®Yrio oAV ypions: [Iinpogopiss yia Tov ypiotn

Topotecan Accord 1 mg/ml ITvkvé draAvpa Y10 TAPAGKELT] SLEADPATOG TPOG £y VoM
Tomotekavn

Awfdote TPoGEKTIKA 0AOKANPO TO PVALO 03N YIAV (PTG TPOTOV O.PYIGETE VA YPNGLUOTOLEITE AVTO TO
PappoKo, O10TL TEPLAANPAVEL ONUAVTIKES TANPOPOPIES Y10 GUG.
- ®uldEte avtd TO EUALO 0dNYIBV Yprione. Towg ypelaotel va to dufdocete Eava.
- Edv éyete mepartépo amopiec, pmTNOTE TOV YTPO, TOV PAPUAKOTOL 1) TOV VOGOKOLO GOG.
- Edav mapotnpnoete komolo avemBOunTn evEpyeLd, EVIUEPMDGTE TOV YIOTPO, TOV POPUAKOTOLO 1) TOV
VOGOKOUO 00G. AVTO 1oyveL Kot Yio kaBe mhov avemBountn evépyela Tov OgV aVaPEPETAL GTO TOPOV
@OALO oMYV Ypriong. BAéme mapdypapo 4.

Thv epréyeL 10 Tapov GUALO 00NYLOV

1. T1 eivon to Topotecan Accord Kot tota givat 1) xprom Tov

2. Timpéner va yvopilete mpwv oag xopnynoei to Topotecan Accord
3. [log va ypnoponomoete to Topotecan Accord

4. [TBavég avemBounteg evépyeteg

5. ag va puidooetor To Topotecan Accord

6. [Tepieydevo ¢ cLOKEVAGING KOl AOUTEG TTANPOPOPIES

1. Tuveivan To Topotecan Accord kon wora gival 1 yp1o1 TOV

To Topotecan Accord vrofondd v katacTpoPr 0YK®V. 'Evag yiatpog 1 voonientig Ba cog yopnyioouvv 1o
Qapuako pe £yyvon o pio eAERa (oTdydNv) 6TO VOGOKOLLELO.

To Topotecan Accord ypnNGILOTOIEITOL Y10, TNV AVTILETOTION:

- TOL KOPKIVOL TV OONKOV 1 TOV MKPOKVLTTOPIKOD KOPKIVOL TOL TVeELHOVO O OTolog £)el
EMOVEUPAVIOTEL HETA amd ynueobepaneio

- TOV TTPOYMPMUEVOL KOPKIVOV TOV TPAYNAOL TG UNTPAG, EGV OeV ivar duvaTti 1 YEPOVPYIKT exéupacm 1
n axtivobepaneia. Katd tn Ogpameio tov kapkivov Tov TpoyNAov TG UNTPAS, TO SIAAVUN TOTOTEKAVNG
POog &yyvon cuvovaletal pe £va GAAO PAPLOKO, TO OTTOi0 OVOUALETOL GIGTATIVY.

O ywtpdc cag o amopacicel eav 1 Oepaneia pe to Topotecan Accord eival KaADTEPT GE GYECT UE TNV
TEPALTEP® OYWOYT LE TOV OPYIKO YNUELODEPUTEVTIKO TOPAYOVTO TTOVL GAG XOPNYNONKE.

2. Tapéner va yvopilete tpty oag yopnyn0ei o Topotecan Accord

Agv 0a mpémer va mapete 10 Topotecan Accord

- o€ TEPIMTOON OAlEPYIOG OTNV TOMOTEKAVY 1] GE OTOOONTOTE GALO A TO GLUOTATIKA CVTOD TOV
QOPUAKOV (OVOPEPOVTOL OTNV TAPAYPPO 6).

- og nepintwon mov Onialete

- o€ mepintmon mov ot apfpoi epudpmv apocpalpiov cag ivorl vrepPoiikd yapnioi. O yiatpdc cog Ha
o0G EVNUEPMOEL GV owTd cupPaivel o€ eodc, ue Pdon ta amoteléouato TG TehevTaing e&€toong aipatog
oV omoio vrroPAnOnkare.

Evnuepdote Tov Y10Tpo 060G GV OTIONTOTE ammd oVTE 1oYVEL Y10 GGG,

[pocdomonjosis Ko TPoPLAAEES

[Ipwv cag yopnynOei To apuaKo avtd, o yatpdc cag Ba mpénet va yvopilet:

- glv &yete veppika N Mmoatikd mpoPAnuato. Evdéyetar va ypelaotel va TpocapuocTel 1 d00T TOL
Topotecan Accord mov AopPavete.

- edv gilote €ykvoc 1| okomeveTe va, petvete £€ykvog. BA. mapdypagpo «Konon ko Oniacudcy mo kdtm.

- edv oKomeveTe va yivete matépag evog modiov. BA. mapdypagpo «Kdnon kot OnAacpuocy wo kdtm.



Alho pappoxoe kot Topotecan Accord

Evnuepdote tov y1otpd 1 10V @opLoKonold cog edv maipvete, £xeTe TPOGOOTO TAPEL 1) LITOPEL VO TAPETE
A0 eAppOKa, TEPIAUUPOVOLEVOV KL TOV QUTIKGOV TPOIOVIOV 1 TOV PAPUAK®V TOV YOPTYOUVTOL YOPIg
cuvtayn yoTpov.

Ouunbeite va EVNUEPDOGETE TOV YIOTPO GOG G TEPIMTMGT TOL OPYIGETE VO TAUPVETE OTO100NTTOTE GALO
eappako evad AapPavete to Topotecan Accord.

To Topotecan Accord pe Tpo@Eg, TOTA KOt OLVOTTVELA,
Agv vrapyet kopio yvooty arinienidpacn peta&d tov Topotecan Accord Kot tov owvomvevpatog. 616060,
B0 TpémeL VO pMTNGETE TOV YUTPO GOG EAV EMTPEMETOL VO KOTOVOIADVETE OAKOOA.

Kbnon, Onraopidg ko yovripdtnta

To Topotecan Accord dgv cuvictdtol og gykbovs. Etvar duvatd va mpokarésel PAAPN 010 popd, edv avtd
oLAM Ol Tpv amd ™ Oepameia, kaTd TN OAPKELWL TNG N G€ SACTNUO TOVAGYIGTOV €61 UNVAV UETA amd
avthyv. Oo mpEmEL Vo, xpnolLonoleite amotelecpuatiky uEHodo avticOAANYNG. XvuPovAevteite Tov yloTpd
cag. Mnv mpoomafncete vo Pelvete £€yKvog TPotov o yloTpog odg GuUPovAELGEL OTL Elval aGPAAES Vo TO
KOVETE.

O avdpeg aobeveic, ol omoiot emBvpovy va yivovv Tatépag evog maidlon, Ba Tpénel va cuUBovAELTODY TOV
YWOTPO TOVG GYETIKA HE TOV OlKOyevelokd mpoypoppoatiopnd N ) Oepancio. EGv n odvipopds cog peivet
€ykvoc katd tn Siapkela g Oepameing oag, EVNUEPDOTE QAUECHOE TOV YIOTPO GUGC.

Mn Onidoete, eqv AapPavete Bepancio pe To Topotecan Accord. Mnyv apyicete moil va Onialete Tpotod o
YTPOG GAG EVIUEPDGEL OTL EIVOL AGPAAES VAL TO KAVETE.

Oodnynon kot yepropndg pnyovev
To Topotecan Accord pmopel va mpokaiécel aicinpoa KovpaoTng oTa GTOL.
Mnv odnyeite Kot PN ¥PNOULOTOIEITE UNYaVES, EGV OGOAVESTE KOVPOOT) 1] ALOLVOLLIC.

3. Haog va ypnopononjoete 7o Topotecan Accord

O ywtpdg cag Ba kabopicet ) 6601 Tov Topotecan Accord mov Ba cag yopnynoet pe Paon:
- 10 uéyebog 10V CAONNTOG oag (EUPadO ETPAVELNS, TOV LETPATOL GE TETPAYDVIKG LETPA,)
- TO OTOTEAEGUOTO TOV EEETAGEMV OILOTOC TOV TPOAYLOTOTOLOVVTOL TPy amtd T Oepomeio
- 11 vOoO Y1a TNV omoia yopnyeitan Oepamneia.

YovijOng 06on

. Koapkivog tov @odnkov kot pkpokuttapikog Kapkivog Tov tvedbpova: 1,5 mg avd TeTpaymvikd HETPo
EMPAVELNG COUATOG ava NuEpa. Oa Aappdvete Bepaneio pio eopd v nuépa et S nuépeg. AVTo TO GYNLA
Oepamneiog kavovikd 0o emavarappdverar kdOe 3 gfoopddec.

. Kapxivog tov tpayniov g pntpag: 0,75 mg avd TeTpaymviKo HETPO ETUPAVELNG COUATOG OVA TLEPQL.
Oa Aappdavete Begpaneia pio popd v Nuépa eni 3 nuépes. Avtd To oynua Bepaneiog kavovikd Oa
emovaiapPaverorl kabe 3 efdouddec.

Koatd ™ Bepaneio Tov kopkivov Tov Tpayniov g untpag, To Topotecan Accord cuvdvdletan pe éva GALO
(@appako, To onoio ovopdaletat oiomiativr. O yiatpog oag Ba kabopicel T oot d6om cloTAaTivic.

og rapackevaletar To Topotecan Accord
H tomotekdvn Tapéyetal pe T LOPPT CUUTVKVMUOTOS Yo S1GALUE TTPOG £YYvoT). To cupmdkvee Tpémet Vo
OPOLOVETOL TPV OO TN YOPNYyNoN.

M og yopnysiton 1o Topotecan Accord
"Evog yiatpdc 1 voonievtig Ba cag yopnynoet v katdAinin d6om tov Topotecan Accord pe &yyvon

(otaydnv). ZovnBwg yopnyeitor otdydnv otov Bpayiovd cag eni 30 Aentd mepimov.

H Bepaneio evoéyetarl va TOIKIALEL, OVAAOYQ LE TO OTOTEAECUOTA TOV TOKTIK®V EEETAGEMV OUATOG GUG.



Edv otapatioete va naipvere to Topotecan Accord
O ywatpog oag Oa anopacicel ToTe mpEmeL va, dlakoyeTe T Bepameia.

4. IIOavég avemOBOuNTEG EVEPYELES

Onwg 6Aa ta papuoka, £T61 Kot avTd T0 GApLoKo pumopel vo Tpokarécel avemBOUNTES EVEPYELES, AV KoL OgV
TOPOVGLALOVTOL GE OAOVE TOVG avOpmOTOVG.

Yofapég avemOouNTES EVEPYELEG: EVI|LEPATTE TOV TLUTPO GG
MolY ovyvéc (umopel va exnpedoovy negprocotepa and 1 ota 10 dropa)
- Xnpeio owpaéemv. To Topotecan Accord evd€yetar vo LEWOGEL TOV aplOUd TV AEVKDV
OLLOGOAPIOV KOl VO EAATTOCEL TV OVTIGTACT] GOg £VAVTL TMV AOUMEEDY. AVTO pmopel va etvan
Koo Kot omentiko yuo ) (on. Ta onpeio Tepthappdavouv:

o TLPETO

o cofoapn emOElVOOT TNG YEVIKNG KATAGTUGTG GOLG

o TOTIKO GUUTTOUOTA, OTWOS TOVOAULLO 1] TPOPANLOTA TOL OVPOTOUNTIKOV GUGTHUATOS (Y10
ToPAdEY L, aicONLo KOVGoL KaTd TV 00PN 0N, TO 0T0I0 EVOEXETAL VO, VTTOINAMVEL OVPOAOTU®EN)

o TEPIOTOCIOKA, O GTOUAYIKOC TOVOG Papldg LOpPNg, 0 TLPETOG Kot Tlavn didppota (eTavia pe

aipo) propei va glvar onpeio pAEYHOVIG TOL EVIEPOL (KOAITION)

Yravieg (nmopel vo exnpedoovy £0g 1 ota 1.000 aropa)
- @leypovi Tov IvedPOVA (O10ueon mvevuovomabeia): Alatpéxete PeyaAnTEPO Kivouvo edv

epupavilete vdpyovoa mvevpovorddela, edv elyate vroPfindei oe aktivoBepaneio GTOVG TVEVLOVES
N €av AAPate TPONYOLUEVOC PAPIOKE T, OTTOlo TPOKAAEGOV PAGPN oTtovg Tvevpoves. Ta onueio
epAapPavouv:
- duokoMa GTNV avamTvon
- Pixer
- TUPETO.

Evuep@ote opéocmg Tov YIOTPO 60c, E4V ELPAVIGETE OTOLOONTOTE OO TO. GUUTTMOTO TOV TEPLYPAPOVTUL
Y10l TIG TOPOTAVE® KATOGTAGELS, KAODC EVOEYETOL VO YPELOCTEL ELGOYWMYN GE VOGOKOUEIO.

MoAv ovyvég (nmopei va ernpedoovy teprocdtepa andé 1 ota 10 dropa)

- AicOnuo yevikng advvapiog kot KOnwong (Topodikn avalpia). Xe 0pIoUEVEC TEPITTAOCELS EVOEYETAL
Vo, XPEWCTEL LETAYYIOT OULLOTOG.

- Acvvi el pOAOTIGHOT 1 cpopparyio TOV TPOKOAOLVTAL OO LEIMOT] TOL OPIOUOL TOV KVTTAPWOY
7oL evBuvovtar yio Ty THEN ToL aipaTog. Avtd pmopel va, 0dNYHoEL 6 cofapn alLoppayic 0md GYETIKG,
WKPG TpadpoTa, Omme Eva ikpd KOWHo. Xmhvia, UTopel va 001YNGEL GE 1o GoPap1| apoppayia.
YvpPovievteite TOV Y1IOTPO GOG Y10 TO TMOG VO ELOYIGTOTOMGETE TOV KiVOUVO aploppayiog.

- Andrewa Bapovg kat amdreia g Opeéng (avopetia), KOT®ON, advvapio

- Noavrtia, £petog, d1Gppota, TOVOG 6TO GTOUAYL, SVOKOIALOTNTA

- dAeypovn Kot EAKN 6T0 GTOMO, OTN YAMGGA 1) 6TA OOAN

- Yynin Oepuoxpacio cduatog (ropetdc)

- Tpyomtwon.

Xvyvéc (umopei va ennpedoovy £oc 1 ota 10 dropa)

- AMepyicéc avTidpdoelg N avtidpdcelc vaepevoiotnoiog (teptrapfavouévon tov eEavOnLotoc)
- Kitpwvn ypdon tov dépuatog

- AioOnuo adiabeciog (Kokovyia)

Xndviec (umopei va exnpedoovy o 1 ota 1.000 dtopa

- YoPapég aALEPYIKES T} AVOPLAOKTIKES OVTIOPAGELG

- [IpR&o TPokaAOOUEVO ATTO GLGGMPELGT VYPDOV (OyYELOO0ION LX)
- "Hmiog mdvog kat gAeyov 6to onueio g éveong

- E&avOnpa pe payodpa (1 kvidmon)




AvemOOunNTES EVEPYELES TOV OTTOLMV 1 GLYVOTITA 8V Eivan YVOOTN

H cuyvomto opiopévav avemiBountov evepyeldv dev gival yvmotr| (cuppdavta and avbopuntec avapopi,

EVO 1 cuyvotnTa dev pumopel va ektiunBel and ta drabéoipa dedopuévar):

- YoPapog TOVog 6TO GTOUAYL, VAVTIO, OULOTELEST], LaOpO KOTpava 1] aipa oto KoTpava (mbavd
GUUTTMUOTO SLOTPTOTG TOV YOUOTPEVTIEPIKOV).

- "EAxn tov otépaToC, duokora KaTdmoons, KotMakdg TOVog, vavTia, EUETOG, O1GpPOola, Al GTa
Kompava [mhovd onueio Kot GUUTTOUATO PAEYHOVIG ECOTEPLIKOD TOLYDUATOS TOV GTOUATOC, TOV
GTOUGY OV TY/KaL TOL EVIEPOL (PAeyHOVT PAEVVOYOV®DV)].

Edv vropdireote o€ Oepaneia yro Kapkivo Tov TPAYAOV TS PATPOCS, EVOEXETOL VUL ELGOVICETE
avemBounteg evépyetes omd 1o AAlo pdpuako (olomhativn) To onoio Ba cag yopnynOel pali pe To Topotecan
Accord. AvTég Ol EVEPYELEG TTEPLYPAPOVTAL GTO PUALO 0dNYIDV ¥PNONG Y10 TOV acevn, GYETIKA e T
CloTAOTIVY).

Ava@opa avemOounNTOV EVEPYELOV

Edv mapotnproete KOmoto avemBOunTn evEPYELX, EVIUEPMDGTE TOV YIUTPO, TOV PAPUAKOTOLO 1) TOV/TNV
VOGOKOUO Gag. AVt 1oYLEL Kot Yia KaOe mhavr| avemBountr evépyeLo TOL OEV AvaPEPETAL GTO TAPHV PUALO
odnyumv yprone. Mmnopeite emiong va avagépete avemBounteg evépyeleg anevbeiog otn dievBuvon:
EBvikog Opyaviopog @apudimv

Mecoyeiov 284

GR-15562 Xolopyog, Adnmva

TnA: + 30 21 32040380/337

®ag: + 30 21 06549585

Iototomog: http://www.eof.gr

Mécm g avapopdg avembOunTmv evepyelmv propeite vo fondnoete ot GLAAOYN TEPLGCOTEPDV
TANPOPOPLDY GYETIKE E TV ACOAAELD, TOV TOPOVTOG QOPLAKOV.

5. Iog va gvracoetar To Topotecan Accord
To @dapuaxo owtd TPETEL Vo PLAACGETOL GE UEPT) TOV OgV TO PAETOVV Kol OV TO POAVOLV TO, TOdLA.

Na pn gpnoonoteite ovtd T0 PAPHOKO UETE TNV MUEPOUNViL ANENG TOV aAVOQEPETOL OTO PLUAISIO Kol GTO
kovuti petd ) AHEH. H nuepounvia Anéng etvor 1 tehevtaio nuépa Tov Uiva TOV ovapEPETOL EKEL.

dvrdooete og Beprokpacio pkpotepn tov 25°C.

AlotnpnoTe ToV TEPLEKTN 0TO EMTEPIKO KOVTE, TPOKEUEVOD VO, TPOGTOUTEVETAL OTTO TO PG,
Avtd 10 @apuaxko mpoopiletor ywoo pion ypriom novo. Metd to dvoryua, to mpoidov Oo mpémer va
YPNOLUOTOLEITON AUES MG Y10 apaimoT).

H ymuikn ko @uoikh otabepotnta katd T ¥pnon Uetd v apainon £xel katadeydel yio 30 nuépeg o€
Oepuokpacio 25°C vd puoloroyikég cuvinkeg poTIGHOL kal og Beppokpacio 2-8°C O6tav mpooTtaTeveTOL
ond 10 EMC.

A KpoPlodloyikng 6KOmIAG, TO TPOTOV HeTd TV apainon o wpémel vo ypnoyomoleital auéowc. Edav dev
ypnoomonfel apéocmc, ot ypdvol Kot ot cuvOnKeg GOAAENG KOTA TN YPNOT, TPV OO T (P1IOT), ATOTEAOVV
€v0vV”N TOV YPNOTN Kot PLGIOAOYIKA dgv Ba Tpémet va ival peyalvtepol and 24 mpec o€ Beppoxpacio 2 £mg
8°C, extdg elv £xel Yivel apaimon og ELEYYOUEVEC KOl EMKVPOUEVEG AOTTTTEG CLVONKEC.

Mnv metdite PAPLAKO GTO VEPD TNG OMOYETEVGNS 1] GTA OKLOK(A amoppitpata. Potmote tov pappokomold

C0C Y10l TO TG VO TETAEETE TA, PAPLLOKO TTOV OEV Ypnotpomoteite ma. Avtd to pétpa Ba fondncovv oty
TPOGTUGio TOV TEPPAALOVTOG.

6. Ilepreydpevo TG GVOKEVUGING KO AOUTEG TANPOPOPIES


http://www.eof.gr/

Tv tepréyer o Topotecan Accord

- H dpaoctiki ovoia glvar n vdpoyrowpikn tomotekdvn. Kédbe plaiido cupmvkvopatog tov 1 ml mepiéyet 1
mg TOTOTEKAVNG (WG VIPOYADPIKNG).
Ka0e proridio svumukvopotog tov 4 ml tepiéyel 4 mg tonotekdvng (oG VOPOYAMPIKNG)

- Ta dAla cvototikd givat: tpoyco o0& (E334), evéoyo vdwmp kot vdpoylmpikd o&d (ES07) 1 vopoteidio
oV vatpiov (Yo pu8puion tov pH).

Epgdavion tov Topotecan Accord kot TepLeOIEVO TG GVGKELUGING

AVTO TO PAPUOKO EIVOL GUUTOKVOLLO Y10 SIIAV L TPOG EYYLON.
To cupmoxvepa givat éva dtavyég xitpvo didhvpa. Tomobeteitan o€ €va yudAvo @laAidlo patokitptvov
YPDOUATOG, TO 01010 cPpayiletar e mOPO amd KaovtoovkK flurotec Kot ATOCTMUEVT] GPPAYIOT] CAOLUVIOV.

KaBe proidio Tov 1 ml mepiéyer 1 mg tomotekdvng (g vIPOYAWPIKNS).
Ka0e praridwo tov 4 ml mepiéyet 4 mg tomotekavng (¢ VOPOYAWDPIKNG).

Av16 10 PapuokeLTKO TPOidV drotifetar oe 600 peyEON cuokevacldY, ol ontoieg TepiEyovy gite 1 gite 5
QLoAidL.

Mmnopet va. unv KoKAOQOopoLV OAEG Ol CUGKEVAGIEC.

Karoyog dogrog kokrhopopiog Ko Topay®yog

Accord Healthcare S.L.U.

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

Barcelona

Iomavia

Hopaymyoc
Accord Healthcare Limited, Sage House, 319 Pinner Road, Harrow HA1 4HF, Hvouévo Bacilelo

Kol
Accord Healthcare Polska Sp.z.0.0.,
ul. Lutomierska 50.95-200 Pabianice,

ITolwvio

AvT0 TO QUPNOKEVTIKO TTPOTIOVY givan eykekpiuévo ota Kpdtn Méin tov Evporaikod Owovoptkoo
Xopov (EOX) vrté Tic axérovOeg ovopacisc:

‘Ovopa Tov Ovopacio Tov PUPUIKEVTIKOD TPOTOVTOS

Kparovg Mérovg

Hvopévo Baciieio | Topotecan Accord 1 mg/ml Concentrate for Solution for Infusion

Avotpia Topotecan Accord 1 mg/ml Konzentrat zur Herstellung einer
Infusionslosung

Béhyo Topotecan Accord Healthcare 1 mg/ml Solution a Diluer pour Perfusion /
concentraat voor oplossing voor infusie / Konzentrat zur Herstellung einer
Infusionslosung

Bovlkyopia Topotecan Accord 1 mg/ml Concentrate for Solution for Infusion

Kvmpog Topotecan Accord Healthcare 1 mg/ml copmdxkvopa yio StéAvpo Tpog
&yyoon

Anpoxporio g Topotecan Accord 1 mg/ml Koncentrat pro Pripravu Infuzniho Roztoku

Toeyiog

I'eppavia Topotecan Accord 1 mg/ml Konzentrat zur Herstellung einer
Infusionslosung




Aavia Topotecan Accord

EcBovia Topotecan Accord 1 mg/ml

EXLGSa Topotecan Accord 1 mg/ml TTukvo d1dAvpa Yio TOPAGKELT SLOADUOTOG
TPOG £YXVOT)

Iomavia Topotecan Accord 1 mg/ml concentrado para solucidn para perfusion

dwravdia Topotecan Accord 1 mg/ml Infuusiokonsentraatti, Liuosta
Varten/koncentrat till infusionsvétska, 16sning

TaAAia Topotecan Accord 1 mg/ml Solution a Diluer pour Perfusion

Ovyyapia Topotecan Accord 1 mg/ml Concentrate for Solution for Infusion

Iphavdia Topotecan Accord 1 mg/ml Concentrate for Solution for Infusion

ItoAia Topotecan AHCL

Agttovia Topotecan Accord Healthcarel mg/ml koncentrats infuziju Skiduma
pagatavosanai

ABovavia Topotecan Accord 1mg/ml koncentratas infuziniam tirpalui

Mdta Topotecan Accord 1 mg/ml Concentrate for Solution for Infusion

Mo wvia Topotecanum Accord

OMovdia Topotecan Accord 1 mg/ml Concentraat voor Oplossing voor Infusie

NopBnyia Topotecan Accord 1 mg/ml Konsentrat til infusjonsvake

[optoyohio Topotecan Accord

Povpavia Topotecan Accord 1 mg / ml concentrat pentru solutie perfuzabila.

Anpoxportio g Topotecan Accord 1 mg/ml concentrate for solution for infusion

Y oBaxiog

>hoBevia Topotecan Accord 1 mg/ml koncentrat za raztopino za infundiranje

Zoundia Topotecan Accord 1 mg/ml Koncentrat till Infusionsvétska, Losning

To mwapév eviio 0dNYLAOV Ypiiong avabempOnke Yio televTaio popd Tov 04/2019.




O Tipo@opicg Tov akoiovoOv TpoopilovTal povo Yo 1WTPOVS 1| ETAYYEANATIEG VYEING
Oodnyieg mapaokevi)g, @OLaENS KoL amdppryng Tov Topotecan Accord

O0onyieg oyeTka pe v apaioon

To ovumixvopo eivor va dtowyég kitpivo dtddvpa kon wepi€yel 1 mg ové ml tomotekdvne. [epartépm
apoimon TOV KOTAAANAOL OYKOL TOL GUUTVKVAOUOTOS UE €VECLUO dtdAvpa yAwplovyov vorpiov 9 mg/ml
(0,9%) M e evéowo dSwvpa yAvkding 50 mg/ml (5%), yw v ermitevén TEMKNG CLYKEVTIP®ONG
tomotekdvng neta&v 25 kot 50 pikpoypappopiov/ml 6to ditdAvpa Tpog Eyyvon.

®OLaEN TOV APULOUEVOV SLOAVIATOG

H ynuum kot puotkn otabepdtta katd ) xpnon £xel kotaderydel yio 30 nuépeg oe Bepuoxpacio 25°C vro
(QUOIOAOYIKEC GLVONKES QOTICHOL Kol o€ Oeppokpacio 2-8°C 6tov TPOoTOTELETAL OO TO PG AT
pKpoPloloyikng okomids, To Tpoidv Ba mpémel va ypnotponoteitol apécws. Edv dev ypnoonombel apéowc,
ot ypdvol kal ot cuvinkeg EOAAENC KAT TN ¥PHON, TPV Amd TN YPNON ATOTEAODV gVBVBVN TOL YPNOTY Kot
QUOI0AOYIKA dgv Bo Tpémel va glvar peyaivtepol omd 24 dpeg oe Beppokpacio 2 émg 8°C, ektdg €4V €xel
yivel apaimon o€ EAeyOUEVES KOL ETIKVPOUEVES onTTEG CLVONKEC.

Xepopog ko amoppryn

Oa mpémel va TPovvTal Ol TLTIKEG Oladikacieg opfol YEPIoUOD KOl ATOPPIYNG TOV OVTIKOPKIVIKMV

QOPUOKEVTIKDOV TPOTOVIMV:

- To npocomikd Oo TPEMEL VoL Eival EKTOLOEVIEVO GTNV APOIDGCT] TOV PUPIOKEVTIKOD TPOTOVTOC,

- To mpocwnucd mov Kvopopel B Tpémel va amokAeloTel amd TNV £pyacio pLe avtd TO0 PUPUAKEVTIKO
TPOTOV.

- To mpocwnikd to omoio yelpiletal aVTod TO PAPUOKELTIKO TPOIOV KATA TN dldpKeln TG apainong Oa
TPENEL VO, POPEL TPOCTUTEVTIKO POVYICUO, CUUTEPIAOUPOVOUEVOV HACKOS, TPOSTATEVTIKMV YOOAM®MDY
KO YOVTUDV.

- O)o To €10M TOL 0010 YPTGYLOTOLOVVTOL GTN YOPNYNGN 1§ TOV KAOUPIGUO, CUUTEPIAAUPOVOUEVOV TOV
yovTiov, 0o wpénel va tomobetovvial 6e GAKOVE amdPPIYNG OTOPPLUUATOV VYNAOD KIvOHVOL Yid
AmOTEPPWOT G€ VYNAN Oeprokpacio.

- H oakovoia emapn pe 1o dépuo M ta puatia 0o wpémel vo ovipetoniletol dueoa ue apbovn mocdtTa
vePOD.



