@vAro ooV piong: IIAnpogopics yra Tov yxprjot

Tracleer 62,5 mg smkolvppéva pe Aextd vUEVIO d1oKia
Tracleer 125 mg emkoloppéva pe Aewtd vuévio o1oKia
bosentan

AWPacTe TPOGEKTIKA OAOKAN PO TO PVAIAO 0ONYIAOV YP1|ONG TPV UPYICETE VU TAIPVETE AVTO TO

PaproKo, O10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 CUG.

- dordEte avTo To EOALO 0N YDV Yprone. Towg ypelactei va to dofdcete Eavda.

- Edv éxete mepartépo amopieg, p@INGTE TOV Y1OTPO GOG 1) TOV POPLOKOTOLO GOG.

- H ocvvtayn yio avtd 1o eappoko xopnynnke amokAeloTIKA Yio 60G. Agv TPETEL VO ODCETE TO
@AapuraKo o€ AoV, Mmopel va Tovg TPOKAAEGEL BAAPT], AKOUO KOL OTOV TO GUUTTOUOTO TNG
aoBéveldc Toug etvat 1d1a e ToL KA oag.

- Edv mopatnpnoete kamoto avemBOun evEpYEL, EVILEPDOTE TOV YIOTPO 1) TOV POPLOKOTOLO
c0G. Avtd 1oyvel kat yo KaOe mhoavn avemBOuNT evEPYELD TTOV JEV OVOPEPETOL GTO TAPOV
@OAAO 0OMYLDV YPHONC.

T epréyeL 1o Tapov GUAA0 00N YLOV

T eivon to Tracleer kou wota givar 1 xpnom Tov

T mpéner va yvopilete npv mapete 1o Tracleer

[og va népete to Tracleer

[Mbavéc avemBounteg evépyeteg

[log va puidocoete to Tracleer

[epreydueva g cuoKeLOGING Kot AOUTES TANPOPOPIES

A

1. T eivar To Tracleer kon o givan 1) p1jon TOL

Ta dwokia Tracleer mepiéyovv bosentan, To 0010 ATOKAEIEL IO PLGIKT OPUOVT], TNV EVOOOMATVT-1
(ET-1), n omoia mpoxodel otévmon tov apopopwv ayysiov. Emopévac, to Tracleer mporoiel
Sl0GTOAN TOV OLHOPOPOV ayYEIDV KOl AVIKEL GTNV KaTnyopio TV eapudkmv mov ovopudiovrol
‘OVTOYOVIOTEG TOV VTTOO0YEMV EVOOOMATVIG’.

To Tracleer ypnowonoteiton yuo ) Oepamneios:

o Tng mvevpovikiig aptnprakig vaépraong (IIAY): HITAY eivar puo mabnomn coPapng
GTEVOOTC TOV QUOPOP®V AYYEI®V GTOVG TVEDUOVEC TTOV €£XEL MG OMOTEAEGLO. TV VYNAN TTiEoT
TOV QULOITOG OTO ALLOPOPO. AyYEi (OTIG TVEVUOVIKEG OPTPIEC) TOL OTTOL0L LETAPEPOVY QL0 OLTTO
NV Kapdld GTOVS TVEVIOVES. AVTN 1) TEGN UELOVEL TNV TOGOTNTA 0EVYOVOL OV PmOopel va
€10éA0¢e1 670 aipa pEGa 0TOVG TVEDUOVES, KOOIGTOVTOS SUGKOAOTEPT T1 PLGIKY] OPAGTNPLOTNTA.
To Tracleer 5106TEALEL TIG TVELLOVIKEG aPTIPiEG, S1EVKOADVOVTOC TNV KapdLd Vo avTAel aipa
Spécov aTdV. AVTO PELDVEL TV TEST TOL OiLATOG KOl avaKoVPILEL TO CLUTTAONOTA.

To Tracleer ypnowonoteitar yio ) Oepaneia acOevav pe [TAY koatnyopiog I yio ™ Perticoon tng
avOYNG oTNV KOTT®oT (TG IKavotntag d1e&aymyng LGIKNG OpacTNPIOTNTG) Kl TOV CLUTTONATOV. H
“katnyopia” avtavakid T coPapotnta g vocou: 1 “katnyopia III” mteprhappdaverl aloonueinto
TEPLOPIOUO TNG PLGIKNG dpacTnNPLOTNTOC. Mepikéc PEATIDOELS £XOVV EMioNG EUPAVIcTE] 68 acbeveic pe
ITAY xoatmyopiog II. H “xatnyopia II” teptlopfavel o meplopiopd g euoikng dpactnprotntoc. H
ITAY ywo v omoia evdeikvoutan to Tracleer pmwopei va eivat:

o TpoTomadng (yopic kapio Kabopiopévn attia 1 KAnpovopky),

o OPEILOLEVT GE OKANPOOEPLN (YVMOGTH KOl OG GLUGTNLOTIKY GKATipLVOT), tid acBévela otnv
omoia VTapyel TOOOAOYIKN OVATTLEN TOL GUVOETIKOD 16TOV OV oTNPIlEL TO dEPLLO KL TO
vIOLOITO OPYAVAL),

o OPEIAOLEVT G GLYYEVEIS (€K YEVETNG) KOPIOKEG OVOTTOUNDGELS (AVAUOAEG d1OO0VG) TOV
TPOKOAOVV TAHOAOYIKT| POT) TOV GULLOITOC SLOUEGOL TNG KAPOLAC KO TV TVELLOVOV.



o TV dKTVAMKOV EAKOV: (TANYOV 6T SAYTUAN TOV YEPIDV KoL TOV TOJNDV) GE EVIAIKEG
aoBeveic pe o véoso mov ovopdletor oxAnpodepua. To Tracleer peidvel Tov aplBpd tov véwmv
EUQAVILOIEVOV EAKOV OTO dUYTLAM TWV YEPLDY KOl TOV TOSLDV.

2. Tvpéner va yvopilete npwv mwapete to Tracleer

Mnyv napete 10 Tracleer

o o€ TEPInTOON arhepyiog 6To bosentan 1| 6€ 0m01001TOTE AAAO OO TO. GLGTOTIKG AVTOV TOL
QOPUAKOV (OVOPEPOVTOL GTNV TAPAYPAPO 6)

o 0€ TEPITTOGT OV £YETE NTOTIKG Tpofrfpata (cvpfovievteite Tov Y10Tpd GOQ)

o 0€ TEPITTMGT TOV £I6TE £YKLOG, 1] TOAVOV VO PEIVETE EYKVOG SLOTL JEV YPTCILOTOLELTE

a&omoteg pebddove avticVAANYNG. Alapdote TIC TANPOPOpPieg STV TAPAYPOPO
“AvticodMnrrikd” kon “Aida pdppoka Ko to Tracleer”

. o€ nepinToon wov Aapfavete Kokrhoomopivn A (£va QAPLLOKO TOL YpNoLLOTOLEITOL LETA OO
pia petapdoygvon M yuo tn Oepaneio tng yopioong)

Edv onotodfmote omd avtd 1oy0EL Yo GGG, EVIUEPDCTE TOV YIATPO GUGC.

IIposgidomou|oelg Ko TPOPLAGEELG
Eetdosig mov Oa mpaypatomou]osl o Yotpog ocag mpuv TN Ogpaneia

o e&étaon aipartog yuo va eEAEYEEL TNV NITOTIKY GO¢ AstTovpyia
. e&étaon aipartog yio EAeyY0 TG avoluiog (YOUNAN T opos@apivig)
. dokipocio KUNGEWMC 4V €l0TE YOVaIKa e AVOTAPUYOYIKT dSuVATOTITA

Opiopévot acBeveig mov Aapfdavovv Tracleer mapatnpndnke 6T TapoLGIOGAY UM GVCIOAOYIKES TIUES
oT1G €EETACELG EAEYYOV TNG NOTIKNG AEITOVPYING, KAOMG Kot avarpio (YOUNAY TIU oposealpivig).

Eeraoeig mov 0o mpaypatonouicsl o Y1aTplds 6ag KOTA T1) d1dpkela TG Oepaneiog
Katd m dibpkela g Bepanciog pe Tracleer, o yiatpdg oag Ba kavovicel T devépyela TOKTIKOV
e€etdoemv aipaTog yio Tov EAEYX0 UETAPOADMV GTNV NTOTIKY GO AELTOLPYIN Kol 6Ta ENITEdD TNG

apoceapivng.

Mo 6Aeg avtég T1g eéetdioeig mapokaieicbe va deite emiong v Kdpta YrevOopiong Acbevoic (ot
ovokevaoia tov dokiov Tracleer). Eivar onuovtikd va Tpoypotonoleite anTég Tig TaKTIKEG eEETAGELG
aipatog yuo 660 ddotnua taipvete Tracleer. Xog GUVIGTOVLE VO OTUEIDVETE TV NUEPOUNVIA TNG TTLO
TPOCPOTNG KoL TNG ETOUEVTG e&€TAOTNG (POTAGTE TOV YIOTPO GOG Yio TNV Nuepounvio ) otnv Kapta
YrevOouiong AcBevoig, npdyua mov Oa cog fondnoet va Bupdote TOTE TPENEL VO, KAVETE TNV ETOUEVN
oo eE€tao.

Eetaoeig aipatog yio Tov EAeyy0 TS NTATIKNG AE1TOVPYIaG
Avtéc Oa mpaypatomotovvtal kdBe uva ko’ OAn ™ drdpketa Bepaneiag pe Tracleer. Metd amd pua
avénon g 06ong Ba TpayuatTonoleital po TpocHetn eEétaon petd amd 2 efOopddEC.

Eetaoeig aipatog yia Tov EAeyy0 TG avalpiog
Avtéc Ba mpaypatomolovvtol kdbe uva Kotd toug 4 mpdtovg unveg Bepaneiog kot kabe 3 uMveg ot
ouveéyela, Kabmg ot acbeveic mov Aapfdvovv Tracleer umopel va mapovoidcovy avarpia.

Edv avtd ta amotedécpata gival pn QUGIOA0YIKA, O YITPOG COG UTOPEL VO OTOPAGICEL VO LELDGEL TN
d0om cog N va otapatnioet ) Oepaneia pe to Tracleer, kot vo KOvel mepaltépm eEETAGELC Y10, VaL
diepguvnoet v autio.

Howora ko £pnpor
To Tracleer dev cuviotdtal o€ TOSLOTPIKOVS 0GOEVELG LLe GLGTNOTIKY GKAT)pLVOT| Kot EEEAIGGOUEVN
v660 SakTVAMKOV eAk®V. Avatpéte emiong oty mapdypaeo 3. Ilog va mapete to Tracleer.



Alha @appoxa kot Tracleer

Evnuepaote tov y1otpd M 1OV QoploKonold cog v maipvete 1 £xeTe TPOGPOTO TAPEL AL PAPLLOKAL,
KOO Kol 00T T0V deV Gag Exouv yopnynbel pe cuvtayr. Eivat 1dwaitepa onpoavticd vo evuepmOoETe
ToV Yiutpd cog 6v moipvete:

. KuKAloomopivi A (éva pAPUOKO TOV YPTCLULOTOIEITOL LETA OO LETAUOCYEVOELG KOL Y10, TN
Oepaneia ¢ yopiaong), n oroia dev Tpémel va ypnotponoteitan Tovtdypove. pe to Tracleer.
. sirolimus 1] tacrolimus, To omoia €ivot EAPLOKA TOV XPTGLUOTOLOVVTOL PETE Od

UETAPOCYEVCELS, KAOMDC ovTd dgv cuvioTdtal vo ypnotporotovvtol pali pe to Tracleer.

o YAPeVKAQUION (éva QapoKo Yia TO Sfntm), prooumikivn (Eva @ApUaKo Y10, T eLUATIOON),
@AOoVKOVALOAN (£va GAPLOKO Y10l TNV OVTIUETOTIOT TOV HUKNTIOCIK®V AOUMEEWDY),
ketokovaloAn (éva pdppoko yio ™ Bepomeio Tov cuvdpopov Cushing) 1) vePipomivn (éva
@apuakxo yo. tov HIV), kabdg avtd to papproka dgv GuVIGTATOL VO, Xp1oiporotovvtol poali pe
to Tracleer.

o dAlo appaka yo T Oepameio tng Aoipméng HIV, n onola umopel va ypetdletor £101kn
mapaxoiovdnomn, edv ypnoyomotovvron poli pe Tracleer.

o OPHOVIKA OVTIGLAANTTIKG, KOODS avTd Oev givar AmOTEAEGLATIKA G 1) LoV néBodog
avTIcLAAN YT G 6tav Taipvete Tracleer. Méoa 61N cvokevaocia tov dickiov Tracleer Oa Ppeite
o Kapta vrevBouons acBevoig v omoia mpenet va dapdoste mpooektikd. O yoTpds Ko o
yovarkoAdyog oag Ba kabopicovv tn pnéBodo avTicVAANYNG ToL Elval KATAAANAN Yo GOC.

o Ao pappaka yo T Oepameio TG TVELHOVIKNG VIEPTACTG: CIAOEVOPIAN Kot TASOANPIAT,
. Bapoapivn (avtimnkTikdc Tapdyovtag),
. oy pactativn (ypnoomoteitat yia tn Oepameio TG VIEPYOANOTEPOLAUING).

001 ynon Ko XEPIGPOS POV RATOV

To Tracleer dev &xet Kapio 1 et apeintéa enidpact GTNV KAVOTITA 0dYNONG KoL YEPIGLOD
unyovnudtov. Qotoco, 1o Tracleer uropei va Tpokoiécel vtoTooT (UEIMOT TG APTNPLUKNG TEST),
M omoin Umopel va GOg KAVEL Vo VIMGETE (OAN, VO ETNPEACEL TNV OPOCT] GOG KOL VO, EXNPEAGEL TNV
KOVOTNTO 001 YNONG KOt XEPIGUOV punyovnudatov. Eropévog, edv vidoete (dAn 1 6t 1 Opaor| 6oG
elvan Bopnr| evd maipvete o Tracleer, unv odnyeite ko pun yepileote epyaieia 1 unyaviuaTo.

I'vvaikeg g avamapayoykn nhkio
MHN mnaipvete 1o Tracleer edv elote £ykvog 1 oxedidlete va peivete £ykvog.

Aoxpacies Kinong

To Tracleer pmopel va PAdwyet Ta ayévvnto popd, Tav omoimv 1 cOAANYT £yve TPV amd v Evapén 1
Kkatd ™ ddpketo tng Oepaneioc. Eqv eiote yuvaika mov umopel va peivel £ykvog, o yatpog oag 0o cag
{noel va, kavete €va TEGT KUNoEMC TPV apyioete va maipvete Tracleer, Kot avd TokTd S10GTAUOTO
gvoom maipvete Tracleer.

AVTIGVAMTTTIKG

Edv etvar mBavo va petvete £ykvog, ypnoyonomorte po a&démot péBodo avticOAANYNG 660
naipvete Tracleer. O yatpdc 1 0 yovatkohdyog 6oc 0o cog GLUPBOVAEVCEL GYETIKA LE TN XPNON
aomotov pefddmv avticAANyNS Katd tn didpkela ¢ Ayng tov Tracleer. Exewdon 1o Tracleer
UTOPEL VUL KATAGTNGEL TNV OPUOVIKT AVTIGOAANYTN (). TN XOPTNYOVUEVT 0td GTOUATOG, TNV EVEGLUN,
TNV EUELTEDGIUN N T SIUOEPUIKA ETOEUATA) OVOTOTELEGUATIKY, ALTN 1 LSOOG 0md udvn g dev
glvan a&1omotn. Emopévac, av ypnoyonoteite oppovikd avticVAANTTIKG O tpénet emiong va
YpMNoLoTotEite Kot o LEBodo PPoryHov (.. TPOPLANKTIKO Y10 YOVOIKES, S1APPAYLLO, OVTIGLAANTTIKO
ondyyo M O TPEMEL 0 GVVTIPOPOC GOG VA YPTCULOTOLEL TPOPLANKTIKO). MEGa. 6T GLGKELOGIN TV
dwokiwv Tracleer Oa Ppeite o Kaptoa YrevOopong Acbevoic. [pémel va T cupminpdoete Kot vo.
v mhpete pall cog Katd TV ENOUEVT EMICKEYT GO OTOV YTPO OUG DOTE O YIATPOG 1 O
YOVaKoAGYOG 6ag va gival og BEom va eXTIUNOEL €AV XPpeldleoTte EMTAEOV 1] EVOAAAKTIKEG 0ELOTIOTES
AVTIGVAANTITIKEG LEBOOOVGC. ZVVIGTATOL 1) OLEVEPYELN UNVIAIOY SOKIUAGLDY KUNCEMG, EVOCM TOIPVETE
Tracleer ko glote o€ avamapaymykn nAia.

Evnuepaote tov ylotpd cog apécmg edv peivete £ykvog v maipvete Tracleer, 1§ oyxedialete va
UeiveTe £YKLOG 0TO KOVTIVO UEALOV.



Onioopdg

To Tracleer mepvd 6T0 UNTPIKO YEAN. ZVVIGTATOL VO GTOLOATHOETE TO ONAOCUO EQV GOG
ocvvtayoypapnei to Tracleer, 016t1 dev eivar Yvawotd edv 1o Tracleer oto untpikd yaio pmopei va
PAdwel To popod coc. AmevBuvbeite oTov Yl0Tpd GO GYETIKA LE QVTO.

Tovipoétnro

Edv giote avrpog ko Aappdvete 1o Tracleer, eivon mBoavo avtd To PAPLOKO VO LEWDGEL TOV aplOuod
TV oneppotolmapinv cag. Agv umopel vo 0mOKAEIGTEL TO EVOEYOUEVO VO EXTPEACTEL 1] IKOVOTNTA GOC
va amoktnoete Toudi. o omolecdnmote amopieg | TPOPANUOTIGHODS GYETIKA UE avTO, amevbuvbeite
GTOV YlTpO GOG.

To Tracleer mepiLéyel vatpro
To @appoaxo ovtd mepiEyel Arydtepo and 1 mmol vatpiov (23 mg) avd diokio, givarl avtd mwov
ovopdlovpe «erebBepo vatpiovn.

3. o va tapete To Tracleer

H Oepoameio pue Tracleer npémel va apyilel kot vo mopakoiovdeital ovo amod ylopd mov £xEl EUTEPIa
ot Bepancia g [TAY 1 61 cvotnpatikn okAnpovor. I[ldvtote va naipvete 1o APHOKO AVTO
aVoTNPE SOUPOVA LE TIG 00N Yieg TOL Yatpo¥ cag. Edv éxete appiforieg, potiote Tov yiotpd 1 Tov
QOPUOKOTOLO GOC.

To Tracleer pe Tpo@1] koL TOTO
Mropeite va népete o Tracleer pe M yopic tpoemn.

YovieToOpevn 0001

Evijlkeg

H Bepaneia otovg evijiikes cuvnBmg Eexvdiet pe 62,5 mg dVo eopég Tnv npépa (Tpwi Kot Ppdov) yia
TIg TpdTES 4 £fdopnades Kot TN cuvE el o YloTpdg o cuviBmg Ba cag cuoTioEeL va Ttaipvete va
dtokio Tov 125 mg 600 popég v nuépa, aviroya e v avtidpaot cog oto Tracleer.

Moworé kon £pnpor

H ovotaon yia ) 6001 o€ modid tpoopiletar povo yio v [MAY. Eto modid nAciog 1 €Tovg ko
avm, 1 Oegpaneia pe Tracleer Eexivael cuvnBog pe 2 mg ava kg Bapovg capatog 500 Popég NUEPNTImS
(mpoi ko Bpédv). O yraTpds cog Ba cag cupPovAéyel GYeTIKE e TN 00GOAOYIN GO,

Inuewwtéov, to Tracleer dwatifeton emiong mg oxebooua SouonelpduevaV diokimv 32 mg, Tov Uropsei
va S1EVKOADVEL TN GMGTH YopNyNo” TS 6000mG Yo tandid Kot acbeveic pe Younio copatiko fapocmn
pe SUOKOAEG OTNV KOTATOGT TOV EMKAAVUUEVOVY Pe AETTO VUEVIO OLoKiwV.

Edv &yete v eviumwon 6t 1 enidpaon tov Tracleer givon gite vaepPoiikd woyvpn gite vepPorucd
0dVVOUT, EVILEPMDOTE TOV YIATPO GO TPOKEEVOL Vo LiBeTe €6 TPEMeL va, Tpomomotn0ei 1 66om.

o va wapete to Tracleer
Ta dwokia mpémet va Aapfdvovtar (mpmi Kot Bpadv), katarnivovtdg ta pe vepd. Ta diokia pmopodv va

Aappavovon e 1 yopig Tpo@.

Eév mapete peyorvtepn 66on Tracleer amwd Tnv Kavovik
Edv népete mepiocotepa diokio amd 000 GOC £XOVV TEL VO, TUIPVETE, EXIKOLVOVIOTE OUECHOG LUE TOV
Ytpd coc.

Eav Eeydoete vo wapete 1o Tracleer

Edv Egydoete va mapete to Tracleer, mapte pia 666m poiig to Bounbdeite kot petd cvveyiote va
maipveTe T d1oKio cag oTig Tpokabopiopévec dpeg. Mnv mipete SMAN 5061 Yol VO OVATANPDOGETE TO.
dtokia wov Egydoare.



Edav otopoatioere va naipvete to Tracleer

H amotoun dwokonn tng Oepamneiag pe Tracleer evdéyetar vo TpokaAécel emdeiveoT TV
CUUTTOUATOV oG Mnv otapatioste T Ay tov Tracleer, ektdg GV Gag TO GLGTNHGEL O YATPOG
c0c. O y1oTpOG 00¢ EVOEYETAL VO, GOG CLGTNOEL T Helmon e d0oNG el LepIKES NUEPES, TPV
OTOOTIOETE EVTEADG TN Bepameio.

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

Onwg 6ha To eAppaKa, £TGL KO AVTO TO GAPUOKO UTOPEL VO TPOKAAESEL AVETIOOUNTES EVEPYELES, AV
Kot 6gv Tapovctdlovtal 6€ OAOLG TOVG AvOPMOTOVC.

O1 mo coPapéc avemBounteg evépyeteg pe to Tracleer givan

. Mn @uctloloyiki nratiky Agitovpyio mTov pumopel vo ennpedost tepiocotepa amd 1 ota 10
dropa
o Avapio (yopunAég Tipég epubpdv arpoceaipiov) mov punopet va exnpedoovy éog 1 ota 10

dropa. H avopio propel va yperdletor mepiotaciokd Letdyylon aipotog

To Nmap kot o apatoAoyikég TapdueTpoi cog Bo TapakoiovBovviol Katd T dibpkela TG Bepaneiog
ue to Tracleer (PA. mapdypaeo 2). Eival onuovtikd va, kévete autég Tig eEETAGEIS COLPOVA LIE TIC
001Myieg TOL YlOTPOV GOG.

ZOUTTOUOTO OTL TO NTOP GOG UTOPEL VO Un AEITOLPYEL CMGTA Elvat:

vavtia (téon Yo EPeTo)

€ueTog

TopeTog (LYNAY Beppokpacio)

TOVOG GTO GTOUAYL Gag (KOAMA)

tktepog (KiTpiviopa Tov 6EPUATOS GOG 1) TOL AELKOV UEPOVS TOV LATIDV GOLG)
GKOVPOYPOLLOL OVPOL

KVNGUOG GTO 0PI GOG

MBapyog 1 KOTwon (acvvifiotn Kovpaon 1 eEdvtinon)

YPIR®ONG cuvdpoun| (TOVog 6TiG apBpDGELS KoL TOVS VG LLE TUPETO)

Edv mapatnpnioete omolodnmote amd auTd To GUUTTMOTO EVI|LEPDGTE TOV YIUTPO 60S ApicmS.
AAeg avemBOUNTEC EVEPYELEC:
oAb ovyvég (umopel va emmpedoovy Teprocétepa amd £va ota 10 dtopa):

. [Movoképaiog
. Oidnua (TpNEo TV KATO AKPOV Kol TOV 0oTPaydAoy 1 Ao onpeio KOTAKPATNONG VYPOV)

Yoyvég (umopel va emnpedoovy émg ko éva ota 10 dtopa):

Ewova €€ayng 1 epubpotnTo 610 0L

Avtidpacelg vrepevaicsineiog (6mwg eAeypovn d€ppatoc, eoyovpa Kot eEGvONU)
Taotpootcopayikn modvopounon (Taivopouncn o&éwmv)

Aldppota

Yvykom (Mmobopia)

AicOnuo TtoApmdv (Yypryopot 1 akavovieTol Kopdlokoi Taiuol)

XounAn mieomn aipotog

Pwuc ocopgopnon



Oy ovyvég (umopet va emnpedoovv mg kon éva ota, 100 dtopa):

. ®Opoppokvtraponevia (YaunAog aptBpog aomeToaMwVY)

. Ovdeteponevia/ievkomevia (yapunAdg aptdudc AVKOV oHocPapiny)

. AvEnuéveg TES NIaTIKNAG Agttovpyiog pe Nratitido (PAEYLOVY TOV HTATOG),
CLUTEPIAAUPAVOUEVIC EVOEXOUEVNG EMOEIVOONC VITOKEIEVNC NTaTiTIdNG, KON 1ikTEPOC (Kitptvn
ATOYPMGT TOL SEPOTOC ) TOV AELKOV HEPOVS TOV UATIDV)

Yrdwvieg (umopel va emnpedoovy émg kat éva ata 1 000 dropa):

o Avaevro&ia (yevikn odiepykn avtidopoon), ayyeooidonpa (oidnua, cuvnbéotepa YOopw and o
udtia, ta yeidn, T YA®coo 1 To Aapuyyo,)

o Kippwon (ovAég) tov fmatog, nmatiky ovemdpkeln (coPapn datapoyn Tng AETOLPYING TOV
NmaToC)

H Boaumn 6paon €xel emiong avapepbei og un yvootig ocvyvotnrag (n ovyvotnto dev pmopei vo
extiunOei pe Pdon ta dSrebéoipa dedopéva).

AvemOOunTeg evépysieg o€ TardLd kon €prjpfovg
O avemBountec evépyeieg mov £yovv avoeephei og mandid wov maipvouvv Tracleer givar ot 1d1eg e
EKEIVEG TTOV ELLPAVIOTNKAY GE EVIIAMKEG.

Ava@opd avemOOunTOV EVvEPYELDV

Edv mapotnpnoete Kamoto avemBOunTn evEPYELX, EVILEPMDGTE TOV YIOTPO 1) TOV QPOPLOKOTOLO GOG.
AvT10 1oyvet Ko Yo kéBe mbavn avemBountn evépyela mov dev avapEépPeETal 6To TapdV GUARO 0ONYIDV
xpnons. Mnopeite emiong va avagépete avemBOunTeg evépyeleg anevbeiog, pécw Tov EBvikov
Opyaviopod @apudrkmv, Mecoyeimv 284, GR-15562 Xolapyog, AOnva, TnA: + 30 21 32040337,
Iototomog: http://www.eof.gr, http://www kitrinikarta.gr. Mécw g avapopdg avemBounTmv
EVEPYELMV UTOpPEiTE Vo fon01GETE 0TI GLAAOYN TEPIGGOTEP®V TANPOPOPIDV GYETIKA LUE TIV UCPOAELL
TOV TTOPOVTOC POPUAKOV.

5. IIog va pvrdoocete To Tracleer

To @appoako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TO TOdLA.
No pn ¥pnoLUoToLEiTE AVTO TO PAPOKO LETE TNV NEpOUNVIa AMENG TTOL AVOPEPETOL GTO KOVTL Kol
o7o blister petd ) “AHEH”.

O1 Levkég praieg ToAvatBuleviov LYNANG TVKVOTNTOG TPETEL VA, YPNGILOTOI00VTOL EvTOg 30 nuepdv

HETA TO TPDOTO AVOLYLLOL.

['a 116 ovokevaoies koyéAng (blister) and PVC/PE/PVDC/alovpivio:
Mn puAdooete og Beppokpacio peyardtepn tov 25°C.

[No 16 Agvkéc prakeg moAvarfuieviov VYNANG TLKVOTNTOC:
To pappokevTikd avtd Tpoidv dev amortel Wraitepeg cuvOTKeS POAAENC.

Mnv metdite @APUAKO GTO VEPD TNG AMOYETELONG 1| GTA OIKLOK(A amoppippota. Potiote tov
(OPLOKOTOLO GOG YOl TO MG VO TETAEETE TO, PAPLAKO TTOL OEV YPNOIUOTOlEiTE Tl Avtd T pétpa Oa
BonBnocovv oty Tpoctacia tov TepPaiiovtog.

6. Iepreydpeva TS GLOKEVAGIAG KO AOUTEG TANPOPOPiES

T nepréyer To Tracleer

- Tracleer 62,5 mg smkoilvppéva pe Aentd vpévio dwokia: H dpactikn ovcio gival To bosentan
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¢ pnovovdpkod. Kabe diokio mepiéyel 62,5 mg bosentan (w¢ povodopiko).

- Tracleer 125 mg emkoivppéva pe Aemtd vpévio owokia: H dpaotikni ovsio eivar o bosentan
¢ povovdpukd. Kabe diokio mepiéyel 125 mg bosentan (wg pLovoidpikod).

- Ta GAho 6VETOTIKE TOV TEPLEYOVTOAL GTOV TUPVA TOL JICKIOL Elval AULAO apafocitov,
npolelativomompévo apvio, dpvio kappolopedviimpévo vatpiotvyo (Tumov A), ToBiddovn,
O1Beyevikdc eoTéPaG TNG YALKEPOANG Ko paryviolo oteatikd. H emkaioyn vpeviov mepiéyet
VIpopeAAOLN, TP1OEIKN YAVKEPOAT, TAAKT, Titaviov d10&eidio (E171), odnpov o&eidio kitpivo
(E172), cdnpov o&eidio gpubpd (E172) kar abvroxvttapivn.

Epedvion tov Tracleer ko mepieyopueva Thg 6VOKEVAGING
Tracleer 62,5 mg gmucolopuévo, pue Aentd vuévio diokia:

Tracleer 62,5 mg emucoloppéva pe AmTd LUEVIO dloKia lval GTPOYYLAM, ETIKAAVUUEVO LE AETTTO
VUEVIO J1oKiO, YPDHUOTOG TOPTOKAAI-AEVKOV, e Yopayuévn TV EvOelén “62,5” ot pia mAgvpd.

Kvyéieg PYC/PE/PVDC/aiovpviov mov mepiéyovv 14 emkaioppéva pe Aemtéd vuévio diokia.
Kovtid mov mepiéyovv 14, 56 1 112 emxaioppéva pe Aemtd vpévio dokia (Tracleer 62,5 mg
EMKOAVUUEVO Ple AETTTO LULEVIO dloKia).

AgVKEG Praieg Torvarfvieviov VYNANG TUKVOTITOG 1E TUPLTIKY] TEAN @G ENpavTiky] 0veia, Tov
TEPIEYOLV 56 eMKAAVUUEVD e AETTO VUEVIO dlokio. KovTid tev 56 enucoloppévav pe Aentd vpuévio
dwokiov (Tracleer 62,5 mg emikodvupévo pue Aemtd vUEVIO diokia).

Mnv xotamnivete v ENpovTik ovcia.

Tracleer 125 mg emkolvpuéva pe Aertd vuévio diokio:
Tracleer 125 mg emikoivupévo pe Aemtd vpEVIO d1okia Eival MOELDT, ETKUAVUUEVO UE AETTO DUEVIO
dloKia, YPMOUATOS TOPTOKOAI-AELKOD, UE YapayUEVN TV £voein “125” ot pia wievpd.

Kvyéieg PYVC/PE/PVDC/aiovpviov mov mepiéyovv 14 emkaioppéva pe Aemtéd vuévio diokia.
Kovtid mov mepiéyovv 56 | 112 emkovppéva pe Aemwto vuévio dokia (Tracleer 125 mg
EMKAAVUUEVA E AETTTO DUEVIO dloKia).

Agvkég QraAes TOAMAIOVAEVIOV VYNNG TVKVOTNTOS IE TUPLTIKY] YEAN ¢ ENPavTIKI] 0VGia, Tov
TEPEYOLV 56 eMKAAVUUEVD e AETTO VUEVIO dlokio. KovTid teov 56 enucoloppévav pe Aentd vuévio
dwokiov (Tracleer 125 mg emikolvpupéva pe Aewtd vuévio dokia).

Mnv katomivete TNV ENPOVTIKY 0LGia.

Mmropei va, unv KuKAOPOpPOLV OLEG 0L GLUOKEVAGIES.

Kdroyog Aderog Kvkhogopiag:
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

IMopaockevaotic:

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

I"a omoladnmote TANPOPOPIO. GYETIKA LE TO TOPOV PUPUUKEVTIKO TPOIOV, TUPUKOAEIGTE VA
amevbuvbeite otov Tomikd avtimpdésmmo 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 Yo TELEVTOIO POpd TOV OKTOBpLo 2024

Aemntopepeic mAnpoopieg yio 1o pappoko avtd eivar d1a8éoipeg oto dikTLaKO TOTO ToL Evpmraikol
Opyaviopov @apudxmv: https:/www.ema.europa.eu.
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