@viro oonYLav ypiong: IIAnpoeopics yria Tov a.c0evi)

Ambrisentan Accord 5 mg Emkolvoppévo pe Aemté vuévio diokio
Ambrisentan Accord 10 mg Emkaivppévo pe Aentod vpévio d1okio

apppioevtavn

Awpaote TPOGEKTIKG 0AOKANPO TO GVLAO 001 YLOV YPNGNS TTPLY UPYIGETE VO TAIPVETE AVTO TO
QPAapROKO, O10TL TEPLAGUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOG.

- Ovld&te avTo To POAAO 0dMyLdV Yprone. Towg ypelaotel va to dofdacete Eavda.

- Edv éyete meportépm amopiec, potnote ToV Y10Tpd 1 TOV GUPLOKOTOLO 1] TOV VOGOKOUO GO,

- H ovvtayn v oot 10 @appoko xopnynnke amokAeloTiKd Yio 60G. Agv TPEMEL VO ODGETE TO
QApHOKO 6€ AAAOVG. Mmopel vo. Tovg TpoKoAETEL PAGAPN, KOO KOt OTAV TO GUUTTOUOTO, TG
acBéveldc Tovg etvon 1010 pe ta d1kd Gag,.

- Ed&v mopatmpnoete kKamowo avemBOunn evEpyelo EVNUEPDOGTE TOV YIOTPO, 1) TOV POPLOKOTOLO
1 TOV VOGOKOWO G0G. AVTO 1oYVEL Kot Y10 KAOE ovemBountn vEPyeLa TOL OEV AVOPEPETAL GTO
Tapov OAAO 00N YLV Yprionc. BAéne mapdypago 4.

T ePLEyEL T0 TAPOV GUAAO 0ONYLOV:

T eival to Ambrisentan Accord kot 7ot givait 1 yprion Tov
T péner va yvopilete npv mapete 1o Ambrisentan Accord
[log va mdpete to Ambrisentan Accord

[MBavég avemBounteg evépyeteg

[log va puidooete 1o Ambrisentan Accord

[epreydpevo g cuokeLOTING KOl AOUTEG TANPOPOPIES

ANl e

1. T eivan To Ambrisentan Accord kot ot €ivan i yp1on TOVL

To Ambrisentan Accord mepiéyet tnv dpacTik ovcia auppioevidvr. Avikel e pia oudoa PapUdK®Y TOv
ovoUACETOL KOAAQ OVTIVTEPTAGIKO (YPMOLLOTOIOVVTOL Y10 TV GVIIUETMOTION TNG VYNANG PTNPLOKNG

mieong).

Xpnoyiomoteitar yio TNV OepamEVTIKY AVTILETOTION TG TVELUOVIKNG opTnprakng viéptaong (ITAY) oe
eVNAIKEG, PN PBoug kot Toudid nikiog 8 etdv kot dve. H TTAY sivor vynin mieon ota ayyeio (Tvevpovikég
aptnpieg) mov peTaPépovy aipa and TV Kapdid otovg mvedpoves. Xe dropa pe [TAY, ot aptpieg avtég
GTEVEDOLV KOl £TCL, 1] KOPOLA avarykALETOL VoL AELTOVPYEL TTIO EMITOVE Y10t TNV GVTANGT] QUHOTOC LECH
avTOV. AVTo TpoKaAel aicOnua kénwong, CaAn Kot SuGKOAID GTNV avamvon.

To Ambrisentan Accord Sl0oTELAEL TIC TVEVUOVIKEG OPTNPIEC, SIEVKOADVOVTAG TNV KOpOLA VO, AVTAEL TO
aipa pécm avtav. 'Etol, petdvetol ) aptnplakn Tieom Kot avakoveilovtol To GUUTTM AT,

To Ambrisentan Accord pmopei, eniong, va yprnoyoroindei o€ GuVOLACUO HE GAAC PAPLOKA TTOV
YPNOLLOTOOVVTOL Yo TNV avTipetdmion g [TAY.

2. T npéner vo yvopilete mpv wapete To Ambrisentan Accord

Mnyv wapere T0 Ambrisentan Accord:

* og TEPITTOOT AAAEPYIAG TNV APPPIGEVTAVY, TN GOYLA, 1) GE OTOLOONTOTE AALO OO TO. GLGTATIK
0LTOV TOL PAPLAKOV (CVOPEPOVTUL GTIV TOPEYPAPO 6).

* 6% MEPIMTMOON EYKVHOGVVIG, EAV CKOTEVETE VO PEIVETE £YKVOG, 1] €AV EVOEYETUL VU PEIVETE
£€yKvog enedn] dgv ypnoiponoteite pio aglomotn péBodo avticvAANyS. [opakaiovue dofdaote Tig
mAnpogopiec oty evotnra ‘Komon’.

* gav Onralete. AwPaote TiIc TANPOQOpiEg otV eVOTNTO ‘ONAacuos’.

* £V TACYETE U0 NTOTIKI V660. MIANGTE GTOV Y10TPO GOG, O 000G Bl ATOPAGIGEL AV CVTO TO
@apLoKo gival KATdAANAO Y100 EGAG.

* AV £YETE TVELHOVIKT VOO, AyvOGTNG artioloyiag (10tomabn mvevpovikn ivoon).



[pocdomounjosis Ko TPoPVAGEELS
AmevBuvbeite 6TOV Y10TPO GO TPOTOD TAPETE ALTO TO PAPLOKO:
* gQv &YeTE NIOTIKA TPOPAT LT
* gav éyete avoupio (pewwpévo apipd epubpadv apocearpiov)
* gav &xete TPNELO OTO, XEPLO, GTOVS UOTPAYAAOLG 1 GTO TOJLO TTOV TPOKAAOVVTUL ATTO VYPO
(meprpepiro oionuo)
* gQv &yete VOGO TOV TVELHOVAV, GTIV 010l 01 PAEPEC GTOVG TVEVOVES Elval OPayUEVES
(mvevuovikn plefoomoppoxtixy vooog).

— O natpdg cac Ba amogacicser edv 1o Ambrisentan Accord givat KatdAANAO Y0 GOG.

Oa ypelaoteite TAKTIKES EEETACELS OILATOC
[Ipwv apyicete va maipvete to Ambrisentan Accord, Kot ovd TaKTA XPovikd SLOGTALOTO Yot GO SLUCTLLOL
10 TTaipvete, o YTpdc cag Ba cag vroPdAdel o eEgTdoelg aiaTog Yo vo eAEYEEL:

* gdv €yete avapio

* £0V TO GUKMTL OOG AEITOVPYEL KOVOVIKAL.

— Eivot onpovtiKo vo KAVETE aVTEC TIG TAKTIKEG EEETAGELG AILOTOC Y10, OGO YPOVIKO SIAGTNLUO TOIPVETE
Ambrisentan Accord.

Evdeiteig 0T 10 GUKDOTL 6ag pumopel va unv Aertovpyel cwotd elvar ot €ENG:
* andAielo TG Opeéng
* aicOnua adabeciog (vavtia)
* adlafecio (£peTog)
* vynAn Bepuokpacio (TVPeTdC)
* TTOVOG GTO GTOUAYL (OTNV KOIAHKY YDPO)
* Kitpvn xpold 6To dEPLA 1 OTO AGTPO TOV UATIDV (IKTEPOC)
* oKOVPOYPWLLO 0VPOL
* POYOVPO GTO SEPLLQL.

Edv mapatnpnoete omolodnmote amd avtd to onpeio:
— Evnuepdorte 10 710Tp6 00g apécmc.

Hoowd
Mn divete avtd T0 PAPHOKO GE TadLd NAKING KAT® TV 8 eTdV, Kabdg N acediela Kot M
OTOTELECLLATIKOTNTA TOL SV EIVOL YVMOOTH G€ VTN TNV NAIKIOKT OPLAda.

Alho pappoxo kor Ambrisentan Accord
Evnuepdote tov yotpd 1 Tov popuakomold oag Qv ToipveTe, £XETE MAPEL TPOGOOTO GALL PAPLLOKA 1)
UTopEl Vo TAPETE AALD PAPLLOKCL.

Ed&v apyicete t Aqyn kukhoomopiving A (@ApHOKO TTOV YPNCILOTOIEITOL LETA OO LETOUOCYEVON 1 Y1 TN
Bepamneio TG ywpiaong), o YaTpdc oag Umopel va ypetaotel va pubuicet T 6601 Tov Ambrisentan
Accord.

Av maipvete prpoumikivn (€va avTiBlotico mov ypnoiponoleital yio ) Beponeio cofapdv Aopnatemv), o
ywtpog cag Ba ypelootel va cog mapakoiovdel 0tav apyicete va Taipvete 1o Ambrisentan Accord.

Edv maipvete dAla pappoka mov ypnoyomolovvtal yuo t Oepomeio g IAY (n.y. thompdotn,
EMOTPOGTEVOAT], GIAOEVOQIAT), O YIOTPOG OOG UTOPEL VO YPEICTEL VO GOG TOPAKOAOVOEL.

— Evnuepaote Tov Y10Tp6 1] TOV QUPUAEKOTOL0 GUG EAV TO TOIPVETE KATO0 0Td OVTA TO PEPLLOKOL.
Kdnon

To Ambrisentan Accord pmopel va BAdyet ayévvnra Bpéen, av 1 GOAANYM £Yve TPy, KATA TN d1dpKela 1y
oUVTOMO UETA TN ¥pNon TG Bepoameiog.



— Eav givar mOBavo va peivete £ykvog, yprnoponoteite pio aétomotn pé00oo avticOAAYNG Yo 0G0
dtdlotnuo aipvete To Ambrisentan Accord. MiAf|GTE € TO Y10TPO OOG GYETIKC.

— Mnv napete To Ambrisentan Accord gdv giote £yKvog 1] edv okomeveTE va peivete £yKvoc.

— Eav peivere éykvog 1 €dv vopilete 60TL pmopei va giote £ykvog evo maipvete Ambrisentan Accord,
EMOKEPTEITE TO TLATPO 60G APECOG.

Av gioTe Yyovaika pg SuvaToTNTO TEKVOTOIN GG, 0 YIOTPOS 00 600G {NTIGEL VO KAVETE VA TEGT
gYKvpoovvI|g Tply apyicete va maipvete to Ambrisentan Accord Kot avd Taktd dtactipata Yo 6Go
o0, TRIPVETE AVTO TO PAPUOAKO.

Onlaopdg
Agv gival yvootd av 1 dpactiki ovoia tov Ambrisentan Accord propet va mepdoel 6To untpkd yéia.

— Mnyv OnAalete Yo 660 drdotnuo mwaipvere Ambrisentan Accord. MiAfote pe 10 YloTpd GOG
CYETIKA.

TCovipétnTa

Av glote avdpag kot maipvere Ambrisentan Accord, glvat mfavd avtd T0 PAPLOKO VO LELOGEL TOV aplBuod
TV oneppoTolmapiov cag. MIANGTE e TO YITPO GOC, EAV EXETE OMOLUONTOTE GYETIKN amopial 1|
avnovyio.

OofyNon Ko YEPIGROS PN AV RATOV

To Ambrisentan Accord pmopei va TpokorEcel avemBOUNTES EVEPYELEC, OTMS YOUNAT OPTNPLOKT TTieo,
{aAn, komwon (PAéme mapdypo@o 4) Tov UTOPEL VO EMNPEACOVY TNV IKAVOTNTO GG Y10 001 yNoN 1
YEWPWOUO punyavnudtov. Ta copmtdpata g Tadnong cog evoéyetat va teplopilovy v avottd cog
Yo 001 yNoM M XEPICUO POV UATOV.

— Mnv 001Y&iTE 1| YPNCLUOTOLEITE PNYOVI|LATA, EAV OEV OLCOAVEGTE KAAG.

To Ambrisentan Accord mepiéyer Aaxtoln, AekiBivn (66yra), allura red AC aluminium lake (E129)
Kol vaTpro.

Ta Sioxio. Ambrisentan Accord mepiéyovv PKpEG TOGHTNTEG EVOG GOk POV TTov ovoudleTol Aaktoln. Av
0 YuTpog cog £xel el 0Tl €xete dvoavebio oe oplouéve chakyapo:

— EmKowvovi|6TE PE TO Y10TPO 060G TPV TAPETE AVTO TO PUPLAKEVTIKO TPOTIOV.

Ta, dioxion Ambrisentan Accord mepiéyovv Aekifivn mov mapdyetal and coyo. Edv eiote addepyikoi ot
coYLO, UMV (PNCLOTOMGETE AVTO TO PAappako (PAéme mapdypapo 2 ‘Mnv mdpete To Ambrisentan

Accord’).

Ta dioxion Ambrisentan Accord wepiéyouvv pia ypwotikn wov ovopaletar allura red AC aluminium lake
(E129) n omoia umopei va mpokoiécel aAlepyikég avtidpaocels (PAéme mapdypapo 4).

To Ambrisentan Accord mepiéyel Myodtepo amd 1 mmol vatpiov (23 mg) avd diokio, eivar avTd TOL
ovopalovpe «elevBepo vatpiovy.

3. [l®g va napete To Ambrisentan Accord

IIavtote vo TaipVETE TO PAPROKO AVTO CVGTNPE CORPMOVA IE TIG 001 YIES TOV Y1OTPOV 1] TOV
oappokomorov cac. Edv £xete apeiPoirieg, potnote T0 Y10Tpd 1 TO GUPUAKOTOL0 GOG.

1660 Ambrisentan Accord vo wapete

Evijiikec



H ovvnOnc 660om tov Ambrisentan Accord givat éva diokio Twv 5 mg, pia eopd v nuépa. O ylatpdc cog
umopel va aropociost vo avénoet T 06on cag ota 10 mg, pia eopd v nuépa.

Edv maipvete kukhoonopivn A, punv ntdpete neplocdtepo and va dlokio 5 mg Ambrisentan Accord pio
Qopd TNV NpEPOL.

oviiOng apykn} 666m Tov Ambrisentan Accord

Xopatikd Bapog 35 kg kot dvo ‘Eva d1okio 5 mg, pio eopd v nuépa
Youatikd Bapoc tovidyiotov 20 kg kot Aryotepo | ‘Eva diokio 2,5 mg*, pio opd tnv nuépa




O ywatpog cag pmopel va amopacicst va avénoet ) 66om cag. Elvar onpavtikd o modid va
TNYaivouv 6To TOKTIKA paviefov e Tov yloTpd Tovg, EEdN 1 6001 Tovg Ypetdletarl puouior kabwg
UeYOA®VOLV 1| aEAVETOL TO GOUATIKO BAPOC TOVG,.

Edv Aappdavetar o cuvdvacpo pe kKokhoomopivn A, 1 666 Tov Ambrisentan Accord yio gprifoug kot
ond1d mov Quyilovv kbtm amd 50 kg Ba mepropiletan og 2,5 mg pio popd v nuépa, N oe 5 mg pio
eopa v nuépa edv Quyilovv 50 kg kot dvo.

* Youviotdton 1 gpnon GAlev diokiov apfpioeviavng 2,5 mg wov datibevtol oty ayopd yio T d0om
2,5 mg, kabdg avtn 1 do6o1 dev givor duvatov va enttevydel pe to Ambrisentan Accord.

og vo mapete To Ambrisentan Accord

Eivan koAvtepa va maipvete 1o diokio v 1010 dpa ke pépa. Kartamivere to diokio oAGKANpO pe Eva
ot pt vepd ko un omdlete, un Bpvpparifete ko pn pocdre to diokio. To Ambrisentan Accord
pmopel va Aappdaveton pe 1 xopic tpoen.

ANy €vog O16Ki0V a6 TN GVOKEVAGIX TOHTTOV KVWEANG
To dwokia avtd mopéyovtal 6€ 101K GLGKELAGIN Y10 VO EUITOSILETOL 1] APAIPEST] TOVS OO TOLILAL.

1. Egympiote pia KOWOTNTA TNG KOWYEANG 0td TN GLCKEVAGIO KOWEANG, OKIOVTAC TO KOTA UWAKOG TNG
dwdTpnong.

4

2. ATOKOAANGTE TO KOALTTIKO QUALO GAOVUIVIOL KOl 0pOIPEGTE TO O1GKIO.

O

Edv wapete peyoarvtepn 666m Ambrisentan Accord amé TV Kavoviki

Av Tapete mapa, ToALG diokio eivorl TOAVOTEPO Vo EPPAVIGETE AVETIOOUNTES EVEPYELEC, OTMS
ToOvoKEQOAO, £Eaym, LaAn, vavtia (aicOnua adabeciag), | xaunAn aptnplokmn mieon Tov prnopet va
npokorécetl {ardoa:

— ZopfovievTEiTe TO Y10TPO 1| TO PUPRAKOTOLO GUG £V TAPETE TEPIGSATEPQ JIOKIN ATTO TN GLVTUYN
TOV Y10TPOV.

Edv Eeydoete va mapete To Ambrisentan Accord
Edv Eegydoete pia 06on Ambrisentan Accord, mdpte To diokio poOALG To Buunbeite Kol cuveyiote OTWG
KO TTPLV.

— Mnv napete oA 6601 TV 1010 GTIYU Y10 VO AVITANPAGETE T1] 0061 TOL EeYoUTE.

Mnyv otapotioste vo taipvere Ambrisentan Accord y®pig T cvpfovin Tov Y10TPO GOC
To Ambrisentan Accord givot pia Ogpaneio Tnv omoia Ba mpémet va cuveyilete yio Tov ELeYY0 NG
TTAY.



— Mnyv otapatioete vo woipvete Ambrisentan Accord eKTOg KoL €0V TO £(ETE CUUPOVI|GEL UE TO
TaTpog cag.

Edv &yete meplocdtepeg EpMTNCEIS GYETIKA LE TN YPNOT CLTOV TOV PAPHAKOV, POTHCTE TOV Y1UTPO, 1)
TOV (POPLOKOTOLO GOG.

4. MBavéic avemBopnTeg evépyereg

Onwg 6Aa To pAPLLOKOL, £TCL KOL 0VTO TO PAPUOKO UTOPEL VO TPOKAAEGEL AVETIOVUNTEG EVEPYELEG OV
Kot 6gv Tapovctaloviatl 6 OAOVG TOVG AvEPMOTOLG.

Yopapég avemOOUNTES EVEPYELEG
Evnuepoote Tov 710TPO 60G 0V ERPAVIGETE 0TOL00NTOTE 06 T 0KOAOVO:

Alrepyikég avTiopacelg

[Ipdkertan yio pio cuyvn avemBount evépyeta mov umopei va ennpedoet émg 1 ota 10 dtopa. Mropei
va Tapatnpnoete eEdvinua 1 eayovpa kot Tpr&o (cuvnbmg Tov TPOGMTOV, TV XEIADV, TNG
YADGOWG 1] TOL PAPLYYE), TO OO0 UTOPEL VO TPOKAAEGEL GUGKOAID GTNV AVATTVON 1 TNV KATATOOT).

pn&po (oidonpa), 1010iTEPE 6TOVS AOTPAYALOVG KOL GTO. TOOLA
Avt givor o ToAD cuyv avemiBounTn evépyela Tov PUTopet vo enNpedcel TEPLEGOTEPA OO £va 6TA
10 éropa.

Koapdowokn averapkeria

AvTO 0peileTor 6TO OTL 1) KAPSLA eV AVTAEL OPKETO AL, TPOKUAMVTAG SUGKOAIN GTNV CLVATVOT),
vEepPOAKT KOTWOT Kot TPNEWO GTOVG AGTPAYAAOVG KOl GTO TOdL. AVTH €ival o cLYVY
avemBountn evépyela Tov unopel va ennpedocel émg éva ota 10 dropa.

Avapio (peropévog apOpiog epulpov aipocearpiov)

AvT0 givar pio dtaTapoyn TOV OUOTOC TOL UTOPEL VO, TPOKAAEGEL KOTMGT), advvapio, SVGKOAMA GTNV
avamvor| Kot yevikd aicOnua kokovyioc. Mepikég popég amortel petdyyion aipotog. Avt eivorn g
TOAD oLV avemBOUNTN eVEPYELN TOV UITOPEL Vo Ennpedoel TEPLOGOTEPQ 06 £vo. 6T 10 dTopo.

Ynaotaon (yopnii aptnploxi tiecn)
AvT6 pmopet vo tpokaiécsl Corada. Avti etval pio cuyxvh avemBountn eVEPYELD TOL UTOPEL VoL
emnpedoet £mg éva oo 10 dropa.

— Eviuep@oTte 10 7107Tp6 00 apécmg edv euavicete TETO10V €I60VG CLUTTOUATA T} OV
EUPAVIGTOVV Eapvikd petd T ANy tov Ambrisentan Accord.

Eivol onpovtiko va kdvete ToakTIKG e£€TAOES aipaTog, Yo va eEAEYyeTe TUYXOV avatpio Kot 6Tl To
GLUKMTL 6O¢ AstTovpyel LGLOA0YIKA. BefarmBeite 6TL £eTe emiong dwufdosl Tic TANpoPopics otV
ropaypa@o 2 ue titho «Oa ypelaoteite TakTikég eEeTdoelg aipatogy kot « Evogi&elg 6Tl To GUKMTL GOGC
UTopEl va. Unv Agttovpyel cOOTEY.

Adreg avemBOUNTES EVEPYELEG

oAv ovyvég (nmopei va ernpedcovy tepiecdtepa andé 1 ota 10 dropa)
* TOVOKEPOAOG
* Can
* aicOnuo ToApov (Ypryopot 1 akavovieTol Kapdlokol TaApot)
* gmOEVOOT TNG OVGKOAMOG GTNV OVATVOT] GOVTOUN UETA TNV Evapén Tov Ambrisentan Accord
* oUVAYL N LTOVKOUEVT] LOTN, CLUPOPTON 1 TOVOG GTOL TYLOPELX
* aicOnua adabeciog (vavtia)
* ddppota



* aicOnpa Kénwong

g 6UVOVOONO pE TadUAAPIAN (Eva GAro @appako yio tnv [TAY)
Emuwiéov amd to mopoandvem:

o ¢Eayn (epuBpoTnTa dEPUATOC)

e odwbeoia (éuetoc)

e 7ovog/duopopio oto BmpaKa.

Yoyvég (umopel va exnpedcovy £mg 1 ota 10 dropa)
* Qapmn 6paon N GAAeG LETAPOAES TNG OPOOTC
* AumoBupio
* UM QLGLOAOYIKG OTOTEAEGLOTA GE ALULOTOAOYIKEG EEETAGELG Y10 TV NTATIKT Agttovpyia
* ouvlyt
* dvokodTNTo
* TOVOG GTO GTOUAYL (OTNV KOIALHKY XOPOL)
* OVOG N} ducopia 6To Bdpaka
o &Eaym (epuBpoTnTa dEPLOTOQ)
* adlofecio (£peTog)
* aicOnuo advvopiog
* awoppayio amd tn poT
» g&avinuo

2g 6UVOVUGNO pE TUdUAAPIAN
EmumAéov amd o mopandvm, eKTOg amd Ta LU GUGIOAOYIKE OMOTEAECULATO GE OULUTOAOYIKEG
e€etdoelc Yo TV Nratikn Agttovpyia:

Boviopa ota avtid (eufosg).

'Oy ovyvég avemOopnteg evépyeres (umopei va ennpedoovy £mg 1 oto 100 dropa)
* nmoTikn PAGPT
* QAEYUOVN TOL NTOTOG TOL TPOKOAEITAL ATTO TOVG 110VG TOVG APVVTIKODG UNYAVIGLLOVG TOV
opyavicpoL (avTodvoon nratitidn)

g 6UVOVOONO pE TUOUAAPIAN
®  OIEVIOLN OTTMOAELD TNG OKOTG.

AvemOounteg evépyseieg 6€ TooLd Ko @r)foug
AVTEG AvOIEVETAL VO EIVOL TTOPOLOLES LE EKEIVEG TTOV AVALPEPOVTOL TAPOTAVE Y10, TOVG EVIAIKEG.

Ava@opd avemOounTOV evePyELOV

Edv mapatnpnoete Kamowo avemBOUNTN EVEPYELL, EVIUEPDGTE TOV YIATPO, TOV PUPLOKOTOLO 1] TOV/TNV
VOGOKOUO 00G. AVTO 1oyveL Kot Yo kdfe mbav avemBountn evépyela Tov dev avapEPETAL GTO TOPOV
@OALO 00NV Yprione. Mropeite emiong va avoaeépete avemBounteg evépyeleg omevdeiag, péom

E\rada

EBvikog Opyaviopog @apudrkmv
Meooyeimv 284

GR-15562 XoAapydc, ABMva
TnA: +30 21 32040380/337
Dag: +30 21 06549585
Iototomog: http://www.eof.gr

Kvbmpog
DopprokevTIKEG YINpeoieg
Yrovpyeio Yyeiag


http://www.eof.gr/

CY-1475 Asvkooia
®a&: + 357 22608649
Iototomog: www.moh.gov.cy/phs

Méom g avapopds avemBOunTmV evepyelmdv pumopeite vo fondncete 6t GLAAOYY TEPIGGOTEPDV
TANPOPOPLOV GYETIKE LLE TNV AGPAAELD TOV TOPOVTOC PUPIAKOD.

5. IIog va pvraooete To Ambrisentan Accord

To @bppaxo avtd Tpénel va puAGcGETAL GE LEPT) OV OgV TO PAETOVY Kal OV TO POAVOLY TOL TSI
Noa pn yp1oLonoleite ovTd T0 PAPHOKO UETE TV NUEPOUNVia ARENGS TOV aVOPEPETOL GTO KOVTL Ko
Vv KoyéAN petd 1o AHEH.

H npepopnvia AMéng elvar 1 televtaio nUéEP TOL PV TOV OVAPEPETOL EKEL.

Agv vrapyovv 1d1kéEG 0dNyieg dlaTpnong Yol T0 TPOIGV oTo.

Mnyv metdte APLOKA GTO VEPD TNG OMOYETEVOTG 1] OTA OIKIOKA amoppippata. Potiote Tov
(POPLLOKOTTOL0 GOG Y10, TO TG VO TETAEETE TA, PAPUOKO TTOV OEV ¥PNCILOTIOELTE Tl AvTd T péTpa O
BonBncovv otV Tpoctacia Tov TePPAAAOVTOC.

6. Iepreyopevo TG GVGKEVAGINS KOl AOUTES TANPOPOPIES

T tepréyer o Ambrisentan Accord

Ambrisentan Accord 5 mg EmikoAvpuuévo pe Aentd vpévio dtokio

- H dpaotikn ovoia givar n apppioeviavn.
Kda0e emcodvppévo pe Aemtd vuévio diokio mepiéyel S mg apppioeviavg.

- Ta dAha cvotatikd givar: [Tuprvag Tov diokiov: KPOKPVGTAAAIKY KUTTOPIVY), KApUEAAOIN
VatTplovyog S10.6TAVPOVUEVT), AaKTOLN HOVOLOPIKY, OTEATIKO Hayviolo. Emikdivyr Aentod
VUEVIOL: TOALPIVOAOAKOOAN-UEPIKDG VOPOAVUEVT, d10EEIS10 ToL Titaviov (E171), TéAkng,
nmoAvoiBuievoylokoin, AekiBivn (coywr) (E322), allura red AC aluminium lake (E129).

Ambrisentan Accord 10 mg Emkoivuuévo pe Aertd vuévio 610Kio

- H dpaotikn ovoia glvar | apppioeviavn.
Kdabe emkcodvppévo pe Aemtd vuévio diokio mepiéyel 10 mg auPpioevidvnc.

- Ta, @GAAo cvototikd gival: [Tupnvag Tov d1oKiov: WKPOKPVOTOAAIKT KUTTAPIVT), KapueAAoln
VaTPLOUYOG SILGTAVPOVIEVT), AOKTOLN LoVODOPIKN, OTEATIKO Hayviolo. Emikdivyn Aentod
VUEVIOL: TOAVPIVOAOAKOOAN-UEPIKDG VOPOAVUEVT, B10EEIS10 TOL Titaviov (E171), tdAkng,
moAvaBLAEVOYALKOAN, AekiOivn (coyw) (E322), allura red AC aluminium lake (E129).

Ep@avion Tov Ambrisentan Accord Kot TEPLEYOUEVO TS GVGKEVAGIOG

Ambrisentan Accord 5 mg EnkaAvpuuévo pe Aewtd vuévio d1okio
To Ambrisentan Accord 5 mg EmkaAvppévo pe Aemto vuévio d1okio gival £vo oTpoyyvro, aueikvpto,

EMKOAVUUEVO PE AETTTO DUEVIO S10KI0 OVOIKTOV POl YPDOUATOG, LE XOPAYIEVT] TNV EVOEIEN «5» ot pia
TAgLPA Kot pe dldoTacn mepimov 7,0 mm.


http://www.moh.gov.cy/phs

Ambrisentan Accord 10 mg Emkoivppévo pe Aentd vpévio diokio
To Ambrisentan Accord 10 mg Emkaivppévo pe Aentd vpévio diokio eivar éva moeldés, appikvpto,

EMKOAVUUEVO UE AETTTO VUEVIO O16KI0 GKOVPOL POl YPOUATOG, LE Yopayprévn Ty Evoeln «10» ot
pio Tievpd ko pe didotacn mepimov 9,9 mm x 5,0 mm.

To Ambrisentan Accord mopéyetal mg emtkalvpupévo pe Aemtd vpéVio diokia Tov S mg kot Tov 10 mg
oe Koyéleg pepovopévov docenv (Kuyéhes and aiovuivio/eOAlo alovpviov 1 Koyéreg amd
PVC/PVDC/@OAho arovuiviov) Tov 10x1 7 30x1 diokiwv.

Mmropei va, unv KoKAOQOpoLY OAEG Ol CUGKEVAGIEC.

Karoyog Adcrag Kvkhopopiag
Accord Healthcare S.L.U.
World Trade Center, Moll de Barcelona, s/n, Edifici Est 6* planta, 08039 Barcelona,

Tonravia

HMopaockevactiig

Delorbis Pharmaceuticals Limited
Ergates Industrial Area

Athinon 17 V, Ergates

Nicosia 2643, Kompog

Accord Healthcare Limited

Sage House, 319 Pinner Road

North Harrow, Middlesex, HA1 4HF
Hvouévo Baciieo

Laboratori Fundacié Dau
C/ C, 12-14 Pol. Ind.
Zona Franca

Barcelona, 08040, Iortavio

Wessling Hungary Kft.
Anonymus u. 6
Budapest

1045, Ovyyapia

INo omoladfmote TANPOPOpic GYETUKH LLE TO TOPOV PAPUAKEVTIKO TPOIOV, TOPAKOAEITTE VO
amevBuvbeite otov Tomikd avtimpdowmo Tov Katdyov g Adstog Kvukhogopiog:

EMdda

Win Medica A.E.

6-8 Aynoildov

15123, Mapovot, Adfva, EALGda
TnA: +30 210 74 88 821

Email: info@winmedica.gr

AvTo TO QUPNOKELTIKO TTPOTOVY Exel eykprOei ota Kpatn Méin tov Evpomaikov Oikovopikov
Xapov (EOX) pe Tig ak6rov0eg ovopacisg:


mailto:info@winmedica.gr

Ovopa tov Kpdtovg Mélovg

Ovopoacio Tov PAPUOKELTIKOD TPOTOVTOG

Iepuavia Ambrisentan Accord 5 mg Filmtabletten
Ambrisentan Accord 10 mg Filmtabletten
Avotpia Ambrisentan Accord 5 mg Filmtablette
Ambrisentan Accord 10 mg Filmtablette
Béiyo Ambrisentan Accord 5 mg Filmomhulde tablet
Ambrisentan Accord 10 mg Filmomhulde tablet
Bovkiyopia Ambrisentan Accord 5 mg ®unmupana tabiaeTka
Ambrisentan Accord 10 mg ®unmupana Tadnerka
Kompog Ambrisentan Accord 5 mg, 10 mg Emikodvupévo pe Aemtd vpuévio

olokio

Toeywn Anpoxpartio

Ambrisentan Accord

Aavia Ambrisentan Accord

EXAGda Ambrisentan/Accord

Iomavia Ambrisentan Accord 5 mg comprimidos recubiertos con pelicula
EFG
Ambrisentan Accord 10 mg comprimidos recubiertos con pelicula
EFG

dwvravdia Ambrisentan Accord 5 mg Tabletti, kalvopaallysteinen
Ambrisentan Accord 10 mg Tabletti, kalvopééllysteinen

ToA)ia AMBRISENTAN ACCORD 5 mg comprimé pelliculé
AMBRISENTAN ACCORD 10 mg comprimé pelliculé

Kpooatia Ambrisentan Accord 5 mg filmom obloZene tablete
Ambrisentan Accord 10 mg filmom obloZene tablete

IpAavdia Ambrisentan Accord 5 mg Film-coated tablets
Ambrisentan Accord 10 mg Film-coated tablets

Itohia Ambrisentan Accord

OMLovdia Ambrisentan Accord 5 mg Filmomhulde tablet
Ambrisentan Accord 10 mg Filmomhulde tablet

Noppnyia Ambrisentan Accord

IMoAwvia Ambrisentan Accord

[Hoptoyoiio Ambrisentan Accord

Youmndia Ambrisentan Accord 5 mg Filmdragerad tablett
Ambrisentan Accord 10 mg Filmdragerad tablett

YAoPevia Ambrisentan Accord 5 mg filmsko obloZene tablete

Ambrisentan Accord 10 mg filmsko obloZene tablete

Hvopévo Baoilelo

Ambrisentan Accord 5 mg Film-coated tablet
Ambrisentan Accord 10 mg Film-coated tablet

To mwapov pvALo 0dNYLOV Yp1ioNS avaBewp1Onke Yo TEAEVTALO Qopd 02/2026.
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