®Yrio oAV ypions: Iinpogopisg yia Tov ypiotn

Topotecan Accord 1 mg/ml ITvkvé duaivpa yio TapacKevy SLoAOpaTog Tpog £y von
TOMOTEKAVY

Awfdote TPoGEKTIKA 0AOKANPO TO PVAAO 03N YIAV (PTG TPOTOV OPYIGETE VA YPNGLUOTOLEITE AVTO TO
PappoKo, S10TL TEPLAAUPAVEL ONUAVTIKES TANPOPOPIES Y10 GUG.
- OuldEte avtd TOo EUALO 0dNYIBV Yprione. Towg ypelaotel va to dufdocete Eava.
- Edv éyete mepartépo anopiec, pmToTE TOV Y1ATPO 1) TOV VOGOKOUO GOG.
- Edav mapotnpnoete Kamoo avemBOunTn eVEPYEL, EVILEPDOGTE TOV YIOTPO 1) TOV VOGOKOUO GOG. AvTtd
oYOEL Ko Y10 KAOe Thavi avemBountr vEPYELD TOL OEV OVOPEPETOL GTO TOPOV GUAAO 0ONYIOV YPNONG.
BM\éne mapdaypago 4.

Thv epréyel 1o Tapov GUALO 00N YLOV

1. Tu eivan To Topotecan Accord kot mota givat n xpHon Tov

2. Tinpémer vo, yvopilete mpv cog xopnyndei to Topotecan Accord
3. Tlog va ypnoworomoete to Topotecan Accord

4. [TBavég avemBounteg evépyeteg

5. Tlog va puAdooetar To Topotecan Accord

6. [Tepieydevo ¢ cLOKEVAGING KOl AOUTEG TTANPOPOPIES

1. Tueivar to Topotecan Accord kan ota givar i ypficn) Tov

To Topotecan Accord vroponBa v katactpoen dykmv. Evog yiatpdg 1 voonientig Oa cag xopnynoovy 1o
(QApLOKO LE £yYLoT o€ pia PAERO GTO VOGOKOELO.

To Topotecan Accord ypnouonoleitat yio v avTIHETOTIoN:

- TOV KOPKIVOL TV WOONK®OV 1] TOV PKPOKVTTAPIKOD KOPKIVOL TOL TVEVHOVA O OTTOT0G EYEL ETAVEUPOVIOTEL
petd and ynuerobepamneio

- TOV TPOY®PTUEVOD KOPKIVOD TOV TPOYAAOL TG UATPOC, EAV eV ival SLVATN 1) YELPOVPYIKT EXEUPACT N M
aktwobepancio. Katd ™ Ogpomeion tov kapkivov tov tpayniov g pntpag, to Topotecan Accord
ouvovaleton e Eva GAAO PAPLOKO, TO OTTOT0 OVOUALETOL GLIOTATIVY.

O ytpds cag Ba anogoacicel eav M Bepomeio pe to Topotecan Accord sivar kaAddtepn oe oyéon pe v
TEPALTEP® AYWDYTN LE TOV OPYIKO YNUELOOEPATEVTIKO TAPAYOVTO TTOL GaG XOPTYNONKE.

2. Tivrpérer va yvopilete mptv oag yopnyn0sei To Topotecan Accord

Agv 0a tpémer vo, Tapete To Topotecan Accord

- o€ TEPIMTOON aAAEPYIOG OTNV TOMOTEKAVY] 1] GE OMOLOONTOTE GAAO OO TO GLGTOTIKG CVTOD TOV
QOPUAKOV (OVOPEPOVTUL TNV TTAPAYPAPO 6).

- o€ mepintwon mov Inialere.

- o€ mepInTmo™ Tov ot apldpoi epubpdv apoceapinv cag givar vrepPoikd yapnioi. O yaTpdg cog
Oa coc evnuepdoel edv avTtd cvpPaivel oe €6dg, pe Pdon Ta amoteAéouaTa TG TEAEVTOLOG EEETAONG
aipatog otnv onoio vwoPAnOMKaTE.

Evnuep®ote Tov y10Tp6 60g GV 0TIONTOTE Ad QLT IOYVEL Y10 EGEG.

[pocdomomosis Ko TPoPLAGEES

[pwv cag yopnynHei 10 PappoKo avtd, 0 Yiatpog cag Ba wpénel va yvopilet:

- edv €yete veppkd N Nratika TpoPAnuato. Evoéyetal va ypelootel vo mposapuoctel 1 0661 TOV
Topotecan Accord ov Aappdvere.

- eav glote £yKvog N oKomevETE va, peivete £ykvog. BA. mapdypapo «Kvnon kot Ontacudcy mo kdtm.
- edv oromeveTe va yivete matépag evog maidtov. BA. mapdypaeo «Kvmon kot Oniacudcy o kdtm.
Evnuepaote Tov 710TPO 660G €AV OTIONMOTE A0 ALTA 1GYVEL Y10 EGOIC.



Alho @appoxa kor Topotecan Accord
Evnuepaote tov ylotpd cog edv Taipvete, EXeTe TPOGOUTO TAPEL 1 UTOPEL VO TAPETE AAAL PAPUOKO,
TEPILAUPAVOLEVOV KOl TOV QUTIK®V TPOTOVTOV 1] TOV QUPLAK®Y TOV XOPNYOOVTOL YOI GLVTIOYT YLTPOD.

Ouunbeite va EVNUEPDGETE TOV YIOTPO GOG G TEPIMTMGT TOL OPYICETE VO TAUPVETE OTO100NTTOTE GALO
eapuoxo evod Aaupavete to Topotecan Accord.

Kbnon, Onraopidg ko yovripdtnta

To Topotecan Accord dev cuviotdtal g gykbovg. Eivar duvatd vo mpokaréoel PAGPN 610 popd, v avtd
cLAMNEBel Tpv and ™ Bepameio, Katd TN SdpKed ™G 1| o8 KPO YPOVIKO oo LETd amd avtiyv. Oa
TMPENEL VO YPT|OYLOTOLEITE OMOTEAEGHOTIKY HEBOSO avTiIcOAANYNG. ZvpPovAevteite Tov yiatpd cag. Mny
TPOCTOONGETE VO LEIVETE £YKLOG TTPOTOV O Y1ATPOG GGG GLUPBOVAEDGEL OTL EIVOL AGPAAEG VOL TO KAVETE.

O Gvdpeg aobeveic, ol omoiot emBvpovy vo, yivouv Tatépag evog maidlon, Ba Tpémel va GuUPOLVAEVTODY TOV
YLOTPO TOVG GYETIKA LE TOV OIKOYEVELNKO TPOYPOUUATIGHO 1 TN Bepameia. EGv 1 c0vipo@dc cag peivel £ykvog
Katd tn o1dpkela tng Bepaneiog oag, EVNUEPDOTE AUECHS TOV YIOTPO GO,

Mn OnAdoete, edv AauPdvete Oepoaneio pe to Topotecan Accord. Mnv apyicete mdAl va OnAdlete mpotod o
YOTPOG GAG EVIUEPDTEL OTL EIVOL AGPAAEG VOL TO KAVETE.

001 ynoN KoL XEPIGPOS PNYUVEOV
To Topotecan Accord pmopei va Tpokarécet aicOnua Kovpaong oTa. dToua.
Mnyv odnyeite Kot pn XPNOULOTOIEITE UNYAVES, £V AGBAVESTE KOVPOOT) 1] AOLVALLICL.

3. Tlog va ypnowonoueste To Topotecan Accord

O ywtpdg oag Bo kabopicel T 6601 Tov Topotecan Accord mov Oa cag yopnynoet pe Baon:
- 10 péyebog Tov CAONOTOG oag (EUPadO EMPAVELNG, TOV LETPATOL GE TETPAYMVIKG LETPOL)
- T OMOTEAEGUOTO TOV EEETAGEMV AILOTOG TOV TPAYHOTOTOLOVVTIOL TPty and T Bepameio
- 11 vOoO Yo TNV omoia yopnyeitar Oepameia.

YuviiOng 060om

o Kopkivog Tav @odnkodv Kot LKpokuTTopikog Kopkivog Tov tvedbpova: 1,5 mg ava TeTpaymvikd HETpo
EMPAVELNG COUATOG ava Nuépa. Oa Aappdvete Oepamneio pio eopd v Nuépa et S NUEPES. AVTO TO GYNLQ
Oepaneiog kavovikd Oa emavarappdvetor kdOe 3 efdopddes.

o Kapxivog tov tpayniov g untpag: 0,75 mg ava TeTpaymviko HETPO ETLPAVELNG COUATOS OVO TULEPQL.
Oa AapPdaverte Oepameio pio popd v Nuépa et 3 nuépec. Avtd to oynua Bepameiog kavovikd Oa
emovaiopPaveron ke 3 efdopadsc.

Katd t Ogpameia Tov kopkivov Tov tpoyniov e ufitpag, to Topotecan Accord cuvdvaletal pe £va GAlo
(@appako, To onoio ovopdaletat oiomiativr. O yiatpog oag Ba kabopicel T oot d6om cloTAaTivic.

Il yopnysitor To Topotecan Accord
"Evag yiatpdg 1 voonievtnig Ba cag xopnynoet to Topotecan Accord pe éyyvon o1o yépt oag mov dwapkei 30

AemTd TEPiTOV.

H Oepomeio evoéyetal va TOIKIALEL, OVAAOYQ LE TO OTOTEAECUOTA TOV TOKTIK®V EEETAGEMV OiUATOS GOGC.

4. IIBavig avemOOuNTEG EVEPYELES

Onwg 0A0 To pAPLLOKOL, £TCL KOL 0VTO TO PAPUOKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYEIEG, OV KOl OEV
napovcidlovial 6 GAOVE TOVE OvOPDTOLG.

YoPapig avemOOUNTES EVEPYELEG: EVI|LEPADGTE TOV YLUTPO GG



AVTEG 01 TOAD VY VES avemBOUNTES evépyele pmopel va ennpedoovy neprocotepa amd 1 ota 10 dropa
mov Aapfavovv Ogpaneio pe To Topotecan Accord:

- Inpeio doypoéemv: To Topotecan Accord gvdéyetal va. LEIOGEL TOV apBud TV AEVK®V
OLLOGOUPIOV KOl VO EAATTOCEL TV OVTIGTACT GOG £VaVTL TMV AOUMEEDY. AVTO pmopel va etvan
axopa Kot amentiko yuo ) Con. Ta onpeio meprappdvouv:

O TLPETO
cofapn eMOEIVOOT TNG YEVIKNG KATACTUGNG OOG
O TOTKE GUUTTOUATO, OTMG TOVOLALLLO 1| TPOPANLOTO TOV OVPOTOTIKOD GLGTHIATOS (Yl TAPASELY AL,
aicOnpo KooV KATA TNV 0VPNOT], TO OTTOI0 EVOEXETAL VO, VTOONAMVEL OVPOAOTUMED).
O TEPLOTAGLUKE, O GTOUAYIKOG TTOVOS Paplic LOpeNS, 0 TVPETOHS Kot Thav Sidppola (oTavia e aipa)
pmopel va eivar onpeior PAEYLOVIG TOL EVIEPOL (KOAITION).

o

AvTég 01 omavieg avemOuuNTEG evépyeleg propel va emnpeacovy £mg 1 ota 1.000 Gropa wov Aapfdvovy
Ogpancio pe To Topotecan Accord:
- @leypovi} Tov mvedpOVA (d10ueon mvevpuovomabeia): Alatpéxete LeyahnTepo Kivouvo edv
gupavilete vrapyovoa Tvevpovoradela, av eiyate vroPfindei oe aktivobepaneio GTOVG TVEDUOVES
N €av AAPate TPONYOLUEVAOC PAPLOKE, TO, OTTOT0, TPOKAAEGOY PAGPN oTtovg Tvevpoves. Ta onpueio
epthapPavouv:
- SLOKOALD GTNV AVOTVOT
- Prixe.
- TUPETO.

Evnuepdote apéomg Tov YIOTpo 60¢, E4V ELPAVIGETE OTOOONTOTE OO TO. GUUTTMOTO TOV TEPLYPAPOVTOL
Y10l TIG TAPOTAVED KATAGTAGELS, KAOMDC EVOEYETOL VA YPELOCTEL ELGOYWDYT GE VOGOKOUETD.

oAb ovyvéc avemOOuNTES EVEPYELES

Avtég pmopel va exnpeacovy teprocotepa and 1 ota 10 dropa wov Aapfdvovy Oepaneia pe 1o
Topotecan Accord:

- AloOnuo yevikig advvapiog kot KOmwong (Topodikr| ovalpia). e oplopEVeS TEPIMTMOCELG EVOEYETOL
Vo, XPEWCTEL LETAYYIOT OULLOTOG,

- Acvvifeic poAOTIGHOT 1 cpopparyio TOV TPOKAAOLVTOL OO LEIMOT TOL 0PIOUOL TOV KVTTAPWOY
mov gufvvovrol yio TNV TNEN Tov aipaTog. Avtd pmopel va 0dnyNnoel o€ coPaprn aoppayio amd GYETIKA
WIKPG TpadpoTa, Ommg Eva WKpo KOWO0. Xmavia, UTopEl va 001yNGEL G€ Lo GoPapt| apoppayia.
YvuPovievteite TOV Y10TPO GOG Y10 TO TMOG VO, EAUYIGTOTOMGETE TOV KIVOLVO QLOPPOAYIOG.

- Arndreia Bapovg kat andreia g 6peéng (avopeéia), KOT®o, advvopia.

- Nowrtia, £uetog, 614ppola, TOVOG GTO GTOUAYL, SVGKOIALOTNTO.

- DAeypovn Kot EAKN 0T0 OTOE, 0T YADOGO 1] GTO OVACL.

- Yynin Beppoxpacio copatog (Tupetdg).

- Tpyoémtwon.

Xuyvéc avemBounTec VEPYELES

Avtéc uropsi vo emnpedoovy £o¢ 1 6ta 10 drona wov Loppdavovy Ospancio pe o Topotecan Accord:
- AMepyKéC avTIdpaoelc N avtidpacelg vaepevoionoiag (tepthapPavousévon tov e€avonuotog).

- Kitptvn ypdon tov déppatog.

- AioOnuo adiabeciog (Kakovyia).

Xrdviec avemOountec evépyeieg

Avtéc nmopei va ernpedoovy ém¢ 1 oto 1.000 dropo wov Aappdavovy Ospomeio pe to Topotecan Accord:
- YoPapéc aALEPYIKES 1] AVAPLAAKTIKES OVTIOPAGELS.

- [TpR&o TPoKAAOVLEVO A0 GLGGMPELGT VYPDOV (CyYELOOIONLLAL).

- "Hmog mdvog kot pAeypovi 1o onpeio g £veong.

- E&avOnpa pe payobdpa (1 kvidwon).

AvemOOuNTEG EVEPYEIES TV OTOLMV 1] GVYVOTNTA OEV EIVAL YVMOGTI|
H cuyvomto opiopévev avemBountov evepyeldv dev gival yvmoTtr] (cuppdavta and avbopuntec avapopis,
eV 1M cvyvoTNTa OV pmopel var exTiun el and ta dtabéoipa dedopuéva):



- 2oBapdg TOVOG GTO GTOUAYL, VOUTIO, OLUATEUEST], LOPO KOTpOva 1 aiplo 6T KOTTpava, (ova
GUUTTMOUATO SLATPTOTG TOV YUGTPEVTIEPIKOV).

- "EAkn tov otépH0TOC, duoKOoAMa KATATOoNS, KOMaKOS TOVOG, vavTia, EUETOG, O14pPOola, Ao 6Ta
KOmpava [mhovd onueio Kot GUUTTOUATH PAEYLOVIG ECOTEPIKOD TOLYDUATOG TOV GTOUATOS, TOV
oToUd OV 1Y/KaL TOL EVIEPOL (PAgyLOVT] PAEVVOYOV@V)].

Eav vropaireote o€ Ogpaneia Yo KoPKIvo TOV TPAYAOV TG ITPOGS, EVOEYETOL VO EUPOVICETE
avemBounteg evépyeteg omd 10 GAlo pdpuako (cliomAativn) To onoio Ba cog yopnynOel pali pe To Topotecan
Accord. Avtég ot evépyeleg meptypapovTal 6GTo GUALO 00NYLDOV ¥PHONG Vi TOV 0GHEVY), GYETIKG, LUE TN
olomATIVY.

Avo@opd avemBdunTov gvepyetdv

Edv mapoatnproete KOmoto avemBOpUnTn VEPYELX, EVIUEPMDGTE TOV YIUTPO, TOV PAPUAKOTOLO 1) TOV/TNV
VOGOKOUO Gag. AVTO 1oYLEL KOt Yo KEOe ThavY| avemBountr evEPYELD TOL OEV OVOPEPETOL GTO TOPIV PVUALO
odnyumv yprone. Mmnopeite emiong va avapépete avemBOunTeg evépyeleg amevbeiog otn drevBuvon:
EBvikog Opyaviopog @apudimv

Meooyeimv 284

GR-15562 Xolapyog, Adniva

TnA: + 30 21 32040380/337

®a&: + 30 21 06549585

Iototonog: http://www.eof.gr

Méow g avapopds avemBOUNT®V EvePYEL®V Umopeite vo fondncete 6T GLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKE LLE TNV AGPAAELD TOV TOPOVTOC POPUAKOD.

5. &g ve gurdssetar To Topotecan Accord

To @dpuaxo ovtd TPEmeL va LAGCGETAL GE LEPT) OV OgV TO PAETOVV Kal Ogv TO POAVOLV Ta TadLd.

No un gpnoiLonoleite ovtd T0 PAPUOKO UETE TNV NUepOUNVia AENC TOV avVOQEPETUL GTO PLUAISIO Kol GTO
rkovuti petd ) AHEH. H nuepopnvia AnEng eivor 1 tedevtaio nuépa Tov pive Tov avapEpeTol eKel.

dvAdooete og Oeppokpacio pikpodtepn tav 25°C.
AwtnpnoTe ToV TEPLEKTT 6TO EEMTEPIKO KOVTI, TPOKEIUEVOL VO TPOGTATEVETAL OO TO PWG,.

Av16 10 OappoKo TpoopileTar yio pic yprion wovo. Metd to dvorypa, To Tpoidv o mpénet va ypnoiomoteitat
OUECHG Y10 0PAimoT).

H ymuikn ko euotkn otafepotnto katd tn ypnion uetd v apainon £xel katadeyOeil yia 30 nuépeg o€
Bepuokpacio 25°C vtd PucoAoYIKEG GLVOTKEG POTIGHOV Kot o€ Beprokpacio 2-8°C dtav TpootatedeTal 0md
TO (MG,

Ao pkpoPloloyikng oKOMAC, TO TPOTOV PeTd TV apainon Ba mpénel va yproytonoteitan apéows. Edv dev
xpnoomonfel apéomc, ot ypdvol Kot ot cuvOnKeg GOAAENG KOTA TN (PNoT, TPV OO T XP1IOT), ATOTEAOVV
€vBvV”N TOV YPNOTN Ko PLCIOAOYIKA dgv o Tpémet va. givarl peyodlvtepol and 24 mpeg o Oepuokpacio 2 £
8°C, ekTOG €AV £YEl Yivel apaimoT o€ EAEYYOUEVEG KOl ETIKVPMUEVEG AONTTEC GLVONKEG.

Mnv Tetdite PAPLAKO GTO VEPD TNG OMOYETEVCNC 1| OTA OKLOK(A amoppitpota. Potiote tov pappokomold
G0C Y10 TO TAOC VO TETAEETE TA, PAPLLOKO TTOV OEV Ypnoomoleite mo. Avtd to pétpa Ba fondicovy oty
TPOGTUGio TOV TEPPAALOVTOG.

6. Ilepreydpevo tng 6VoKELAGING KO AOUTEG TANPOPOpPieS

T negpréye to Topotecan Accord

- H dpaoctikn ovoia givar 1 vOPOYAW®PIKT TOTOTEKAVT).


http://www.eof.gr/

Ka06e praridio cvpmukvouatog tov 1 ml mepiéyet 1 mg tomotekdvng (¢ vOPOYAMPIKNIG).
Kdabe prorido coumvkvopatog tov 4 ml nepiéyel 4 mg tomotekdvng (mg VOPOYAMPIKTS)

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

Epgavien tov Topotecan Accord kou TEPLEYONEVO TIG GVOKEV UGG

AvTO TO EAPUOKO EIVOL GUUTOKVOLLO Y10 SIIAV L TPOG EYYLON.
To cupmoxvepa givatl éva dtavyég xitpvo didhvpa. Tomobeteitan o€ €va yudAvo @loAidlo patokitptvov
YPOUATOG, TO 07010 cPpayiletar pe TONO 0md KaovToovkK flurotec Kot OTOCTMUEVT) GPPAYIOT] GAOVUIVIOL.

Kdabe proridro tov 1 ml mepiéyet 1 mg tomotekdvng (mg LIPOYAOPIKNG).
Ka0e prarido tov 4 ml mepiéyet 4 mg tomotekdvng (¢ VOPOYAWDPIKNG).

Av16 10 Qdpuako dwatifetan og dHo peYEDN GuoKELACIDY, Ol OToieg TepLEoLV gite 1 gite 5 ProAidia.

Mmropei va, unv KoKA0QOpOoLY OAEG Ol GUCKEVOGIEC.

Kéroyog docroc kukrhopopiag ko Tapay®yodg

Accord Healthcare S.L.U.

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

Barcelona

Iomavia

Hopaywyoc
Accord Healthcare Polska Sp.z.0.0.,

ul. Lutomierska 50.95-200 Pabianice,
I[MoAwvio

AvT6 TO QappaKeEVTIKO TPOIdV givan eykekpipuévo oto Kpatn Méln tov Evponaiked Owovopikov
Xapov (EOX) vrd Tic axdérovbes ovopaoiss:

‘Ovopo Tov Ovopoocio ToOL QUPUIKEVTIKOV TPOTOVTOG

Kpdtovg Méhovg

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

Avortpia Topotecan Accord 1 mg/ml Konzentrat zur Herstellung einer
Infusionslésung

Békywo Topotecan Accord Healthcare 1 mg/ml Solution & Diluer pour Perfusion /
concentraat voor oplossing voor infusie / Konzentrat zur Herstellung einer
Infusionslésung

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

Kompog Topotecan Accord Healthcare 1 mg/ml cuopumokvepa yo sitdivpe Tpog
gyxvon

Anpoxpartio ™ Topotecan Accord 1 mg/ml Koncentrat pro Ptipravu Infuzniho Roztoku

Toeylag

Ieppovia Topotecan Accord 1 mg/ml Konzentrat zur Herstellung einer
Infusionsldsung

Aavia Topotecan Accord

EcOovia Topotecan Accord 1 mg/ml

EXLGda Topotecan Accord 1 mg/ml TTukvo StGAvpa Y10 ToPOGKELT SLOAVLOTOG
TPOG £yyvon

Ioravia Topotecan Accord 1 mg/ml concentrado para solucion para perfusion

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

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




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

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

ItaAia Topotecan AHCL

Agttovia Topotecan Accord Healthcarel mg/ml koncentrats infuziju $kiduma
pagatavoSanai

Abovavia Topotecan Accord 1mg/ml koncentratas infuziniam tirpalui

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

ITolwvio Topotecanum Accord

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

NopPnyia Topotecan Accord 1 mg/ml Konsentrat til infusjonsvaeke

IToptoyohio Topotecan Accord

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

Anpoxpartio ™c Topotecan Accord 1 mg/ml concentrate for solution for infusion

XhoPoxkiog

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

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

To mapov ¢vLAo 0dNYLAOV xp1oNs avadewpnOnke yra TeELsvTaio gopd Tov 07/2023




O Tipo@opicg Tov akorovoOv Tpoopilovral Hovo Yo 1aTPOVS 1) EXAYYEANOTIEG VYELNG
Odnyieg mapookevig, POAUENS KoL amoppryns Tov Topotecan Accord

O0onyieg oyeTka pe v apaioon

To ovumixvopo eivor éva dtowyég kitpivo duddvpa ko wepi€yel 1 mg ové ml tomotekdvne. Iepartépm
apoimon TOv KOTAAANAOL OYKOL TOL GUUTVKVAOUOTOS UE €VECLUO dtdAvpa yAwplovyov vorpiov 9 mg/ml
(0,9%) 1 pe evéorpo ddivpa yAvkolng 50 mg/ml (5%), yia tnv enitevén TeMKNG CLYKEVIPOGTG TOTOTEKAVIG
peta&d 25 kai 50 pikpoypappopiov/ml oto didlopa Tpog Eyyvon.

®OLaEN TOV APULOUEVOV SLOAVIATOG

H ynuum kot puoikn otabepdmra katd ™ ypnon Exetl kotaderydel yio 30 nuépeg oe Bepuokpacio 25°C vrod
(QUOIOAOYIKEC GLVONKES QOTICHOL Kol o€ Beppokpacio 2-8°C 6tov TPOoTOTELETAL OO TO PG ATO
pKpoPloloyikng okomids, To mpoidv Ba mpémel va ypnoponoteiton apécws. Edv dev ypnopomombei apéonc,
ot ypdvol kal ot cuvinkeg EOAAENC KATA TN ¥PNON, TPV AmIO TN YPNON ATOTEAOVV gVOVVN TOL YPNOTN Kot
QVO10AOYIKA dev Ba Tpémet va ivat peyaldtepot amod 24 dpeg o€ Beppokpacia 2 £ng 8°C, ektog v EYeL Yivel
apoimon og ELEYYOUEVEG KOl EMKVPMUEVEG AonTTES CLVOTKES.

Xepropoc ko anéppyn

Oa mpémel va TpovvTal Ol TLmIKEG dladikacieg opfol YEPICUOD KOl ATOPPLIYNG TOV OVIIKOPKIVIKMV

QOPUOKEVTIKDOV TPOTOVIMV:

- To npocomikd Oo TpEmeL Vo, ival EKTALOEVUEVO GTIV OPOIMGT] TOV QUPLOKEVTIKOD TPOTOVTOC,.

- To mpocwnukd mov Kvopopel Ba mpémel va amokAelotel amd TV epyacio pe ovtd TO PUPUOKEVTIKO
TPOTOV.

- To mpocwnikd to onoio yelpiletal aVTod TO PAPUOKELTIKO TPOIOV KOTA TN dSldpKeLn TG apainong Oa
TPENEL VO, POPEL TPOCTUTEVTIKO POVYICUO, CUUTEPIAOUPOVOUEVOV HACKOS, TPOSTATEVTIKMV YOOAMMDY
KO YOVTUDV.

- O)ao To €10M TOL 0OTTO10L YPTGYLOTOLOVVTOL GTN YOPNYNGN N TOV KAOUPIGUO, CUUTEPIAAUPOVOUEVOV TOV
yovTiov, 0o pénel va tomobetovviol 6e GAKOLS aTOPPIYNG OTOPPLUUATOV VYNAOD KIvOHVOL Yia
ATOTEPPMOT G€ VYNAN Oeprokpacia.

- H akovoia emapn pe 1o dépuo M ta patia 0o mpémetl va aviipetoniletor aueca pe apbovn TocotnTo
vePOD.



