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@DvAiro oonYLOV rpions: IIinpoopics Yo Tov a.60gvi)

VITRAKVI 25 mg okAnpd xayaxio
VITRAKVI 100 mg oxAnpd koydiio
AapotpekTvipmm

vTo oapuoxo ovtd teel VO cLUTANPOUATIKT TopakolovONon. AvTtd Ba emiTpéyel To Yp1yopo
TPOGIOPIoUO VEOV TANPOPOPLOV acpaAeloc. Mropeite va Pondnoete pécw g avagopdg mhavmv
AVETOOUNTOV EVEPYEIDV TTOL EVOEYOUEVMG TTapovatilete. BA. T€hog e mapaypdpov 4 yio Tov TpOmo
avaQopds avemBOUNT®V EVEPYELDV.

AP aoTe TPOGEKTIKA OLOKANPO TO QUAAO 0ONYLOV YP1ONGS TPV UPYIGETE VU TAIPVETE AVTO TO

PappraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

- DuAGETE WTO TO PUALO 00N YLDV ¥p1ioNG. Towg xpelaotel va To dafdcete Eovd.

- Edv éxete mepartépw amopieg, p@TNOTE TOV Y10TPO, TOV POPUOKOTOLO 1) TOV VOGOKOUO GO,

- H cvvtayn yia ovtd 10 gapuako xopnynonke amokAeloTikd yio oag. Agv TPEMEL VO SDGETE TO
0apuoko og GAlovc. Mmopel va Tovg TpoKaAésel PAAPT, oo Kot OTOV TO GUUTTOUATO TG
ac0Eveldg Toug givar 010 e Ta Skl GOg.

- Edv mapotnphoete KOmolo avemBOunTn VEPYELL, EVILEPMDGTE TOV YIATPO, TOV POUPLUKOTOL0 1|
TOV VOGOKOUO G0G. ALTO 1oy0el Kot Yo KB mBavn avemBOunTn evéEpyela TOV OV AVAPEPETOL
GTO TAPOV GUAAO 0dNYIDV ¥pNong. BAére mapdypapo 4.

- Av106 T0 POALO 00N YLDV ¥pNoNG Exel cuvTaybel Yio vo amevBiveTal 6TO GTOWO TOL TOiPVEL TO
oapuaxo. Edv yopnyeite awtd 10 gdppoko oto mondi 6oc, TapakaAEIGTE VO OVTIKATAGTGETE
TNV avVOQOPd «GOG» LUE «TO TTOdi 66/ TOL TAd100 GOC» 6€ OAOKANPO TO KEINEVO.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

T etvan to VITRAKVI ko o givon 1 yprion tov

T mpéner va yvopilete npv mhpete 1o VITRAKVI
Iaog va ndpete 1o VITRAKVI

[MBavég avemBounteg evépyeteg

Iaog va puidooete 10 VITRAKVI

[epreydpeva g cvokevasiog Kot AomEG TANpopopieg

AR e

1. Tuv givan To VITRAKVI kot oo givan i ypijon tov

T givar to VITRAKVI ko o givon 1) yp1jon tov
To VITRAKVI wepiéyet ) dpactiki] ovcio AapoTPEKTIVIUT.

Xpnowponoteitan o€ eViAKeS, £pTPoug kot modid yio T Bepomeio coumaydv Oykov (Kapkivov) o

Saeopa LEPT TOV GMUATOC, Ol 0TTOT0L TPOKUAODVTOL OTtO Lo petafBoin oto yoviolo g NTRK

(Ktvaong veupoTpoPiK®V VIodoyEmy TVPOGIVIC).

To VITRAKVI ypnoonoteiton povo otav

- aVTOi 01 Kapkivol ival mpoywpnuévol 1| Exovv eEomhwbel o GALN LEPT) TOV GCOUATOC T} EAV LA,
YEWPOLPYIKN eXEUPaCT Yio TV 0QaipeST) TOV KopKivoy givar Thavo va tpokorécel cofapéc
EMTAOKEG KOL

- dgV VILAPYOVV IKAVOTOMTIKEG BEPAUTEVLTIKES EMAOYES.

IIpwv cag yopnynBei 1o VITRAKVI, o yiatpog oag Ba dievepynoet pua eE€taon yio va eEAEyEet v
€xete v aAloiwon oto yovidio NTRK.



I og Aertovpyei 1o VITRAKVI

e acbBeveig TV omoimv 0 Kapkivog opeidetor oe aArolwpévo yovidio NTRK, avti 1 petafoin oto
YOVid10 KAVEL TOV OpYOVIoUO VO, TOPAYEL UL0L U1 PUGIOAOYIKN TPAOTEIVY TOL OVOUALETOL TPMTEIVT
ouvtnéng TRK, n onoio pmopel va odnynoet o aveEéheykn kottopikn avamtuén kot kopkivo. To
VITRAKVI prhoxdpet ™ dpdon tov npoteiviov cuvinéng TRK kot étot pmopel va emPpadvvel 1 va
GTOHOTNGEL TNV avATTLEN Tov Kopkivov. Mropet emiong va cupfdiiel 6N cLpPikvOoT TOL KAPKIVOL.

Edv &yete omoleodnmote epmTOEIS GYETIKA Le To TG Aettovpyel o VITRAKVI 1 yiati cog €xet
cuvtayoypapndel, poTAOTE TOV Y1ATPI, TOV PAPLOKOTOLO 1] TOV VOGOKOLO GOG.

2. T npéner va yvopilete npwy napete o VITRAKVI

Mnyv napete To VITRAKVI
- o€ mepinT®on aAlepyiog ot AapoTPEKTVIUTT 1) G 0TOL0dNTOTE GALO AITd T GLGTATIKA AVTOV
TOV PAPUAKOL (avaPEPOVTOL GTNV TapPdypapo 6).

Eeraoeig ko £heyyon

To VITRAKVI pmopei va avénoet thv mocotnta v nratikov eviouov ALT ko AST kot tng
yorepuBpivne 6to aipa oag. O yoTpdc cog Bo oag VIoPdAlel oe EETAGELS ALOTOC TPV KO KOUTE TN
duapkela tng Oepameiag yio va edéyyet o eminedo twv ALT, AST kot yorepuOpivng Kot va, e Eyyel
OGO KOAA AEITOVPYEL TO GLKMTL GO,

Adlha @appoxa kot VITRAKVI

Evnuepaote tov yratpd, Tov eapuakorold 1 Tov VOGOKOUO GG GV Taipvete, £xel TpdGpaTa ThpeL 1

umopel va mdpete aAda edppaka. O AdYog gival 0TL OPICUEV PAPLLOKO PUTOPEL VAL EXTNPEAGOVY TOV

Tpomo pe tov onoio Acttovpyel to VITRAKVI 1 1o VITRAKVI pmopei va emnpedoet tov tpdmo pe tov

01010 AEITOLPYOVV GAAO PAPLLOKCL.

Ewdikdtepa, evnuep®OTE TO Y10TPO, TOV QPOPLOKOTOO 1| TOV VOGOKOUO GOG £V TOPVETE OTOLOONTOTE

amo o akdAovOa eapuaKo:

- QAPLLOKO TTOV YPTCLUOTOLOVVTOL Yia TN Oepameion LuKNTIAGIKOV 1| BOKTNPLOK®OY AOUMEEDY TO
omoia ovopdlovtat ttpakovaloin, Popucovaloin, KhapiBpopvkiv, teMBpopvkivn,
Tpoleavdopvkivn

- &va eapuaKo wov ypnoiponoteital yuo t Oepameio Tov ovvdpduov Cushing mov ovoudleTat
KETOKOVOLOAN

- @apuaka Tov ypnotporotovvtol yio T Oepaneio Aoipwéng amod tov 16 HIV ta omoia
ovopdlovror ataloavaPipn, wowvapipn, verpwvaPipn, prrovafipn, cakovvafipr, pipaumontivn,
epafipévin

- éva pappaKo mov ypnoiponoteital yuo T Oepameio tng Kot@OAY”NG T 0TOi0 OVOoudlETON
vepaloddvn

- QAPULOKE TTOV XPNOLUOTOLoVVTOL Yo T Oepameia ¢ emAnyiog ta omoia ovopdlovtol
oawvvtoivn, kKapPopalenivn, eatvoPapPirdin

- £va QUTIKO PApUOKO TOV Ypnoilponoleital yio T Bepameio Tng KatdOAyY”Mg T0 0moio ovoudleTot
vrepkod (Paroapoyopto - St. John’s wort)

- éva papuaKo mov ypnoiponoteital yio ™ Bepomeio g pupatioong To onoio ovoudleTot
prpopmucivn

- £VoL QAPLLOKO TTOL YPNCLUOTOLEITAL Yo TV avakovELoT ard 1oyvpd Tdvo 10 omoio ovopdaletol
alpetaviin

- PAPLLOKO TTOV YPTCLULOTOLOVVTAL Y10, TV ATOTPOTH OTOPPIYNG OPYAVOL LETA a0 LETAUOCYEVOT)
0pYavoL ta. 0Toiot ovopalovtol KIKAOGTOPiv, GLPOALOVS, TAKPOALOVS

- £va eapuaKo mov ypnoiponoteital yuo t Oepameio un eUo10AoYKod Kapdiakoh puduov o
omoio ovopdletal Kvidivn

- QAPLOKA TTOV XPNOLUOTOL0VVTOL Yia T Ogpameio nuiKpavidv ta onoia ovopdlovtot
SAPOEPYOTAUIVN, EPYOTAIV

- éva eapuaKo wov ypnoiponoteital yo ) Bepameio Tov ypoviov Tdvov 1o omoio ovoudleTot
QUVTOVOAN

- £VoL QAPLLOKO TTOL YPTCLLOTOLEITAL VI TOV EAEYYO TV OKOVCI®V KIVIICEWMV 1) MV TO 07010



ovopaleton mipolion

- £voL QAPLOKO Y1 VoL 60 fonBNoEL VO GTALATACETE TO KATVIGUA TOL 0VOAleTol Bovtpomiovn

- QAapUOKa Y0 TN Uel®ON TV ETITESDV GOKY(POV TOV GLNTOS TOV OVOUALOVTOL PETAYALVION,
TOABOLTONION

- éva pdppaxo mov amotpénel Bpoppoug aipatog mTov ovopdleton Bappopivn

- £va PApLLOKO IOV YPNGLUOTOLEITAL Y10l VL HELDMGEL TV TOGOTNTO TOV 0EE0G IOV TOPAYETOAL GTO
oToudyL Tov ovopdaletat opempaloin

- éva pappoo mov ypnoiponoteitol yio va eAEYEEL TNV LYNAN apTnplok mieon Tov ovopdleTot
BaAcaptdvn

- pio opdda eoapudkmv Tov Pondodv va peiwbel n yoAnotepoAn mov ovopdalovtol 6Tativeg

- OPUOVIKG PAPLOKO TTOL YPNCUYLOTOLOVVTAL Y10, AVTICOAANYT, PA. TAPAYPOUPO KOVTIGOAANYT —
Y100 AVOPEG KOl YUVAIKES) TOPUKAT.

Edv omotodnmote omd to mopandve epapudletar oty epintwon cog (1 edv dev eiote BEPanor),

amevBuvoeite oTov y1oTpd, TOV PAPUAKOTOLO 1) TOV VOGOKOUO GOG.

Afqyn tov VITRAKVI pe tpopn ka1 70t
Mnyv tpmTe YKPEM-QPOouT N TiveTe YU YKpEm-Ppout evd mtaipvete to VITRAKVI. O Adyog givar 611
avtd pumopel va owénoet v nocotnta tov VITRAKVI otov opyavicud cag.

Kinon kot Oniaopog

Kinon

Edv eiote éykvog 1 Onhalete, vouilete 60T umopel va giote £yKvog N oxeddlete vo amokTnoeTE TOdi,
{nt\ote T GUUPBOVLAN TOL YITPOV T} TOL PUPLAKOTOLOD GG TPLY TAPETE AVTO TO PAPLLOKO.

Agv mpénet va ypnoiponomoete 10 VITRAKVI katd ) didpketo tng komong 010t 1| Exidpact Tov
VITRAKVI 610 ayévvnto moudi dev eivor yvoot.

OnAacpog
Mn OnAdlete evod maipvete oTO TO QAPOKO KoL Yio 3 NUEPES UETE TNV TeAeVTaia 600T. O AdYOC givan
ot dev gtvat yvooto gdv 1o VITRAKVI epva oto untpikod ydaro.

AvVTIcOAM YN — 710 GVOPES KL YOVAIKES

Oa mpemeL vo amoPUYETE Vo LetveTe £YKLOG EVOS®m TOUPVETE QVTO TO PAPHOKO.

Edv pmopeite vo peivete €ykvog, o yiotpog cag Oa mpémel va kdvel Eva Te0T KONoMG TPy EEKIVNCETE TN

Oepameia.

[Ipénet vo xpnOIULOTOUCETE AMOTELEGUATIKES OVTIGVAANTITIKES PeBOSOVG dTav TTaipveTe TO

VITRAKVI kot yio tovddyiotov 1 urva petd tnv tehevtaio 600, e6v

- umopeite va peivete £ykvoc. Eqv ypnoiuonoleite oppuovikd avilGOAANTTIKA, 0o tpénet va
ypNoLonomcete pio 1EB0d0 PPayrod, OTMC TPOPLAUKTIKO

- KOVETE seX e yuvaiko mov pmopel va petvel £yKvog

Pwtiote 1o y10tpd oag yio TV KaADTEPN AVTIGLAANTTIKN UEDOSO Yo oag.

0o1ynon, TodNAUGia Kol YELPIGROS UNYAVIILATOV
To VITRAKVI pnopei va cog npokarécet {aAn 1 KOTmon. L mepintmon mov cupPel avtod, unv
oonyeite, kavete TodMAato N XEPILETTE OTOLONTOTE EPYOAEID 1] UNYOVILOTO.

3. Hog va wapete To VITRAKVI

[Tavtote va maipvete To PAPLOKO QLTO CVOTNPE GUUPOVE PLE TIG 0ONYIES TOV YLOTPOD 1] TOL
oapuakomolod coc. Eav éxete aupiPolrisc, pmtiote Tov y10Tpd, TOV QUPUAKOTOLO 1| TOV VOGOKOUO GOGC.

IIéoo va mapete

Evijlikeg (amé 18 eTv)

- H ocvvietdpevn 66on tov VITRAKVI eivan 100 mg (1 kaydkio tov 100 mg 1 4 kaydkio tov
25 mg), 600 QOpPEC TV NUEPQL.

- O yiatpog oag Ba e&etdlet T d60n cag kot Oa T aAAALEl OT®G amatTeiToL.



o kon £éenpor

- O y1atpdg T0L TOd10V GaG Ba TPoGdlopicel T cmaTH 0G0 Yo To Todi Gag pe BAcn To VYOG
Kot to Bapog Tov.

- H péyiot suvictdpevn 660 givar 100 mg (1 xoaydxio tov 100 mg 1 4 kaydkio Tov
25 mg),600 popég TV NUéPaL.

- O y1atpdg 1oL TS0V Gag Ba e€eTalet T dOoM Kot Ba TV aALGLEL dnwg amatteiTot.

"Eva moowpo ddivpa tov VITRAKVI givan draBéoipo yia acBeveic ot omoiot dgv pmopovv va
KOTOTOHV Koy dKia.

[ ®g vo Tapete avTO TO PAPROKO

- To VITRAKVI pmopei va AapBdvetar pe 1 xopic tpoen.

- Mnv tpdTE YKPET-@POLT 1| TIVETE YLUO YKPET-PPOVT EVO TOUPVETE ALTO TO PAPLLAKO.

- Koazarivere ta kayakio VITRAKVI oAdxAnpa pe Eva mothpt vepd. Mnv avoiyete, pocdrte 1
ouvOAiPete 10 KoK KOODS £yl TOAD TTIKPN YEVGN.

Eav mapete peyarvtepn 66on VITRAKVI and v kavovikn
AmevBuveite GToV Y10TPO, TOV PUPUAKOTOLO 1] TOV VOGOKOWO GO 1 LETOPEITE GE VOGOKOUELD AUECHC,
[épte pali cog T CLOKELAGIN TOL PAPULAKOV KOl TO TAPOV PVAAO 0ONYLDV YPNONG.

Eév ntapareiyete pa 66omn tov VITRAKVI
Mnv mtdpete SmAR 5G0M Y10 VoL AVOTANPOGETE T 0061 oL EeYdoaTE N EGV KAVETE EUETO QPO TAPETE
avto 10 Phppaxo. [Iapte v endpevn d6oN cag ) cvvndicuévn dpa.

Edv otapatiocere va naipvere 1o VITRAKVI

Mn GTOUATAGETE VO TAIPVETE OVTO TO PAPLAKO Y®PIG Vo GULNTAGETE TPAOTA LE TOV Y1oTpo G0c. Elvar
onuovtikd va mapete to VITRAKVI vy 660 ypovikd didotnua odg el 0 youtpog Gog.

Edv dev umopeite va mapete auTo TO QAPLOKO GOUPMOVO LE TI GUVTOYOYPAPTGN TOL YIUTPOL GG,
amevBouvoeite apécws GToV Y10TpO GOC.

Edv éxete meplocOTEpPEG EPOTIOELS GYETIKA LLE TN YPTOT] AVTOV TOV PUPUAKOV, POTHOTE TOV Y1UTPO,
TOV QOPLOKOTOLO 1] TOV VOGOKOLO GOLC.

4. IIBavég avemBOUNTES EVEPYELES

Onwc 6Aa To. apoka, ETCL Kot aLTO TO QAPULOKO UTOPEl va TpokaAEsel avemBOUNTES EVEPYELES, OV
ka1l Ogv Tapovcldlovtal 6 GAOVG TOVS avOpPOTOLG,.

[Ipénet vo eMKOVOVI|GETE GUECMOG IE TOV YIOTPO GAG EGV TOPOVCIAGETE OTOLONTOTE AT TIG
aKolovbeg copfapéc avemOOunTeg evépyserec:
- aicOnpa {aAng (moAl cuyvn avemBountn evépyela, UTopel va EXNPedoel TEPICCHTEPD OO
1 ota 10 dropa), popunyKlooua, povdtacua 1| aicOnuo Koyinatog 6T, xEpLo Kot To Tod10, GO,
dvokorio va Padicete Kovovikd (Guyvh avemiBountn evépyela, umopel vo ennpedost éog 1 ota
10 dropa). Oa pmopovcoe va gival GUUTTOUATA TPOPANUATOV TOV VEVPIKOV GUGTILATOC.
O Y10TpO¢ 060G UTOPEL VO OTTOPAGICEL VO, LEIMGEL TN 000 1 VO, SLOKOYEL TPOCOPLVA 1) OPIGTIKA TN
Oepameia.



Evnuepmote Tov yiatpd, ToV QopUOKOTOLd 1) TOV VOGOKOUO GO EAV TOPUTIPTICETE OTOLUONTOTE O

TIc akOAOVOEC avemBOUNTEG EVEPYELEG:

oAd ovyvég (Lmopel va ennpedoovy tepiocdtepa omd 1 ota 10 dropa):

- umopel va upavicete @ypdTTA Kot Vo a160dvesTe TOVS TAAUOVG TNE KOPIIAIG OOG, TO OTOld
umopel va glvatl cupmTdpate YoUnAdV epuBpdv apoceapiov (ovorpio)

- YPITMOT GUUTTMOUATH GUUTEPIAALPOVOLEVOL TUPETOV, T OOl UTOPEL VoL Elval GUUTTOLLOTOL
YOUNADV AEVKDV alocpoipimv (0VIETEPOTEVIM, AEVKOTEVIN)

- aicOnpa adbeciog 1| adiabecio (vavtio 1 épetoc)

- diappota

- dvokootnTo

- TOVOG 6TOVG HoeS (Loadyio)

- aioOnuo kovpaong (kémwon)

- aLENUEVOG aptOIOC NTOTIKOV eVEOU®V OTIG EEETACELS OULOITOC

- avénon Papovc.

Yoyvég (umopel va emnpedoovy €ng 1 ota 10 dtopa):

- UTOpEl Vo EUPOVIGETE TTLO EVKOAO LOADTES 1 olpoppayic, To omoio UTopel va ival
CLUUTTOUOTE PELOUEVOL aptBpoD aponetaiiov (Bpoufomevia)

- aAAOyn TNG YEVONG TOV TPOO®V (duoyeLsia)

- LUiKn advvapio

- ALENUEVOG aPlOOC OAKOAIKNG POGPATAOTG OTIC EEETAGELC OilaTOg (TOAD GUYVN GTA TOLd1E).

Mn yvooTiig cuyvotrag (dgv eival Yvootd mOco cuyvd cupfaivouy)

- umopel va eupavicete £vay GuvOLOCUO OO KOTMGT, TOVO GTO Av® deE0 LEPOG TOV GTOUAYOV,
ammAeln Opeéng, voutio 1 EUETO, KITPIVIGLA TOL SEPHOTOG 1) TOV LATIDOV GOG, O VKON
UOADTEG 1 apopparyio, Kol GKOUPOYP®LLO 0VP. AVTA UIopel Vo vl CUUTTOUOTO NTOTIKOV
TPOPANUATOV.

Ava@opd avemOOunTOV EvEpyEL®OV

Edv mapotnphoete KOmolo, avemBOunTn evEPYELd, EVILEPMDGTE TOV YIATPO, TOV PUPUOKOTOLO 1) TOV/TIV
VOGOKOWO GaG. AVTO 1oYvEL Kot Yio KaOe mhav avemBountn evEPYELD TOL OEV AVOPEPETOL GTO TUPOV
@OALO 0OMYLDV Yprione. Mmopeite emiong va avapépete avemBounteg evépyeleg anegvbeiog, HEow

EAlLada

EOvikdc Opyaviopuog Gapudkmv

Meocoyeimv 284

GR-15562 Xohiapyodc, Adfva

TnA: + 30 21 32040337

Iototomog:  http://www.eof.gr
http://www Kitrinikarta.gr

Kvnpog

Dappoxevtikég Ynnpeoieg
Ymovpyeio Yyeiog

CY-1475 Aevkwoia

TnA: +357 22608607

Dag: + 357 22608669

Iototomog: www.moh.gov.cy/phs

Méow ¢ avagopdc avembdunTmv evepyeldv pmopeite vo fondncete 6t GLALOYN TEPIGGOTEPMV
TANPOPOPLOY GYETIKA LLE TNV OCPAAELN TOV TOPOVTOG PUPUAKOV.

S. Iog va purdccete To VITRAKVI

- To @apuoko 0vTO TPETEL VO PLUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kol Ogv TO POAVOLY Tl
TOLO14L.


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

- Na pn ¥pnoLHoTOoLEiTe aVTO TO PAPUAKO HETA TNV NUEPOUNVIC ANENG TOV OVAPEPETOL GTO KOVTI
Kol otV gmonpaveon g edang petd v AHEH. H nuepounvia Anéng eivar 1) televtaia
NUEPO TOV UNVO, TTOL OVOPEPETOL EKEL.

- To @appakevTikd ovTd TPOIOV dev amattel WaitePEC cLVONKEG POAAENC.

- Na pn ypnotponoteite avtd 10 PAPUAKO EAV TAPATNPNOETE OTL TO KAWYAKLO QOiVETAL VO EXOVV
vrootel {nuid.

- Mnv metdite ALK GTO VEPD TNG AMOYETELONG 1| GTA OKLOK(A amoppippata. Potiote tov
(OPLOKOTOLd GOG YOl TO MG VO TETAEETE TOL PAPLLAKO TTOV OEV YPNCLUOTOELTE L. AVTd TOL
pétpa o fondncovv 6ty Tpoctacio Tov TePPAAAOVTOC.

6. Iepreydpeva g cvokevAGiag KoL AouTég TANpoPOpies

Tvrgpréyer 1o VITRAKVI

H 6paoctikn ovsia eivatl n AapoTpexTivipm.

Ka06e kaydrkio VITRAKVI 25 mg nepi€yet 25 mg Aapotpektvipmng (og Osuxn).
Kdabe xaydaxio VITRAKVI 100 mg nepiéyet 100 mg Aapotpektvipnng (og Oeukn).

Ta GAha cvotaTikd givat:

Ké\opog kowaxiov:

- Zghativn

- Tiraviov do&eido (E 171)

Meldvi ekTOm®OoNG:

- Koppéa Adkkag, kexabopuévo anokepouévo
- Adka apytiiov wowokappivng (E 132)

- Trraviov d10&eido (E 171)

- [Ipomvievoyivkodn (E 1520)

- AyeBkdvn 1000

Eu(pavun] 100 VITRAKVI kon wepreydpeva g eraing
To VITRAKVI 25 mg mapéyetor mg Aevkd, adtapavy|, okAnpa kayakia (edativing (18 mm
UfKog X 6 mm TAGTOG), TOV PEPOVY UIAE EKTUTT®GN UE ToV aTtovpd TS BAYER kot v évdeién
«25 mg» 6710 GO TOL KOYAKIOL

- To VITRAKVI 100 mg napéyetor wg Aevkd, adtapavi), okAnpd koydkio {ehativng (22 mm
ufKog X 7 mm 7AGTOG), TOV PEPOVY UIAE EKTUTT®OGN UE ToV aTtovpd TS BAYER kot tv évdeién
«100 mg» 6T0 GO TOL KOYOKIOV

Kdabe xovti mepiéyel 1 mAaoTikny QLA ac@aAgiog Yo Totdid oV TEPLEXEL S6 GKANPA KoydKio
Cehativng.

Kéroyog Adsrag Kvkrhogopiag
Bayer AG

51368 Leverkusen

Teppavia

IHopoackevaotig
Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
Teppavia

I"a omoladfmote TANPOPOPIo. GYETIKA LE TO TOPOV PUPUOKEVTIKO TPOIOV, TUPUKOAEIGTE VO
amgvbuvoeite otov TomKd avTTpdcwno Tov Katoyov g Adstog Kukhogopiog:



E)\LGoa

Bayer EAAég ABEE
TnA: +30-210-61 87 500
Kvzpog

NOVAGEM Limited
TnA: +357 22 48 38 58

To mapév @vrro 0dNYLOV YpfioNS avabempnOnke Yo TeELevTaia Popd oTic 03/2026.

Av106 TO POPUAKEVTIKO TPOTIOV £XEL EYKPLOEL e TNV S1OTKOGIN TOV ATTOKOAEITOL «EYKPIOT] VIO OPOLCY.
Av1o onuaivetl 0Tt avapévoviol TEPLIGGOTEPES OMOOEIEEIS GYETIKA [LE TO PAPUAKEVTIKO TPOTOV.

O Evponaikdc Opyaviopog @apudkav 6a agloloyel TovAdyiotov etnoimg Tig véeg mAnpopopies yio To
oappaxo ovtd kot Ba emkatpomnotel o mwapov GuARo Odnyudv Xpriong ovardymg.

Agntopepeic mTAnpoeopieg yio To pappaKo avtd gival dtabéoipec 610 dikTvakd ToTo Tov Evpmmaikod
Opyaviopod @apudxkmv: https://www.ema.europa.eu.



https://www.ema.europa.eu/

@DvAiro oonYLOV rpions: IIinpoopics Yo Tov a.60gvi)

VITRAKVI 20 mg/ml mécyto didAvpo
AopOTPEKTIVIUTN

vTo QAapUOKO 0VTO TEAEL LTTO CLUTAN PO®UATIKY TOPaKoAOVONGN. AVTO B emITPEWYEL TO YP1YOPO
TPOGIOPIoUO VEOV TANPOPOPLOV acpdAeloc. Mmopeite va PonBnoete pécw g avagopds mbavmv
AVETOOUNTOV EVEPYEIDV TTOL EVOEYOUEVMG TTapovatilete. BA. T€hog e mapaypdpov 4 yio Tov TpOmo
avaQOPAG aVETIOOUNT®V EVEPYELDV.

AP aoTe TPOGEKTIKA OLOKANPO TO QPUAAO 0ONYLOV YP1OTGS TPV UPYIGETE VU TAIPVETE GVTO TO

PappoKo, O10TL TEPLAAUPAVEL ONUAVTIKES TANPOPOPIES Y10 CUG.

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

- Edv éxete mepartépw omopieg, p@TNOTE TOV YITPO, TOV POPLOKOTOL) 1) TOV VOGOKOLO GUG.

- H cvvtayn yia ovtd 10 gapuako xopnynonke amokAeloTikd yio 6ag. Agv TPEMEL VO SDGETE TO
@AapuroKo o€ AoV, Mmopel va Tovg TPOKAAEGEL BAAPT, KOO KOl OTOV TO, GUUTTOUATO TG
acBéveLdg Toug etvar 101 pe T S1kd oaG.

- Edv mapotnphoete KOmolo avemBOunTn eVEPYELL, EVILEPMDGTE TOV YIATPO, TOV PUPUAKOTOLO 1|
TOV VOGOKOUO G0C. AVTO 16Y0eL Kot Yo KaOe mhovn avemBOunT evéEpyeEla IOV OV UVAPEPETAL
670 TapHY PUALO 0dNYIDV Ypiong. BAére mopdypago 4.

- Av1d 10 EOALO 0dNYIDV YpN oG ExEL GVVTAYDEL Y10 VA, aeLOHVETOL GTO ATOLO TOL TTAPVEL TO
oapuakxo. Eav yopnyeite awtd 10 gappoko oto mondi 6og, TopaKAAEIGTE VO OVTIKATOGTHGETE
TNV avVOQOPd «GOG» LE «TO TSl 66/ TOL TAd100 GOC» G€ OAOKANPO TO KEINEVO.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

T1 etvon to VITRAKVI kou o vt 1 gprion tov

T péner va yvopilete npv mhpete 1o VITRAKVI
[Mog va tapete 10 VITRAKVI

[MBavég avemBounteg evépyeteg

[og va puidooete 1o VITRAKVI

[epreydpeva g cvokevaciog Kot Aomég TANpopopieg

A S

1. Tuv givan To VITRAKVI kot oo givan i ypijon tov

T givar to VITRAKVI ko o givon 1) yp1jon tov
To VITRAKVI mepiéyet tn Spactikn ovsio AApOTPEKTIVIUTN.

Xpnowponoteitan o€ eVAKES, £pTPovg kot modid yio T Bepomeio coumaydv Oykov (Kapkivov) o

Sldpopa LéEPT TOV GOUATOG, 01 0Toiol TPOoKOAOHVTOL 0o o petaffoin oto yoviolo g NTRK

(Ktvaong veupoTpoPiK®V VIodoyEmy TVPOGIVIC).

To VITRAKVI ypnoponoteiton poévo otav

- avToi o1 Kapkivol gival mpoywpruévor 1 Egovv e&amiwbel o AL LEPT) TOV GOUOATOG T} EAV UIOL
YEWPOLPYIKN eXEUPACT YioL TV 0QAipeEST) TOV KopKivoy givar Thavo va mpokorécel coPfapéc
EMITAOKEG KO

- dgV LILAPYOVV IKAVOTOMTIKEG BEPATEVLTIKES EMAOYES.

IIpwv cag yopnynOei to VITRAKVI, o yiatpog cag Oa. dievepynoet pio. é€taom yio va eAEyEet eav
€xete v aAloiwon oto yovidio NTRK.



I og Aertovpyei 1o VITRAKVI

e acbBeveig TV omoimv 0 Kapkivog opeidetor oe aArolwpévo yovidio NTRK, avti 1 petafoin oto
YOVid10 KAVEL TOV OpYOVIoUO VO, TOPAYEL UL0L U1 PUGIOAOYIKN TPAOTEIVY TOL OVOUALETOL TPMTEIVT
ouvtnéng TRK, n onoia pmopel va odnynoet o ave&Eleykn KutTopikn avamtoén kot kapkivo. To
VITRAKVI prhoxdpet ™ dpdon tov npoteiviov cuvinéng TRK kot étot pmopel va emPpadvvel 1 va
GTOHOTNGEL TNV avATTLEN Tov Kopkivov. Mropet emiong va cupfdiiel 6N cLpPikvOoT TOL KAPKIVOL.

Edv &yete omoleodnmote epmTOEIS GYETIKA Le To TG Aettovpyel o VITRAKVI 1 yiati cog €xet
cuvtayoypapndel, poTAOTE TOV Y1ATPI, TOV PAPLOKOTOLO 1] TOV VOGOKOLO GOG.

2. T npéner va yvopilete npwy napete o VITRAKVI

Mnyv napete To VITRAKVI
- o€ mepinT®on aAlepyiog ot AapoTPEKTVIUTT 1) G 0TOL0dNTOTE GALO AITd T GLGTATIKA AVTOV
TOV PAPUAKOL (avaPEPOVTOL GTNV TapPdypapo 6).

Eeraoeig ko £heyyon

To VITRAKVI pmopei va avénoet thv mocotnta v nratikov eviouov ALT ko AST kot tng
yorepuBpivne 6to aipa oag. O yoTpdc cog Bo oag VIoPdAlel oe EETAGELS ALOTOC TPV KO KOUTE TN
duapkela tng Oepameiag yio va edéyyet o eminedo twv ALT, AST kot yorepuOpivng Kot va, e Eyyel
OGO KOAA AEITOVPYEL TO GLKMTL GO,

Adlha @appoxa kot VITRAKVI

Evnuepaote tov yratpd, Tov eapuakorold 1 Tov VOGOKOUO GG GV Taipvete, £xel TpdGpaTa ThpeL 1

umopel va mdpete aAda edppaka. O AdYog gival 0TL OPICUEV PAPLLOKO PUTOPEL VAL EXTNPEAGOVY TOV

Tpomo pe tov onoio Acttovpyel to VITRAKVI 1 1o VITRAKVI pmopei va emnpedoet tov tpdmo pe tov

01010 AEITOLPYOVV GAAO PAPLLOKCL.

Ewdikdtepa, evnuep®OTE TO Y10TPO, TOV QPOPLOKOTOO 1| TOV VOGOKOUO GOG £V TOPVETE OTOLOONTOTE

amo o akdAovOa eapuaKo:

- QAPLLOKO TTOV YPTCLUOTOLOVVTOL Yia TN Oepameion LuKNTIAGIKOV 1| BOKTNPLOK®OY AOUMEEDY TO
omoia ovopdlovtat ttpakovaloin, Popucovaloin, KhapiBpopvkiv, teMBpopvkivn,
Tpoleavdopvkivn

- &va eapuaKo wov ypnoiponoteital yuo t Oepameio Tov ovvdpduov Cushing mov ovoudleTat
KETOKOVOLOAN

- @apuaka Tov ypnotporotovvtol yio T Oepaneio Aoipwéng amod tov 16 HIV ta omoia
ovopdlovror ataloavaPipn, wowvapipn, verpwvaPipn, prrovafipn, cakovvafipr, pipaumontivn,
epafipévin

- éva pappaKo mov ypnoiponoteital yuo T Oepameio tng Kot@OAY”NG T 0TOi0 OVOoudlETON
vepaloddvn

- QAPULOKE TTOV XPNOLUOTOLoVVTOL Yo T Oepameia ¢ emAnyiog ta omoia ovopdlovtol
oawvvtoivn, kKapPopalenivn, eatvoPapPirdin

- £va QUTIKO PApUOKO TOV Ypnoilponoleital yio T Bepameio Tng KatdOAyY”Mg T0 0moio ovoudleTot
vrepkod (Paroapoyopto - St. John’s wort)

- éva papuaKo mov ypnoiponoteital yio ™ Bepomeio g pupatioong To onoio ovoudleTot
prpopmucivn

- £VoL QAPLLOKO TTOL YPNCLUOTOLEITAL Yo TV avakovELoT ard 1oyvpd Tdvo 10 omoio ovopdaletol
alpetaviin

- PAPLLOKO TTOV YPTCLULOTOLOVVTAL Y10, TV ATOTPOTH OTOPPIYNG OPYAVOL LETA a0 LETAUOCYEVOT)
0pYavoL ta. 0Toiot ovopalovtol KIKAOGTOPiv, GLPOALOVS, TAKPOALOVS

- £va eapuaKo mov ypnoiponoteital yuo t Oepameio un eUo10AoYKod Kapdiakoh puduov o
omoio ovopdletal Kvidivn

- QAPLOKA TTOV XPNOLUOTOL0VVTOL Yia T Ogpameio nuiKpavidv ta onoia ovopdlovtot
SAPOEPYOTAUIVN, EPYOTAIV

- éva eapuaKo wov ypnoiponoteital yo ) Bepameio Tov ypoviov Tdvov 1o omoio ovoudleTot
QUVTOVOAN

- £VoL QAPLLOKO TTOL YPTCLLOTOLEITAL VI TOV EAEYYO TV OKOVCI®V KIVIICEWMV 1) MV TO 07010
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ovopaleton mipolion

- £voL QAPLOKO Y1 VoL 60 fonBNoEL VO GTALATACETE TO KATVIGUA TOL 0VOAleTol Bovtpomiovn

- QAapUOKa Y0 TN Uel®ON TV ETITESDV GOKY(POV TOV GLNTOS TOV OVOUALOVTOL PETAYALVION,
TOABOLTONION

- éva pdppaxo mov amotpénel Bpoppoug aipatog mTov ovopdleton Bappopivn

- £va PApLLOKO IOV YPNGLUOTOLEITAL Y10l VL HELDMGEL TV TOGOTNTO TOV 0EE0G IOV TOPAYETOAL GTO
oToudyL Tov ovopdaletat opempaloin

- éva pappoo mov ypnoiponoteitol yio va eAEYEEL TNV LYNAN apTnplok mieon Tov ovopdleTot
BaAcaptdvn

- pio opdda eoapudkmv Tov Pondodv va peiwbel n yoAnotepoAn mov ovopdalovtol 6Tativeg

- OPUOVIKG PAPLOKO TTOL YPNCUYLOTOLOVVTAL Y10, AVTICOAANYT, PA. TAPAYPOUPO KOVTIGOAANYT —
Y100 AVOPEG KOl YUVAIKES) TOPUKAT.

Edv omotodnmote omd to mopandve epapudletar oty epintwon cog (1 edv dev eiote BEPanor),

amevBuvoeite oTov y1oTpd, TOV PAPUAKOTOLO 1) TOV VOGOKOUO GOG.

Afqyn tov VITRAKVI pe tpopn ka1 70t
Mnyv tpmTe YKPEM-QPOouT N TiveTe YU YKpEm-Ppout evd mtaipvete to VITRAKVI. O Adyog givar 611
avtd pumopel va owénoet v nocotnta tov VITRAKVI otov opyavicud cag.

Kinon kot Oniaopog

Kinon

Edv eiote éykvog 1 Onhalete, vouilete 60T umopel va giote £yKvog N oxeddlete vo amokTnoeTE TOdi,
{nt\ote T GUUPBOVLAN TOL YITPOV T} TOL PUPLAKOTOLOD GG TPLY TAPETE AVTO TO PAPLLOKO.

Agv mpénet va ypnoiponomoete 10 VITRAKVI katd ) didpketo tng komong 010t 1| Exidpact Tov
VITRAKVI 610 ayévvnto moudi dev eivor yvoot.

OnAacpog
Mn OnAdlete evod maipvete oTO TO QAPOKO KoL Yio 3 NUEPES UETE TNV TeAeVTaia 600T. O AdYOC givan
ot dev gtvat yvooto gdv 1o VITRAKVI epva oto untpikod ydaro.

AvVTIcOAM YN — 710 GVOPES KL YOVAIKES

Oa mpemeL vo amoPUYETE Vo LetveTe £YKLOG EVOS®m TOUPVETE QVTO TO PAPHOKO.

Edv pmopeite vo peivete €ykvog, o yiotpog cag Oa mpémel va kdvel Eva Te0T KONoMG TPy EEKIVNCETE TN

Oepameia.

[Ipénet vo xpnOIULOTOUCETE AMOTELEGUATIKES OVTIGVAANTITIKES PeBOSOVG dTav TTaipveTe TO

VITRAKVI kot yio tovddyiotov 1 urva petd tnv tehevtaio 600, e6v

- umopeite va peivete £ykvoc. Eqv ypnoiuonoleite oppuovikd avilGOAANTTIKA, 0o tpénet va
ypNoLonomcete pio 1EB0d0 PPayrod, OTMC TPOPLAUKTIKO

- KOVETE seX e yuvaiko mov pmopel va petvel £yKvog

Pwtiote 1o y10tpd oag yio TV KaADTEPN AVTIGLAANTTIKN UEDOSO Yo oag.

0o1ynon, TodNAUGia Kol YELPIGROS UNYAVIILATOV
To VITRAKVI pnopei va cog npokarécet {aAn 1 KOTmon. L mepintmon mov cupPel avtod, unv
oonyeite, kavete TodMAato N XEPILETTE OTOLONTOTE EPYOAEID 1] UNYOVILOTO.

To VITRAKVI wepréysu:
- 2 mg Bev{oikov vatpiov og 1ml

- Myotepo and 1 mmol vatpiov (1 23 mg) ava S ml, dniadn eivar ovolactikd «eAebbepo
vatpiovy.

3. Hog va wapete To VITRAKVI

[Tavtote va maipvete To EAPUOKO QVTO CLGTNPE GCOUPOVE LE TIG 0dNYIES TOV YLOTPOD 1] TOV
oapuakomolod coc. Eav éxete aupiPolrisc, pmtiote Tov y10Tpd, TOV QUPUAKOTOLO 1| TOV VOGOKOUO GOGC.
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Il6co vo mapete

Evijlmkeg (a6 18 etav)

- H ocvvietdpevn d6on tov VITRAKVI eivan 100 mg (5 ml), dvo popég tnv nuépa.
- O yiatpoc oag Ba e&etdlel T 060M cag kot Oa v aAAAlEl OT®G amatTeiTol.

oo kon £égpnpor

- O y10tpd¢ TOL TS0V GaG Bo TPOGdIopicEL T G®GTH 6GCT Y10 TO TAdi Gag e BACT TO VYOG
Kot to Bépog Tov.

- H péyrot osvviotodpevn 66on eival 100 mg (5 ml), 0vo @opég v nuépa

- O y1atpog ToL TAd10V Gag Ba e&eTalel T d6oM Kot Ba TNV aALALEL dnwg amatteitat.

H®g va Tapete avtd 170 PAPROKO

- To VITRAKVI unopei va Aappdvetor pe 1 xopig tpoen.

- Mnv tpdTE YKPET-OPOLT 1| TIVETE YLUO YKPET-PPOVT EVO TOUPVETE ALTO TO PAPLAKO.

- Mofi pe avtod to appako Bo ypelacteite Evay TpocapuoyEa PrdAng (Stapétpov 28 mm) Kot
pio. cOpLyya. 1 omoio UTopel vo ¥pnoomombet yio T yopnynon GopUAK®Y amd TO GTOLAL.
Xpnowomomate pio cOpryyo tov 1 ml pe dafoabuicelg tov 0,1 ml yio 66ce1g pikpdtepeg Tov 1
ml. Xpnoiponomote pio cOpryyo tov S ml pe dwwPabuiceig tov 0,2 ml yio 6ceig 1 ml 1
TOPOTAVE®.

- [Tiéote TO TOUO TNG PLAANG KoL TEPIOTPEYTE TO APLOTEPOGTPOPA YO VO OVOIEETE TN
QLaAN.

- Bédte tov mpocapuoyéa raAng péca otov Adtd g eraAng kot Beforwbeite OtL el
otepembel KaAQ.

- Q0Onote 10 uPoro Teleing pEca TN GLPLYYN Kot 6T GUVEYELD BAATE TN GVPTYYO HECA
GTO AVOLYLLO TOV TTPOCAPLOYEN. AVOTOO0YVPIGTE TH GLIAN.

- I'spicte ™ oOpryya pe pior ikpn TtocoTNTo SIHADLATOC TPAPmVTog TO EUPOAO TPOC Ta
KaT®, oTN cLVEXELD WONGTE TO EUPBOAO TPOC TA TAVM YO VO OLPUPEGETE TVYOV UEYAAEG
@LoOAidEG TOVL Ppickovion uéca otn cHPLYYa.

- Tpapn&re 1o EuPoro mTpog T KAT® 6T oNUAVen Sfaduong Tov 1ovTaL UE TN dOoT GE
ml ov &xel cuvtayoypaenel and Tov YoTpd GO,

- I'vpiote T @LaAN 6pBla Kot aparpéate Tn cVPLYYa and TOV TPOGUPHOYEQ.

- BdAte ™) olpryyo péca oto GTOUM, LE TETOLOV TPOTO MOTE VO SEYVEL TPOG TO ECOTEPLKO
TOV payovAov — owtd O oag fondncel va kaTamieite T0 APUAKO LE PLGIKO TPOTO.
[Tiéote to éuPoro apyd mpog ta pHéca.

- TomoBetnoTE TO TOUO TNG PLAANG KO KAEIGTE COLYTA TN GLIAT — OPTOTE TOV
TPOCAPUOYED, LEGT, OTT] PLAAT).

Edv eivar amapaitto, to VITRAKVI propei va yopnynbei péom pvoyaotpikod coinva oitiong. ['a
AEMTOUEPELEG GYETIKA LE TO TTMOG VAL TO TPAEETE, TAPAKAAEIGTE VO POTNOETE TOV YIOTPO, TOV
POPLOKOTOL0 1] TOV VOGOKOUO GG,

Eav napete peyarvtepn 06on VITRAKVI amé Ty kavoviki
AmevBuvieite 6TOV Y10TPO, TOV PUPLAKOTOLO 1] TOV VOGOKOWO GO 1 LETUPEITE GE VOGOKOUELD QUECWC.
ITapte poli cog ™ cvoKeELAGIN TOL PAPUAKOV KOl TO TAPOY PUAAO 0ONYIOV YPNONGC.

Eév mtapareiyete po 66on tov VITRAKVI
Mnv mtapete SITAN 006 Y10 VO, OVOTANPOGETE TN 0001 oV EEYoaTeE N €AV KAVETE EUETO QPO TTAPETE
avto 10 Pappaxo. [apte v endpevn d6oM cag ) cvvndicuévn dpa.

Edv stopaticere va naipvere to VITRAKVI

Mn otapatioete va maipvete auTod T0 QAPIAKO YOPig va cu{nTNoeTE TPOTO e TOV Y10Tpo Gag. Eivan
onpavtiko va napete 1o VITRAKVI yia 660 ypovikd Sidotnpa oég meL 0 yoTpodg oag.

Edv dev umopeite va mapete auTd TO QAPLAKO COUPMOVO LLE TT GUVTOYOYPAPNGN TOL YITPOV GOC,
angvbuvoeite apéocwc oTov YoTpd Goc.

Edv éxete meplocotEpES EPOTNOELS GYETIKA LLE TN YPTOT] AVTOV TOV PUPUAKOV, POTHCTE TOV Y1UTPO,
TOV QOPLLOKOTOLO 1] TOV VOGOKOLO GOLC.
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4. IIBavéc avemBOunTES EVEPYELEG

Onwg 6ha Ta eAppOK, £TGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol 0gv Tapovotdlovtal 6 GAoVG TovG avBpOTOLG,.

[pénel vo eEMKOIVOVI|GETE GPECMG PE TOV YIOTPO GAG EGV TOPOVCIAGETE OTOLOONTOTE AT TIG
aKolovbeg ocopfapéc avemBOunTeg evépyserec:
- aicOnpa {aAng (moAl cuyvn avemBounTn evépyela, UTOPEl va ETNPEACEL TEPICCHTEPD OO
1 ota 10 droua), LOPUNYKIOGCLLA, LOVOAGLO 1] OiCON L0 KOWILOTOG OTO ¥EPLO KOl TO, TOJ0 GO,
dvokoAio va Padicete Kovovikd (Guyvh avemBountn evépyela, Umopel va ennpedost Eog 1 ota
10 dropa). Oa umopoHcoe va Eival GUUTTOUATA TPOPANUATOV TOV VEVPIKOV GUGTILATOG.
O y10tpd¢ oG PIopel Vo AmoPaciceL Vo, LELDMGEL T 000 1 VoL SLOKOYEL TPOCMPLVE 1) OPLOTIKA TN
Oepaneia.

Evnuepdote tov yrotpd, Tov eappakorold 1 ToV VOGOKOUO GOG €6V TAPATIPNCETE OTOLUONTOTE OO

TIC 0kOAOVOEC avemBOUNTEG EVEPYELEG:

oAb ovyvéc (Lmopel va emmpedoovy mepiocdtepa and 1 ota 10 dropa):

- umopel va gppoavicete @ypdTNTa Kot vo a1s0dvesTe TOVG TAALOVG TG KOPOIG GG, TO OTOla
umopel va glvatl GupmTOUATO YOUNADY EpLOPOV alpoceapioy (ovorpia)

- YPIT®OT GUUATMDWUOTH GUUTEPIAAUPBOVOUEVOL TUPETOV, T OTOL0 UTOPEL VAL EIVOL GUUTTO LT,
YOUNADV AEVKDV alocpoipimv (0VOETEPOTEVIN, AEVKOTEVIN)

- aicOnpa adwbeciog 1| adabesio (vavtio 1 épetoc)

- duappoia

- dvokootnTo

- OVOG 6TOVG HVES (LLalyio)

- aioOnuo Kovpaong (kémwon)

- aLENUEVOG aplOIOC NTOTIKOV eVEOU®V OTIG EEETAGELS OUILOITOC

- avénon PBépovc.

Yoyvég (umopel va emmpedoovy émg 1 ota 10 dropa):

- UTOPEL VO EUPAVIGETE TTLO EVKOAO UOAMTESG 1 olpoppoyic, To omoio UTopel va givan
CUUTTOUOTE PELOWUEVOL aptBpoD oponetaliov (Bpoufomevia)

- aAAOYN TNG YEVONG TOV TPOO®V (dVoYeLsia)

- Luik”n advvopio

- AVENUEVOG aptOLOG OAKOAIKNG PMCPATAOTS OTIC EEETAGELS OipaTog (TOAD GUYVH OTA TAd1d).

Mn yvooTiig cuyvotrag (dgv eival Yvwotd mO6o cuyvd cupfaivovy)

- umopei va eupavicete £vay cuvovacUd 0o KOTMGT, TOVO GTO Avm deE0 LEPOG TOV GTOUAYOV,
ammAeln Opeéng, voutio 1 EUETO, KITPIVIGLO TOL SEPHOTOG 1) TOV LATIDOV GOG, O VKON
UOADTEG 1] AUOPPOYic, Kol GKOVPOXP®LLO 0VP. AVTH UTOPEL VO EIVOL CUUTTMOLOTO NTUTIKOV
TPOoPANUATOV.

Ava@opd avemOOuNTOV EVEPYEL®OV

Edv mapotnpfoete KOmolo, avemBOunTn evépyeia, EVIUEPMDGTE TOV YIATPO, TOV PUPUOKOTOLO 1) TOV/TNV
VOGOKOWO GaG. AVTO 1oYvEL Kot Yio kdOe mbavi| avemBountr evEPYELO TOV OEV OVOPEPETOL GTO TOUPOV
@OALO 0OMY1DV Yprionc. Mmopeite emiong va avapépete avemBounteg evépyeleg anevbeiog, HEow

EAlLada

EBvikog Opyavicpdg @appdkov

Meocoyeimv 284

GR-15562 Xohapyodc, Adnva

TnA: + 30 21 32040337

Iototomog:  http://www.eof.gr
http://www kitrinikarta.gr

Kvmpog
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http://www.eof.gr/
http://www.kitrinikarta.gr/

DopuaKeLTIKEG YINpEoieg
Ymovpyeio Yyeiog

CY-1475 Aesvkoocia

TnA: +357 22608607

Dag: + 357 22608669

Iototomog: www.moh.gov.cy/phs

Méow g avagopds avemBOunToVv gvepyeldv pumopeite va fondncete 61 cLALOYN TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TIV OCPAAELD, TOV TOPOVTOG QPOPLAKOV.

5. Iog va pvracoete To VITRAKVI

- To @dppoxo ovtd TPEMEL va PLAACCETAL GE PLEPT] OV OgV TO PAETOVY Kol OgV TO POAVOLY Tl
TOLO14L.

- Na pun xpnoonoteite avTd T0 PAPUOKO UETE TNV NUEpOUNVia ANENG TOV AVOPEPETAL GTO KOLTL
Kol TNV emonuaven g elaAng petd v AHEH. H nuepounvia Anéng eivar n televtaia
NUEPT TOV UNVO, TTOL OVOPEPETOL EKEL.

- dvidocoete og yoyeio (2°C — 8°C).

- Mnyv katayOyeTe.

- A T oY) TTOL AVOTYTEL 1| PLAAT, TPETEL VAL YPT|CLLOTOMGETE TO PApLaKo evTog 10 nuepmdv
amo TO Gvorypa.

- Mnyv mhpeTe TO PAPUAKO EGV 1 GLOAN 1) TO PLOOTO TMOLO. TN PLAANG PAIVETOL VO, £YEL VTTOGTEL
Cnud M Sroppon.

- Mnv metdte EAPUAKON GTO VEPD TNG AMOYETELONC N OTA OKLOK(A amoppippota. Potiote tov
(QOPUOKOTOLO GOG Y10 TO TAG VO TETAEETE TO, PAPUOKO TTOV OEV YPTCILOTOIELTE Tl AVTd TOL
puétpa Bo Bondncovy 6Ty Tpoctacio Tov TEPPAAAOVTOC.

6. Iegpreydpeva TS 6LOKELAGIOG KO AOUTTEG TANPOPOPIEg

T wepréyer o VITRAKVI
H dpactikn ovcia eivar ) AapoTpekTvipmm.
Kd&be ml mooiuov dtaidpatog mepiéyetl 20 mg Aopotpektivipang (og Oeukn).

Ta dAlo cvotatikd givat:

- Kexabappévo 0dwp

- Ydpo&umpomvriofetadésn 0.69
- Yovkparoln (E 955)

- Nazpro xizpiko (E 331)

- Bev{oixo vatpio (E 211)

- I'evon ppdoviog

- Kutpikod o&o (E 330)

BA. «To VITRAKVI epiéyet:» oty mopdypago 2 yio TEPIGGOTEPES TAPOPOPIES.

Epeavien tov VITRAKVI kot epreydpeva g oraing
To VITRAKVI eivan éva dypmpo €mg Kitptvo 1 TopToKaAl 1 KOKKIVO 1) KOQETL TOGIHO SLEAV L.

Kabe xovti mepiéyet 2 pradecacpareiog yio maldid wov meptéyovy 50 ml méGIov Stodduatog N
KkaBepia.

Karoyog Adsrag Kvkhogopiag
Bayer AG

51368 Leverkusen

Teppovia
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IHopoaockevaotig
Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
T'eppavia

Mo omoladnmote TANPOPOPio. GYETIKG, LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPUKAAEIGTE VO
amevBouvbeite otov TomKd avTrpdcwno Tov Katodyov g Adsiag Kukhogopiag:

EAlhada

Bayer EALGg ABEE
TnA: +30-210-61 87 500
Kvzpog

NOVAGEM Limited
TnA: +357 22 48 38 58

To wapdv UAA0 00N TLOV Yp1oNS avaBepnOnke Yo TeELEVTAIO POpd 6Tig 03/2026.

A1 T0 POPUOKEVTIKO TPOTIOV EYEL YKPLOEl e TNV S1OIKAGIN TOV ATTOKOAEITAL «EYKPLOT] VIO OPOLCY.
Av16 onuoaivel OTL avopEvovTol TEPIGGOTEPES OMOOEIEEIS GYETIKA [LE TO POPUAKEVTIKO TPOTOV.

O Evponaikdc Opyaviopuog Gapudkmv 0o a&loloyel TOLAGYIGTOV ETNGIMG TIC VEEG TANPOPOPIES Y10 TO
@apuako ovtd kot Ba emtkatpomnotei o mwapov GvAko Odnyimy Xphong avordymg.

Aemtouepeic TANPOoQOopieg Yio TO PAPLOKO aLTO givar S1BEciec 610 dKTLOKO TOTO Tov Evpmmaikod
Opyaviopot @appdxmv: https://www.ema.europa.eu.
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