@vAro ooV piong: IIAnpogopics yra Tov yxprjot

STAYVEER 62,5 mg emxoloppéva pe Aemtod vpévio diokia,
STAYVEER 125 mg emxoloppéva pe Aemtod vpuévio diokia,
bosentan

AP acTe TPOGEKTIKG 0ALOKAN PO TO PVLAO 0ONYIAOV YP1ONG TPV UPYICETE VO TUIPVETE AVTO TO

PaproKo, O10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 CUG.

- doraEre avto TO EOALO 0N YDV Yprone. Towg ypelactei va to dofdcete Eavda.

- Edv éxete mepartépm amopiec, poTOTE TOV YIUTPO GOG 1] TOV GOPLAKOTOLO GG,

- H ocvvtayn yio avtd 1o edppoko xopnynonke amokAeloTiKd Yio 60G. Agv TPEMEL VO ODCETE TO
@apurako o€ GAAovc. Mmopel va Tovg TPOKAAEGEL BAAPT], AKOUO KOL OTOV TO GUUTTOUOTO TNG
aoBéveldc Toug etvat 1d1a e Ta KA oag.

- Edv mopatnpnoete Kamoto avemBOUNTN eVEPYELD, EVILEPDOTE TOV YIOTPO 1) TOV POPLOKOTOLO
c0G. AvTd 1oyvel kat yo Kabe mhoavn avemBOunT evEPYELD TTOV JEV OVOPEPETOL GTO TAPOV
@OAAO 0OMYIDV YPHONC.

T ePLéyeL 10 Tapov GUAAO 00N YLOV:

T etvan to STAYVEER «oin mowa eivar n ypriom tov

T npémer va yvopilete npv ndpete 1o STAYVEER
o va mépete 1o STAYVEER

[Mbavéc avemBounteg evépyeteg

Ilog va pvidccete to STAYVEER

[Tepreydueva g cuokevaGiog Kot AOES TANPOPOPIES

A

1. T eivar to STAYVEER kot mowa givan 1 yp1ion tov

Ta dwoxio STAYVEER mepiéyovv bosentan to 0moio amokAgietl pio guoikn oppovr, v evoodniivn-1
(ET-1), n omoia mpoxodel otévoon tov apo@opwv ayyeiov. Emopévag, 1o STAYVEER mpoxaiel
Sl0GTOAN TOV OLHOPOPOV ayYEIDV KOl AVIKEL GTNV Katnyopio TV eapudkmv mov ovopudiovrol
‘OVTOYOVIOTEG TOV VTTOO0YEMV EVOOOMATVIG’.

To STAY VEER ypnowonoteiton yio ) Oepameios:

o Tng mvevpovikiig aptnprakig vrépraong (IIAY): HITAY eivar puo mdbnomn coPapng
GTEVOOTC TOV QUOPOP®V AYYEI®V GTOVG TVEDUOVEC TTOV £XEL MG OMOTEAEGLO. TV VYNAN TTiEoT
TOV QULLOTOG OTO ALLOPOPO. AyYEl (OTIG TVEVUOVIKEG OPTTPIEC) TOL OTTOL0L LETAPEPOVY L0 OLTTO
NV Kapdld GTOVS TVEVUOVES. AVTN 1) TEGN UELOVEL TNV TOGOTNTA 0EVYOVOL OV Pmopel va
€10éA0¢e1 670 aipa pEGa 0TOVG TVEVUOVES, KOOIGTOVTOS SUGKOAOTEPT T1 PLGIKY] OPAGTNPLOTNTA.
To STAY VEER dwootéAAet TIg TVELHOVIKEG apTNpieg, SIELVKOADBVOVTOG TNV KapPILd Vo avTAEl
aipo Stopéocov avtdv. AvTd LEIMVEL TNV TECT) TOL CIUATOC Kol ovoKOLPILEL TO GUUTTAOLOTAL.

To STAYVEER ypnowponotgiton yio tn Ogponeio acbevav ue TTAY katnyopiag IIT yia ) Beltioon
NG aVOYNG TNV KOT®OT (TNg kavoTnTag SIEEaymyng GUOIKNG SpAcTPLOTITOC) KOl TV
ocvpntopatov. H “katnyopio” avtavakid t cofapotnra tng vocov: n “katnyopio I teprdapPavet
0EL00TLEIMTO TTEPLOPIOUO TG PLGIKNG dpacTNPLOTNTUC. MeEPIKEC PEATIOOELS £XOVV EMIONC EUPOVIOTEL
o€ acbeveig pe [TAY wamnyopiag II. H “katnyopio II” meptappdvel o teploptopd tng QUGIKNG
dpaotnpiotntac. H ITAY yuwo v omoia gvdeikvotar to STAY VEER pnopei va. givo:

o TpmTomadng (yopic kapio Kabopiopévn attia 1| KAnpovouky),

o OPEIAOUEVT GE GKANPOSEPLN (YVOOTH KOL OG GLUGTILOTIKY GKATIpLVOT), lid acBévela otny
omoio vdpyel TABOAOYIKN avATTLEN TOV GLVOETIKOV 16TV oV oTNPilel TO déPLa Kat TaL
vIOLOITa OPYAVA),

. OPEILOUEVT GE GLYYEVEIC (€K YEVETNC) KOPIAKES OVOGTOUDGELS (OVAUOAES S1OO0VG) TOV
TPOKAAOVV TABOAOYIKY| POT] TOV CUOTOC SOUEGOL TNG KAPOLAS KOL TV TVELHOVOV.



. TOV dOKTOMK®OV EAKOV: (TANYOV 0TO SAYTLAN TOV XEPLUDY KL TOV TOOIDV) GE
eVAIKeS aoBevels pe o voso mov ovopdaletatl oxinpodepua. To STAYVEER peidvel
oV apOUd TOV VEOV ELEAVILOUEVOV EAKDY OTO OAYTLAN TOV XEPLUDY KOL TWV TOJUDV.

2. Tvpémer va yvopilete npwv mapete To STAYVEER

Mnyv napere o STAYVEER

o o€ mepinTOon arhepyiog oto bosentan 1| 6€ 010100MTOTE AAAO OO TO, GVGTOTIKA CLVTOV TOV
QOPUAKOV (OVOPEPOVTUL GTNV TTAPAYPAPO 6)

o o€ TEPITTOGT OV £YETE NTOTIKG TTpoPrfqpate (cupuPovAevteite Tov yloTpd GOG)

o 0€ TEPITTOGT TOV £I6TE £YKVOG, 1] TOAVOV VO PEIVETE EYKVOG S1OTL JEV YPTCILOTOLELTE

a&omioteg pefddovg avTICOAANYMC. AfAoTE TIC TANPOPOPIEG TNV TOPAYPAPO
“AvticvAnmTikd” Kot “Alda eappoka kot to STAYVEER”

. o€ nepinToon mov Aapfavere Kuokrhoomopivy A (£va QAPLLOKO TOL YPNCLLOTOLEITAL LETA OO
pio petapdoygvon 1 yuo tn Oepaneio tng yopioong)

Edv omotodnmote and avtd 1oyvet yio €66, EVNHEPDOTE TOV YUTPO GOG.

IIpogidomou|oelg kKo TPOPLAGEELG
Eetdosig mov Oa mpaypatomon]osl o YoTpog ocag wpiv 1 Ogpaneia

o g&étaon aipartog yio va eEAEYEEL TNV NITOTIKY GOC AEITovpYia
o g&étaon aipartog yio EAeYY0 TG avoluiog (YOUNA T GHos@apivg)
. dokiocio KUNGEWMC AV €I0TE YOVAIKE LLE AVOTAPUYDYIKT SLVATOTITA

Opiopévor acBeveig mov Aapfdavovy STAYVEER mapatnpnOnke 6Tt mopovsiocay pn puGIoAoYIKEG
TIEG OTIG €EETAGELG EAEYYOV TNE NTOTIKNG AEITOLPYING, KOOMDS Kot avarpio (YoUnAn Tiun
ALLOCQOIPIVIG).

Eeraoeig mov 0o mpaypatomouicsel o YaTplds 6oc kKatd 1) dudpkera g Oepamneiog
Katd ™ ddpketa g Oepanciog pe STAYVEER, o yiatpog cag 0a kavovicel Tn S1evépyELn TOKTIKOV
eetdoe®V aipaTog Yo TOV EAEYX0 UETAPOADV GTNV NTOTIKY GO AELTOLPYIN Kol 6Ta ENimeda TG

ALPLOCOOIPIVIG.

Mo 6Aeg avtég Tig eéetdioeig mapakaieicbe va deite emiong v Kapta YrevOopiong Acbevoic (ot
ocvokevaoia tov diokiov STAY VEER). Eivat onpoavtikd vo Tpaylatonoleite auTés TIG TOKTIKES
eketdoeic aipartog yia 660 ddotnpa naipvete STAY VEER. Xag cuvictolpe va onueidveTe v
NUEPOUNVID TNE TTLO TPOGPATNG KOL TG EMOUEVNC EETAONC (PMTAGTE TOV YIATPO GAG Yl TNV
nuepopnvia mcg) oty Kapra YrevBopong AcBevoig, mpdypoa mov Ba cag fondrcet va Bupdote note
TPETEL VO, KAVETE TNV EMOLEVT 0ag eEETOOT).

Eetaoeig aipatog Yo Tov EAeYY0 TS NTATIKNG AE1TOVPYiag
Avtég Ba mpaypatomotobvtal kabe puqva kad® 0An m didpketa Bepaneiag pe STAY VEER. Metd and
pia ovénomn g do6ong Ba mpayuatomoteiton pio Tpochetn eétoomn HeTd amd 2 efdouaded.

Eetdosig aipartog yio Tov £Aeyyo ™G avarpiog
Avtég Ba mpaypatomotobvtal kKabe piva Katd toug 4 Tpodtovg unves Bepameiog kot Kabe 3 univeg ot
ouveyela, Kabmg ot acBeveic mov Aappfdavovy STAYVEER pmopel va mapovcidceovv avaipia.

Edv avtd to amotedéspota gival Pn QUGIOA0YIKA, O YITPOG GOG UTOPEL VO OTOPAGICEL VO LELMGEL TN
doom cag M va otapatnoet ) Oepaneia pe to STAYVEER, kot va kével tepartépm eEeTdoels yio vo
dlepguvnoet Ty attia.

Iowra ko épnpor

To STAYVEER dgv cuviotdtor 6€ moidtatpicods 0oOeVEIG LLe GUGTNUOTIKY GKATPUVOT] Kol
gEeMooOuevn VOGO SUKTUAKOY eAK®V. Avatpééte emiong oy mopdypago 3. Ildc va tapete 10
STAYVEER.



Alha @appoxa kot STAYVEER

Evnuepdote Tov ylotpd 1 ToV QopuaKkonold oag GV TipveTE 1) £YETE TPOCPUTO TAPEL AL QAPLLOKOL,
KOO KoL 00T T0V deV G0G Exouv yopnynbel pe cuvtayr. Etvat 1dwaitepa onpoavticd vo evuepmoeTe
ToV Ylutpd cag 4V maipveTe:

. KuKAoomopivi A (éva pAPUOKO TOV YPTCLULOTOIEITOL LETA OO LETAUOCYEVCELG KOL Y10, TN
Oepaneia ¢ yopiaong), n oroia dev TPETEL VA YPNCLUOTOLEITAL TOVTOYPOVOL. LE TO
STAYVEER.

. sirolimus 1] tacrolimus, To owoia €ivol EAPLOKA TOV XPTGLUOTOLOVVTOL LETE Od

UETAPOCYEVOELS, KAOMC ovTd dgv cuvioTdtar vo ypnotporotovvtor pali ue to STAYVEER.

o YAPeVKAQUION (€va QAPLOKO Yo TO SfNTn), PLOOUTIKivn (Eva GAPLOKO Y10 T QLUATIOON),
@AoVKOVALOAN (£va @APUOKO Y10 TNV AVTIUETOTICT TOV LUK TIOCIK®OV AOUMEEWDVY),
KketokovalOAn (éva eappako yia tn Bepaneia Tov cuvdpopov Cushing) 1 vefipamivn (va
eappoaxo ywo tov HIV), kobdg avtd o gdppoka dev cuvietdTol va xpnoiponotovvral poli pe
10 STAYVEER.

. Ao eappaka yio T Oepameio tng Aoipméng HIV, n onoio umopei va ypetdleton 101Ky
napakoiovOnomn, eav ypnoyonotovvral poli e STAYVEER.

. OPUOVIKY OVTIGLAANTTIKG, KOO®DC 0Lt 68V EIvOl ATOTEAEGLATIKG (OC 1) OV HEB0d0C
avticOAAy¢ otav maipvete STAY VEER. Méoa ot cuokevacio tov diokiov STAYVEER 6a
Bpeite o kapta vaevOvUIoN g 0e0evoDC TV omoia Tpémtel va droPdoete TpocekTikd. O yroTpdg
KoM 0 yovaikoArdyog cag Oa kabopicovv tn pné€Bodo avTIGOAANYNG OV Eival KATAAANAN Yo

oG,

. Ao pappaka yo T Oepameio TG TVELHOVIKNG VIEPTAGNG: CIAOEVOQPIAN Kot TASOAQPIAN,
Bapoapivn (avtimnkTikdc Tapdyovtac),

. oy Pactativn (ypnoomoteitat yia tn Oepameio TG VIEPYOANCTEPOLAUING).

0donynon Ko XEPIGUOS POV RATOV

To STAYVEER odev éxet kopio 1 éxet apeintéa enidpacn oTnv wKovoTnTa 0d1yNons Kot YEPIGHOD
pnyxovnuérov. Qotéco, 1o STAYVEER propel va mpoxaiécet vmotaon (peimon e aptnplokng
mieong), 1 omoia uwopel vo, Gog Kavel vo, vimaeTte {AAT, VoL EXTNPEAGEL TNV OPUGCT] GOC KOl VO, EXNPEACEL
Vv avoTTa 03NYNoNG Kot YEPIopov unyovnudtov. Extopévoc, edv vidoete (oAn 1 0TL 1 6pact cag
elvan Bapnr| evéd maipvete 10 STAYVEER, unv odnyeite kot pun yepileote epyaieia | unyovipoto.

INvvaikeg 6g avamapoyoywn nkio
MHN rnaipvere 1o STAYVEER edv giote éyxvoc 1| oxedualete va peivete £ykvog.

Aoxipacisg kimong

To STAYVEER umopet va BAayel Ta ayévvnto uopd, Tov omoiwv 1 cOAAYM £yve Tpv and TV
évopén M katd ™ ddpketa g Oepaneiag. Edv eiote yuvaika mov pmopel va peivel £yKvog, o yatpog
cog Oa oag (NTNoEL va KAVETE €val TEGT KuNoemg Tpwv apyiocete va waipvete STAYVEER, kot ovd
TaKTd StaoTpata evoow maipvete STAYVEER.

AVTIGVAMTTTIKA

Edv givon mBovo vo peivete €ykvog, ypnolponomote po a&lomotn pébodo aviicuAAnyng 660
naipvere STAYVEER. O yatpdg 1 0 yovarkoAdyoc 6og 0a cag cupBovAedoel GYETIKA LE T Xp1on
aomotev pebddmv avticAAnyng katd tn didpkela g Aqyng tov STAY VEER. Enedn 1o
STAYVEER umopei va kataoTiogl TNV OpUOVIKH OVTIGOAANYT (TT.X. TN XOPTYOVLEVT 0O GTOUATOG,
TV gvEGLUN, TNV EUELTEDGIUN 1 T SLUOEPUIKA EMOEUOTO) OVOTOTELECUATIKT, aVTN 1 LEB0SOC 0md
uévn g dev givon aglomiotn. Emopévmg, av ypnotuonoleite oprovikd aviicVAANTTIKA o tpémet
EMIOMNG VO YPNOLUOTOIEITE Kol Lol LEB0SO PPayoD (7). TPOPLACKTIKO Y10l YOVOIKESG, O1GPPAYLLaL,
AVTIGVAANTITIKO GTOYYO 1| Ba TPEMEL 0 GOVIPOPHG GOG VO YPTGLLOTOIEL TPOPLAAKTIKO). Méoa ot
ovokevaoia tov dtokimv STAYVEER 0a Bpeite pia Kapta YrevOopong AcOevoic. [péret va
GUUTANPAOCETE Kol VoL TNV TApeTe Pl oG KOTA TNV EXOUEVT ENIGKEYT GOG GTOV YLOTPO GOG MOTE O
YTPOG 1 0 YOVOIKOAGYOG GOG Vo lval o€ BEM va eKTIUNCEL €AV XPpeldlecTe EMMALOV 1| EVOAAOKTIKEG
a&10m10TEG AVTICLAANTITIKEG HeBBOOVE. ZVVIGTATOL 1) OIEVEPYELN UNVINI®MV SOKLULAGIDY KUNGEMG, EVOGM
naipvete STAYVEER kot eiote 6 avomapaymyikn nikia.



Evnuepoote tov y10tpd cog apésmg edv peivete £ykvog evad maipvete STAY VEER, 1 oyedidlete va
peivete €yKvog 6To KOVTIvO LEAAOV.

Onlaocpdg

To STAYVEER mepvd 610 untpikod yéAo. ZuvicTaTol Vo GTOATHOETE TO ONAAGHO GV GOG
ovvtayoypaendei to STAY VEER, 61011 dev eivar yvoot6 edv to STAYVEER o610 puntpikoé yéio
umopel va PAayeL 1o popod cag. Anevbuvleite GTOV Y10TPO GOG GYETIKA LE QVTO.

Tovipétnto

Edv eiote dvrpag kot Aappdavete 1o STAYVEER, givor mBovo avtd to ¢ApHOKO Vo LEDCEL TOV
apBpod tov oneppatolwapiov cog. Agv UTOpEl VoL OTOKAEIGTEL TO EVOEYOUEVO VO EMNPEACTEL N
KOVOTNTA 060G Vo, omokTNoeTe Tondi. ['io 0mo1ecdNToTe amopieg 1 TPOPANUATIGUODS GYETIKG [LE QVTO,
angvBouvbeite otov yroTpd oag.

To STAYVEER ngpiéyer vatpro
To @apuako ovtd mepiéyel Arydtepo amd 1 mmol vatpiov (23 mg) avd diokio, gival avtd mwov
ovoudlovpe «ehevbepo vatpiovn.

3. Iag va napete o STAYVEER

H 0epoaneio ue STAYVEER zpénet va apyiletl kot vo mopoakolovdeital Hovo amod ylotpd mov £xel
eumepia otn Oepomeio g [IAY 1 ot cvetpotiky okAfnpvvon. [ldvtote va naipvete 10 PappoKo
aVTO AVGTNPE COUPOVO, LLE TIC 001YieS TOV YloTpoy cag. Edv €xete appiPolries, potiote Tov yotpd 1
TOV QOPLOKOTOLO GOG.

To STAYVEER pe tpoon kon wotd
Mmnopeite va mépete o STAY VEER pe 1 yopig tpoen.

YovieTtOpEvn 0001

Evijlikeg

H Bepameio otovg eviiikeg cuvnbmg Eekvael pe 62,5 mg dVo Popég v Nuépa (mpoi kot fpadv) yo
TIG TpdTES 4 €fdopnades Kot TN cuvE el o YloTpdg 6o cuviBmg Ba cag cuoTnoet va Ttaipvete éva
dwokio Tov 125 mg 600 popég v nuépa, aviloya pe v avtidpaor cog oto STAYVEER.

Moo ko £pnpor

H oVotaon yio ) 660m o€ modid mpoopiletan povo yia v IAY. 1o moudid nAciog 1 £tovg kot
avo, n Oepancio pe STAYVEER &exwvael cuvibog pe 2 mg ava kg fdpovg cdpotog 0o popéc
nuepnoing (mpwi kKot Bpadv). O yratpdg cog Ba oag cvpfoviéyel oyeTikd pe T docoloyia oag.

Edv &yete v eviommon 611 1 enidpacn tov STAY VEER eivon gite vrepPoiikd woyvpn eite
VIEPPOAKA AdOVALLT, EVILEPDOTE TOV YIUTPO 0OG TPOKEUEVOD Vo LABETE €0y TpémeL va, TpomonoOel
n 660

Hog va wapete To STAYVEER
Ta dwokia mpémet va Aapfdvovtar (mpmi kot Bpadv), katamivovtds ta e vepd. Ta diokio pmopovv va

Aapfavovton pe 1 xopig Tpoon.

Edv wapete peyorvtepn 606on STAYVEER 06 Tqv Kavoviki)
Edv mapete meplocotepa diokio amd 000 GOC £XOVV TEL VO, TUIPVETE, EXIKOLVOVIGTE OUECHG LUE TOV
Yotpd GOC.

Eav Eeydoete va wapete 1o STAYVEER

Edv Egydoete va mapete o STAY VEER, ndpte pa d6om poiig to Boundeite ko petd cuveyiote va
maipveTe o dlokio cag oTig Tpokafopiopévec mpeg. Mnv mapete dSmAR 061 Y10 VoL OVOTANPOGCETE TO
dwokia wov Eeydoarte.



Edv otapoatiosere va naipvete to STAYVEER

H amotoun dwakonn g Oepaneiog pe STAYVEER evdéyeton va mpokadécel emdeivmon Tov
CLUTTOUATOV cag. Mnv otapatiogte T Ay tov STAY VEER, extdc €dv 60¢ T0 GUGTAGEL O Y10TpOG
c0c. O y1oTpog 00¢ EVOEYETAL VO, GOG CLGTNOEL T Helmon e d0oNG el LepIKES NUEPES, TPV
OTOOTIOETE EVTEAMG TN Bepameio.

Edv éxete meplocdTEPEG EPOTNOELS GYETIKA LLE TN YPNOT] AVTOV TOV QUPHAKOV, POTHGTE TOV Y10TPO 1)
TOV QUPLOKOTOLO GOG.
4. IIBavég avemBOUNTES EVEPYELES

Onwg 6ha To pAppaKa, £TGL KOL AVTO TO GAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, AV
Kot 6gv Tapovctdlovtal 6€ OAOLG TOVG AvOPMOTOVC.

O1 mo coPapég avemBOunteg evépyeteg pe 1o STAYVEER givon

. Mn guctloloyiki nratikn Agrtovpyia mov pnopet vo ennpedoet tepiocotepa and 1 ota 10
dropa
o Avapio (yopunAég Tipég epubpdv arpoceaipiov) mov purnopet va exnpedoovy éog 1 ota 10

dropa. H avopio propel va yperdletor mepiotaciokd HeTdyyion aipotog.

To Nmap kot o1 apatoroyikég TapdueTpoi cog Bo TtapakoiovBovvtal Katd T didpkela TG Bepaneiog
pe to STAYVEER (BA. mapdypago 2). Eivar onuavtikd va kévete autég Tig eEETAGELS COLPMVO LE TIC
001yieg TOL YlOTPOv GG,

ZOUTTOUOTO OTL TO NTOP GO UTOPEL VO U AEITOLPYEL COGTA Elvat:

vavtia (téon Yo EPeTo)

€ueTog

mopetog (VYNAY Beppokpacio)

TOVOG GTO GTOUAYL Gag (KOAMA)

tktepog (KiTpiviopa Tov 6EpRATOS GOG 1) TOL AEVKOV UEPOVS TOV LATIDV GOLG)
GKOVPOYPOLLOL OVPOL

KVNGUOG GTO OEPLL GOG

MBapyog 1 KOTwon (acvvifiotn Kovpaon 1 eEdvtinon)

YPII®ONG cuvdpoun| (TOVog 6Tig apBpDGELS KoL TOVS VG LLE TUPETO)

Edv mapatnpioete omolodmote amd auTtd To GUUTTM T EVI|HEPACTE TOV YIHTPO G APUECMG,
AAAeg avemBounteg evépyeleg
oAb ovyvég (umopel va emnmpedoovy Teprocétepa amd £va ota 10 dtopa):

. Iovoxépaiog
. Oidnua (TpHERo TV KAT® AKPOV KoL TOV 0oTPAyGA®V 1 dAL0 onueia KOTOKPATNONG VYPDOV)

Yoyvég (umopel va emnpedoovy émg kan £va, ota 10 dtopo):

Ewova €€ayng 1 epuBpdtnTo 670 dépUA

AvTidpacelg vrepevaicinciog (6mwg eAeyovn dEpUaToc, eoyovpa Kot eEGVON L)
TIaotpootsopayikn Todvopounomn (TaAtvdpouncn o&éwv)

Awgppoto

Yvykonn (Mmobopia)

AicOnuo molpdv (Ypyopol 1 akavovioTol Kapdlakoi Toduot)

XounAn mwieon aipatog

Pk coppdpnon



Oy ovyvég (umopet va emnpedoovv mg kot éva 6ta, 100 dtopa):

. ®Opoppokvtraponevia (YaunAog aptBpog alomeTaAMwmy)

. Ovdeteponevia/ievkomevia, (yaunAdg aptdudc AVK®OV oHocPapiny)

. AvEnuéveg TYES NIATIKNAG Agttovpyiog pe Nratitido (PAEYLOVY TOV HTATOG),
ooumEPIAAUPOVOUEVIC EVOEXOUEVNG EMOEIVOONC VITOKEIEVNC NTTaTiTIdNG, KOUT 1kTepOg (Kitpvn
ATOYPMCN TOL SEPLOTOC 1) TOV AEVKOV HEPOVS TV UATIDV)

Yrawieg (umopel va emnpedoovy émg kot éva ota 1 000 dropa):

o Avaevro&ia (yevikn aAilepyn avtidpaon), ayyeooidnua (oidnua, cuvnbéostepa YOpw amd Ta
udtia, ta yeidn, T yAdcooo 1 To Aapuyya)

o Kippwon (oviég) tov Nmatog, mratikn avemdpkelo (cofapn dtotapayn T Artovpyioag Tov
NTaTog)

H Oaunn 6paon €xel emiong avaeepbel g un yvootig cvyvomrag (1 ovyvotnta dev Umopel va
extiunOei pe Pdon ta dSwwbéoipa dedopéva).

Avem@opnrteg evépyeieg 6€ TadLd Ko @rjfoug
O avemBountec evépyeteg Tov £xovv avoeephei oe mardid mov maipvovv STAY VEER eivar ot idieg pe
€KEIVEG TTOV EULPAVIOTNKAY GE EVIIMKEG.

Ava@opd avemOOunTmVv gvepyetdv

Edv mapotnpricete Kamowo avemBOpUnTN eVEPYELX, EVIUEPDTTE TOV YITPO 1) TOV POPLAKOTOLO GOG.
A0 1oyvet Kot Yo kdBe mbavr avemBountn evépyela mov dev avaEPETaLl 6To TaPdHV EOALO 0ONYIDV
ypnons. Mmopeite emiong va avagépete avemBOunTeg evépyeleg amevbeiog, pécw tov EBvikov
Opyaviopot @appdxmv, Mecoyeimv 284, GR-15562 Xolapyodg, ABnva, TnA: +30 21 32040337,
Iototomog: http://www.eof.gr, http://www kitrinikarta.gr. Mécw g ava@opdg avemBounTmv
EVEPYEIDMV UmOpeiTe Vo, fonBNcETE TN GLALOYN TEPLOTOTEPMV TANPOPOPLDV CYETIKA LLE TNV ACPAAELL
TOV TTOPOVTOC POPUAKOV.

5. IIog va pvrdocete To STAYVEER

To @appako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TO TOdLA.
Na pn ypnoiponoteite avtd 10 PAPUOKO UETE TV NUEPOUNVID ANENG TOV AVOPEPETOL GTO KOVTL Ko
o7o blister petd ) “AHEH”.

O1 Aevkég PLaAeg ToAvaBvAeviov LYNANG TVKVOTNTOC TPETEL VA, YPNGLULOTOI00VTOL £vTOG 30 NuepdV

LETA TO TPDOTO AVOLYLLOL.

I"oa 11§ cvokevacieg kuyéng (blister) and PVC/PE/PVDC/aAovpivio:
Mn gpuAdooete og Oeppokpacio peyarvtepn tov 25°C.

[Na 16 Agvkég erakeg moAvarfuieviov VYNANG TLKVOTNTOC:
To @appokevTikd ovtd TPOidV dev amattel WaitePEC GLVONKEG PUAAENC.

Mnv metdite @ApULAKA GTO VEPD TNG ATOYETELONG 1| GTA OIKLOK(A aroppippata. Potote tov
QOPUOKOTOLO GOG Y0 TO TAG VO TETAEETE TO, PAPUOKO TTOV OEV XPNOLULOTOLELTE T AvTd T péTpa Oa
BonBncovv oty Tpoctacia tov TepPaAiovtog.

6. Iepreyopeva TS 6LOKEVAGIOG KO AOUTTEG TANPOPOPiEg

T epréyer to STAYVEER


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

- STAYVEER 62,5 mg emkoivoppévo, pe Aentdé vpuévio owokio: H dpactikn ovsia givor to
bosentan wg povoddpikd. Kdabe diokio mepiéyet 62,5 mg bosentan (wg Lovobopiko).

- STAYVEER 125 mg emxoioppéva pe Aemto vpévio owokia: H dpactikn ovsia eivor 1o
bosentan mg povoidpucd. Kabe diokio mepiéyet 125 mg bosentan (g povoidpuko).

- Ta dAho 6VOTATIKAE TOV TEPIEYOVTOL GTOV TLPNVA TOV dLoKioL gival Apvio apafocitov,
npolelaTivomomuévo apviro, dpvio kappoluvpedviimpévo vatpiotvyo (Tumov A), Tofiddovn,
O PexeviKog £0TEPAG TNG YALVKEPOANG Kol Loyviolo oteatikd. H emkaivoyn vpeviov tepiéyet
vpopeAAOln, Tp1o&ikn YALKEPOAN, TaAKT, Titaviov d1o&eidio (E171), odnpov o&eidio kitpivo
(E172), cwdnpov o&eidio epubpd (E172) kar abvrorvttapivn.

Epg@évion too STAYVEER kot wepieyopeva TG 6V6KELAGI0G
STAYVEER 62,5 mg gmkoAvupuéva pue Aemtd vuévio diokio:

STAYVEER 62,5 mg emkaivppéva pe Aentod vpuévio diokio eival oTpoyyvAa, ETKOAVUUEVO LE AETTTO
VUEVIO O10KI0, YPOUOTOC TOPTOKAAI-AELKOV, LE YapoyUEvn TV €vOelln “62,5” ot pia mhevpd.

Kvoyéres PVC/PE/PVDC/alovpviov mov mepiéyovv 14 emkaioppéva pe Aentod vpévio ookia.
Kovtid mov mepiéyovv 56 1 112 emkaivppéva pe Aemtd vuévio dokio (STAYVEER 62,5 mg
EMKOAVUUEVO [Le AETTTO VULEVIO dloKia).

AgVKEG Praieg Torvarfvieviov VYNNG TUKVOTITOG 1E TUPLTIKY] TEA @G ENPavTiky] 0vGia, TOov
TEPEYOVV 56 emKaALUUEVOL pe AETTO VUEVIO dlokio. Kovtid tev 56 emkodlvppévav pe Aentd vuévio
dwokiov (STAYVEER 62,5 mg emkaloppéva, pe Aemtd vpévio diokia).

Mnv xotanivete v ENpovTiki| ovcia.

STAYVEER 125 mg emkoivpuéva pe Aentd vuévio diokia:
STAYVEER 125 mg emkaAvppéva e AETTO DUEVIO S1OoKIO VoL WOEWN, EXMKOAVUUEVD UE AETTO
VUEVIO dloKiA, XPDOHUOTOC TOPTOKAAI-AELKOV, HE yopayuévn Ty voelln “125” ot pia TAevpd.

Kvoyéres PVC/PE/PVDC/alovpviov mov mepiéyovv 14 emkaioppéva pe Aentod vpévio orokia.
Kovtid mov mepiéyovv 56 1 112 emkodvppéva pe Aentd vuévio dokio (STAYVEER 125 mg
EMKOAVUUEVO PLe AETTTO LULEVIO OloKia).

AgVKEG Praieg Torvarfvieviov VYNNG TUKVOTITOG 1E TVPLTIKY] TEA @G ENPavTik] 0vGia, Tov
TEPEYOVV 56 emKaAvUUEVL pe AeTTO VUEVIO dlokio. Kovtid tev 56 emkolvppévav pe Aentd vuévio
dwokiov (STAYVEER 125 mg emikolvupévo pe Aemtd vuévio diokia).

Mnv xotanivete v ENPovTiKY| ovcia.

Mmropei vo, unv KuKAOQOPOUV OAEC 0L GLOKEVAGIES.

Kdéroyog Aderog Kvkhogopiag:
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Békyo

Hopaockevactiic:

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

I"a omoladmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPUOKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amgvbuvbeite otov TomiKd avtimpoéosmmo tov Katdyov tng Adetag Kvkiopopiag.



EArada
Janssen-Cilag ®oppoakevtiky Movorpoécwnn A.E.B.E.

TnA: +30 210 80 90 000
To wapdév UAA0 00N YLOV Yp1ioNS avaOe®pOnKe Y10 TEAEVTOIO POpd Tov OKTOBpLo 2024.

Aentopepeic mAnpoopieg yio 1o pappoko avtd eival d1abéoipeg oto dikTLaKO TOTO ToL Evpmraikon
Opyaviopod @oppdkwv: https:// www.ema.europa.eu.



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