@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 £YYVoN
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,

- DvrdEte avTo TO EOALO 0dNYIDV Yprone. Towg ypelaotel va to dwufdcete Eavd.

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

- H cvvtayn yio avtd 1o oapproko xopnynnke amokAeloTIKA Yio 60G. Agv TPEMEL VO SDGETE 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, EVILEPADCTE TOV YIOTPO, TOV QAPUAKOTOL0 1)
TOV VOGOKOUO G0C. AvTd 1oy0eL Kat Yo Kabe mhavn avemBOun evépyela Tov OV AVAPEPETAL
670 TapHY PUALO 0dNYIDV YpYong. BAéne mapdypago 4.

T epréyel 1o mapdv GUAAO 00N YLOV:

T eivar to Pemetrexed Accord kat oo givat 1 xpnon tov

T npémel va yvopilete Tpv ypnoponooste 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 tn Bepansio Tov
Kapkivov.

To Pemetrexed Accord yopnyeitatl 6 GuvSLOCHO [E GIOTAQTIVY, VoL GALO AVTIKOPKIVIKO QAppoKo,
v N Bepoameia Tov KakonBovg pecobnidpatog vrelmKOTaA, Lo LOpeT Kopkivov 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 avtamokplOel N eGv Tapapével o€ peydo Pabuod apetdfintn
UETE TNV apyIkn ynueobepameio.

To Pemetrexed Accord eivat emiong Bepameio yio acbeveic pe kapKivo Tov TVEDUOVE 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



- €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, TPOKELUEVOL 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 )
Bepaneia coG, avALOYO LIE TN YEVIKN GOG KOTAGTAGT KOl EGV O TIHES TOV OHOCOALPImV 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 Tpoinpdel o EpeTOC.

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 yoTpd 60¢, KaODS ovtd Umopel va TpoKaAECEL
avemBounteg avidpaoelg oe cuvovaouod e to Pemetrexed Accord.

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

Edv vtapyet cuiioyn vypod yOp® oo ToV TVELHOVE GOG, O YIOTPOG G0G I0MG KPivel amapaitnTo va
Tapoyetenoel (0pulpécet) To VYPO aVTo, TPV cog yopnynost to Pemetrexed Accord.

Howowd xon £pnpor
Av106 10 Qapuako dev o mpémel va, yopnyeital og Toudd Kot ePNPovg, Kabmg dEV VITAPYEL EUTELPIN e
aVTO TO PAPUOKO GE TOUdLA KOl EPTPOVE KAT® TV 18 eTdV.

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-
oAeypovadn eappoka (MEAD)”, copneptlaBavopévav Kot ToV QapUAIK®V Tov ayopdlete 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 kovr Ty KOTAoTao TNG VEQPIKNG 060G AELTovpYiag, O
ywTpdg cag Oa cog vrodei&el Ta papuaKe Tov uropsite va Aapete, Kabmg Kot TOTE UTOPEITE VA TA
AaPete. Edv €xete omoladnmote amopia, p@TAGTE TO YIOTPO GOG 1| TO PUPLOKOTOLO GOC, VO GOGC
emPefardcoovy, v KATO0 ad TO PAPUAKO OAG AVIKEL 6TV Katryopio tov MEZAD.

IMopakareicOe vo evnuep®dceTe T0 Y10TPd GG 1] TO QOPLOKOTOLO TOV VOGOKOUEIOD, EAV TOIPVETE 1
€YETE TAPEL TPOGPATO AALD PAPLLOKO, OKOLO KO ALTE TOV OgV oag EYovv Yoprynbel pe wtpky
GLVTOYY.

Kdnon

Edv eiote éyxvog, vopilete 011 pmopet va giote £ykvog 1 oyeddlete va amoktnoete Tadi, {nTrote
GUUPBOVAN TOL YILTPOV 1) TOV PUPOKOTOLOD GAG TPV TAPETE aAVTO TO Papuako. H ypiomn tov
Pemetrexed Accord mpénel va amopevyetol katd ™ didpkeia tng komong. O yotpde cag Oa culntioset
pali cog Toug evogyopuevong Kivdvuvoug amd ™ Aqyn tov Pemetrexed Accord kotd tn Stdpketa tng
Komong. Ot yuvaikeg TPETEL VO, YPTGLULOTOIOVV OTOTEAEGHOTIKY OVTIGOAAYT KOTA TN SIGPKELN TNG
Oepoameiog ue Pemetrexed Accord kat yio 6 pveg petd ) yopnynon g televtaiog d6omgc.

Oniaocpég
Edv OnAdalete, evnuepdote 10 Y10Tpd GOG.



O Onhooudc Tpénet va drokomeTon katd t didpkeia ¢ Bepaneiag pe Pemetrexed Accord.

LCovipotnro

O1 vdpec cupPfoviedovtal v Unv TEKVOTOMGOLY KOTA TN SIpKELn Kot LEXPL 3 UWVEG LETA TN
Oepancio pe Pemetrexed Accord kot katd cuvéneia Bo TPETEL VOL XPNOLOTOIOVV ATOTEAEGUOTIKT
avTioOAN YN Katd ) dudpkeia g Oepomeiog pe Pemetrexed Accord kot yua 3 pveg petd
Oepaneio. Eqv embopeite va texvomomoete kotd ) ddpKelo TG Oepamneiog 1| o€ xpovikod didotnua 3
UNvov petd v oAokAnpmon g Bepaneiag, cuppfovievdeite 1o yiotpd 1 10 papuakomold cag. To
Pemetrexed Accord pumopei vo. ETNpedosl TV IKAVOTNTO TEKVOTOINoNG 60c. T{NTNOTE UE TO YLTpoO
60 Yo VoL avalnTtnoete GUUPOVAEC GYETIKA UE TNV QUAOEN OTEPUATOG TPV 0t TNV Evapén TG
Oepamneiog.

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

001 YNGoMN 1] GTO XEPIGUO UNYOVIULATOV.

To Pemetrexed Accord mepiéyel vatpio

To Pemetrexed Accord 100 mg nepiéyet Ayotepo omd 1 mmol vatpiov (23 mg) vazpiov avd eraridio,
dNAadN oVoLHGTIKA Etvarl «ympic VATPLON.

To Pemetrexed Accord 500 mg mepiéyet 54 mg vatpiov (k0plo GLOTATIKO TOL
payeipkov/enttpoméliov olotiov) oe kabe Laridlo. Avto 1ooduvapel pe 2,7% g HEYog
GUVIGTAOUEVNG TPOCANYNG VATPIOL Y10l TOVG EVIIAIKOVCE.

To Pemetrexed Accord 1000 mg 108 mg vatpiov (k0p1o 6ueTatikd TOL Uayelptkol/emtTpanséliov
aA0T100) o€ Kabe Qrodidio. Avtd 1oduvouel pe 5,4% g HEYIOTNG CLUVIGTOUEVNC TPOGANYNG VOTPion
Y10l TOLG EVIALKOVG,

3. o va ypneporomseere To Pemetrexed Accord

[Tévtote va ypNGIUOTOLEITE TO PAPUOKO OVTO AVGTNPA COUPMOVA LE TIC 00T YIEC TOV YITPOV 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
EMPAvVELNG oOUATOG. To VWog Kat To PAPog Gag YPTNOIULEDOVV Y10 VITOAOYIGHO TNG EXPAVELNS TOV
oopatog 6ag. O yioutpds cag Ha YpNOLLOTOMGEL TNV ETLPAVELL TOV CAOLATOG GG Y10, VO VTOAOYIGEL
Vv KatdAAnAn doon ywo ecdg. H do0om avtr pumopel va tpomonomBei, 1§ ) Oepaneia pmopei va
KaOVOTEPNGEL AVAAOYO JIE TO ATOTEAEGLLOTO TOV YEVIK®V EEETAGEMV OIUATOG KOL T1) YEVIKT| GOG
Katdotoot. O EUPUUKOTOI0G TOV VOGOKOUEIOV, 0/1 VOGAELTAS/-TPLaL ] O Y10TpOg Gag Oa
TPAYUATOTONOOVV TV avapuén g kévemg tov Pemetrexed Accord pe evéoiuo dtdlvpa yAwptovyov
vatpiov 9 mg/ml (0,9 %), wpv oag yopnyndei to didAvua.

Oa hapPavere To Pemetrexed Accord mavra e £yyvon péoa og kamowa eAEPa oag. H éyyvon dwopket
nepinmov 10 Aemtd.

Orav to Pemetrexed Accord ypnoyomotgital 6€ GuvoVAGUO Ue GIeTAOTIV:

O y10TpOS I 0 POPLOKOTOIOG TOV VOGoKOoUEIOL Ba vIToAoyicel T dOoN Tov YpeldleoTte, e Baon To
Vyog kal to Bapog cac. H ciomhativn yopnysitau eniong pe £yyvon péoa o€ Kamola AEPo oag KoL 1
yopnynon yiveta mepinov 30 Aemtd petd v ohokAnpwaon g Eyyvong tov Pemetrexed Accord. H
£€yyvon g olemATivNg dlopKkel mepimov 2 dpec.

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

[Ip6cbeta pappaka:

Koptikootepoeidn: o yotpog cog 0o cog cuvtayoypapioel dlokio 6Tepoeld®v (1codvvapo e 4 mg
de&opebaldvng 000 Qopéc TV NUEPN), Ta oToio TPEMEL VoL AAUPBAVETE TNV TPOTYOUREVT, TNV 1010 Kol
v emopévn nuépa and t Bepomeia pe Pemetrexed Accord. H yopiynon ovtod tov gopudkov



OOCKOTEL GTN UEOT TNG GLYVOTNTOG KOl TNG SOPapdTNTOC TOV SEPLATIKAOV AVTIOPACEDY TOV
pmopel va TapoucldceTe KaTd T SIUPKELN TNG OVIIKAPKIVIKNG Bepaneiog Gog.

SoumAnpopota PItopivov: o yatpog oag 8o 6og GUVTHYOYPAPNGEL O TOV GTOUATOG PUAAKO 05D
(Brrapivn) M kémwoto TolvPrTapvovyo GKeEVAGHO TOL TEPLEYEL KOl PLAALKO o0&V (350 éwg 1000
LIKPOYPOUpapLa), Ta omtoia Tpémel va AapuPdvete pio gopd v nuépa katd ) ddpketa g Bepaneiog
ue Pemetrexed Accord. Qo mpénel va TapeTe TOLAAYIGTOV 5 60GEIG PUAAKOD 0EE0G, KATA TIG ENXTA
TPONYOVUEVES NUEPES 0O TNV TPADTN d00m Tov Pemetrexed Accord. Ipénet vo cuveyioete va
TaipveTE T0 PLAMKO 0ED Yo 21 nuépeg petd v tedevtaio d6om Tov Pemetrexed Accord. @a cag
yopnynOel emiong pio éveon Prropivng Biz (1000 pikpoypappdpia) Kotd v mponyoduevn efdouddo
and ™ xoprynon tov Pemetrexed Accord kot otn cuvéyeto kabe 9 efdouadeg mepinov (Saotnua oL
avtiotoyel og 3 kvkAovg Bepanciag pe Pemetrexed Accord). H Brrapivn Biz kot to @uALiKo o&D
YOPNYOVOVTOL e OKOTIO VO PELBODY 01 EVOEYOUEVEG TOEIKEG EMOPACELC TNG AVTIKOPKIVIKNG Bepameiag.

Edv &yete meprocdtepeg epOTNGELS GYETIKA LLE TN XPTOT] CLTOV TOV PUPUAKOV POTAGTE TO YITPO N TO
(OPUOKOTOLO GO,

4. IMBavéc avemOBOpnTES EVEPYELEG

Onwg 6o To eAppOK, ETGL KOL AVTO TO PAPUAKO LTOPEL VO TPOKUAESEL AVETIOOUNTEC EVEPYELEG OV
Kol 6gv Tapovctdlovtal 6 GAOLG TOVG AVEPMOTOLG.

[Ipénel vo eXKOIVOVAGETE AUEGHG LLE TO YLOTPO GOG OV TOPOTNPTCETE OTOLOONTOTE ad T akOAovO:

o TTopetod N Lolpwén (cuyva 1 TOAD cuyva avTIcToiY®G): av £xete TVPETO 38°C Kat v,
e@idpwon N dAra onpeio Aoipméne (kabott o aplBUdC TV AEVKOKVTTAP®Y oG UITOPEl va givat
piKpoTEPOG, TO 0moio givar oAV cuyvd). H Aolpwén (onyn) uropel va eivar coPapn kot pmopel
va 00 YNoEL o€ Bdvaro.

o Edv apyioete va aicBdveote névo oto otboc (cuyva) N va €xete tayvkoapdia (Oxcvyvo).

o Edv &yete movo, ep0Bnua, oidnua 1 €Akn 6T0 0TOUA GOG (TTOAD GLYVO).

o Aldepyikn avtidpaon: eqv eppavicete deppatikd eEavinua (rodd cuyvo)/aichnua kabdoov 1
VOYUOD (GLYVO), | TOPETO (CLYVO). L& GMAVIEG TEPIMTMOGELS, Ol SEPUOTIKEG AVTIOPAGELG UTOPEL
va glvar coPapés kot pmopei va odnynoovv oe Bdvato. Emikotvoviote pe 1o yuotpd cog eav
napovolaoete coPapd eEavOnuo 1 kvnopd 1 eAvktaveg (chvdpopo Steven-Johnson 1 To&wkn
EMOEPIKT VEKPOALGN).

o Edv gppavicete kémwon, tdon Amobopiog, av Aayovidlete evkola 1 £xete wypn Oym (d101L
umopel va £xete younAOTEPT ALoc@aLpivn amd TN PUGIOAOYIKT, TO 0010 Elval TOAD Guyvo).

« Edv mapovcidoete apoppayio ota 0O A, T HOTN ) TO GTOUW, | OTOLUONTOTE ALLOPPOYIO TOL
dev atopatd, ovpa pe kKOKKIVN 7 pol xpold, Un-ovapevoueEVoUS LOAOTES (S10TL 0 aplOpUog TmV
QPOTETAAIOV Popel va etvat Yo pumAdTEPOG OO TO PLGIOAOYIKO, TO OTTOT0 Elval GUYVO).

o Edv spoavicete Eopvikn dvonvola, £vtovo tovo 6to otnfog 1 Prixa pe atpdupto TToeAa (OXL
ovyva) (umopet va, givar EvogiEn OpoUPov aipaTog GTa ALLOPOPA AYYEID TV TVELUOVAV).

AMreg avemBounteg evépyeteg tov Pemetrexed Accord propet va teptlapfavouv:

ToAb ovyvée (umopet va exnpeaoovy mepioootepa omd 1 ora 10 droun)
Aolpwén

Doapoyyitido (Tovoroiog)

XounAog aptOpog ovdeTepOPIA®Y KOKKIOKVTTAP®OVY (£VOG TOTOG AEVKOKVTTAP®V)
Xopuniog apfpog AevkokvTTapmV

Xopunid eminedo apoc@aipivng

ITovog, epuBpdmTa, TpHELo 1 TANYEC GTO GTOUN GOC

AnoAeia g 6peEng

"Epetog

Aldppota

Noavtia

Agppoticd eEdvonpa



Amolémion Tov dEpLaTog
Mn @ucloloyikég eE€TAGELS OLOTOC TOV KATOOELKVOOLV HELOWUEVT AEITOVPYI TOV VEQPOV
Komwon (kovpoon)

2oyvég (umopei vo. emnpedoovy éwg 1 ora 10 droua)

Aolpwén tov aipotog

[Mopetog pe yopmiod apBpd ovdeTepOPIA®V KOKKIOKVLTTAP®V (£VaG TOTOG AEVKOKVTTAP®YV)
Xoapniog apfpog arponetarmy

Allepyucn avtidpaon

ATOAELD COUATIKDY VYPDOV

Alhayn 6N yevon

BAGBN KvNTIK®OV VELP®V TTOV UTOPEL VO TPOKOAEGEL VTKT advvapio kot oTpodia (amioyvoven)
KLPImG 6T AVE® KOl 6T KATO GKpo

BAaPn aicOntikdv vevpwv mov umopel va TpoKaAEGEL OTOAELN TG 0GONTIKOTNTOC, KOVGTIKO TOVO
Kol aotdfelo oto Padiopa

Z6én

dleypovn i oldnua Tov emmePLKOTA (1 LEUPPavn Tov exevoveL Ta PAEPOPO KO KOADTTEL TO AELKO
TOV LOTIOV)

EnpoeOaipio

Yypa pdrtio

Enpomrta tov emmeukoTa (1 pepPpdvn mov exevévet ta PAEPAPO Kot KOADTTEL TO AEVKO TOL LOTLOD)
K0l TOV KEPOTOEOOVG (TO SLAPOVO KAAVIO UITPOGTA OO TV 1p1da KoL TV KOP™)

Oidnua (mpN&o) Tov Prepdpmv

OeBaipikn dwatapoyn pe Enpodtnta, okiclo, epebiopod kovn Tovo

Kapdiaxn mpocsPorn (Katdotaor mov exnpedlet Tv KavoTnTa TOL Kapdakoh Huog va Aettovpyel
oav ovTiio)

AkavovioTog Kapdtakog puoudg

Avoreyia

Avckotdtnta

KotAoxo dhyoc

‘Hrap: adénon tov ynukov 0uG1dY 6TO aiplo Tov TapiyovTal 0o T0 NP

AvENUEVOG XPOUOTIGHOG TOV SEPUATOG

Ddayovpa oto dépua

E&GvOnpa oto copa 6mov To kKibe onpuddt potdlel pe To UATL EVOG TOPOV

Andreo TprydV

Kvidwon

AloKom TG VEQPIKNG AgtTovpyiog

Melopévn Aettovpyio TV VEQPOV

IMupetdg

Alyoc (Tovog)

[Tepicoeia VYpOV 610 GOUA, TOL TPOKOAODY TPNELUO (0idNHaL)

ITévog oto otnbog

Dreypovn Ko eEEAK®ON TV PAEVVOYOV®VY DUEVOV IOV ETEVOVOVY TO TEMTIKO GUGTI LA

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

Meiwon tov aptfpov Tev epuHpoKVTTAPOY, AEVKOKVTTAP®V Kol OLUOTETAAIDV
Ayyelokd eyKEQOAKO EMEIGOS10

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

XmOayyn (Bwpakikd GAYOC TOL TPOKAAEITAL 0O UEIMUEVT] PO ALILATOC TNV KapSLd)
Kopdiaxo enetc6010

21éveon 1 OTOKAEIGHOG TV CTEQOVIAI®OV apTNPLOV

AvEnuévog kopdiakdg puOpoc

AvemopKNC KATOVOUTN 0iLLOTOG GTO AKpOL

ATOKAEIGUOG LG EK TOV TVEVHOVIK®V OPTNPLBV GTOVE TVEDLOVEG OOG

dAeypovn Kot OVAT] TOL ECMTEPTIKOV TOV TVELLOVOV LIE AVOTVEVCTIKA TPOPAT LT
AmoPoln| £€vTovou KOKKIVOL ailatog amd ToV TpmKTd



Apoppayio 6TOV YOOTPEVIEPIKO GOV

P1én tov evtépov

DAeypovI TOL ECOTEPIKOV GTPMUATOS TOV OIGOPAYOL

DAeypovi TOL ECOTEPIKOV TOV TOXEOS EVTEPOD, TTOV UTOPEL VO GLVOSEVETAL alTd aploppayia amd To
évtepo 1 10 0pBO (eppaviletal otov cuvdvacud e GlomAativn)

DLeypovn, oidnua, pudnua, Kot dStafpwon g PAeVVOYOVOL ETPAVELLS TOV 01GOPEYOL TOV
TpoKaieitan amd axtvodeparmeio

DlLeypovn TV TvevudvmV TOL TPOoKaAeitar omd axtvobepaneio

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

Kotaotpogn tav epubpoxvttapav

Ava@uloktikd cok (cofopn aArepyikn avtidpoon)

DAeypoVMOONG KOTAGTAGT] TOL NTOTOC

EpvBpdtra tov dépuatog

Agppoticd eEdvOnpa mov eppavileTor og TePLoyN TOL EYEL TPONYOVUEVMG eKTEDETL G€ axTvoPoiia

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

AoDEELS TOV SEPUATOG KOL TOV LUAAKDV 1GTOV

>ovdpopo Stevens-Johnson (évag tHmog modd coBopng avTidpacns Tov SEPUATOG KoL TOV
PAevvoyovmV DUEVOV TOV UTopEl va eivar amelAnTiky Yo ) {on)

To&kn emdeppixn vekpoivon (évog TOTOC Gofapng OEPLOTIKNG avTiOpaoN S oV HUmopel va etvat
anenTiky yo ™ {on)

Avtodvoon dtatapayr OTOL KATAANYEL GE dEPUOTIKO EEAVOM LN KOl ADKTAIVEG 6T KAT® GKPa, GTA
Gvo drpo Kot TNV Kotd

DLeypovn Tov SEPLOTOG TTOL YopakTNPifeTal and TNV TOPOVGIN TOUPOADY®V YEUATOV LE VYPO
EvBpavotdmra tov 6€ppatog, AOKTOLVES Kol SIOBPDCELS KOl OEPUATIKEG OVAEG

EpvOpdmra, dAyog kot mpn&io Kuping ot KATo Gkpo

DLeypovi| ToL SEPUOTOG KOl TOV VITOdOPLov 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 avyvotyto. Tovg oev umopei vo. ektiun el ue faon to drabéoiua dedouéva

Eugdvion dwaprtn xoping Adywm ¢ naboroyiag Tov veppmv

AwTopoyn T@V VEQPOV OV GUVETAYETOL TOV BAVOTO TV EMONAMUKOV COANVAPIOK®Y KLTTAP®VY TOV
oynuatifouv Ta veppikd coAnvapia.

Evdéyetor va gpoavicete omolodMmote 0md 10 GUUTTAOUATO, KOV TIG KataoTdoels avtés. [Ipénet va
EVIUEPMGETE TO YIATPO GOC TO GUVTOUOTEPO dLVATOV, OTAV APYIGETE VO, TOPOLGIALETE KATOLN TETOLN
TOPEVEPYELQL.

Ed&v avnovyeite yio kamolo /-¢ Tapeveépyelo/-e¢, Gu{NTNOTE LE TO YIOTPO GOGC.

Ava@opd avemBuunTOV EVEPYELOV

Ed&v mapotnprioete kdmolo avemBopunTn evépyela, EVIIEPMDGTE TOV YUTPO, TOV PUPLOKOTOLO 1 TOV/TNV
VOGOKOWO GaG. AVTO 1oYvEL Kot Yo kKdOe mhavi avemBountn evépyelo TOv OEV AVOPEPETOL GTO TUPOV
@OAAO 00MYLDV Ypronc. Mmopeite emiong vo avapépete avemBounteg evépyeleg anevbeiag, LEo® TOL
€0viKod GVGTAATOG AVAPOPAG

EAlLada

EBvikdc Opyaviouog Gapudkmv

Meocoyeimv 284

GR-15562 XoAlapyog, ABnva

Tni: + 30 21 32040380/337

®ag: +30 21 06549585

Iotétomog: http://www.eof.gr

Kvmpog



http://www.eof.gr/

DopuaKeLTIKEG YINPETieg

Yrovpyeio Yyeiag

CY-1475 Asvkooio

TnA: +357 22608607

Dag: + 357 22608669

IotoTtomog: www.moh.gov.cy/phs

Méow g avapopdg avemBOunNToV evepyel®V pmopeite va fondncete ot GLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKE LLE TNV ACPAAELD TOV TOPIVTOS QPOPLAKOV.

5. Iag vo puidcscete To Pemetrexed Accord
To @appako ovtd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot Ogv TO POAVOLV Ta TOLSA.

Na pn ypnoiponoteite avtd 10 GAPUOKO LETE TNV NUepounvio ANENG OV avapEPETAL GTNV
gMONUAVON Kot 610 Kouti petd v AHEH.

Agv vdpyovv 1d1kég 0dnyieg @OAAENG Yo TO TPOIdV avTO.

Alddopo PeETd TNV avochoTOoN Kot TEPALTEP® apaimon: To mpoidy Oa mpémel va ypnoipomoteitot
apéc®s. Otav TpoeToldleTol COUPMVA UE TIG AVaPEPOUEVES 0dNYiES, £xel deLyDel yNUIKT KOl QLGIKN
o1afepdTNTA TOV SIHAVHATOV TEUETPEEIONG, LETA TV AVOCVGTACT KOl TNV TEPUTEP® apaimot yio 24
mpeg og Beppokpacio yoyeiov.

Na pn ypnoiponoteite autd 10 PAPLOKO EAV TAPATNPNCETE OPOTA oMpeio aAloimong.

To @apuaxo avtd Tpoopiletal povo yio epdamal yopnynon. Mnv netdte PApUAKO GTO VEPO TNG
ATOYETEVOTNG N OTA OIKIAK(A OTOPPILHOTA. POTNOTE TOV QUPLOKOTOLO GOC Y10, TO TMOG VO, TETAEETE TA
OAapuraKa OV deV YpMolLoToLEite . Avtd ta pétpa Bo fondncovy oty Tpoctacio Tov
nepPaAarovtog.

6. Iepreydpevo TG GVOKELAGING KO LOWTES TANPOPOPiEg
T epréyer o Pemetrexed Accord
H dpactikn ovcia eivon n mepetpeion.

Pemetrexed Accord 100 mg: ‘Eva gaAidio kovewg mepiéyet 100 yilootoypoppe nepetpe&iong (og
nepeTpeEion Svatplovyog NUILEVTODOIPIKY).

Pemetrexed Accord 500 mg: ‘Eva guaAidio kovewg nepiéyxet 500 yihootodypappa tepetpeliong (og

nepeTpelion SvoTplovyog NITEVTADIPIKY).

Pemetrexed Accord 1000 mg: KdaBe graridio mepiéyet 1000 yihootdypappo tepetpe&iong (og

nepeTpeion Svotplovyog NUITEVTADIPIKY).

Metd v avacdotoot, To dtdAvpe mov tpokvrtetl mepiéxel 25 mg/ml nepetpetione. Amarteiton
TEPAUTEP® OPAIOGT, TPV ATO TN YOPTYNON, OO TO YLOTPO 1] TO VOGAEVLTH(-TPL0L) TOV VOGOKOUEIOV.
Ta, GAAa cvoTaTIKE ivar 1) LovVITOAT, TO VOPOYA®PTKS 0EV Kat TO VOPOEEidLO ToV vatpiov (PAéne
napdypao 2 «To Pemetrexed Accord mepiéxet vaTplon).

Epgavien tov Pemetrexed Accord kou mepieopuevo g 6VOKELAGIAG

To Pemetrexed Accord eivor kovig yio Tokvo SIHALE Y10 TN TOPACKEDT] SLOADLOTOG TPOG EYYLOT KoL
mapéxetal pEca og Eva Yoo @loAidlo. Eivar Avogpihomompévn kovig Aevkod £mG LITOKITPIVOL 1)
TPACIVOTOV-KITPIVOL YPDOLOTOGC.

KdaBe xovti Pemetrexed Accord mepiéyet £va @roAidio.

Karoyog Adsrog Kvkhogopiag
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Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomavia

Hopaywyog

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

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

To wapov OALo 03N YLAV yprionS avadewpnOnke Yo TELsVTAiO Qopa oTig 08/2022
AlLreg N YEG TANPOQOPLAOV

Aentouepeic TANPoQopieg Yio TO PAPLOKO LT gival S1BEcieS 6T0 dIKTLOKO TOTO Tov Evpmmaikod
Opyoviepot ®oapudkev: http://www.ema.europa.eu
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O TAnpoeopisc Tov 0KoAoVOOVY 0rcvOVVOVTOL HOVO GE YIOTPOVE 1] ETUYYEAUOTIES TOV TOUEN
VYEI0VOUIKI G TEPIOaAYNS:

Odnyiec ypNone, YEPLoUOV KoL OOpPYnC.

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 TTEpLEEL Eva mAeOVOo L TNG TEUETPEEIONG Y VL SIEVKOAVVETOL 1) TTAPOYY| TG
VO POPOLEVIC TOGHTNTOC.

3. Pemetrexed Accord 100 mg:

Kdé0Oe @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:

KdbBe groridio 500 mg npénet va avacvotadei ue 20 ml yhoprovyov vatpiov 9 mg/ml (0,9%) evécipov
SOADLOTOG Y®PIG GCLVTNPNTIKO, MOTE VO TPOKVTTEL SIAAV U 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, MGTE VO TPOKOTTEL SIAAV L0 TTOV Vo, TEPIEYEL TEUETPEEION
25 mg/ml.

Avaxiveiote amodd Kabe prodidio péypt n mepexopevn kovig va drodivbel TAnpws. To didivpua petd
TNV ovacOGTAGT EIVOL SLHVYEG, LLE ELPAVIOT] XPDOUATOS ATt AYPOUO EOC KITPIVO 1 KITPIVO-TTPAGTVO

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 KoTAAMANA0G OYKOC TOL SLOAVUATOG TNG TEUETPEEIONC UETE TV VG VGTAGT), TPETEL VO,
apoiwdei tepartépo pe 100 ml yhwprovyov vatpiov 9 mg/ml (0,9 %) evéoyov dwddpotog,
YOpig cuvtnpNTIKd, Kot yopnyeitor pe evoopAfia £yyvon didpketag 10 Aemtdv.

5. Ta doAdpoTo TPOG £y)LoN TG TEUETPEEIONS TOV TPOETOWALOVTOL COLPOVA HE TIG AVAOTEPM
odnyieg etvar cupPaTd Ue TIG GUOKEVES £YYXVOTG KO TOVG GAKOVG £YYLONG OO
ToALPIvLAOYA®PId1o Kot ToAvorePivn. H mepetpeion éxel uoikn acvupuPatdTNTO LUE TOVG
draddtec Tov TEPEXOLY acPESTIO, cupTEPILaUBOVOLIEVOL TOV YoroKkTikoD dtodvporog Ringer
KoL TOL evésiov dtaAvpatog 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 Tpoidv dev mpénet va yopnynoet.

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 ynmun kot guoikn otabepdtnta, yio ) ¥pnor TV SIeAVUATOV TEUETPeEidng Tpog £YYVoT LETA 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 ¥pdvoc S1aTHPNONG Kol 01 GLVONKES PUANENC TPV ATd T XPTOT ATOTEAOVY
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gvBvvn 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 TV TPOETOLRAGIO KOl TN LOPT]YNON

Onwg cvpPaivet kot pe GAAOLE SuVNTIKA TOEIKOVE OVTIKAPKIVIKODS TAUPAYOVTES, OTOLTEITAL TPOGOYN
KOTA TO YEPICUO KOl TV TPOETOYOCTN TOV SIHAVUAT®V Yo £yyvon TG TepeTpeéione. Zvviotdton 1
ypNon yavtidv. Edv 1o didAvpa g nepetpe&iong épbet oe emapn e 1o dEpUa, Vo TAVVETE AUECHG TNV
TEPLOYN TOL dEPHOTOC Le ApBovo camovvt kat vepd. Edv to didhvpa tng mepetpetiong épbet o 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&iong. 'Exovv avapepBel mepropiopéves nepimtdoetg eEayyeioons g
mepetpeéidng, mov dev kpidnkav wg coPapd cupPdpata omd Tovg epguvntéc-totpovc. H egayyeioon
Oa Tpémetl va avtipetomileTor cOUE®VA e Tr GUVIHOT TPAKTIKY TOL EPUPUOLETOL YioL GAAOLG
TOPOUOLOVG TTAPAYOVTEG.
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