@vAro ooV (piong: IIAnpoeopics yra Tov ypijotn
Pemetrexed Accord 25 mg /ml tvkvé Suaivpa yio Topackevn Stohdpatog Tpog £yyvon
nepeTpesion

AP aoTE TPOGEKTIKA OLOKATPO TO QUAAO 0ONYLOV YP1OTNGS TPV OPYIGETE VA YPTCLUOTOLEITE OVTO

70 QappoKo 019TL TEPLAAPUPAVEL CNRAVTIKES TANPOPOPIES YIO GUG.

- DvraEte avtd To EOALO 0N YDV Yprons. Towg ypelaotel va to dwfdcete Eava.

- Edv éxete mepartépm amopieg, p@TNOTE TOV Y10TPO, TOV POPUOKOTOLO 1] TOV VOGOKOUO GOG.

- H ocvvtayn yio avtd 1o approako xopnynnke amokAeloTiKA Yio 60G. Agv TPEMEL VO ODGETE TO
0apuoko og GAlovc. Mmopel va Toug mpoKarésel PAAPT, oo Kot OTOV TO GUUTTOUATO TG
ac0Eveldg Toug eivar 010 pe ta S1Kd Gog,.

- Edv mapotnpfoete KOmolo avemBOunTn eVEPYELX, EVILEPMDGTE TOV YIATPO, TOV POUPUAKOTOL0 1|
TOV VOGOKOUO G0G. AvTd 1oy0eL Kot o KaBe mhavi) avemBOUNTN eVEPYELX TOV OV OVAPEPETOL
670 TaPOV PUALO 0dNYIDV Ypong. BAéme mapdypapo 4.

T Tepréyer 1o Tapév AL 00N YLOV:

Tt etvan To Pemetrexed Accord kat ol givat 1) xpriomn tov

T npémel vo yvopilete Tpv ypnouonocete to Pemetrexed Accord
IMog va ypnoponomcete to Pemetrexed Accord

[MBovég avemBOunteg evépyeteg

Mg va pvidooete to Pemetrexed Accord

[epreydpeva g cvokevaciog Kot Aomég TANpopopieg

Sk wnE

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

To Pemetrexed Accord gival £va @oproakevTikd Tpoidv Tov ypnoiponoteital yia ™ Bepaneio Tov
Kkapkivov.

To Pemetrexed Accord yopnyeitat 6 GuvSLOCHO LE GIOTAATIVY, VoL GALO AVTIKOPKIVIKO QappoKo,
v T Oepameia Tov kakonfovg pecodnidpatog vrelmKoTa, (o LOPPN Kapkivov wov ennpedlel To
emMBONAL0 TOL TTVELpOVE, GE 0oOgVElg TOV deV £ovv AdPeL Tponyovpevn ynuelobepamneia.

To Pemetrexed Accord yopnyeiton eniong oe cuvdvaoud pe clomiativ, yio v opyikn Bepameio
ac0evaVY LE KopKivo TOV TVEDUOVO GE TPOYMPNUEVO GTAO.

To Pemetrexed Accord umopei va 6ag cuvtayoypagndsi v £xete KapKivo ToL TVELLOVO GE
TPOYOPMNUEVO GTAS10, EGV 1 VOGOG ExEl avtamokplOel 1 eGv Tapapével o€ peydho Pabud apetdfintn
HETE TNV apyIKn ynuelobepaneia.

To Pemetrexed Accord gival emiong Oepameio yio acbeveic pe Kapkivo Tov TVEDUOVA GE TPOYMPTUEVO
0TA00 TV OTOI®V 1 VOGOG EYEL TPOOOEVGEL PETA OO TPONYOVUEVT] 0PYLIKT YNUEIOOEpaTEiaL.

2. T npéner vo yvopilete Tpotol ypnopononoste To Pemetrexed Accord

Mnyv ypnoiponomjocte To Pemetrexed Accord

- o€ mepintwon aAlepyiog (vrepevarctneciog) otny mepetpet&ion N oe omo10dNTOTE GANO amd TO
ovotatikd tov Pemetrexed Accord (avagépovtal 6Tny Tapdypaeo 6).

- €dv OnAdalete Ba mpémel va dtokdyete T yolovyio katd T ddpketo NG Bepaneiog e to
Pemetrexed Accord

- €dv oag &xel yopnynOei mpoéceata N TpdKettal va cog yopnyndet euPorlo yuo Tov Kitpvo
TLPETO.



IIposgidomou|oelg Kon TPOPLAGEELS

AmnevBuveite 6TOV Y10TPO GAC, GTOV VOGOKOUELNKO QAPUAKOTOL) GG 1) GTOV VOGOKOLO GG TPOTOV
y¥pnowonomocete To Pemetrexed Accord.

Edv éyete M eiyote 010 mapeAOOV TPOPANUATA LLE TOVS VEQPOVG GOG, GLLNTHGTE LE TO YIOTPO GOG 1) TOV
(QOPUOKOTOLO TOV VOGOKOLELOD, S1OTL evoEyeTan va unv propeite va mapete Pemetrexed Accord.
IIpwv and kO Eyyvom Ba Aapfdavovior detypoTa Tov aipatog 6oc, TPOKEEVOL va eAeYyDel OTL Exete
EMOPKT VEPPIKT| KO TOTIKY AELTovpyio Kot OTL £YETE UPKETH AUOSPAIPIN, DOTE VO, TAPETE
Pemetrexed Accord. O yiotpdg cog pmopel va amopocicet va aAlGEeL T 60om 1 vor avaPdist
Bepaneia coG, avALOYQ LLE TN YEVIKN GOG KOTAGTAGT KOl EGV O TIHES TOV OHLOGOALPImV Gog etvat
vrepPolikd youniés. Edv ouyypovog Aapfdvete ciomlativn, o yiatpog oag Ba gpovticel va £xete
TPOTYOVUEVDS EVLOATOOEL EMaPKMG Kot va £xeTe AAPel TV KaTdAANAN Bepomeio TpLv Kol LETA TN
oclomAativn, ®oTe vo Tpoinedel o Epetoc.

Edv éyete vroPAndei 1| oxomevete va vwoPAnbeite oe axtivobepaneia, EvUEPDGTE TO YIOTPO GOC,
Kabmg pmopei vo viapyet Tpoémpn 1 Kabvotepnuévn avtidpaon aktivofolriog pe to Pemetrexed
Accord.

Edv &yete nmpocoara eppforiiachet, evnuepmote 10 yotpd 60c, KaODS avtd pmopel va TpokaAEceL
avemBounteg avtdpaoelg oe cuvovaouod pe to Pemetrexed Accord.

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

Edv vapyet culioyn vypod yOp® amd TOV TVEDHOVE GOG, O YI0TPOG G0¢ {omg Kpivel amopaitnto vao
Tapoyetenoel (0pulpécet) To VYPO aVTo, TPV cog yopnynost to Pemetrexed Accord.

Howowd xon £pnpor
Av106 10 Pappako dev Do TpEmeL va, yopnyeital og Toudid Kot ePNPove, Kabmg dEV VITAPYEL EUTELPIN e
aVTO T0 PAPUOKO GE TOUdLA KOl EPNPOVE KAT® TV 18 eTMV.

Alha @appoxe kar Pemetrexed Accord

Evnuepmdote 10 yiatpd 60¢ €0V TOIPVETE KATO10 QAPLOKO Y10 TNV OVOKOVPIGT) TOL TOVOL
(avokyntiko) 1 avVTIPAEYHOVMOES PAPLLAKO, OTMS TO PAPLAKO TTOV OVOUALOVTIOL «UN-CTEPOELDN OVTL-
OAEYLOVAOON QOPHOKEVLTIKA TPoidvTa (MEAD)y, cuuneptAaufavopévay Kol ToV QOpUAK®V TOL
ayopalete yopic cuvtayn yiatpod (6nwe M Povrpogaivn). Alatibeviol otnv ayopd didpopa Tpoidvta
MXZEA® pe d10popeTikn (povikn didpkelo dpaons. Me Baon v TpoyPAUUATIGHEYT UEPOUN VD TTOV
npokertar va Aafete v Eyyvon tov Pemetrexed Accord kaun tnv KoTdoToom TG VEPPIKNG GOG
Aertovpyiog, 0 YaTpog oag 0o cog vTodeilel To PappoKa TOL propeite vo AdPete, kabhg kot woTe
umopeite va ta MaPete. Edv £xete omoladnmote amopia, pmTAGTE TO YIUTPO GOG 1 TO PUPLOKOTOLO GOG,
va 6og emPefardoovv, £6v KAmolo amd Ta PAPUAKE GO OVIKEL 6TV Katnyopia tov MZAD.

IMopakareicOe vo evnuep®dceTe T0 Y10TPd GG 1) TO QOPLOKOTOLO TOV VOGOKOUEIOD, EAV TOIPVETE 1
€xeTe TAPEL TPOGPATO AALO PAPHOKO, KOO KOl QLT TOV OgV oag Exovv yoprynbei pe wTpikn
GLVTOYY.

Kvnon

Edv eiote éykvog, vopilete 011 pmopet va giote £ykvog 1 oyedtdlete va aroktioete Toudi, (ntote
GUUPBOVAN TOL YITPOV 1) TOV PUPLOKOTOLOD GAG TPV TAPETE aVTO TO Papuako. H ypnomn tov
Pemetrexed Accord mpénel va amopevyeton katd t didpkeia e komong. O yiatpds cag Ba culntiost
pali cog Tovg evogyopevong Kivdvuvoug amd ™ Aqyn tov Pemetrexed Accord kotd tn didpketa tng
KOnong. Ot yovaikeg TPEMEL VA, YPTCLLOTOIOVY OTOTEAEGLOTIKY OVTIGCOAAYT KOTA TN SIGPKELN TNG
Oepameiog pe Pemetrexed Accord kat yio 6 pveg petd ) xopnynon g televtaiog 66omgG.

Oniaocpég
Edv OnLdalete, evnuepdote 10 Y10Tpd GOG.

O Onhooudc mpénet va drokomTeTon katd t didpkeia ¢ Bepaneiag pe Pemetrexed Accord.

Tovipétnro



O1 Gvdpec cupuPfoviehovial va Unv TEKVOTOMGOLY KOTA TN SIAPKELR Kot UEXPL 3 UAVES UETA T
Oepancio pe Pemetrexed Accord kot katd cuvénegia Bo TPETEL VOL XPNOLLOTOIOVV ATOTEAEGUOTIKT
avTioOAAN YT Kotd T didpketa tng Oepansiog ue Pemetrexed Accord kot yior 3 unveg petd
Oepaneia. Eav emboueite va texvomomoete Kotd T didpketa e Oepaneiog 1} o€ ¥poviko d1doTnua
3 unvov petd v ohokAnpmon tng Bepansiog, cvppovievdeite 1o yraTpd 1 10 Pappakorold coc. To
Pemetrexed Accord pumopei vo. ETnpedosl TV IKAvOTITO TEKVOTOINoNG 60c. TuiNTNoTE UE TO Y10TpO
o0G Yo VoL avalnTtnoete GUUPOVAEG OYETIKA UE TNV QUAAEN CTEPUATOG TPV OO TNV Evapén TG
Bepamneiog.

O ynon ko yEPLoROg pNYavNRATOV
To Pemetrexed Accord evééyeton va oag Tpokaiécel aicOnuo kémwong. Na npocéyete 1d1aitepo otV

001 YNGoMN 1] GTO XEPIGUO PNYOVILLATOV.
To Pemetrexed Accord mepiéyel vatpio

H péyiot suvictdpevn nuepnota d6om yuo avto to eapuako tepéyet 304 mg vatpiov (Bpioketat oto
emttpoméllo aAdTt). Avto wodvvapel pe 15,2% g péylotng cuvicTd®UeVNG TPOGANYNC VaTPio Yio
TOVG EVIIAMKOVCE.

AmevBuvleite 6TOV QOPLOKOTOLO N TOV Y10TPO Gog €4V ¥petdleote Pemetrexed Accord o kabnuepvi
Baon yio mapateTapévo ypovikd SlacTn e, E0IKE £hv cog £xel cvotabel va akoAovbeite dlatta pe
YOUNAT TPOGANYT QAOTIOV.

3. IMog va ypnowponomeets To Pemetrexed Accord

[Tévtote va ypNGIUOTOLEITE TO PAPUOKO OVTO AVGTNPA COUPMVA LE TIG 001YIEG TOV Y1UTPOD 1| TOV
QopuroKoToloL coc. Eav éxete appifolieg, poThoTe TOV Y10TPO 1 TOV QOPLUKOTOLO GUG.

H ovvietduevn 66om tov Pemetrexed Accord givar 500 milligrams yio ké8e tetpayovikd pétpo
EMPAVELNG oOUATOG. To VWog kat To PAPog Gag YPTNOULEDOVV Y10 VITOAOYIGHO TNG EXPAVELNS TOV
oopatog cag. O yioutpds oag Ho YpnOUOTOMGEL TNV EMPAVELN TOV CAOUATOS GG Y10, VO VTOAOYIGEL
Vv KatdAAnAn doon yo ecdg. H do6om avth pumopet va tportoromn0el, 1| 1 Bepaneio umopel va
KaOLOTEPNGEL AVAAOYO JIE TO ATOTEAEGLLOTO TOV YEVIK®V EEETAGEMV OUATOG KOL T1) YEVIKT| GOG
KOTAGTAOT).

Oo Aappaverte to Pemetrexed Accord ndvta pe £yyvon péoa og kamoto AERa cag. H éyyvon dwapkel
nepimov 10 Aemtd.

Orav 10 Pemetrexed Accord ypnoonoteitar 6 GuVELOGUO UE GLOTANTIVN:

O Y10TpO¢ N 0 POPLOKOTOIOS TOV VOGOKOUEIOL Ba vToAoYiceL T dOGM TToL YpeLdleoTE, Le Baon To
Vyog kal to Bapog cac. H oiomhativn yopnysitau eniong pe £yyvon péoa o€ Kamola AEPO oag KoL 1
yopnynon yivetou mepinov 30 Aemtd petd v olokAnpmon tng £yxvong tov Pemetrexed Accord. H
£€yyvon g olemATivNg dlopkel mepimov 2 dpec.

®a mpénet va AapPavete v oywyn oog pio opd kabe 3 efdopddec.

[Ipdcbeta eappaka:

Koprtikootepoeidn: o yratpdc cog Oa oag cuviayoypapioet Siokia 6TEPOEdDV (1I60dVVao (e 4 mg
de&apebaldvne 8o opic TNV NUEPX), TO OTTOT0, TPETEL VO, AAUPAVETE TNV TPOTYOLUEVT), TNV OO KoL
v emopévn nuépa amtd t Oepomeia pe Pemetrexed Accord. H yoprynon owtod tov gopudikov
QTOGKOTEL OTN UEIWOT TNG CLYVOTNTAG KOl TNEG GOPOPITNTIC TOV SEPUATIKDV AVTIOPAGE®DY TOV
UTopEl va TaPOVCIAGETE KOTA TN SIUPKELN TNG OVTIKAPKIVIKNG Bepamneiog cog.

ZOUTANPOUOTO BLrapvav: o Yatpdc cog 8o oo cUVTUYOYPOENGEL OO TOL GTOLATOS GUAAIKO 0ED
(Prrapivn) M kémoto moAvPirapivodyo oKeLAGLO TOV TEPLEYEL Kot GLAAIKO o0&V (350 ém¢ 1000
HUIKPOYPOUUAPLA), TOL OTTOlo TPETEL VoL AapuPdvete pia popd v NUéEpa katd TN didpketo TG Oepomneiog
ue Pemetrexed Accord. Qo mpénel va Tapete TOLAGIOTOV 5 806E1G PUAAIKOD 0EEOG, KATA TIC EMTA



TPONYOVUEVES NUEPES OO TNV TPAOTN 8601 Tov Pemetrexed Accord. TTpénet va cvveyioete va
TaipveTe T0 PLAMKO 0D Yo 21 nuépeg petd v tedevtaio d6om tov Pemetrexed Accord. @a cag
yopnynOel emiong pio éveon Prropivng Bi2 (1000 pikpoypappdpia) Kotd v mponyoduevn efdoudda
and ™ xoprynon tov Pemetrexed Accord kot otn cuvéyeto kabe 9 efdouadeg mepinov (Sdotnua ToL
avtioToyel og 3 kvkAovg Oepanciag pe Pemetrexed Accord). H Brrapivn Biz kot to @uALiko o&p
YOPNYOUVTOL P OKOTO va PelmwBov ot evoeyoUeVES TOEIKEG EMOPACELS TG AVTIKOPKIVIKNG Bepameiag.

Edv &yete meprocdtepeg epOTNGELS GYETIKE LE TN XPNOT| CLTOV TOV PAPUAKOL POTNOTE TO YTPd 1) TO
(OPLOKOTOL) GO,

4. IIBavéc avemOBOunTES EVEPYELEG

Onwg 6ha Ta eApROKa, £TGL KOL GVTO TO PAPUAKO UTOPEL VO, TPOKAAESEL AVETIOOUNTEG EVEPYELEG ALV
Kol 0gv Tapovcldlovtal 6 GAOVG ToVS avEpPOTOLG,.

[pénel vo EXKOIVOVAGETE AUEGMG LIE TO YLOTPO GOC OV TOPOTNPTOETE OTOLOONTOTE Amd T akOAOLOW:

o TTopetod N Lolpwén (cuyva 1 TOAD cuyva avTicToiY®G): av £xete TVPETO 38°C Kat v,
e@idpwon N dAra onpeio Aoipméng (kabott o aplBUdC TV AEVKOKVTTAP®V oG UITOPEl va eivat
piKpdTEPOGS, TO 0moio givar ToAL cuyvo). H Aolpmén (ofym) pmopel va eivar coPapmn kot pmopel
va 00N YNoEL o€ Bavarto.

o Edv apyicete va arc0dveote movo 6to othfog (cuyva) 1| va &yete tayvkapdia (OXL ouXVA).

o Edv &yete novo, ep0Onua, oidnuo 1 EAkn 6T0 0TOU GOG (TTOAD GLYVO).

o Alepytkn avtidpaon: eav epeavicete depuatikd e£avonua (ToAd cvyvo)/aicOnua kavoov 1
VOYHOD (GVYVO), 1| TVPETO (CLYVO). L& CMAVIEG MEPMTMOGELS, Ol OEPUATIKEG OVTIOPAGELS UTOPET
va glvar GoPapéc kot pmopel va odnynoovv oe Bdvato. Enucotvoviote pe to yuotpd cog eav
napovctdoete cofapd eEavOnua 1 kvnopo N rvkTove (cvvdpopo Steven-Johnson 1 To&wm
EMOEPLIKT VEKPOALON)).

o Edv gpoavicete kémwon, tdon AuoBopiag, av Aayovidlete evkola 1 £xete wypn Oym (101t
umopei va £xete Yo UnAOTEPT OUOG@ALPiv 0td TN PUGLOAOYIKT, TO 07010 Elval TOAD GLy Vo).

« Edv mapovcidoete apoppayio ota 0O A, T HOTN )| TO GTOUW, | OTOLUONTOTE ALLOPPOYIO TOL
dev atapatd, ovpa pe KOKKIVN 1 pol xpotd, Un-ovapevopevous HOAOTES (10Tt 0 aplBpog Tmv
QLUOTTETAAIV pmopel va etvar Yo pmAdTEPOC 0Td TO PLGIOAOYIKO, TO 0TTOT0 Elval GLYVO).

o Edv gppavioete Eovikn 6vomvota, £vtovo Tovo 6To 6tBog 1 Prxa pe atpdupte TToera. (0L
ovyva) (umopet va givar £vogiEn Bpopfov aipatog ot AoPOpa ayYEio TV TVELUOVAV).

AMec avemBOunteg evépyeteg tov Pemetrexed Accord pmopei va meptlapfavouv:

Tolv ovyvég (umopei va exnpedoovy mepioootepa arod 1 ota 10 aroua)

Aoluwén

Dapoyyitido (Tovoroog)

Xopuniog aptfpog ovdeTepOPIA®V KOKKIOKVTTAP®OV (£VOG TOTOG AEVKOKLTTOP®V)
XounAog aptdpog AevKoKLTTaP®Y

Xounid eninedo apoc@alpivig

[Tovog, epuBpdtnTa, TpHEo 1 TANYEG GTO GTOU GOG

Arndreo g 6peéng

"Epetog

AlGppota

Novtio

Agppoticd eEavonua

AmoAémion Tov OEPUATOC

Mn @ucloloyikég eEETAGELG OULOITOC TOV KATOOEIKVOOUV HELWUEVT AEITOVPYIO TOV VEQPOV
Komwon (kovpoon)

2oyvég (umopet va exnpedoovy éwg 1 ota 10 droua)
Aoluwén tov aipotog
TTvpetog pe youniod aptfpud ovdeTEPOPIA®Y KOKKIOKVLTTAP®V (£vOg TOTOG AELKOKVTTAP®V)



XoapnAog apBpdc aponetariov

Allepyucn avtidpaon

ATOAELD COUATIKDY VYPDOV

Alhayn 6N yevon

BAGBN KvNTIK®OV VELP®V TTOV UTOPEL VO TPOKOAESEL VTKT advvapio kot oTpodia (omioyvaven)
Kuple 6Ta AVE KOl 6TO KAT® AKpoL

BAaPn aicOntikdv vevpwv mov unopel va TpoKaAEGEL OTOAELN TG 0GONTIKOTNTOC, KOVGTIKO TOVO
Kol aotdfeln oo Padiopa

74N

DdLeypovi i oldnua Tov emmePLkOTA (1 LEUPPAvn oV enevovEeL Ta PAEPOPO KO KOAVTTEL TO AELKO
TOV LLOTIOV)

EnpoeBaipio

Yypd pétio

Enpomra tov emmeukoTa (1 HeuPpdvn mov exevovet Ta PAEPAPO Kol KOADTTEL TO AEVKO TOL HOTLOD)
K0l TOV KEPOTOEOOVG (TO SLAPOVO KAAVUIO UITPOGTA OTd TNV 1plda KoL TV KOp™)

Oidnua (mpn&po) tov Prepdpmv

OeBaApikn dwatapoyn pe Enpodtnrta, okiclo, epebiopod kovn Tovo

Koapdiaxn mpocsPorn (Katdotaor mov exnpedlet TV KavoTnTa TOL Kapdakoh Huog va Aettovpyel
oav ovTiio)

AkavovioTog Kapdtakog puoudg

Avoreyia

Avcrotdtnta

Kot\oko dhyoc

‘Hrap: adénon tov ynukov oueLdY 6TO aiplo Tov TapiyovTal oo T0 NP

AvENUEVOG XPOUOTIGHOG TOV SEPLATOG

dayovpa 10 dépUQ

E&GvOnpa 610 copa 6mov 10 kKibe onpddt Lotdlel Le To PATL EVOG TOPOV

AndAelo TpydV

Kvidwon

AloKom TG VEQPIKNG Agttovpyiog

Melopévn Aettovpyio TV VEQPOV

IMupetdg

Alyog (mdvog)

[epicoela vypdv 610 GO, TOL TPOKAAOVY TPHELLO (0idNuUa)

I16vog 610 otnBog

Dlheypovn Ko eEEAK®ON TV PAEVVOYOV®V DUEVOV IOV ETEVOVOVY TO TEMTIKO GUGTI LA

Oyt ovyvés (umopei va emnpeaoovy éwg 1 ora 100 droua)

Meiwon tov aptfpov Tev epuhpoKVTTAP®V, AEVKOKVTTAP®V Kol OLUOTETAAIDV

Ayyeloxd eyKeQOAKO EMEIGOS10

THmog ayyelakon eyKePAAKOD ETEIGOSIOV OTAV L0, APTNPIN TOL EYKEPAAOL Elval @Payrévn
Awoppayio péoa 6to kpavio

2mOayyn (Bwpakikd dAyoc TOL TPOKAAEITAL OO UEIOUEVT] POT| GLILATOG OTIV KopOLd)
Kopdiaxo enetc6010

21éveon 1 OTOKAEIGHOG TV CTEQOVIAI®OV apTNPLOV

AvEnuévog kopdiakdg puOpoc

AvemopKic KATOVOUTR 0iL0TOg 6To GKpoL

ATOKAEIGUOG LG EK TOV TVEVHOVIKMV OPTNPLBYV GTOVE TVEDLOVEG COG

DLeypovn Kot OVAT] TOL ECMTEPTIKOV TOV TVELHOVOV LLE AVOTVEVCTIKA TPOPAT LT
AmofoAn £€vTovou KOKKIVOL OiUaTog amd TOV TPWKTO

Aoppayio 6TOV YOOTPEVIEPIKO GOV

P1én tov evtépov

DLeypovi TOL ECOTEPIKOV GTPMUATOS TOV OLGOPAYOL

DAeyLOVN TOV E0MTEPIKOD TOV TOYEOS EVTIEPOL, TOV UITOPEL VOL GUVOSEVETAL OO QLOPPOyio. Ao TO
£€vtepo M 10 0pBo (eppavileton 6TovV GVVIVACUO LLE GIOTAATIVN)

dLeypovn, oidnua, pudnua, Kot dStaPpwon g PAEVVOYOVOL ETPAVELLG TOV 01GOPEYOL TOV
mpokaieitar omd akTvobepameiol



DAegypovn TV TVELUOVOV TOL TPOKAAEITOL 0Td akTvoBepameiol

2ravieg (umopei vo. enxnpedoovy éwg 1 ota 1.000 droua)

Kotaotpogn tav epubpoxvttdpav

Ava@ulokTikd ook (coPfoapn aArepyikn avtidpaon)

DAeyLovVdOONG KOTAGTAGT] TOL NTOTOS

EpvBpdra tov dépuatog

Agppoticd eEdvOnpa mov eppavileTor og Teployn Tov Exel TponyovUEVMS ektedel o€ axTvoPoiia

ToAb oravieg (umopel vo, exnpedoovy éwg 1 ora 10.000 droua)

AOUDEELS TOV FEPUATOG KUL TOV LUAAKDV 1GTOV

Zovdpopo Stevens-Johnson (évag tHmog modd coPopng avTidpacns Tov SEPUATOG KoL TOV
PAevvoyovmv vpéEVmV TOV Popel v etvor ametAnTiky yio ) {on)

To&wkn emdeppixn vekpoivon (€vog TOTOC Gofapng OEPLOTIKNG AvTiOpAoN S oV Umopel va etvat
anenTiky yo ™ {on)

Avtodvoon dtatapayr] OTOL KATAANYEL 6€ depPOTIKO eEAVON LA Kot GADKTOVEG 6T KAT® GKPWL, GTA
Gvo drpo Kot TNV Kotd

DLeypovn Tov dEPPOTOS TTOL YopakTNPileTal and TNV TOPOVGIo TOUPOADY®V YEUATOV LE VYPO
EvBpavotdmra tov 6€ppatog, AOKTOLVES Kol SO BPDCELS KOl OEPUATIKEG OVAEG

EpvOpdmra, dAyog kot mpn&io Kuping ot KATo Gkpo

DLeypovi| ToL dEPUOTOG KOl TOV VITOSOPLOL Almovg (wevdokvttapitidon)

Dreypovi Tov dépuatog (deppotitidn)

Aéppo Tov teivel vo pAeyuaivel, va Tapovctdlel kvnopd, epubpodtnta, poyUES KOl TPOYLTNTO
Inpeia pe évrovn gayovpa

Mpn yvwotés: n avyvothto. Tovg oev umopei vo. ektiunBel ue faon to drabéoiua dedouéva

Epgdvion dwaprn xoping Aoy ¢ naboroyicg Tov veppmv

AlTopayn T@V VEQPOV IOV GUVETAYETOL TOV OAVOTO TV EMONAMOKOYV COANVOPIOK®DY KUTTAP®Y TOV
oynuatifouv Ta veppikd coAnvapia.

Mmopei va eupovicete KAmolo 0o T0, GUUTTOUATO KOV TIG KotaoTtdoelg avtéc. [pénet va
EVIULEPDCETE TO YIOTPO GOG TO GUVTOUOTEPO SLVATOV, OTOV OPYICETE VO, TAPOVGIALETE KATOL0, TETOLN
TOPEVEPYELQL.

Ed&v avnovyeite yio Kamolo /-G Tapeveépyel/-¢, GLLNTNOTE LE TO YIOTPO GOGC.

Ava@opd avemOOunTOV gVvEPYELAOV

Edv mapotnpfoete Kamolo, avemfountn evépyela, EVIUEPMDGTE TOV YIUTPO, TOV QOPUUKOTOLO 1) TOV/TNV
VOGOKOWO GaG. AVTO oYLl Kot Yio kKéOe mhavr| avemBountrn evEPYELO TOV OEV AVOPEPETOL GTO TOUPOV
@OALO 0OMYIDV ypronc. Mmopeite emiong vo avapépete avemBounteg evépyeleg anevbeiag, LEC® TOL
£0VIKOO GLGTAATOC OVAPOPAG

EAlrada

EBvikdg Opyaviopog @apudiwmv

Meocoyeimv 284

GR-15562 XoAlapyog, ABnva

TnA: +30 21 32040380/337

®ag: + 3021 06549585

Iotétomog: http://www.eof.gr

Kvnpog

DopuaKeVTIKEG YINPETiEg

Ymovpyeio Yyeiog

CY-1475 Agvkooia

TnA: +357 22608607

dag: + 357 22608669

Iotétomog: www.moh.gov.cy/phs



http://www.eof.gr/
http://www.moh.gov.cy/phs

Méow® g avapopds avemBounTmy evepyelmy uropeite va fondfoete 6T GLAALOYN TEPIGGOTEPWOV
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 TNV Nuepounvio ANENG OV avapEpPETaL 6TV
EMONUAVOT KO GTO KOUTL PeTd TNV évdeién EXP.

Ddvidooete og Beppokpacio pukpotepn tov 25°C.

Avddopa mpog Eyyvon: To mpoidv Ba mpémet va ypnoponoteitor apécwc. Otav mpoetondaleton
GULPMOVO, LLE TIG AVAPEPOUEVEG 00MYiES, Exel deryBel yMKY| Kot pLGIKT 6TABEPATNTA TOV SIOAVUATOV
mepeTpelidng, petd v apaionon yuo 72 mpeg og Beppokpacio dmpatiov.

Na pn ypnoiponoteite qutd 10 PAPLOKO EAV TAPATNPNCETE OPOTA oTpeio aAloimong.

To @apuaxo avtd Tpoopiletal wovo yio epama yopnynon. Mnv netdte PAPUOKO GTO VEPO TNG
ATOYETEVGNG N OTA OIKIAK(A OTOPPIUHOTO. POTNOTE TOV QUPUOKOTOIO GOC Y10, TO TG VO, TETUEETE TA
OAapuraKa OV deV YpNoLonToLeite a. Avtd ta pétpa Ba fondncovy oty Tpoctacio Tov
nepPaArrovrog.

6. Iepreydpeva TG 6VOKEVAGIAG KOL AOUTEG TANPOPOPiES
T wgpréyel to Pemetrexed Accord

H dpactikn ovcia eivar n mepetpe€&ion. Eva ml mokvod dteAvpatog nepiéyetl mepetpetion dvatptovyo
NUITEVTADIPIKT OV 160dVVaEl pe 25 mg mepetpetiong.

"Eva gaAido 4 ml mokvod dtodvpatog mepiéyet mepetpes&ion ovarplodyo NUTEVTODOPIKT TOV
toodvvopet pe 100 mg mepetpet&iong

"Eva graAido 20 ml wokvod Stoddpotog mepiéyetl mepetpelion dvaTplovyo numaevtabiopikn Tov
oodvvopet pe 500 mg mepetpetiong

"Eva graAido 34 ml rukvod doAbpatog mepiéyetl mepetpelion dvatplovyo NumaevTaiopikn Tov
toodvvopet pe 850 mg mepetpetiong

"Eva graAidio 40 ml wokvod dtoddpotog mepiéyetl mepetpelion dvarplovyo numaevtabopikn Tov
teodvvopet pe 1000 mg mepetpes&iong

Ta dAAa cvotatikd givar To Kitpikd 0&D, 1 L-pebetovivn, n povobeioyAvkepoin, to vopoteidio Tov
vaTpiov, T0 VIPOYAMPIKO 0ED, GLUTLKVOUEVO Kol TO VO®P Yo evéciua (BAETe Tapdypapo 2 «To
Pemetrexed Accord mepiéyet vaTpilo).

Epgavien tov Pemetrexed Accord ko mepieyopeva TG 6V6KELOGIag

To Pemetrexed Accord &ivor Tokvo Stddlvpo yio T mapackevt] SIoADUOTOS TPOG EYYVOT KOl TOPEYETAL
uéca og £va yodAvo eloiidio. Eivat dtanyég, dypmpo £mg vmokitptvou ypduetog StdAvua.

Ké0e kovti Pemetrexed Accord mepiéyet éva grolidio mov mepiéxet 4 ml, 20 ml, 34 ml 1 40 ml wokvov
SoAduaToC.

Karoyog Adsrog Kvkrhogopiag

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomavia



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

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

To mapov AL 03N YLOV yprionS avadewpnOnke Yo TELeVTAiN Popd oTig 08/2022
Addeg TNYEG TANPOPOPLAOV

Aentopepeic TANPoQopieg Yo TO PAPLOKO LT gival S1BEGIUES 6TO dIKTLOKO TOTO Tov Evpmmaikod
Opyoviopov ®apudkev: http://www.ema.europa.eu
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O TAnpoopicc Tov 0KoAovOoVUY 0rsvOVVOVTOL HOVO GE YIOTPOVS 1] ETOYYEALUTIES VYEiOG:

Odnyiec ypnone, YEPLoUOV KoL aOppync.

1.  Xpnowomoieite donmn TE(VIKN KOTA TN SIUPKELN TNG 0paimong Tng TeUETPEEIONG, YioL TN
yopnynon pe evoopA£Pia Eyyvon.

2.  Ymoloyiote T 860M Kot Tov apldpod tov amortoduevev eroidiov Pemetrexed Accord. Kafe
OLOAO10 TTEPLEYEL £VOL TAEOVOO O, TNG TEUETPEEIONC Y10 VO SIEVKOADVETAL 1] TOPOYN TNG
avaypapOUEVNG TOGHTNTAG.

3. O xatdAiniog 6yKkog tov dtaAdpaTog g nepetpe€&iong, mpénet va apaimbei pe 100 ml
yropovyov vatpiov 9 mg/ml (0,9 %) evéoipov StaAdpATOG, YOPIG GLVTNPNTIKO, Kot YOpNYEITAL 1E
evooPAéPra Eyyvon dudpketag 10 Aemtdv.

4. To dwwAvpato Tpog Eyyvon e TeRETPeSiong Tov TPOETOUALOVTOL GOUPMOVE, LE TIC VOTEPM
001yieg elvatl GLUPATA LE TIG GUOKEVES £YYVOTG KO TOVG GAKOVS £YXLONG ATtd TOALPLIVVAOYA®PIdLO
Kol ToAvorePiv. H mepetpe&ion éxel uoikn acvupPatdtnta pe Toug SIaADTES TOV TEPLEYOVY
aoBE0TI0, GLUTEPIAAUPAVOUEVOD TOV EVEGIIOV YOAOKTIKOD dladvduatoc Ringer kot tov evésiuov
daAvpatog Ringer.

5. To @oproKeLTIKA TPOIOVTA Y10 TOPEVTIEPIKT] YOPNYNON TPETEL VO EAEYYOVTOL OTTTIKA, Y1 TUYOV
TOPOVGIO, CLOPOVUEVOV COUATIHOV KOl YPOUATIKAOV CALOIDOCEMV, TPV Ao T yoprynon. Eav
mapoTnpNOovV TETOL EVPNULATO, TO TPOIOV deV TPENEL vaL yopnynOel.

6. Toa dwAdpoto ¢ mepeTpeliong ivar povo yia epamaé yoprynon. Kabe un ypnoyomombév
TPO1OV 1 VIO TPETEL VO amoppLpBel, COLPOVA HE TIG KATE TOTOVG 15YD0VOES OYETIKEG OUTAEELS.

LOLYYIa]
H ynpu ko puoikn otabepdtnta yio T ¥pnon Tov SIeAVHATOV TepeTpesidng mpog £yyvon, e
deryBel 0TL dropkel yuo 72 mpeg og Beppokpacia 20°C éwg 25°C.

Ao pikpofroroyikng dmoyng, To mpoiov Ba mpémel va ypnoyomoteiton apécms. Edv dev
ypnooronbel apéocms, o xpodvog dlaTpnong Kot ot cuvONKeS EOAAENG TPtV amd TN YPNOT OTOTEAOVY
gvBvvn Tov ypNotn Kot dev Ba Tpémel kavovika vo Eemepvouv Tig 24 dpeg o€ Beppokpacieg 2°C Emg
8°C, extdc ka1 av 1 opaimon Exel AAPEL xDPO e ELEYYOUEVES KOl TIGTOTOMUEVA AOTTTTEG GUVONKEG.

I po@uAiaEels 1o TNV TPOETOLRAGIN KL T1) LOP YN O

Onwg cvpPaiverl kot pe GAAOLG SLVVNTIKAE TOEIKOVG OVTIKOPKIVIKODG TOPAYOVTES, OTOLTEITAL TPOCOYN
KT TO YEPIOUO KO TNV TPOETOLUAGIN TMV SLAAVUATOV Yia. £YYLOT TG TEUETPEEIdNC. ZuvieTdTol N
yphon yavtidv. Eav to didAvpa e mepetpe&ione £pbet oe emapn pe 1o dEpUa, VO TAVVETE AUECWOE TNV
TEPLOYN TOL dEPHOTOC e ApBovo camovvt kal vepd. Edv to didhvpa tng tepetpesiong pel og emapn
pe Prevvoyovoug vuéveg Eemhbvete apéomg pe vepo. H mepetpeion eivan éva mpoidv mov dev mpokaiet
coPopod epebicrd oTovg YOp® 16T00¢, o€ TEpinTwon e&ayyeimaonc. Agv VILapYEL E01KO OVTIOOTO Yo TNV
e€ayyeiwon g mepetpe&iong. 'Exovv avapepbel mepropiopéveg mepimtooelg e&ayysioong g
mepetpe&iong, mov dev kpidnkav g cofapd cupPapata and Tovg epevvntég-totpovc. H egayysimon
0o pémel va avtiuetoniletor cOUE®VA PE T GVVHON TPAKTIKN TOL EQuPUOLETOL Yio AAAOVG
TOPOLOI0VE TAPAYOVTEC.



