPAI AT
AmoPoln| £€vTovou KOKKIVOL ailaTog amd ToV TpmKTd

Ayloppayio 6TOV YOGTPEVTEPIKO GCOANVA

Prén tov eviépov
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DAEYLOVI] TOV ECMTEPIKOD CTPOLATOS TOL 01G0PAYOV

DLeypovi TOL ECOTEPIKOV TOV TOYEOS EVIEPOL, TOL UTOPEL Vo GUVOSEVETAL amd apoppayia and 1o
£€vtepo 1 10 0pBo (eppaviletal otov cuVOLACUS UE GIOTATIV)

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

DLeypovn TV TVELUOVOV TOV TPOKaAEiTaL omd axtvobepameio

2ravies (umopet vo, ennpedoovy éwg 1 oto 1.000 droua)

Koataotpopn t@v epubpokvttdpuov

AvoeulokTtikd ook (cofopn aAAEPYIKN avTidpaoT)

DAeypoV®OONG KOTAGTAGT] TOL NTOTOC

EpvBpdtra tov dépuatog

Agppoticd eEvOnpa mov eupavileTol og TePLOYN TOL £XEL TPONYOVUEVMG eKTEDEL G€ axTvoPoiia

Told omdvieg (umopet va exnpedoovy éwg 1 ora 10.000 droua)

AoDEELS TOV SEPUATOG KOL TOV LUAAKDV 1GTOV

YHvdpopo Stevens-Johnson (évag tHmog oAb cofaprg ovTidpacng Tov SEPUOTOS KoL TV
PArevvoyovev vpévev Tov propel vo gtvor ametAntikn| yo tn {on)

To&wn emdeppxy) vekpoivon (€vag TOTog Gofapng depLATIKNG avTidpaon mov pumopel va etvat
ametAnTikn yio. t {on)

Avtodvoon dtatapayr OTOL KATAANYEL GE dEPUOTIKO EEAVOM LN KOl ADKTAVEG 6T KAT® GKPa, GTA
dvo dxpa Kot TNV Kotd

dLeypovn Tov SEPOTOC TTOL YapakTNPIeTal omd TNV TOPOVGIN TOUPOAVY®V YEUAT®V UE VYPO
EvBpavetdmra tov 6€ppatog, AOKTOVES Kol S0BPOCELS KOl OEPUATIKEG OVAEC

EpvBpdtra, dhyog kot mpr&io kuplog ot KATo dkpo

DAeyUOV TOV SEPUATOG KaL TOV VTTOSOPLOL AiTovg (WevdokvtTapitidn)

dLeypovn tov déppotoc (depuatitidn)

Aéppo Tov teivel vo pAeyuaivel, va mapovctdlel kvnopd, epubpdtnta, poyUES KoL TPOYLTNTO
Znpeia pe évrovn eoyovpa

Mpn yvwarég: 1 ovoyvoTnTa T1ovg dev umopel vo. ektiunOel ue faon to. drabéoiuo dedousvo,

Epgpdvion dwaprtn xoping Aoy e naboroyiog Tov veppodv

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

Evdéyetan vo epoavicete 0molo0Mmote 0md T0 GLUTTOUATO KOUT TIC KaTaoTdoelg avtég. [Ipémet va
EVIUEPMDOETE TO YIATPO GOC TO GUVTOUOTEPO dLVATOV, OTAV APYICETE VO, TOPOLGIALETE KATOL0 TETOLN
TOPEVEPYELQL.

Edv avnovyeite yio kamolo /-¢ Tapevépyelo/-e¢, culNTNOTE UE TO YIUTPO GOC.

Ava@opd avemBounTOV EVEPYELOV

Edv mapotnpfoete Kamoto, avemBountn evépyela, EVNUEPMDGTE TOV YIUTPO, TOV PUPUOKOTOLO 1) TOV/TIV
VOGOKOWO GaG. AVTO 1oYvEL Kot Yio kdOe mbavi| avemBountr evEPYELO TOV OEV AVOPEPETOL GTO TUPOV
@OALO 0OMYIDV Yprionc. Mmopeite emiong vo avapépete avemBounTeg evépyeleg aneveiag, LECH TOV
£0VIKOO GLGTAUATOG AVOPOPAC:

EAirada

EBvikdc Opyaviopudg Gapudkmv
Meocoyeimv 284

GR-15562 XoAlapyog, ABnva
Tni: + 30 21 32040380/337
®ag: +30 21 06549585
Iotétomog: http://www.eof.gr
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Méo® G avaeopds avemBounTmy evepyelmv uropeite va fondnoete ot cLALOYY TEPIGGITEPWV
TANPOPOPLDY GYETIKE LLE TNV ACPAAELD TOV TOPIVTOS POPLAKOV.

5. Iog va puidooste To Pemetrexed Accord
To @appako ovtd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot Ogv TO POAVOLV Ta, TOLOA.

Na pn ypnoiponoteite avtd 10 GAPROKO LETE TV Nuepounvio ANENG OV avapEpPETaL 6TV
EMON VO] Kol 60 Kovti petd nv AHEH.

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

Avddopo PeTd TNV avoovoTOoT Kot TEpALTéP® apaimon: To mpoidy Oa mpémel va ypnoipomoteitat
apécws. Otav TpoeTodleTor COLE®VA LE TIG AVaPEPOLEVES 0N YIES, £xEl OeLyBel yNUIKT KOl QLGIKN
otafepdTNTA TOV SIHAVHATOV TEUETPEEIONG, LETA TNV AVOCVGTACT KOl TNV TEPATEP® apaimon yio 24
mpeg o Beppokpacio youyeiov.

Na pn ypnoiponoteite avtd 10 PAPUAKO GV TOPATNPNOETE 0patd onpeio aAloimong.

To @apuaxo avtd Tpoopiletal povo yio epdamal yopnynon. Mnv netdte PApUAKO GTO VEPO TNG
ATOYETEVONG N OTA OIKIAKA OTOPPIUHOTA. POTAOTE TOV QOPLOKOTOLO GOG Y10 TO TMOG VO TETAEETE TAL
QApUOKa TTOV dEV YpToLoToLEite T Avtd ta pétpa Bo fondncovy oty Tpoctucic Tov
nepPaArrovrtog.

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

Pemetrexed Accord 100 mg: ‘Eva gaAidio kovewg mepiéyet 100 yilootoypoppe ntepetpe&iong (og
nepeTpeEion dSvatplovyog NUITEVTADOIPIKY).

Pemetrexed Accord 500 mg: "Eva gaAidio kovewg mepiéyet 500 yilootoypoppe ntepetpe&iong (og

mepeTpelion SvaTplovyog NIUTEVTADIPIKY).

Pemetrexed Accord 1000 mg: KaBe graridio mepiéyet 1000 yihootdypapupa tepetpeliong (og

nepeTpe€ion Svotplovyog NUITEVTADIPIKY).

Metd v avacidotacn, To didAvua mov tpokvmtel TepEyel 25 mg/ml nepetpeliong. Anarteiton
TEPAUTEP® QPAIDGT, TPV ATO TN YOPTYNON, OO TO YLOTPO 1] TO VOGAEVLTH(-TPL0L) TOV VOGOKOUEIOV.
Ta dAAa cvoTaTikd givar 1 LovvITOAT, TO VIPOYA®PIKO 0EL Kat To VOPOLeidto Tov vatpiov (PAéme
napdypapo 2 «To Pemetrexed Accord mepiéxet vaTplon).

Epgavien tov Pemetrexed Accord kou mepiey0pevo TG 6VGKEVAGIG

To Pemetrexed Accord givor kovig yio Tokvo SLALU Y10 T TOPACKEDT] SLOADLOTOG TPOG EYYLOT KoL
mapéxetal pEca oe Eva Yuaivo @laAioto. Eivar Avogihomomuévn kovig Aevkod £m¢ LITOKITPIVOL 1)
TPACIVOTOV-KITPIVOL YPDOLOTOG.

KdBe xovti Pemetrexed Accord mepiéyet Eva @roAidio.

Karoyog Adsrog Kvkhogopiog

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomavia
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Hopaymyog

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

Accord Healthcare Polska Sp.z 0.0.,
ul. Lutomierska 50,95-200 Pabianice, IToAwvio

To mapov AL 03N YLOV yprionS avade@piOnke Yo TELEVTAIO Qopa oTig 01/2022
Addeg TNYEG TANPOPOPLAOV

Aentopepeic TAnpoeopieg Yo T0 pappako avtd eivar dtabéoipeg 6To dikTvakd ToTo Tov Evpmmaikod
Opyoviopov ®apudkev: http://www.ema.europa.eu
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O TAnpo@opisc Tov 0KoAoVOOVY arevOVVOVTOL HOVO GE YIOTPOVS 1] ETUYYEANOTIES TOV TOUEN
VYEI0VOUIKI G TEPIOaAYNS:

Odnyiec ypnonge, YEPIoUOV KoL amdppync.

1. Xpnoyomoteite donmn TEXVIKN KOTA T SIIPKELN TNG OVAGVGTAGTG KOl TNG TEPULTEP®
apainong g mepeTpeliong, ywa tn yopnynon e evoopréPia yyvon.

2. Ynoloyiote tn 6001 Ko Tov apfud tov anartovpeveov proldiov Pemetrexed Accord. Kabe
QLOAd10 TTepLE et Eva mAedvao L TNG TEUETPEEIONG Yo VOl SIEVKOAVVETOL 1) TTAPOYY| TS
VO POPOLEVIC TOGHTNTOC.

3. Pemetrexed Accord 100 mg:

Ka0Oe @raridio 100 mg npénet va avacvotabel pe 4.2 ml yhopiodyov vatpiov 9 mg/ml (0,9 %)
EVEGILOV SLOADLOTOC YOPIG CLVTNPNTIKO, MGTE VO TPOKOTTEL SIAAV L0 TTOV Vo TEPIEYEL TEUETPEEIDN 25
mg/ml.

Pemetrexed Accord 500 mg:

KdéBe groidio 500 mg npénet va avacvotadei ue 20 ml yhoprovyov vatpiov 9 mg/ml (0,9%) evécipov
SOADLOTOG Y®PIG GCLVTNPNTIKO, BOTE VO TPOKVITEL SIAAV A TTOV Vo TEPEYEL TepeTpesion 25 mg/ml.

Pemetrexed Accord 1000 mg:

KéBe gronidio 1000 mg mpénet va avacvotadel pe 40 ml yAwpiodyov vatpiov 9 mg/ml (0,9%)
EVEGILOV SLOAVLOTOC YOPIG CLUVTNPNTIKG, MOTE VO TPOKOTTEL SIAAVLLO TTOV Vo, TEPIEYEL TEUETPEEIDN
25 mg/ml.

Avaxiveiote amodd Kabe prodidio péypt n mepexopevn kovig va drodivbel TAnpws. To didivpua petd
TNV ovecOGTAGT EIvVOL SLHVYEG, LLE EULPAVIOT] XPDOUAUTOS ATt AYPOUO EOC KITPIVO 1 KITPIVO-TPAGTVO

YPOUO, YOPIG va emmpealetat avemBvounta n Todtnte, Tov Tpoidvtoc. To pH tov daddpatog petd
v avacvotaon etvorl petaly 6.6 kot 7.8. Amarteiton meportépm apaioon.

4. O KoTAAANA0G OYKOC TOL SLOAVUATOG TNG TEUETPEEIONC UETE TV VG HGTAGT), TPETEL VO,
apowdei tepartépo pe 100 ml yhwprovyov vatpiov 9 mg/ml (0,9 %) evéoyov dwddpotoc,
YOpig cuvtnpNTIKd, Kot yopnyeitor pe evoopAfia £yyvon didpketag 10 Aemtdv.

5. Ta doAdpoTa TPOg £y)von TG TEPETPEEIONS TOV TPOETOWUALOVTOL COUPMOVA LE TIG AVAOTEP®D
odnyieg etvar cupPaTd Ue TIG GUOKEVES £YYXVOTG KO TOVG GAKOVG £YYLONG OO
ToALPIvoAoyAmpidto kot Tolvorepivn. H mepetpeion éxel uoikn acvpuPatdTNTO LE TOVG
draddtec Tov TEPEXOLY acPESTIO, cupTEPILaUBOVOLIEVOL TOV YoroKkTikoD dtodvporog Ringer
KoL TOL evésiov dtadvpatog Ringer.

6. Ta eoapuaKevTiKd TPOIOGVTA Y10 TAPEVIEPIKN YOPTYNON TPEMEL VO, EAEYYOVTOL OTTIKEL, Y10 TUYOV
TOPOVGIN AUOPOVUEVOV COUATIIIOV KOl YPOHUOTIKOV CALOIDCEMV, TPV GO TN YOPTYNoN.
Edv mapatnpnbovv tétola evpripata, To mpoidv dev mpénet va yopnynOei.

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

®OroEN

H ynuuen kot puoikn otabepdtnta yio T ¥pnomn Tov SAvpatoy tepetpeéiong mpog £yyvon UETa TV
avaeVOTOOT TOVG, £xel OstyDel Tt dropkel yio 24 dpeg og Beppokpacio 25°C.

A76 pikpofroroyikng amoyng, To Tpoiov Ba mpémel va ypnoyomoteiton apécmws. Edv dev
ypnopomomOel apésme, o ¥pdvog d1aTHPNONG Kol 01 GVVONKEG POAAENC TPV aTd T YPNON ATOTEAOVY
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gvBovn Tov ypnotn Kot dev Ba TPEmEL Kavovika va Eemepvouv Tig 24 dpeg o€ Bepuokpacieg 2°C Emg
8°C, ektdc Ko av 1) 0vaeVGTAGT)/ apaimon Exel AAPEL xDPA 6 EAEYYOUEVES KO TIGTOTOWUEVEL
donmtec cuvOnKeg.

Ipo@vAra&elg Yia Ty TPOETOLRAGIO KOl TN LOPT]YNON)

Onwg cvpPaiver kot pe GALOVS SVVNTIKA TOEIKOVG OVTIKOPKIVIKODS TOPAYOVTES, OTULTEITAL TPOCOYN
KOTA TO YEPICUO KOl TV TPOETOYOCTN TOV SIHAVUAT®V Yo £yyvon TG TepeTpeéione. Zvviotdton 1
yxpNon yavtidv. Edv 1o didAvpa g nepetpe&iong £pbet og emapn pe 1o dépua, vo TAOVETE AUESMS TNV
EPLOYN TOL déPHOTOC e apBovo camovvt kal vepd. Edv to didhvpa g mepetpeiong épbel oe emapn
pe Prevvoyovoug vuéveg Eemhbvete apéomg pe vepo. H mepetpeion eivan éva Tpoidv mov dev mpokaiet
coPapod epebicpud 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 wg coPapd cupPdpata omd Tovg epguvntéc-totpove. H e&ayyeioon
Oa Tpémetl va avtipetomileTor cOUE®VA e Tr GUVIHOT TPAKTIKY TOL EPUPUOLETOL YioL GAAOLG
TOPOUOIOVG TTAPAYOVTEG.
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