@vAro oonYLOV 1 piong: IIAnpoeopics yia Tov ypiioty

Fulvestrant Accord 250 mg evéeipo d1dAvpa 6€ TpoyepLtopévy copLyyo.
fulvestrant

Awfdote TPOGEKTIKG OAOKAN PO TO GVALO 0ONYLAV YP1ONG TPV UPYIGETE VA Y PTGLUOTOLEITE

aVTé TO PappaKo, H16TL TEPLLApPavEL onpavVTIKEG TANPOPOPIES VI GOG.

- Duragte avTd T0 POALO 0dNYLDV Xpione. Towg ypelaotel va To dafdoete Eava.

- Edv &yete meportépw amopies, p@tiote TOV YTpd, TOV QOPUOKOTOLO 1| TOV VOGOKOUO GO,

- H ocvvtayn yU avtd 1o edpporo xopnyndnke amokAeloTiKA Yo 6oc. Agv mpEnel vo SDGETE TO
@apupaxo og dAlovs. Mmopei va tovg Tpokarécetl PAAPT, aKOL Kot OTOV TO GOUTTMOUATA TG
acBévelog Toug eivar ida pe Ta Sk cog.

- Edv mapotnpricete kKamowo avemBountn evépyela,, EVNUEPMGTE TO YOTPO, TOV POPLOKOTOO 1)
TOV VOGOKONO 60G. AvTtd 1oyvet Kou Yo kéBe mhovi avemBOunn evépyela mov dev avapépeTal
670 TapdV EUAAO odnyudV xpnons. BAéne mopdypago 4.

T Tepréyer 1o Tapév AL 00N YLOV:

Tt eivon to Fulvestrant Accord kot ol givo 1) xprion tov

Tipénet vo yvopilete Tpwv ypnooromoete to Fulvestrant Accord
ITog va ypnopomomoete to Fulvestrant Accord

[Bavég avemBounteg evépyeieg

IMog va puidooete to Fulvestrant Accord

[epieyduevo g cvokevaciog Kol AouTég TANPoPopieg

o UTA N R

1. T givan To Fulvestrant Accord kot wowa givan 1 (p1o1n Tov

To Fulvestrant Accord mepiéyetl t dpaotik ovoio fulvestrant, ) omoio ovikel oty Katnyopio Twv
OVOOTOAE®MY TV 016TPOYOVOV. Ta 016TpoYdVa, £VOG TOTOGC TOV YOVUIKEI®V OPLOVAV, UTOPOVV GE
UEPIKESG TEPIMTAOCELG VO, EUTAEKOVTOL PLE TNV AVATTLEN TOV KOPKIVOL TOL HaoTOD.

To Fulvestrant Accord ypnoytonotgitot yia t Oepaneio TV TPOY®PNUEVOD 1) LETAGTOTIKOD KAPKIVOD
TOL LOGTOV GE HETEUUNVOTTAVGLUKES YUVOIKEC.

2. T péner vo. yvopilete Tpv ypnopomonjoste To Fulvestrant Accord

Mnyv ypnoipomomieete to Fulvestrant Accord:

- og mepintmon odlepyiog ot0 fulvestrant 1} o€ omol0dMmote GALO ATd T0. GLGTOTIKA AVTOL TOVL
QoppaKoL (avagépovTol GtV Tapdypapo 6).

- €dv glote éyxvog N Inidlete

- edv €yete cofapd NTaTIKA TPOPA LT

Ipocdomouoeic Kot TPOPLAGEELS

AmevBuvleite otov Y1dTpd, TOV (QOPUOKOTOWO 1) TOV VOGOKOUO GOG TPV YPNCULOTOMNCETE TO

Fulvestrant Accord, av omotadmote amd To TaPUKAT® GOG APOPOHV:

- TPOPANUOTA [LE TOVS VEQPPOVG 1] TO NTTOP

- YOUNAOG apBpdc aponetariov (ta omoia fonbovv otnv &N TOL AINATOG) 1] CUOPPOYIKES
SlaTapayés

- mponyovpeva tpofinuata pe Opopupovg oto aipa

- 00TE0TOP®OT (UTOAELN OGTIKNG TUKVOTNTOG)

- AAKOOMOUOG

Hoowd xon £pnpor

To Fulvestrant Accord dev gvdeikvutor oe Toudid kot eprifovg kKaTm tov 18 etdv.

1



AMo eappoxa ko Fulvestrant Accord
Evnuepdote Tov yotpo 1 TOV QOPUOKOTOW0 GOG £6v mailpveTe, £xeTe TPOGPATA TAPEL 1] UTOPEL VOl
mhpete AL QAPLOKOL.

Ewdikdtepa, Tpémel va evepDGETE TOV YIOTPO GOC, EAV YPNCUYLOTOLEITE OVTITNKTIKA (QApLOKa Y10 VO
amoTPEYOLV TOVG BpdBoug Tov aipatog).

Kinon kot Onioopoc

Agv mpémel va ypnoponomoete to Fulvestrant Accord dv giote éykvoc. Edv vadpyet mbavomta vo
Letvete £yKvoc, TOTE TPEMEL VAL YPNCULOTOLEITE OMOTEAEGUATIKY] OVTIGOAAN YT VO AaPAVETE TO
Fulvestrant Accord.

Agv mpémetl va Onhalete evd Aappavete o Fulvestrant Accord.

0onynon K XEPLopég pyavindTov
To Fulvestrant Accord dev avopévetal va ennpedost v Ikavottd cog va odnyeite 1| va yepileote
pnyavipata. Eviovtolg, edv aicBavBeite kOmwon petd tn Oepaneio, unv odnyeite N un yepileote

LNV LoTaL.

To Fulvestrant Accord mepiéyer 10% Bapoc/dyko ar@avorn (alkoérn), inradn péypt 1.000 mg
avd 560, mov wodvvapei o 20 ml prdpag 1 8 ml kpaciod avd ddom.

EmPrapég yia exeivoug ot omoiotl Tdoyovv omd aAkooAouod.

[péner va Aapfavetar veoym otig yuvaikeg mov gival £ykveg 1 Onddlovv Kot oTig opddeg vynAon
KvdUuvou OTmg ot acBeVELg e NTOTIKY VOGO 1) EmANyia.

3. IMog va ypneporomjcete to Fulvestrant Accord

[Tédvtote vo ¥pNOYOTOLEITE TO PAPUOKO OVTO AVGTNPE COHEOVAE UE TIC 0dNYiEG TOL YLOTPOV 1N TOV
pappokomolod coc. Edv éxete apeiPorieg, poTNoTe TOV Y1ATPO 1) TOV GOPUOKOTOLO GOG.

H ocvvictopevn d6on eivar 500 mg fulvestrant (6vo gvéoeig twv 250 mg/S ml), yopnyovuevn pia popd
ToV pnva, pe po tpdcdetn d6om twv 500 mg, xopnyodpevn 2 efdopddeg HETA TNV apytkn dOoT.

O ywtpdg oag M évag vocokopog Ba cag yopnynoet o Fulvestrant Accord pe t poporv apyng
€VOOLVTKNG €veong, o og kKaBe YAoutd Goc.

Edv éxete meprocOtepes EpOTNOELS GYETIKA LLE T YPTOT AVTOV TOL PAPUAKOV, POTNOTE TOV Y1TPO,
TOV POPLLOKOTOLO 1| TOV VOGOKOUO GOG.

4. Bavéig avemBOuNTES EVEPYELES

Onwg 6ha Ta eappaKa, £T61 Kot oTd TO PAPLOKO UTOPEL Vo TPOKOAEGEL AVETIOOUNTEG EVEPYELES OV
ka1 0gv Tapovotdlovtol oe OAOVS TOLG avOpmTOVC.

Mropei va yperocdsite Gueon W0 TPIKN AVIIHETAOTLON EGV TAPATPCETE KATOLN 0T TIG
aKko6rov0e avemBOunTEg eVépyerec:

- Avtidpacelg arlepyiog (vepevatcnociog), meptiaufavopévov od1LOTOC TOL TPOCHTOV,
TOV XEWMADV, TNG YADGGOG KA/ TOV ANLLOV, To 0010 UTopel va eivol COUTTOUOTO
OVAQLAAKTIK®V OVTIOPACEDY

- ®popPoeuforn (awénuévog kivovvog OpouPmv aipatog)*

- dAeypovi Tov Nratog (NToTitdn)

- Hrotum avendpkela



Evnuepoote Tov Y10Tpo, TOV QUPUOKOTOL0 1] TOV VOGOKONO GO EAV TOPUTNPGETE KATOLO, 0.0
TIS aKOAoVOEg avemBOUNTES EVEPYELES:

IHoAd ovyvéc avemBOunTeg evépyseres (Umopel va enmpedosovv nepiocdtepa and 1 ota 10 dropa)
- AvT1dpacelg 6to onpeio g £veong, OTMG TOVOG KAV PAEYLOVY

- Mn guctloroyikd enineda nratikodv eviopwmv (ot eEetdoelg aipatog)™

- Noavtia (aicOnon adiabeciog)

- E&acBévion, konmwon™

‘Ol\ec o1 vérouneg avemOounTeg evépyereg:

Yoyvég avemBounteg evépyeleg (umopet va ennpedoovy €og 1 ota 10 dtopa)

- Kepaharyio

- "Epetog, didppota 1 ammdAeta Opegnc*

- Ovporoumdéelg

- Ocoevalyio*

- AvENON TG rorepvBpivng (XpOOTIKN OLGIN TNG YOANG TOL TAPAYETAL O TO NTTaLP)

- ®popPoepforn (avénuévog kivovvog OpouPmv aipatog)*

- Mewwpéva enimeda apometoriov (Bpoupomevia)

- KoAmikn apopporyio

- [T6vog yapunAd oty TAdtn mov ennpedlet To Tdd ot pio TAevpd (1oyokyior)

- Eoevikn advvapia, opmdio, popunkioon 1 oxoAgla g kivinong oto oot 6ogc, 101KA o pia
puévo TAEVPA TOL CAOUOTOG GG, ALPVIOLN TPOPANUATA [LE TO TEPTATNLLA 1) TNV LGOPPOTIL
(mepropepikn vevpomdOeia)

Oy ovyvég avemBOunTeS evépysereg (umopel va emnpedoovy £mog 1 ota 100 dtopa)

- [ogyd vwdAevko KOATIKO EkKpiua Kot kKavtitioon (Aoipnmén)

- Meldviaopa kot opoppayio otn Béon Eveong

- AVENON TG Y-YAOLTAUVATPAVOPEPATTG, EVOG NTOTIKOD VIOV IOV gppaviletal og
OLLATOAOYIKT eEETOIOT

- DLeypovi Tov Nratog (Mrotitdn)

- Hrotum avendpkela

- [T6vog yopunAd otnv TAdtn Tov ennpedlet To TOd otn pio TAevpd (1oyokyior)

- Aywdia, popunkioon kot tdvog

- AVOQUAOKTIKEG OVTIOPAGELG

*TIepthopPdvovtar avemBOunteg evEPyeLeg vl Tig 0moieg o akpiPrg porog tov Fulvestrant Accord dgv
uropel va Tpoodoptotel AOY® TNG VIOKEILEVNS VOCOU.

Ava@opd avemBOunTOV EVEPYELDV

Edv mapotnproete Kamowo avemiBountn evEPYELD, EVIUEPDOTE TOV YIUTPO, TOV (POPLOKOTOLO 1
TOV/TNV VOGOKOUO GaG. AVTO 1oyVeL Kat Yo KaOe mhovn avemBountr evEPYELD TOV OEV OVAPEPETUL
670 TOPOV VA0 0ONYL®V YpToNG. Mropeite eniong vo avapépete avemBounteg evépyeteg omevbeiag,
pécm tov eBvikod cuatatog avaeopds: EBviko Opyaviopd @apudkov, Mecoyeiov 284 15562
Xohapyos, AbMva, TnA: 213 2040380/337, ®ag: 210 6549585, Iotdtomoc: http://www.eof.gr. Méow
NG OVOPOPAG AVETIOOUNT®V EVEPYEIDV UTopeite va fondioete ot cLALOYN TEPIGGOTEPOV
TANPOPOPLOV GYETIKA LLE TNV AGPAAELN TOV TOPOVTOG POPLAKOV.

5. Mo va puiaosoete To Fulvestrant Accord
To @apuako avtd TPETEL VO, PLAAGGETOL GE PEPT] TOV OgV TO PAETOLY Kot deV TO POAVOVV Ta TOLOAL.
Na pn ¥pnCIHOTOIEITE AVTO TO PAPUAKO LETA TNV NUEPOUN VIR ANENG TOV AVOPEPETAL GTO KOVTI 1|

oTNV eMoNUavo g ovpryyog petd v AHEH. H nuepounvia Anéng sivor n tehevtaio nuépa Tov
VO, TTOL OVOPEPETAL EKEL.


http://www.eof.gr/

Ddvidooete kot petapépete o€ yoyeio (2°C — 8°C).

Ot daxvpdveelc g Beppokpaciog Tépav tov upovs twv 2°C —8°C Ba npénel va mepropilovtar Kot
va unv Eemepvovv pia mepiodo peyodvtepn tov 28 nuepdv katd v onoia 1 puéon Beppoxpacio
amofnKevoNg Tov TPOidVTOG givar Katw amd 25°C (aAid ave tov 2°C —8°C). Metd and dtakvudveelg
g Beppokpaciog, To TPOiOV TPETEL VO EMGTPEPETAL AUECHOS GTLG GLVIGTAOUEVES GUVONKES
amofnkevong (amodnkevon kot petapopd og yoyeio 2°C — 8°C). Ot dwakvpdvoelg tng Beppoxpaciog
£€xouv aBpoloTiKY| EMIOPACT] GTNV TOLOTNTA TOL TPOIOVTOG Kot 1) ¥POViKN Tepiodog Tmv 28 nuepdv dev
npénel vo vepPaiveton katd ™ duapkeia {ong tov Fulvestrant Accord. H ékBeom og Beppokpooieg
Kéto tov 2°C dev Ba BAGweL To Tpoidy, pe v TpoimdBeomn 41t dev amobdniedeTat Katw amd —20°C.

Awnpeite TV TPOYEUGHEVT] GUPLYYO GTNV OP)LKT] CLGKELAGIN Y10l VO TPOGTUTEVETAL OO TO PWG,.

O y1atpdg cag Ba givar vevBuvog yia T cwoT EOANEN, xp1oN Kot amdpprymn tov Fulvestrant
Accord.

Mnyv eTdte EAPLOKA GTO VEPO TG ATOYXETEVOTG 1] OTA OKLOKA omoppipata. Potote 10

(OPLOKOTOLd GOG Y10 TO TMG VO TETAEETE TOL PAPLLOKO TTOV OEV YPTCLUOTOIEITE o AVTd TO PéTpa Bat

BonBioovv oty mpoctacia Tov TEPPAALOVTOG.

6. Iepreyépeva TG GVOKEVOGINS KO LOWTES TANPOPOPIES

T epiéyer to Fulvestrant Accord

- H dpactikn ovesia givon to fulvestrant. Kabe npoyepiopévn ovpryyo (5 ml) mepiéyet 250 mg
fulvestrant.

- Ta dAha cvotatid (€kdoya) ivor arbavorn (96 toig exatod), BeviuAikn aAKOOAN,
Bevluieotépag Pevioikdg, KikEAoo eEEVYEVICUEVO.

Ep@avien tov Fulvestrant Accord kot mepieyépeva s 6voKEVLOGI0G

To Fulvestrant Accord givat dtavyéc, dypmpo émg kitpvo, EdSEg StdAvpa.

To Fulvestrant Accord diatifeton o€ pia dtawyn yodhwvn tomov I mpoyepopévn cbpiyya pe o, 1
onoia wepiéyel 250 mg fulvestrant o 5 ml dodvparoc.

To Fulvestrant Accord diatifetol 6€ Guokevacio pe 2 pag xPNoNS TPOYEUIGUEVES GUPLYYEC.

IMapéyeton emiong pio Perdva acpodreiog (BD SafetyGlide), yio cvvdeon pe tov KOAvOpo Tng
GOpLYYOS.

Mmropei vo unv KukAoQopoOv OAEG Ol GLOKEVAGIES.

Karoyog Adcrog Kukhogopiag ko [opaockevaostiig

Karoyog Adcrog Kukhogopiag

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n, Edifici Est 62 planta,

08039 Barcelona, Iomovia

Hopackevactiig



Accord Healthcare Limited,

Sage House, 319 Pinner Road,

North Harrow, Middlesex, HA1 4HF,
Hvopévo Baciielo

'H

Accord Healthcare Polska Sp.z o.0.
ul. Lutomierska 50,

95-200 Pabianice

TToAwvia

'H

Pharmadox Healthcare Ltd.
KW20A Kordin Industrial Park,
Paola, PLA 3000,

Maito

'H

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Utrecht,
OX\avdio

Av16 TO QUPPOKEVTIKO TPOIGV £xEl eykpOel ota Kpatn Méln Tov Evponaiked Owovopikov
Xapov (EOX) pe Tig akérhovBes ovopaociss:



‘Ovopa Tov Ovopacio Tov @appokevtikov Ipoiovrog
Kparovg Méhovg
Avotpia Fulvestrant Accord 250 mg Injektionslosung in einer Fertigspritze
Békyo Fulvestrant Accord 250 mg oplossing voor injectie in een voorgevulde spuit
Boviyopia Fulvestrant Accord 250 mg Solution for injection in pre- filled syringe
OynBectpant Axopa 250 mg/ 5 ml HHXEKIMOHEH pa3TBOP B MPEABAPUTETHO
HAIIBbJIHCHA CIIPHUHIIOBKA
Kvmpog Fulvestrant Accord 250 mg Solution for injection in pre- filled syringe
Kpootia Fulvestrant Accord 250 mg otopina za injekciju u napunjenoj Strcaljki
Anpokpartio g Fulvestrant Accord
Togylag
Aoavio Fulvestrant Accord 250 mg
Ecbovia Fulvestrant Accord
Owiavdio Fulvestrant Accord
ToAAio FULVESTRANT ACCORD 250 mg Solution injectable en seringue pré-
Teppavio Fulvestrant Accord 250 mg Injektionslosung in einer Fertigspritze
EAMGSo Fulvestrant Accord
Ovyyapia Fulvesztrant Accord 250 mg oldatos injekcio eléretoltott
fecskend6ben
Iohavdia Fulvestrant accord 250 mg stungulyf, lausn i afylltri sprautu
Itahio Fulvestrant Accord
Agtovia Fulvestrant Accord
Noppnyia Fulvestrant Accord
OMovdia Fulvestrant Accord 250 mg oplossing voor injectie in voorgevulde spuit
IMolwvia Fulvestrant Accord
[Toptoyolio. Fulvestrant Accord
Povpavia Fulvestrant Accord 250 mg Solutie injectabila in seringa preumpluta
Iomovia Strantas 250 mg solucion para inyeccion en jeringa precargada EFG
Anpokpartio g Fulvestrant Accord 250 mg injek¢ény roztok naplneny v injekénej
YhoPaxiog striekacke
Y oPevia Fulvestrant 250 mg Raztopina za injiciranje v napolnjeni injekcijski
Youndia Fulvestrant Accord
Hvopévo Baoileto Fulvestrant 250 mg Solution for injection in prefilled syringe
IpAavdio Fulvestrant 250 mg Solution for injection in prefilled syringe

To mapov OALo 0dNYLOV xpHoNS ovedsopOnke Yo TelevTaia gopd Tov 09/2021.




O Tinpo@opicg mov akorovOovy amevBOvovToL Hovo o€ emayyehpoTies vyeiog:

To Fulvestrant Accord 500 mg (2 x 250 mg/5 ml evéoio dtdAvpa) Tpémet va xopnysitat
YPNCLULOTOIDVTAG OVO0 TPOYEMGUEVEG GVPLYYES, PA. TOpdypao 3.

Odnyieg yoprynong
IIpogidomoinon - Mnv anoctelp@vete ) Pehdva acpareiog oe avtdKavoTo mpw and ) xpron. Ta
yépra Ba Tpémel va Tapapévouy Tom and T PeAdva KaBOAN T ddpKela TNS ¥PNONS KoL TG

ATOPPLYNG.

O oOpryyeg mapéyovtar pe Perova acoareiog BD Safety Glide®.

I"oa kaBepio amd Tig dVvo cHpLyyeS:

- A@a1péote mPOCEKTIKA TOV KOALVOPO TNG Yuaivng ovptyyas  Ewova 1
amo tov dioko kot eEAEyETe OTL dev Exetl Bapel.

- [eprotpéyte 0 MAaoTKO KédALVUpa Tapaficong oto Luer Q—Sﬁ SN
NG GUPLYYOS YOl VAL OPUPESTE TO KAAVLLO LLE TO
TPOCAPTNUEVO ELAGTIKO T dkpov (PA. Ewova 1).

- Bydite v e£mtepikn| cuokevacio g Perdvos acpaleiog Ewova 2
(BD SafetyGlide). IIpocappoote t Berdva acpareing oto —
oOvdeopo Luer (BA. Ewkova 2). O% - =

- [eprotpéyte Yo va acparicete tn feAOva 61OV GUVOEGLO
Luer. Ilepiotpéyte émg 6Tov £Qappocel oTabePA.

- Apapéote To kdAvppa g Pehdvag otnv evbeia, d®ote va
amopevydel eBopd Tov dkpov TS Perdvac.

- Metapépete T YEGUEVN GUPLYYO GTO onueio Yopnynong.

- A@oa1péote TO TPOSTATELTIKO KAAvppa TG fELovag.

- Ta mopevTepUCd SIOADUOTO TPETEL VO ELEYXOVTOL OTTTIKA TPV
Ao TN YOPNYNOT| YO COUATIONN KOl ATOYPOHUOTIGHO.

- AmofdAdete Tnv Tepiooela aépa and T cLPLYY.

- Xopnynote evéopvikd apyd (1-2 Aentd/éveon) 610 YAOLTO. Ewova 3
I'a ™ devkdAvvon Tov ypnotn, n BEon g Perdvag te

Ao&otoOuNnoN TPOG T ENAV® TPOcaVATOALETOL TPOG TOV (}%Dﬁ%»—@@

Bpoyiova tov poyrov (PA. Ewova 3).

- Metd v éveon, EVEPYOTOUOTE OUECHG TO UNYOVIGHO
acpaAieiog wbmvtag To payiova Luer mpog to epnpog, uéypt  Ewodva 4
va kKoleBel TAnpwc o dkpo g Perdvag (BA. Ewkova 4).

YHMEIQXH: EvepyomoioTte HOKPLO 010 £60.C KoL
aAL0VG. AKOVOTE TO KMK Kol EmMPePfoardoTe 0nTIKG 6TL TO
axpo ¢ Perovag sivar TIPS Kailvppévo.

Amnbppuym
O tpoyepiopéveg ocvpryyeg ivor yio epdmas ypnon povo.

To @apuako owtd propei vo evéyel kivouvo yia to vopoPio mepifdilov. Kabe aypnopomointo
QOPUOKEVTIKO TPOIGV 1| VITOAEUUO TPETEL VO AOPPIMTETAL COLPOVA LE TIG KOTE TOTOLS 16X DOVGES
OYETIKEC O1aTAEELG.



