®vrAo ooV ypions: IIAnpogopieg yia Tov acBeviy

Ambrisentan Accord 5 mg Emkoioppévo pe Aertéd vpuévio d16Kio
Ambrisentan Accord 10 mg Emxoaioppévo pe Aemtd vpévio diokio

apppioevtavn

Awpaote TPoGEKTIKG 0AOKANPO TO GVLAO 001 YLOV YPNCNS TTPLY UPYICETE VO, TAIPVETE AVTO TO
PapproKo, o10TL TEPLAAPPAVEL GNUAVTIKES TANPOPOPIES YIU GUG.
- Ovld&te avTo To POAAO 0dNyLdV Yprone. Towg ypelaotel va to dofdacete Eava.
- Edv éyete mepotépm anopiec, potnote Tov y1aTpd 1 TOV QOPLOKOTOLO 1] TOV VOGOKOUO
oG,
- H ovvtayn v avtd 1o ¢appoko xoprnynnke omokAEloTIKA Yio 60.G. AgV TPETEL VO dDGETE
TO PAPLOKO GE AAAOVG. MTmopel var Tovg TpokaAéoetl PAGPN, akdOua Kot OTaV Ta,
CLUUTTOUOTO TG AoBEVELdg ToVg etvat 1d10 e TOL SIKA GO,
- Edv mopatnpnoete kamowo avemBOunt evEPYELD EVIUEPDGTE TOV YIUTPO, 1| TOV
(POPLOKOTTOL0 1] TOV VOGOKOWO GaG. AVTO 1oYVEL Kot Yl KAOe avemBountn evépyela Tov
OEV OVOQEPETOL GTO TOPOV PUALO 0dNYIOV YpNoNs. BAéme mapdypapo 4.

T epréyeL 1o TaPOV GUAAO 0ONYLOV:

T eival to Ambrisentan Accord kot 7ot givait 1 ypron Tov
T mpémer va yvopilete mpv mdpete 1o Ambrisentan Accord
[ég va wépete To Ambrisentan Accord

[MBavég avemBounteg evépyeteg

[log va puidooete to Ambrisentan Accord

[epreydpevo g cuokeLOTING KoL AOUTEG TANPOPOPiES

SN

1. T eivon To Ambrisentan Accord ko owa givar i yp1on 10V

To Ambrisentan Accord mepiéyetl tnv dpacTikn ovcia appploevtdvr. Avikel e pio oudda popudKmv
OV OVOUALETOL «GAAD OVTIDTTEPTUGTKA» (YPNCUYLOTOLOVVTAL Y10, TNV OVTIUETOTION TS VYNANG

apTNPLOKNG TTiESNG).

Xpnoylomoteitat yio TNV OepamEVTIKY OVTILETOTION TG TVEVUOVIKNG opTnplokng véptaong (ITAY)
oe evihikec. H ITAY elvar vynAn mieon ota ayyeio (Tvevpovikég aptnpieg) Tov HETOPEPOLY aipe omd
NV Kapdld 6Tovg Tvevpoves. Xe dtopa pe ITAY, ol aptnpieg avtég otevehovv Kat £Tot, 1) KOPOLd
avaykaleTol va AELITOVPYEL O Eimove Yo TV GvTAnoT aipatog HEG® aT®V. AVTO TPOoKaAEl
aicOnua kémwong, CoAn Kot dueKoAia GTNV avamvon.

To Ambrisentan Accord dl0GTELAEL TIC TVEVUOVIKEG OPTNPIEC, SIEVKOADVOVTAG TNV KapOLd VoL avTAEl
t0 aipo pécw avtdv. 'ETol, HetdveTatl 1) aptnplokn mieor kot avakoveilovtol To GCOUTTOUATO.

To Ambrisentan Accord pmopei, eniong, va ypnoyoroindei ce GuVOLACUO e GAAC PAPLOKA TTOV
YPNOLLOTO0VVTOL Yo TNV avTipet®mion g [TAY.

2. T pémer va yvopilete apwv wapete T0 Ambrisentan Accord

Mnyv wapete To Ambrisentan Accord:

* og mepintmon aAAepPYiag oTNV apPpioevTdavn, ot 60Y1a, 1| GE OTOL0ONTOTE AALO OO T
GLOTUTIKA 0LTOD TOV PAPLAKOL (AVaPEPOVTOL BTNV TOPEYPOEO 6).

* 6E TEPIMTMOON EYKVROGVVIG, EAV CKOTEVETE VO PEIVETE £YKVOG, 1] €AV EVOEYETUL VU PEIVETE
£€yrvog eneldn] dev ypnoiponoteite pio agomotn péBodo avticvAANYS. [opakaiovue
dwPaote T1g TANpoPopiec oty evotnta ‘Kodmon’ .

* gav Onralete. Awfaote TIc TANpOoQOpieg oTNV EVOTNTA ‘ONAAGHOG’.



* gdv mhoyeTE 06 NTOETIKY v060. MIANGTE GTOV Y1aTPO GOC, 0 0oi0g Ba amoPpucicel av avTd T0
@appoxo glvatl KatdAANAo ylo €GAGC.
* Qv &YETE TVELHOVIKT] VOO, AyveoTNG artodoyiog (18tomabn mvevpovikn tvoon).

Mpocdomounoeis Ko TPOoPVAAEES
AmevBuvbeite 6TOV Y1I0TPO GO TPOTOV TAPETE AVTO TO PAPUAKO EAV EYETE:
* NTOTIKA TPOPANLOTOL
* avopio (Lewwpévo aptBuod pulpadv arpocealpiov)
* TPNEL0 GTO, YEPLO, GTOVS AGTPAYOAOVS 1} OTO TOSIH TOV TPOKAAOVVTUL Amd VYPO (TEpipepid
oLonua)
* vOGO TOV TVELUOVAV, GTNV 0Toia 01 PAEPEC 6TOVG TvebOVES Elvan PpayUEVES (Tvevuoviky
plefoomoppartiKh vOoOg).

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

Oa ypelaoteite TaKTIKES EEETACELS OHILATOC
[Ipw apyicete va maipvete to Ambrisentan Accord, Kot ovd TOKTA Xpovikd SL0GTHHOTA Yot 0G0
dtdlotna To Taipvete, o ylTpds cag Ba cag vroPdidel og e€etdoelg aipatog o va eAEyEet:

* gdv &yete avapio

* £V TO CUKMOTL GOG AEITOVPYEL KOVOVIKAL.

— Eivot onpovticd vo KAVETE aUTEG TIG TAKTIKEG EETACELS AUILOITOC Y10, OGO YPOVIKO JAGTNUO
naipvere Ambrisentan Accord.

Evdeiteig 0T 10 GUKDOTL 6ag pumopel va unv Aertovpyel cwotd elvar ot €ENG:
* andAelo TG Opeéng
* aicOnua adabeciog (vavtia)
* adlofecio (£peTog)
* vynAn Oepuokpacio (TVPeTdC)
* TTOVOG GTO GTOUAYL (OTNV KOIALOKY YOPO.)
* Kitptvn xpold 6To dEPLUA 1| OTO AGTPO TOV UATIDOV (IKTEPOC)
* oKOVPOYPWLLO 0VPOL
* QOYOVPO GTO SEPLLQL.

Edv mapatnpnoete omolodnmote amd avtd to onpeio:
— EvnuepaoTte 10 T10Tp6 600G apécag.

Howora ko £npor
To Ambrisentan Accord dev cuvioTtdTol yio Toudid Kot pnPovg nikiog Kot tav 18 etdv, kabdgn
OCQPAAELNL KOL 1] AITOTEAEGLLOTIKOTITO TOV JEV EIVOL YVMOOTY] GE QUTH TNV NAKIOKT OHAdA.

Al @appoka kot Ambrisentan Accord
Evnuepdote tov ylotpd 1 ToV QopUaKoTold 0o AV TOipVETE, EXETE TAPEL TPOGEOTO GAAL PAPHOKA 1
UTopEl vo TAPETE AAMD PAPLLOKCL.

O ywatpog cag pmopel va ypetactel vo puBuicet t d6on tov Ambrisentan Accord edv apyicete ™)
AMym Kokhoomopivng A (PApPHOKO TOL (PNCIHOTOLEITOL LETE 0md peTapdoyevon 1 Yo T Bepaneio g
yopiaong).

Av maipvete prpapmikivn (éva avtiPlotikd mov ypnoiponoteital yo ) Oepaneio cofoapdv Aopuméewv),
0 YuTpodg cog Ba yperaotel va oag Topakoiovdel Otav apyicete va maipvete To Ambrisentan Accord.

Edv maipvete aAla pdppoko Tov ypnoiporotovvtal yio tn Oepaneia g [IAY (m.y. thompodot,
EMOTPOGTEVOAT], GIAOEVOQIAT), O YIOTPOG OOG UTOPEL VO (PEICTEL VO 0OG TOPAKOAOVOEL.



— Eviuep@oTte 10V Y10TPO 1] TOV QUPRAKOTOLO 6UG EAV TO TAIPVETE KATO0 OO AVTA TO PAPLLOKOL.

Kinon
To Ambrisentan Accord pmopei va BAdyet ayévvnta Bpéemn, av 1 GOAANYT £YLve TPLV, KOTA TN
dtdpkela | GOVTOUA HETA TN XpnoT TG Bepaneiog.

— Eav givon mOavé va peivere £ykvog, ypnoiponoreite pio afiomortn pé00oo avricviinyng yo
600 dbotnpa taipvete to Ambrisentan Accord. MIAM|GTE e TO Y10TPO GO GYETIKAL.

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

— Eav peivete éyxvog 1 €dv vopilete 0T pmopei va giote £yKv0g evo taipvere Ambrisentan
Accord, emoKe@TEITE TO YIOTPO 600G APEGCOC.

Av gioTe yovaike pe dvvaTéHTNTO TEKVOTOiN oG, 0 T1aTPlg 00 cag nTijost va KaveTe éva TEOT
EYKVPOGUVIG TPV apyioete va maipvete To Ambrisentan Accord Kot ava TOKTH SLOGTHILOTA Y10, OGO
SloTN O TOIPVETE AVTO TO PAPLLAKO.

Oniaopdg
Agv gival yvoot6 av To Ambrisentan Accord HETOQEPETAL GTO UNTPIKO YAAQ.

— Mnyv Onralete Yo 660 drdotnuo waipvere Ambrisentan Accord. MiAfote pe 10 YoTpd GOG
GYETIKAL.

TCovipétnra

Av glote avdpag kot maipvete Ambrisentan Accord, ivat wBavd avtd T0 PAPUAKO VO LELDGEL TOV
apud v oneppatolwapiov cog. MIANGTE [E TO YoTpd GG, EAV EYETE OTOLNONTOTE GYETIKT amopio
N avnovyio.

0onynon kKo PGPS PNYLOVIRATOV

To Ambrisentan Accord pmopel va mpokarécet avemBOuNTeg EVEPYELES, OTMG YOUNAT] OPTNPLOKN
nieon, LoAn, komwon (BAEne Topdypago 4) ToL UTOPEL VoL EXNPEAGOVY TNV IKOVOTITO, GOG YL
odnynon M xepopd unyovnudtov. Ta copntdpata e tdinong cog evoéyetat va meptopilovy v
KOVOTNTA GOG Yot 001 YNOT 1 YEPICUO PNYOVIHAT®V.

— Mnv 00nYEeiTe 1] YPNOUOTOLEITE PUNYOAVI|LOTA, EAV OEV OCOAVESTE KAAG.

To Ambrisentan Accord nepiéyer haxtoln, Aexidivy (6671a), allura red AC aluminium lake
(E129) ko vétpro.

Ta dioxios Ambrisentan Accord mepiéyovv WKPEG TOGHTNTEG EVOG GOk GPOV TToL ovoudleTor Aaktoln.
Av o0 yuotpdg oag £xel el O6TL £xete dvoave&io oe OPICUEVH GAKYAPOL:

— Emkowvoviiete pe 10 Y10Tpd 60g mptv mhpete To Ambrisentan Accord.
Ta S1oxioc. Ambrisentan Accord mepigyovv AekiBivn mov mapdyetan and cdyo. Edv eiote adlepykoi
oN 6Oy, UNV XPNOLUOTONCETE 0VTO TO PAapLaKo (PAéne Tapdypago 2 ‘Mnv mhpete To Ambrisentan

Accord’).

Ta diokion Ambrisentan Accord wepiéyouvv pia ypwotikn wov ovopaletar allura red AC aluminium lake
(E129) n omoia umopei va mpokoAéoel aAAepyYIKEG avTidpaoelc (BAéne mapdypapo 4).

To Ambrisentan Accord mepiéyet Ayotepo and 1 mmol vatpiov (23 mg) avd diokio, eivar avtd TOL
ovoudlovpe «eAevBepo vaTpiovy.



3. o vo wapete To Ambrisentan Accord

I[Iavrote vo TaipveTE TO PAPROKO AVTO CVOTNPA CORPOVA IE TIG 00T YIES TOV YLOTPOV 1] TOV
oappokomorov cac. Edv £xete apeiPoiries, potnote 10 yoTpd 1 T0 QApULOKOTOLd GOG.

I[Iéco Ambrisentan Accord vo wapete
H ovvnbng 86om tov Ambrisentan Accord givar éva d1okio Tov 5 mg, pia eopd v nuépa. O yaTpdcg
cag umopel va amopacioet vo avéncet ) 06on cag ota 10 mg, pia popd v nuépa.

Edv maipvete xukhoomopivn A, punv ntapete neplocdtepo and £va diokio S mg Ambrisentan Accord
pio eopd v nuépa.

o vo wapete To Ambrisentan Accord

Eivon xaAvtepa va maipvete 1o diokio v 1d1a dpa ke pépa. Kartamivere to diokio oAdKANpo pe éva
ot ptl vepd kot un omdlete, pun Bpvpparifete Ko pn poocdre to diokio. To Ambrisentan Accord
umopel va Aappavetal pe M xopic tpoen.

ANy evég dokiov
To diokia ovTd TOPEYOVTOL OE E10IKN CLGKEVAGIN Y10 VO, EUT0dileTal | apaipeST] TOVG ATd TOLd1A.

1. Egyopiote o KOOTNTA TNG KOWEANG Ot TN CLUGKELAGIN KVWEANG, OKILOVTAG TO KOTE UKOG TNG
dtdTpnong.

4

2. ATOKOAANGTE TO KOAALTITIKO GUALO KOl APOLPESTE TO JLOKIO.

.

Eév napete peyordtepn 06on Ambrisentan Accord amé Thv Kavoviki)

Av Tapete Tapo, ToALG diokio eivorl TOAVOTEPO Vo EUPAVIGETE AVETIOVUNTEG EVEPYELES, OTIMG
TovoKEQOA0, EEayn, LaAn, vavtio (aicOnuo adiabeoiag), | YauUnAn aptnplokn wieon Tov propei va
npokorécetl {ardoa:

— ZopPovAEVTEITE TO Y1UTPO 1| TO QUPUUKOTOLO GOG £V TAPETE TEPIGGOTEPA SIOKIN OO TN GLVTUYN
TOV Y10TPOV.

Edv Eeydoete va mwapete To Ambrisentan Accord
Edv Eeydoete pia 06on Ambrisentan Accord, mdpte To diokio wOALG To Bvundeite Ko cuveyiote OTMS
KO TTPLV.

— Mnv apete 600 d66€1C TNV 1010 GTIYUN Y10 VO OVOTAPOGETE TN 0001 oL EeYdoaTs.

Mnyv otapotioste vo taipvere Ambrisentan Accord y®pig ) cvpfovin Tov Y10TPOU GOC
To Ambrisentan Accord eivat pia Ogpameio v omoia Oo Tpénel va cuveyilete yia Tov EAeyyo TG
ITAY.



— Mnyv otapatioete vo woipvete Ambrisentan Accord ekTog KOl €0V TO £(ETE COUPOVIGEL PE TO
TaTpos 6ag.

Edv &€yete meptocdtEpEg EPMTNGEIS GYETIKA LE TN YPNOT CLTOV TOV PAPHAKOV, POTHCTE TOV Y1UTPO, 1)
TOV (POPLOKOTOLO GOG.

4. MBavéic avemBounTeg evépyereg

Onwg 6Ao To pAPLLOKOL, £TCL KOL 0VTO TO PAPUOKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYELEG ALV
Kot 6gv Tapovctalovial 6 OAOVG TOVG AvEpMOTOLG.

Kotootaoelg mov £6€ig Kol 0 Y10TpOS 060G TPEMEL VO, TPOGESETE:

Aldepyikéc avtiopdosig

[pdkertan yio pio cuyvn avemBOUNT evépyela mov pmopel va emnpedoet £mg éva ota 10 dtopa.
Mrnopei vo, mapoatnproete e£avOnua 1 eoayovpa Kot TpH&o (cuviBme TOL TPOGHOTOL, TV YEIMDV,
™G YADGGAG 1] TOV PApLYYa), TO OO0 UTOPEl VO TPOKAAEGEL SUGKOALD GTNV AvVAITVON 1) TNV
KOTATOOoM).

pn&po (oidonpa), 1010iTEPE 6TOVS AOTPAYALOVG KOL GTO. TOOLA
Avt givor o ToAD cuyv avemBOUN T EVEPYELD TOL PTOPEL VO ETNPEACEL TEPLEGOTEPA OO VO GTA.
10 éropa.

Koapdowaxn averapreria

AV opeileTor 6TO OTL M KAPSLA eV AVTAEL OPKETO AiplaL, TPOKUAMVTOG SUGKOAIN GTNV CVATVOT),
vepPorikn kénwon Kot TPNEWO GTOVG AGTPAYAAOVG KOl 6TO TOde. AVTH &ivol po Guyvn
avemBountn evépyela Tov unopei va ennpedocel émg éva ota 10 dropa.

Avapio (peropévog aplOpdg epvdpov arpocearpiov)

AvTO givar po dtaTapoyn TOV QUTOC TOL UTOPEL VO, TPOKAAEGEL KOTMGT), advvapio, SVGKOAA GTNV
avamvor| Kot yevikd aicOnua kokovyioc. Mepikéc popég amortel petdyyion aipotog. Avt eivor o
TOAD oLV avemBOUNTN eVEPYELX TOV UITOPEL Vo Ennpedoel TEPLOGOTEPX 06 £vo. 6T, 10 GTopo.

Yrotaon (yopunii aptnploxi tiecn)
AvT106 pmopet vo tpokaiécsl Corada. Avti etval pio Guyxvh avemBountr evEpyeLd Tov UTopEl va
emnpedoet £mg éva ata 10 dropa.

— Evijpuep@oTte 10 T10Tpl 60 apuécmg GV LPAVICETE TETOLO0V €I60VG CLUTTOUATA 1] OV
EUPAVIGTOOV Eapvikd petd T ANy tov Ambrisentan Accord.

Eivol onpovtiko va KGvete ToaKTIKG €£€TAOES aipaTog, Yo va eEAEYYeTe TUYXOV avarpio Kot 6Tl To
GLUKMTL 6O¢ AstTovpyel uGLoAoYiKd. BefarmOscite 6T £eTe emiong dwafdosl Tic TAnpoopics otV
mopaypa@o 2 ue titho «Oa ypelaoteite TakTikég eEetdoelg aipatogy kot «Evogi&elg Tl To cuKdTL Gog
UTopEl va. Unv AgLtovpyel cOOTE.

Alreg avemBOUNTES EVEPYELEG TTEPLAGUPAVOLY

oAV ovyvéig avemBOuNTES EVEPYSELEG:
* TOVOKEPOAOG
* Can
* aicOnuo ToApov (Ypryopot 1 akavovioTol Kopdlokol TaApot)
* gmOEVOOT TNG OVGKOANG GTNV OVATVOY] GOVTOMO UETA TNV Evapén Tov Ambrisentan Accord
* oLVAYL N LTOVKOUEVT] LOTN, COUPOPNON 1| TOVOG GTOL IYLOPELX
* aicOnua adabeciog (vavtia)
* ddppola



* aioOnuo Kémwong

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

o ¢Eayn (epuBpoTnTa dEPUATOC)

e odwbeoia (éuetoc)

e 7wovog/duopopio oto BmpaKa.

anvsg avemOOunTeS evépysreg:
* Qoapmn 6paon N GAAeG LETAPOAES TNG OPOOTC
* AumoBupio
* UN QLGLOAOYIKG OTOTEAEGLOTA GE ALULOTOAOYIKEG EEETAGELG Y1 TV NTATIKT Agttovpyia
s ouvlyt
* dvokodtNTa
* TOVOG GTO GTOUAYL (OTNV KOIALHKT YOPOL)
* OVOC N ducpopia 6To Bdpaka
* &Eaym (epuBpoTnTa dEPLOTOQ)
* adlafecio (£peTog)
* aicOnuo advvopiog
* awoppayio amd tn poT
» g&avinuo

2g 6UVOVUGNO pE TadUAAPiAN
Emum\éov amd to mopandvm, EKTOC omd To PN QUGTIOAOYIKA OTOTEAECUATO, GE OLULUTOAOYIKEG
e€etdoelc yo Ty Nratikn Agttovpyia:

e Povioua ota owTld (cufoéc) Ldvo KaTO T ANYT TG GVVOLOCTIKNG Bepameiog.

Oyn ovyvég avemOopnteg evépyerec:
* nmoTikn PAGPT
* QAEYLOVN TOV NTOTOG TOL TPOKOAEITAL GO TOVG 110VG TOVG APVVTIKODG UNYAVIGLOVG TOV
opyavicpoL (avTodvoon nratitidn)

g 6UVOVOONO pE TUOUAAPIAN
®  OIEVIOLN OTTMOAELD TNG OKONG.

Ava@opd avemOounToV EvePyELOV

Edv mopotnproete KOmoo, avemBOunTn evEPYEL, EVIUEPMDGTE TOV YIATPO, TOV PUPOKOTOLO 1 TOV/TNV
VOGOKOUO Gag. AVt 1oYOEL Kot Yio K6Oe TOav| avemBountn EVEPYELD TOL OEV AVOPEPETOL GTO TAPOY
@OALO 0OMYIDV Yprons. Mmopeite eniong va avapépete avemBounteg evépyeteg onevdeiog, pécw

EArada

EBvikog Opyaviopog @apudxov
Meooyeimv 284

GR-15562 Xolapyog, Admva
TnA: +30 21 32040380/337
Dag: +30 21 06549585
Iotétomog: http://www.eof.gr

Kvnpog

DoprokeLTIKEG YINpeoieg
Ymrovpyeio Yyeiag

CY-1475 Aevkooia

Dag: + 357 22608649

Iotétomog: www.moh.gov.cy/phs



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

Méow g avapopag avemiBounTmy evepyelmv uropeite va fondncete 6T GLAALOYN TEPIGGOTEPWOV
TANPOPOPUDY GYETIKA LE TNV OCPAUAELN TOV TOPOVTOG PUPLAKOL.

5. o va puidooete To Ambrisentan Accord

To @appako ovtd TPETEL VO PUAACOETAL GE PEPT TTOL dEV TO PAETOLY Kot dgvV TO POGVOVV Ta TALOA.
Na pn gpnoponoteite ovtd 10 PAPROKO UETE TV NUEPOUNVia ANENG TOV aVOPEPETAL GTO KOVTL Kot
Vv KoyéAN petd o AHEH.

H npepopnvia AMéng elvar n televtaio nUéP TOL UV TOV OVAPEPETOL EKEL.

Agv vrapyovv 1d1kéEG 0dNYieg dlaTpMnoNg Yol TO TPOIOV oTO.

Mnyv metdte APLOKA GTO VEPD TNG OMOYETEVONG 1] OTA OIKIUKA amoppippata. Potiote Tov
(POPLLOKOTTOLO GOG Y10, TO TG VO TETAEETE TA, PAPUOKO TTOV OEV ¥PNCILOTIOELTE Tl AvTd T péTpa Ol
BonOncovv otV Tpoctacio Tov TEPIPAAAOVTOC.

6. Iepreyopevo TG GVOKEVAGIOS KOl LOUTEG TANPOPOPIES

T tepréyer o Ambrisentan Accord

Ambrisentan Accord 5 mg Emkolouuévo pe Aentd vuévio 010Kio

- H dpaoctikni ovsia eivar | apppiogvdvn.
Ka0e emicodvppévo pe Aemtd vpévio diokio Tepiéyel S mg apPpioeviavg.

- Ta dAAa cvotatikd givar: [Tupnvag Tov dtokiov: KPOKPLGTAAAIKTY KuTTapiv, KapUeAAOLN
VaTPLO0YOG SLLGTAVPOVUEVT), AAKTOLM HovoDOPIKN, OTEATIKO Layviolo. Extkdivyn Aentod
VUEVIOL: TOAVPIVVAOAKOOAN-UEPIKMG VOIPOAVLEVT, d10EEid10 ToL Titaviov (E171), tédAkng,
nmoAvotBuievoylukoin, AekiBivn (coyw) (E322), allura red AC aluminium lake (E129).

Ambrisentan Accord 10 mg Emkoivuuévo pe Aertd vuévio 610Kio

- H dpaotikni ovoia givar | apppiogvdvn.
Ka0e emxodvppévo pe Aemtd vuévio diokio mepiéyel 10 mg apfpioeviavnc.

- Ta dAia cvotatikd givar: [Tuprvag Tov diokiov: KPOKPLGTAAAIKTY KuTTapiv, KapUeAAOLN
VaTPLOUYOG SLLGTAVPOVUEVT), AOKTOLM HovoDOPIKN, OTEATIKO Hayviolo. Extkdivyn Aemntoh
VUEVIOL: TOAVPIVOAOAKOOAN-UEPIKDG VOPOAVUEVT, O10EEIB10 TOL Titaviov (E171), tdAkng,
nmoAvoiBuievoylukoin, Aekifivn (coyw) (E322), allura red AC aluminium lake (E129).

Ep@avion Tov Ambrisentan Accord kot TEPLEYOREVO TS GVGKEVAGIOG

Ambrisentan Accord 5 mg EnkaAvpuuévo pe Aewtd vuévio d1okio
To Ambrisentan Accord 5 mg Emkoivppévo pe Aentd vpévio diokio givar Eva 6TpoyyvAod, aueikvpTto,

EMKOAVUUEVO PE AETTTO VUEVIO O16KI0 OVOIKTOD POl YPOUATOG, LE XOPAYLEVT] TNV EVOELEN «5» 6T pial
TAgLPA Kot pe didotacn mepimov 7,0 mm.

Ambrisentan Accord 10 mg Emukaivuuévo pe Aertd vuévio d1oKio




To Ambrisentan Accord 10 mg EmwaAvppévo pe Aemntd vpévio d1okio gival Eva @oe1dég, apupikvupto,
EMKOAVUPIEVO PE AETTTO VUEVIO O16KTI0 GKOVPOL pol YpMdUATOC, e Xapayrévn v voelgn «10» ot
pio TAevpd ko pe didotacn mepimov 9,9 mm x 5,0 mm.

To Ambrisentan Accord mopéyetal mg emtkalvpupévo pe Aemtd vpéVio diokio Twv 5 mg kot Tov 10 mg
o€ Koyéleg pepovouévoy d6cewnv (Kuyéieg omd aiovpuivio/eOAlo adovpviov 1 Koyérleg and
PVC/PVDC/@OAho arovpviov) Tov 10x1 7 30x1 diokiwv.

Mmnopet va. unv KuKAOQopoLV OAEG Ol GUGKEVAGIEC.

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

Tomtavia

Hopackevaotic

Delorbis Pharmaceuticals Limited
Ergates Industrial Area

Athinon 17 V, Ergates

Nicosia 2643, Konpog

Accord Healthcare Limited

Sage House, 319 Pinner Road

North Harrow, Middlesex, HA1 4HF
Hvouévo Baciielo

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

Zona Franca

Barcelona, 08040, Iomtavia

Wessling Hungary Kft.
Anonymus u. 6
Budapest

1045, Ovyyapia

Av10 10 QUppoKeVTIKG TPOioV £xer eykprOei ota Kpatn Mérn tov Evponaikov Owovopikov
Xapov (EOX) pe Tig axkérov0eg ovopacieg:

Ovopa tov Kpdrovg Mérovg | Ovopacio Tov eopUaKeuTIKo Tpoidvtog

Ieppovia Ambrisentan Accord 5 mg Filmtabletten
Ambrisentan Accord 10 mg Filmtabletten

Avotpia Ambrisentan Accord 5 mg Filmtablette
Ambrisentan Accord 10 mg Filmtablette

Béhyo Ambrisentan Accord 5 mg Filmomhulde tablet
Ambrisentan Accord 10 mg Filmomhulde tablet

Boviyopia Ambrisentan Accord 5 mg ®unmMupana tabnerka
Ambrisentan Accord 10 mg ®unmupana Tabnerka

Kompog Ambrisentan Accord 5 mg, 10 mg Exucoloppévo pe Aentd vuévio
dwokio




Togywr Anpoxpatio Ambrisentan Accord

Aoavia Ambrisentan Accord

EAAGSa Ambrisentan/Accord

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

dwravdia Ambrisentan Accord 5 mg Tabletti, kalvopaallysteinen
Ambrisentan Accord 10 mg Tabletti, kalvopaillysteinen

TaAlio AMBRISENTAN ACCORD 5 mg comprimé pelliculé
AMBRISENTAN ACCORD 10 mg comprimé pelliculé

Kpoaria Ambrisentan Accord 5 mg filmom obloZene tablete
Ambrisentan Accord 10 mg filmom oblozene tablete

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

Itoria Ambrisentan Accord

OMavdia Ambrisentan Accord 5 mg Filmomhulde tablet
Ambrisentan Accord 10 mg Filmomhulde tablet

Noppnyla Ambrisentan Accord

Mo wvia Ambrisentan Accord

[Hoptoyoiia Ambrisentan Accord

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

YhoBevia Ambrisentan Accord 5 mg filmsko obloZene tablete

Ambrisentan Accord 10 mg filmsko obloZene tablete

Hvouévo Baciieo

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

To mapov pvAro 0dNYLAOV Yprions avedesopOnke 1o Tedevtaio popa tov 03/2020




