DVrAo odnYIOV xprions: [IAnpogopieg yra Tov yprioTy
Pemetrexed Accord 25 mg /ml Tokvo S1dAvpa Y10 TAPAGKELY] SLHADNOTOS TPOG £y VO
nepeTpelion

Awfdote TPooeEKTIKA 0AGKAN PO TO PULAO 001 YIOV YPNGNS TTPLY UPYICETE VO. P CLUOTOLEITE AVTO

T0 QappoKo 016TL TEPLAAPPAVEL CNUAVTIKES TANPOPOPIES Y10 CUG.

- Dura&te avtd To EUALO 0dNYIDV Yprione. Towg ypelaotel va to dwfdoete Eava.

- Edav éyete mepartépm amopiec, poToTe TOV Y1OTPO, TOV QOUPLAKOTOL0 1] TOV VOGOKOLO GOG.

- H cvvtayn yo avtd to eappako yoprnyndnke amokAeloTiKA Yio 60G. Agv TPEMEL VO ODGETE TO
@apuako o€ aGAlovg. Mmopel va Toug Tpokorésel PAAPN, akOUa Kot OTAY TO GUUTTOUOTA TNG
aoBévelds Toug etvon 101 e o O1Kd 6ag.

- Ed&v mopatnprioete kKamowo avemiBOUNTn eVEPYELD, EVILEPDOTE TOV YIOTPO, TOV PUPLUKOTOLO 1|
TOV VOGOKOUO GOG. ALTO 1oY0eL Kat Yo KAOe mBavi) avemBOunTn evépyela Tov Oev AVaPEPETL
610 TaPOV PUALO 0dNYIDV xpnons. BAéme mapdypapo 4.

T epréyel To Tapov eUALO 00N YLAOV:

Tt eivor to Pemetrexed Accord ko o givat 1 yprion tov

T mpéner va yvopilete Tpwv ypnoiponomoete to Pemetrexed Accord
Iog va ypnoonomcete to Pemetrexed Accord

[MBavég avemBounteg evépyeteg

[og va purdocete o Pemetrexed Accord

[epreydueva g cLoKEVOGING Kot AOITES TANPOPOPIEG

AN e

1. Th gival To Pemetrexed Accord kat oo givat 1 yprion Tov

To Pemetrexed Accord givai £va QoppOKEVTIKO TPOTOV OV YpNCIHoTolEiTaL Yia T Oepaneio Tov
KapKivov.

To Pemetrexed Accord yopnysitol 6€ GUVOLAGUO HE GIOTANTIVY, £VOL GALO AVTIKOPKIVIKO (APOKO,
v T Oepameio Tov kakonfovg pecodniimdpotoc velmroTa, o LOPPT KApKivov Tov exnpedlel To
emBnA10 TOL TTVELpOVO, GE acBevelg Tov dev Eyovv Aafel Tponyovevn ynuetodepameioa.

To Pemetrexed Accord yopnyeitot eniong o€ GLVSLOGUO HE GIGTATIVN, Y10, TNV ap)IKT Oepomeio
acfevdv pe Kapkivo Tov TVELLOVO GE TPOYMPNUEVO GTAD1O.

To Pemetrexed Accord umopei va cog cuvtayoypoaendel v éxete Kopkivo ToL TVEDUOVO GE
TPOYWPNUEVO GTAS10, £V 1 VOGOG £XEL avTamokplOel 1} eGv Topapével o€ peydio Pabud apetapinm
UETE TNV apyIkn ynuel0bepaneia.

To Pemetrexed Accord givat emiong Oepaneio yio acOeveic e KOPKIVO TOV TVEVLOVO GE TPOYDPTUEVO
0TA010 TV omoimV 1 vOGOG EYEL TPOOSEVCEL PETA ad TPONYOVUEVT] ApYIKY] ¥NpeBepaneia.

2. T péner vo yvopilete mpoTod ypnoipomorjoete To Pemetrexed Accord

Mnv ypnorpomorjoete To Pemetrexed Accord

- o€ mepimtwon allepyiag (vtepevatcneciog) otny mepeTpelion 1| 6 0mo10dNTOTE GAAO OO TO.
ovotatikd Tov Pemetrexed Accord (avagépovtal 6ty mapdypao 6).

- eqv Onhalete Ba mpémet va drakdyete T yolovyia katd tn didpkewd tng Bepomeiog pe 1o
Pemetrexed Accord

- edv oag €xet yopnynbei mpdopata 1| mpdkettar va cag yopnyndet epforio yo tov kitpvo
TupEeTO.
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Mpocwdomomceirs Kot TPoPLAGEELS

AmngvBuvbeite 61OV Y10TPO GOC, GTOV VOGOKOUELOKO (POPUOKOTOL0 GAG 1] GTOV VOGOKOUO GO TPOTOV
ypnowonomoete to Pemetrexed Accord.

Edv €yete M eiyote 010 mopelBOV mpoPANpaTa [LE TOVE VEPPOLS GOC, GLLNTAOTE LE TO YLOTPO GOG 1) TOV
(POPUOKOTOLO TOV VOGOKOUEIOV, S10TL EVOEYETAL VO UV uopeite va mdpete Pemetrexed Accord.
[pw and kabe Eyyvon Oo Aapfdvovtal deiypato Tov aipoTog 60, TPOKEWEVOL Vo eAeyyOel OTL £xeTe
EMOPKT VEPPIKT] KOl TOTIKY AELTOVPYio Kot OTL £XETE APKETE OLOGPAIPLY, DGTE VO TOPETE
Pemetrexed Accord. O yuwtpdg cog pmopet va amopacicel vo aALdEeL T d0om 1| va avafaiet )
Bepamneio oag, OvOALOYQ LE TN YEVIKY GOG KATAGTOOT KOl €0V Ol TIHEG TV OLLOGPapioV cag ival
vrepPorikd yapniéc. Edv cuyypdvmg Aapfavere siomiativn, o yioutpog cag 0a ppovtioel vo Exete
TPONYOVUEVDS eVVOATOBEL ETapKMOG Ko va £xete AdPet Tnv katdAAnin Beponeio Tpiv KoL LETA TN
olomAaTiVY, ®OTE VO TPOANPOEl 0 EpeTog.

Edv €yete vmoPAndei 1| cronevete va vmoPfAnbeite og axtivobepaneia, evnuep®dGTE TO YIUTPO GOC,
Kkabmg pmopei v vrapyel Tpodwpn N kabvotepnuévn avtidpaon aktivoBoriag pe to Pemetrexed
Accord.

Edv €yete nmpocpata epporrachei, evnuep®dote 10 yoTpo 60c, KaOmMG antd Umopel vo TpokarEcel
avemounTeg avTIdpacelg 6€ cuVOVAGUO e To Pemetrexed Accord.

Edv €yete kapdiokn vOGO 1 16TOPIKO KAPIIOKNG VOGOV, EVILEPMGTE TO YIUTPO GOG.

Edv vrdpyet culhoyn vypov yop® amd Tov TVELLOVO GOG, O YL0TPOg GOG Iomg Kpivel amapaitnto va
TOPOYETEVGEL (APaPEGEL) TO VYPO AVTO, TPV Gag yopnynoet To Pemetrexed Accord.

Haword kan £pnpor
Av16 10 Qapuako dev Ba TpEmel va yopnyeitol og Toudid kot e fovg, Kabmg eV VITAPYEL EUTELPIL [E
0T T0 PAPUOKO GE TodLA Kol EPNBovg KAt Tov 18 eTdv.

Allo @éppoxo kor Pemetrexed Accord

Evnuepdote 1o yuotpd oog edv Taipvete KATO0 GAPLOKO Yol TV VOKOVPLOT) TOV TOVOL
(avoAyNTIKO) 1 AVTIPAEYHOVMIES PAPLOKO, OTTMC TO PAPLLOKO TOV OVOUALOVTOL «UN-GTEPOELON AVTL-
PAEYLOVAOIN PapLOKELTIKA TTpoiovTa (MEAD)», cupmephapfovolévey Kot TV QUpUIK®V oV
ayopalete yopic cuvtayn yiatpod (6nwe 1 Povrpopaivr). Alatibeviol otnv ayopd didpopa Tpoidvta
MXAO® pe drapopetikn xpovikn ddpketa dpdong. Me Bdon Tnv TPOYPAULATIGUEVT] TLEPOUNVIQ TOV
mpoKkettan vo, Adfete v éyyvon tov Pemetrexed Accord ko Ty KaTdGTOCT TG VEQPLKNG GOG
Aerrovpyiag, o yiatpog oag Ba cog vrodeifet ta edpake Tov uropeite va AdPete, Kabmdg Kot TOTE
umopeite va ta AaPete. Edv €xete omoladnmote amopia, pdTHGTE TO Y1ATPO GOG N TO PAPULOKOTOLO GOG,
va oag emPefordoovv, edv KATOL0 amd To PAPLOKE GOG AVIKEL GTNV Katnyopia Tov MEA®.

MopoakareicOe va evUEPDOETE TO YIATPO GAG EAV TOIPVETE PAPLLOKA TOV OVOUALOVTOL OVOGTOAEIG
avthiog Tpmtoviov (openpaloin, ecopenpaloin, Aaveompaloin, wavtompaloin Kot paunempaloin)
OV XPNOLOTOOVVTOL Yl T Oepameia TG KaovpaAG Kot TG TaAvIpounong o&Eog.

[MopakareicOe va evepDOETE TO YIATPO GOG N TO PAPULAKOTOLO TOV VOGOKOUELOL, GV TTaipveTe |
€yete mapel TpoOcPATO AALA PAPLAKO, AKOMO KOl AVTA TOL dEV Gag £xovv YopnynOel Le 1aTpikn
cuVTOYN.

Kiunon

Edv eiote éykvog, vopilete 6t1 pmopet va giote £ykvog 1 oyedidlete va amoktnoete Taudi, {ntrote
GUUPBOVAN TOL YATPOV T} TOV PUPIOKOTOLOD GO TPV TAPETE AVTO TO PAapprako. H yprion tov
Pemetrexed Accord mpémel va amopedyetat katd T odpKew g komongs. O yiatpog cag Oa culntnoet
padi oog Toug evdexdeVoLS Kivduvoug amd T ANy tov Pemetrexed Accord katd tn didpkeia tng
KOnong. Ot yuvaikeg mPENEL VO YPTGLULOTOIOVV ATOTEAEGLOTIKT] OVIIGUAAN YT KOTA TN O8pKELDL TNG
Bepaneiog pe Pemetrexed Accord kot yia 6 pfveg petd tn yoprnynon g teievtaiog d6onG.

Onioopog
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Edv OnAdlete, evnuepmoote to yotpd oag.
O OnAacpog mpémet va. SlokomTeTo Katd T didpkela ¢ Bepameiog pe Pemetrexed Accord.

TCovipotnTo

Ot Gvdpec cupfoviebovtal vo Uy TEKVOTO GOV KOTA T JIPKELD KOt LEYPL 3 UNVEG UETE TN
Oepancio pe Pemetrexed Accord kot kotd cuvEnelo 0o TPETEL VoL YPNGILOTOIOVV OTOTEAECUATIKT
AVTICVAAN YT Katd T O1dpkela tng Oepaneiog pe Pemetrexed Accord kot yio 3 pveg petd m
Bepaneia. Edv embopeite va texvomomoete katd ) didpkewa g Bepameiog 1 6€ xpovikd SLdcT e
3 unvav petd v olokAnpwon g Bepaneiag, cupfovievdeite 1o yiatpo N 10 pappokonold cag. To
Pemetrexed Accord pmopei va exnpedcel TV KOVOTNTO TEKVOTTOINGONG G0C. Xu{NTNOTE UE TO YIUTPO
o0c Yo vo avalntioete GOUPOVAEG GYETIKA e TNV QUANEN CTEPUATOC TPV Ao TNV EvApEN TNG
Oepaneiog.

0o yNoN KOl YEPLGROS PUNYOVIIULATOV
To Pemetrexed Accord evdéyetorl va cog npokaAécet aicOnpa kénmonc. Na tpocéyete 1diaitepa otV

001 yNGoN 1 GTO XEPIGUO UNYOVILATOV.
To Pemetrexed Accord wepiéyst vatpro

H péyiot cuvietopevn nuepnoia d6on yio oavtod to eappoko tepieyel 304 mg voatpiov (Ppicketar 6to
emtpoanéllo aAdT). Avto wodvvapel pe 15,2% g péylotg GUVICTOUEVNG TPOGANYNC VOTPIo Yio
TOVG EVIAIKOVC.

AmgvBuvbeite otov pappokorold 1 tov yratpd oag eav ypedleote Pemetrexed Accord oe kafnpepvn
Béon yio mapateTapévo xpovikd daotna, WK e4v cag £xel cuotabel va akolovbeite diotta pe
YOUNAN TPOSANYT oA TLOD.

3. og va yproiporonjcete To Pemetrexed Accord

[Tavtote va ypnoLomoleite 10 PAPLAKO QVTO AVGTNPE COUE®VA LE TIG 0dNYieg TOV YaTpol 1 TOV
papuakomoloy coc. Eav éxete apugifolisc, poTNGTE TOV Y1UTPO 1] TOV POPLOKOTOLO GOGC.

H ocvvietopevn d6om tov Pemetrexed Accord givar 500 milligrams yio kd0e teTporymvikd pétpo
emedavelog cdpatos. To yog kot to PApog Gag ypNOIHLEBOVY Yot VITOAOYIGHO TNG EXLPAVELNS TOV
ompotoc 60g. O yotpdg cog 0o xpNGLOTOGEL TV ETUPAVELL, TOV GMWUATOS GOC Y10, VO VITOAOYIGEL
™V KaTdAANAN doon Y ecds. H do6om avtn pumopet va tpotonomBel, 1) 1 Oepaneio pmopel va
KaBLGTEPTGEL AVALOYOL LLE TO. ATOTEAEGLLOTO TV YEVIKMOV EETAGEMY A{LOTOG KOl TN YEVIKT GOG
KatdoToon).

®a Aappdavete To Pemetrexed Accord mavta pe £yyoon péca og kamola PAERa cag. H éyyvon dwapiel
nepinov 10 Aemtd.

Ortav 1o Pemetrexed Accord ypnoiponoieitol 6e GUVOVAGUO |E GIGTAATIVN:

O y1atpdS N 0 PUPUOKOTOLOG TOV vosokopeiov Ba vodoyicet T doom mov ypetdleote, pue Baon to
Vyog kot to Bapog cag. H ciomhativn yopnyesiton eniong pe £yyvon péoa o€ Kamola AERA cag KoL M
xopriynon yiveron mepimov 30 Aemtd petd v oAokApwon g £yyxvong tov Pemetrexed Accord. H
€yyvon g olemhativng dlapkel Tepimov 2 dpeC.

Oa wpénel va AapPavete v aywoyn cog pio opd kdOe 3 efdopadec.

[Ipdcbeta pappaka:

Koptikootepoedn: o yiatpdc cog 8o cag cuvtayoypapnost diokia 6Tepoed®V (160dvvao Le 4 mg
de&apeBaldvne dvo popéc v NUéEPD), Ta Omola TPEMEL VoL AUPAVETE TNV TPONYOLUEVT], TNV 1510 KOt
mv gnopévn nuépa and ) Beponeia pe Pemetrexed Accord. H yoprynon avtod tov gpoppdkov
OTOGKOTEL GTN LEI®OT TNG CLYVOTNTOG KOt TNG GOPapdTNTAS TV SEPUATIKDV AVTIOPAGE®DY TOV
UTOPEL VAL TAPOVCIAGETE KATA TN SIAPKELN TNG OVTIKOPKIVIKNG Ogpomeiog cog.
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SoumAnpopoto frapivey: o yiotpog 6ag o 6og GuVTAYOYPAPNGEL OO TOL GTOUATOS PLAAIKS 05D
(Brrapivn) N kK&mowo moAvPirapivovyo okebaoUa Tov TEPLEXEL Kot LAAKO o0& (350 émg 1000
UIKPOYPOLAPLa), Ta OTtola TPEMEL v AapPdvete pia opd TV NUéEPa Katd T didpkela g Oepameiog
pe Pemetrexed Accord. @a tpémnet va mdpete ToLAdIGTOV 5 30GELG PLAAIKOV 0EEOG, KOTA TIG ENTA
TPOTYOVUEVEG NUEPES 0O TNV TPAOTN dO66M Tov Pemetrexed Accord. TIpémel va cuveyioete va
TOIPVETE TO PLAAIKO 08D Yo 21 nuépeg petd v tekevtaio d0om tov Pemetrexed Accord. Oa cog
xopnynOet emiong pia £veon Prrapivng Biz (1000 wkpoypappdpia) katd v tponyolievn efoopdda
amd T xopnynon tov Pemetrexed Accord ko ot cuvéyeia kabe 9 efdopddec Tepinov (S1doTne TOL
avrtiotoryel og 3 kOKAovg Bepomeiag pe Pemetrexed Accord). H Brrapivn Bz ko to guAlikd o0&
XOPNYOUVTOL PE GKOTO VoL HELBODV 01 EVOEYOUEVES TOEIKEG EMOPAGEIC TNG AVTIKOPKIVIKNG Ogpameiag.

Edv éxete meplocdtepeg EpMTNGELG GYETIKA LLE TN YPTOT OVTOV TOL PAPUAKOV PMTNGTE TO YOTPO N TO
(POPLOKOTOLO GOG.

4. MBavég avemBOunTeg evépysreg

Onwg 6Lo To pAPLOKO, ETCL KOL 0VTO TO PAPUOKO UTOPEL VO TPOKOAEGEL AVETIOVUNTEG EVEPYELES OV
Kot 6gv Topovclalovial 6€ OAOVE TOVG avOpmTOC.

[pénel vo eMIKOVOVIGETE AUECHG LLE TO YLOTPO GOC OV TAPOTNPNCETE OTOLOOINTOTE Al T AKOAOoVOQL:

o ITupetod N Lolpwén (cvuyva 1 TOAD cuyva avTicToiymg): av Eyete mopetd 38°C ko dvo,
€Qidpwon M dAla onueio Aoipméng (kabott o aplBudc TV AeVKOKVTTAP®Y oG UITopEl va gival
HKPOTEPOG, TO 0010 givat TOAD cuyve). H doipmén (onyn) umopel va givar coPapr| kot pmopet
va 00N yNoel o€ Bdvarto.

o Edv apyioete va aroBdveote ndvo oto otbog (cuyvd) 1 va éxete tayvkapdio (OXL oUXVA).

o Edv &yete movo, epiBnua, oidnua 1 €EAkn 610 6TOUA GaG (TOAD GLYVO).

o Aldepyun avtidpaon: eav eppavicete depuatikd e£avOnua (toAd cvyvo)/aicOnua kavcov 1
VUYHODU (GUYVO), 1| TUPETO (GLYVO). L& GIAVIEG TEPUTTMGELS, OL SEPUOTIKES AVTIOPAGELS UTOPEL
va glvar GoPopéc kot propei va odnynoeovy og Bavoto. Etikowvmviote e to y1atpd cog edv
napovclioete coPfapd e&avonua 1 kvnoud 1 pAVKTaveS (cbvopopo Steven-Johnson 1 To&kn
EMOEPLIKT VEKPOALOT)).

o Edv gppavicete kénwon, tdon MmoBvpiag, av Aoyavialete bkoha 1 £xete oypn Oymn (SOt
pmopel va £xete yaunAdTepP aos@atpivn amd T PLGLOAOYIKT, TO 0Ooi0 gival TOAD GuYVO).

« Edv mapovcidcete aoppayio 6ta 0O A, T HOTN 1] TO GTOWA, 1] OTOONTOTE ALLOPPAYio TTOV
dev otapatd, ovpa pe KOKKvN 1 pol xpotd, un-avapevopevous HOAMTES (010t 0 aplfpog Tov
oponetoAiov umopel va givat yapunAoTePOg 0md T0 PLGLOAOYIKO, TO 0TTOT0 Elval GLYVO).

« Edv gpoavicete Eapvikn dvonvola, Evtovo tovo oto otfog 1 Priya pe opdeupta roeha (Ot
ovyva) (umopet va givar £vogiEn OpoUPov AiLOTOC GTO ALLOPOPO. AYYEIN TOV TVELUOVOV).

Al\eg avemBounteg evépyeteg Tov Pemetrexed Accord pmopei vo mepthappavouv:

TloAv ovyvég (umopet va emnpedoovy mepioootepa omo 1 ara 10 droua)

Aolpumén

Dapvyyitda (Tovorapog)

XopnAog aptpog ovdeTepOPIA®Y KOKKIOKVTTAP®OV (£VAG TOTOG AEVKOKVTTAP®V)
XopnAdg apfpudg AevkokuTtdpmv

Xopnid eminedo apocalpivig

[Tovoc, epuBpoTnTa, TPHEYO 1| TANYES GTO GTOUA GO

Amndlero, TG 6peéng

"Epetog

Aldppota

Noavtia

Agppotikod eEavonpuo

Amolémion tov 6€ppatog

Mn @UGLOAOYIKEG EEETACELS QULLOTOG TTOL KATAOEIKVDOLV LELMUEVT] AEITOVPYIO TV VEQPDY
Konwon (kobpacn)
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2oyvég (umopel vo. exnpedoovy éwg 1 ota 10 aroun)

Aolumén tov aipatog

[Mopetdg pe youmAd aptBpd ovdetepdPIAmV KOKKIOKVLTTAP®V (£vag TOTOG AEVKOKVTTAP®YV)
Xopniog aptOpog arponetolmy

AM\epyuc| avtidpaon

ATOAEW COUATIKOV VYPOV

Alhay"| o yevon

BA&Pn kivntikdv vedpmv mov pmopel va mpokaAiéoel poikr advuvapio Kot atpogio (amicyvaven)
KLpimg 0Ta AVO KoL 6T KATO GKpa

BA&Pn arctntikmv vedbpwv mov umopei va TpokoAECEL ATMAELN TNG OTONTIKOTNTOS, KOVGTIKO TOVO
Kot ootadelo 6to fadiopa

Zé&An

dAeypovi i oidnpa Tov emmePLkOT (1 LEUPPAVT TOV ETEVOVEL TO PAEPAPO KO KOAVTTEL TO AEVKO
TOV HOTIOV)

Enpoghoiuia

Yypd patia

Enpotnta Tov emmeukoTa (1 pepPpdvn Tov enevovEL To PAEPAPA KoL KAADTTEL TO AEVKO TOV LOTIO)
KOl TOV KEPATOELWOOVE (TO SAPAVO KAAD U UTPOoTd amd TNV iptda Kot TV KOpn)

Oidnua (mpnéo) tov Prepdpmv

OpBaipikn dwatopoyn pe Enpodtnra, okicipo, epediopod kavn tévo

Kopdiakn mpocsBorn (Katdotaon mov ennpedlet Tnv kovotnto Tov Kopdlokov pods va Aettovpysel
GOV ovVTAL)

AxavovioTog Kopdlakog pubuog

Avomeyia

Avokothotta

Kotaxod dhyoc

‘Hrap: avénon tov ynutk®v 0uGLdY GTO Gl TOL TAPAYOVTOL O TO Top

AvENPEVOG XPOUOTIGHOG TOV SEPUATOG

Dayovpa 610 SO

E&dvOnpa 610 odua 6mov To kabe onuadt potdletl pe To pHatt £vog Tahpov

Andrelo Tpy®V

Kvidmon

AwoKom TG VEQPIKNG Asttovpyiag

Mewopévn Aettovpyia TV veppdv

[Tvpetodg

Akyog (Tovoc)

[Tepiooela vypdv 610 GOUA, TOL TPOoKAAOVY TPHELO (01dN L)

[Tovog 610 61NBog

Dreypovn kot eEEAK®OT TV PAEVVOYOV®V VUEVOV TOV EXEVOVOVY TO TEXTIKO GLGTNIUA

Oyt ovyvés (umopei va exnpeaoovy éwg 1 ora 100 aroun)

Meimon tov aplfuod tov epufpoKvTTAPOY, ASVKOKVTTAP®YV KOl AULOTETAAI®DV
Ayyelokd eyKePAAKO EMEIGOII0

TYmog ayyelakov eykepaikol enelcodiov dtav pa aptnpic ToL eYKEPAAOL givar paypévn
Awoppayia péca oto kpovio

2mOdyym (Owpokikd Ahyog TOL TPOKOAEITAL OO LEIWUEVT POT] AULOTOC TNV KOPOLd)
Kopdiokd eneicddo

Y1évoon N amoKAEICUOG TOV GTEPAVIOI®Y 0PTNPIDV

AvEnuévog kapdiakdg pOuog

Avemopkng KaTavoun aipatog oTo GKpa

AToKAEIGUOC LI0G EK TV TVELLOVIK®OV 0PTNPUDY GTOVG TVEVLOVES GOG

DAeyOVI KOl OVAT] TOL EGMTEPIKOV TOV TVELLOVOV LE AVOTVEVCTIKA TPOPANLLOTA
AmoBoAr| £évTovou KOKKIVOL aipatog and Tov TpOKTo

Ayloppayio 6TOV YOGTPEVIEPIKO COANVA

Pnén tov evtépov

DAeyHOVI TOL EGOTEPIKOD GTPMUATOS TOV O1GOPEYOL
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DAeyHOVI TOL EGOTEPIKOV TOV TOYEOG EVTIEPOD, TOV UTOPEL VO GLVOIEVETAL alTd apopparyic 0md 10
€vtepo 1] 10 0pBo (eppaviletal oTov cuVOLACUO LE GLoTATIV)

DdAeypovn, oidnpa, pvdnua, Kot dStafpwon g PAEVVOYOVOL ETPAVELLG TOV O1GOPEYOL TOV
TpoKaAgital oo axtvobepameio

Ddreypovi T@V TVELUOV®V TOV TPOKAAEiTOL 0o akTvobepameio

2ravieg (umwopel vo exnpedoovy éwg 1 oo 1.000 aroua)

Kotaotpoen tov epubpoxvttapmv

AvopuiokTtiko 6ok (cofapn arlepyn avtidpaon)

DAeyHOV®ONG KOTAGTOGT) TOV HTATOG

EpvBpdmra tov déppatog

Agppotikd eEvOnpa mov epeavifeTol oe TEPLOYN TOV EYEL TPONYOVUEVOG eKTEDEL G akTIvOBoAia

TloAv oravies (umopel va exnpeaoovy éwg 1 ara 10.000 droua)

AodEELS TOV SEPUATOG KL TOV LOAOKDV 1GTMV

Yvvopopo Stevens-Johnson (§vog TOTOG TOAD GOBAPNG AVTIOPAGTG TOV SEPLOTOG KO TMV
BAevvoyovev vpuévev Tov pumopel vo gival ametAn Tk yo tn {on)

To&wn emdeppxn vekpoivon (évog TOToc cofapnc SEPLOTIKNG avTidpaoN TOov Uropel va gival
amenTiKn yo ™ Con)

Avtodvoon dlatapoyr] 610V KATAANYEL GE dEPLOTIKO eEAVOM L0 KO PAVKTAIVES GTO KATM GKpa, GTO
Gvo dKpa Kot TV Kot

DAeypovi TOL SEPUOTOG TTOL YOPaKTNPILETAL OO TNV TOPOVGIO TOUPOADY®V YEUATOV e VYPO
EvBpovotdmra tov d€ppatog, ALKTOLVES KO SLULPPAOCELS KO SEPLOTIKEG OVAES

EpvBpdmra, dhyog kot mpri&io kupiog ota Katw dikpa

DAeypovi TOL SEPLOITOC KO TOL VITOSOPI0V Alovg (WevdokvTTapitidn)

DAeypovn Tov déppotog (depuatitidn)

Aéppo Tov teivel va pAEYUaivEL, va Tapovcldlel kvnopo, epudpdtra, poyUES Kot TpaydTNTA
Inpeia pe évrovn eayovpo

Muy yvwotic ouoyvoTnTaS: 1 oVYVOTHTA TOVS 08V UTOPEL va. exTiun el ue foon ta drabéoiuo dedouéva
Epgdavion dwaprtn koping Adyw e taboroying Tamv veppmv

AlTopayn TV VEQPOV OV GLVETAYETOL TOV OAVATO TOV ETONAOKOY COANVAPIIKDV KUTTAP®V TOV
oynuatifouv Ta veppikd cmANVAapLa.

Mrmopei vo, ELQavIcETE KATO10 0O TO CLUTTMMOTO KO TIG KOTOoTAoES anTés. [Ipénet va
EVNUEPDGETE TO YIOTPO GOG TO GUVTOUOTEPO dLVATOV, OTAV OPYICETE VA TAPOVCIALETE KATON TETOLO
TOPEVEPYELQL.

Edv avnovyeite yio kdmowa /-eg mapevépyelo/-gG, cu{NTNGTE HE TO YIUTPO GOC.

Ava@opd avemBuunTOVv EVEPYELOV

Ed&v mapotmphioete Kamoto avemBountn evépyela, EVUEPMGTE TOV YIUTPO, TOV POPLOKOTOLO 1 TOV/TNV
VOGOKOUO 60G. AVTO 1oyveL Kot Yl kaOe mhavr avemBountn evépyela Tov SEV avVapPEPETAL GTO TOPOY
POAAO 0O YLDV ¥prione. Mmopeite emiong va avagépete avemBounteg evépyeleg anevbeiog, HEcw

E\MGoa

EBvikog Opyaviopog @apudkmv

Mecoyeimv 284, GR-15562 Xoiapydc, ABnva

TnA: +30 21 32040337

Iototomog: http://www.eof.gr , http://www Kitrinikarta.gr

Méom g avapopds avemBountwv evepyeudv pnopeite va fondnocete otn cuALoyn TeplocdTEPOV
TANPOPOPLOY GYETIKA [LE TNV AGPAAELD TOV TOPOVTOG POPLAKOL.

5. [ag va pviaccete To Pemetrexed Accord

72



To @appako ovtd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal dgv TO POGVOLY TO TALO1AL.

Na pn gpnoiponoieite 0vtd 10 PAPUOKO HETA TNV NUEPOUN VD AMENC TOL OVaPEPETUL GTNV
EMONUOVOT] KoL 6TO KOUTL PHETA TNV évoelén EXP.

Ddvldcoete og Oeppokpacio pikpodtepn twv 25°C.

Awdhopa mpog Eyyoon: To Tpoidv Ba mpémet va ypnoiponoteitorl apécwc. Otav mpogroipndletan
GUUPMOVO. [LE TIG OVOPEPOLEVESG 0OMYIES, ExEL OetyBel YMIKY| Kot PLOIKT 6TaBEPOTNTA TV SHAVUATOV
mepetpeliong, LETA TNV apainct Yo 72 dpeg oe Oeprokpacio dOUOTIO.

Na pn gpnoiponoieite ovtd T0 PAPHOKO EAV TOPATNPNGETE OPUTA N UEiD AAAOI®ONC.

To @appaxo avtd Tpoopiletal Lovo yio epanal yopnynon. Mnv metdte eAaproKa 6To VEPO TNG
OTOYETEVONG 1 GTA OIKLAKA OTOPPIHHATA. POTNGTE TOV QaplaKoTold 6aG Yia TO TMG Vo TETAEETE TO.
Papuoka Tov dev ypnoiponoteite ma. Avtd ta pétpa Ba fondncovv otV TpocTacio Tov
mepPdAiovtog.

6. Mepreyopeva TG GLOKEVUGLNG KOl AOLTEG TANPOPOPIES
T epréyer To Pemetrexed Accord

H dpactikn ovoia eivon ) mepetpe€ion. Eva ml mokvol diaddpotoc mepiéyel mepetpelion dvatplovyo
7oV 16odvvapel ue 25 mg mepetpeliong.

"Eva @1oAid10 4 ml mokvod dtodvpatog mepiéyel tepetpetion dvatplovyo mov isodvvapel pe 100 mg
nepetpe€iong

"Eva @loAidio 20 ml rukvov dtohdpotog mepiEyet mtepetpe&ion dvatplovyo mov toodvvaypei pe 500 mg
mepetpeEiong

"Eva @1aAido 34 ml mokvov dwohdpoatog tepiéyet meperpe&ion dvatplovyo mov woodvvaypei pe 850 mg
nepetpe€iong

"Eva @1oAidio 40 ml mokvov dwohdpoatog mepiéyet meperpe&ion dvarplovyo mov woodvvapei pe 1000 mg

nepetpe€iong

Ta dAAo cuotaTikd gival to Kitpkd 0&D, n L-pebetovivn, 1 povobetoylvkepoin, to vopoeidio tov
vatpiov, To VOPOYAWPIKO 0EH, CLUTVKVOUEVO KoL TO VOWP Yo evésipa (PAEne mapdypago 2 «To
Pemetrexed Accord mepiéyetl vaTplon).

Ep@avion tov Pemetrexed Accord kot wepiey0pueva TS 6VOKEVAGIOG

To Pemetrexed Accord givat mokvo S1GAVUE Y10 TN TOPAGKELT] SIAVLOATOC TPOG EYYVOT KOl TOPEYETAL
pésa og £va yudivo eroiidio. Eivat dtavyég, dypmpo émg vToKITPIVOL ¥POUATOG O1AAVLLA.

Kda0e xovti Pemetrexed Accord mepiéyet €va grolidio mov mepiéyet 4 ml, 20 ml, 34 ml 1) 40 ml Tokvod
Stoddpatog.

Karoyog Adgrag Kvkrhogopiag

Accord Healthcare S.L.U.

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

08039 Barcelona,

Tomavia

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

LABORATORI FUNDACIO DAU
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C/ C, 12-14 Pol. Ind. Zona Franca, Barcelona, 08040, Iomovio

Accord Healthcare Single Member S.A.
64th Km National Road Athens,

Lamia, 32009,

EALGSa

["o omoladnmote TANPOPOPic. GYETIKE LLE TO TAPOV PAPUOKEVTIKO TPOIOHV, TOPUKAAEIGTE VA
amevBouvbeite otov TomKo avTmpdcwno Tov Katdyov g Adstog Kukhopopiag:

AT/BE/BG/CY/CZ/DE/DK/EE/FI/FR/HR/HU/IE/IS/IT/LT/LV/LU/MT/NL
/NO/PT/PL/RO/SE/SI/SK/ES

Accord Healthcare S.L.U.

Tel: +34 93 301 00 64

EL

Win Medica A.E.
Tel: +30 210 7488 821

To mapov gvAro 0dNYLAOV Yp1)oNg avadswpOnke Yo TehevTaia opd otig 07/2025
Aldeg TyES TANPOPOPLAOV

Agntopepeic mAnpopopies yia 1o pappako avtod givar dabéoieg oto diktvakod tomo tov Evponaikon
Opyaviopob @apudrkmv: http://www.ema.europa.eu
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O TAnpoopisc oV 0KOAOVOOVY aTEVOVVOVTUL LOVO OE YIOTPOVS N EMAYYEANUTIEC VYEIOC:

Odnyiec ypnone, ¥EPiopuov Kot omdppyng.

1. Xpnowonotgite AonTn TEYVIKY] KATA TN OLAPKELN TNG 0PaimoNg TG TEUETPEEIONG, Y1 TN
xopnynon pe evooeAéPia Eyyvon.

2. Ymohoyiote Tn 866N Kot ToV apldud tov amaitovpuevov eloadiov Pemetrexed Accord. Kabe
(PLOALSI0 TTEPLEYEL £VOL TAEOVAGLLOL TG TEUETPEEIONG YL VOL SIEVKOAVVETOL 1] TTOLPOYN TNG
VoY pOOOLEVNG TOGOTNTOG.

3. O xoatdAAniog 6ykog Tov SlohdpaTog TG TepeTpesiong, tpénet vo apaiwdei pe 100 ml
yAoprovyov vatpiov 9 mg/ml (0,9 %) evéoipov Stodduatog, xopic cuVINPNTIKO, Kot yopnyeitot Le
evdopAéPra Eyyvon duapketag 10 Aemtdv.

4. To dwwAvpota Tpog Eyyvon e TePETPEEioNG oV TPOETOUALOVTOL COUPOVA LE TIC AVOTEPM
00mMyieg elvarl GUUPBATA UE TIC GVOKEVEC £YYVOTG KO TOVS GAKOVG £YYLONG 0o ToAVPvLAOYAmPidlo
Kot ToAVoAEPiv. H mepetpe&ion £xel puotkn acvuPatdmmra Pe Toug SIHADTEG TTOL TEPLEYOLY
06PB£0TI0, GLUTEPILAUPOVOLEVOL TOV EVEGILOV YOANKTIKOD SloAbpoToc Ringer kot Tov vEGTUOD
Stohvpartog Ringer.

5. To @appoKeLTIKA TPOIOVTO Y10 TOAPEVIEPLKN YOPTYNOT TPEMEL VO, EAEYYOVTOL OTTIKA, Y10 TUXOV
TOPOVGI0 ALMPOVUEVOV COUATIOIOV KOl YPOUOTIKOV CALOIDCE®Y, TPV Ao TN yopnynon. Eav
mapoTnpNOovV TETOLN EVPNULALTA, TO TPOIOV deV TPEMEL vaL yopnynOet.

6. Toa doAdpoto e TepeTpe&iong eivar povo yia epamaé yopriynon. Kabe pun ypnoponom0éy
TPOTOV N LIOAEWUA TPETEL VO, amopPLPOel, COUP®VA PE TIG KOTA TOTOVG 16YVOVGEG GYETIKES O10TAEELC.

DOraEN
H ynukn ko uoikn otabepdnra yio tn ¥pnon TV oA udtev TepeTpesiong Tpog Eyyuon, Exel
deryBel 0Tt dropkel yuo 72 mpeg og Beppoxpacia 20°C €wg 25°C.

Amd picpofroroyikng dmoymg, To Tpoidv o mpémet va ypnotponoteitol apécwc. Eqv dev
xpnoporon el auEsms, 0 xpOVOC dlortpNong Kot ot GuVONKEG PUAAENG TPV 0T TN YPTOT| OTOTEAOVY
gvBivn Tov ypnotn kot dev Bo Tpémel kavovika va Eemepvouv Tig 24 dpeg oe Beppokpacieg 2°C Emg
8°C, ektog Ko av 1 apaimon £xel AaPel ydpa o€ EAEYXOUEVES KOl TIGTOTONUEVO, AGTTTTEG GLVONKEC.

I po@UALAGEELS Y1 TV TPOETOLRAGIA KOL TT) (0P YO

Onwg ovpPaivel kot pe dALovg SuvnTiKd ToEIKODE AVTIKAPKIVIKOVS TOPAYOVTES, ATOLTEITOL TPOGOYY|
KT TO YEPICUO KOl TNV TPOETOUAGIO TMV SLHAVUATOV Y1, £YYVoT TG TEPETPEEIdNC. ZuVIeTATOL 1
xpnon yovtiov. Edv to didAvpa e tepetpe&iong £pbel og emapn e TO SEPUA, VO TAVVETE OUECMG TNV
TEPLOYN TOL OEPLOTOC LE ApBovo camovvt kal vepd. Edv to didhvpa tng mepetpetiong épbet o€ emapn
ue Prevvoyovoug vuéveg Eemhivete apécmg pe vepo. H mepetpe&ion eival éva mpoidv mov dev mpokaiel
coPapd gpeficd oTovs YOP® 10T0VC, o€ MEPinTOoT eEaryyeimonc. Aev vapyel 01KO avTidOTO Yo TNV
e€ayyeimon g mepetpeé&iong. Exyovv avapeplel neplopiopéveg teputtocelg e€ayyeimong g
mepetpeliong, mov dev kpibnkav wg cofapd cupPduata amd Tovg epguvntéc-tatpovs. H e€ayyeimon
0o Tpémet vo avtipetOmileTal GOUE®VO UE TN GLVNON TPAKTIKN OV ePapPUOLETOL Yoo AAAOVG
TOPOLOIOVE TAPBYOVTES.
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