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@VYAro ooV ypiong: IIAnpoopics yia Tov ac0evi)

Revatio 20 mg emkoivppéva pg Aemtod vpévio diokia
sildenafil

A dote TPOGEKTIKG 0AOKANPO TO PVALO 0ONYLAV YP1)CNG TPOTOV UPYIGETE VO TALPVETE AVTO TO

QOaPLOKO, O10TL TEPLAGUPAVEL GCNUAVTIKES TANPOPOPIES Y10, GOG.

- DdordEte ovTd TO EUALO 0INYIDV YprionG. Towg ypelaotel va to dePfdcete Eavd.

- Edv éxete mepartépom amopieg, pOTNOTE TOV Y1OTPO 1) TOV PAPHOKOTOLO GOG.

- H cvvtayn yio autd 10 pdppoko xopnyndnke amokAelotikd yio oag. Agv TPEMEL VO ODGETE TO
QAapuroKo o€ AAAOVE. Mmopel va Tovg Tpokaréoetl PAAPN, akopa Kot OTav To, onueia TG acbéveldg
TOVG etvar 1010 e Ta d1kd GoG.

- Edv mapatmpnoete kKamowo avemBOunTn evEpyela, EVIUEPDOTE TOV YLOTPO 1) TOV POPLOKOTOLO GO,
Av10 1oy0et kKot Yo kiBe mhovr avemBOUNTN EVEPYELX TOV OV AVAPEPETUL GTO TAPOV PUAAO
odnywv ypnrone. Biéne mapdypopo 4.

T tepréyer To mapdév gvAro 0oNYLOV

T eivon To Revatio kot oo eivan ) ypfon Tov

T npénel va yvopilete Tpiv Tapete 1o Revatio

[og va mdpete to Revatio

[MBavég avemBounteg evépyeteg

[og va puidooete 1o Revatio

[epreydpeva g cvokevaciog Kot AOITES TAPOPOPIES

oL E

1. T eivan To Revatio ko mowa givan 1 yp1jon Tov

To Revatio wepiéyetl ) dpaotikn ovacia sildenafil wov avikel og o kKaTtnyopio eapudKmy, TOL
ovopdovtal avaoToleic TG poopodiestepdong tomov 5 (PDES).

To Revatio peidvet tnv optnplokn mieon 6Toug TvebHoveS KaBmg S1EVPVVEL TA ALLOEOPA ayYEid TV
TVELUOVDV.

To Revatio ypnoyomoteitol yio TNV QVIILETOMICT TG VYNANG 0pTNPLOKiG THEGNS GTA ALOPOpa aryyeio
TOV TVELHOVOV (TTVELLOVIKY] 0PTNPLOKN VIEPTAGT)) G€ EVIAKES Kol Toididl ko eprifovg amd 1 émg 17
ETOV.

2. T wpémer va yvopilete npwv wapete 1o Revatio
Mnyv népete 10 Revatio

- og mepintwon aAlepyiog oto sildenafil 1§ o omo106MTOTE GALO OO TOL GLGTATIKA AVTOL TOV
Qapurdxov (avaeEPovVIaL oTnV mapdypapo 6).

- oV ToipveTE QAPLOKO TTOV TEPIEXOLV VITPIKA 1 0TEC 0£E1010V TOL A{MTOV OTWS TO VITPLKO OUVALO.
Ta eapuaxo avtd divovtal Guyva Yo aveKoveloT Tov dAyous oto otnbog (1 otBayyng). To
Revatio pmopei va avéncet onuavtikd tn dpdon tov eappakov avtdv. Evuepmdote tov yiatpd
G0G OV TOIPVETE KATO0 0o aVTA To QappoKa. Av dev elote BEPatol pmTNoTE TOV Y10TPO 1) TOV
(QOPLLOKOTOLO GOC.

- av maipvete ploctyovdtn. Avtd to eApUaKo glval yio Tn Bepomeia TG TVEVUOVIKNG OPTNPLOKNG
véPTOomNg (ONA., LYNAN apTNPLOKN TEST GTOVG TVEDUOVES) Kat Xpoviag OpopfoenPoiikng



TVELLLOVIKNG LITEPTOONG (ONA., VYNAN apTNpLlaKn Tieon 6Toug TveboveS, AoYw Bpopfmcemy). Ot
avactoreig PDES, 60nmg to Revatio, £xel amodeiytel 0Tl avéAvouy TV DTOTUGIKY ETIOPACT CLTOV
oV Papudkov. Eav Aapupdavete ploctyovdtn 1 0ev €ioTe GiyovPOC EVILUEPDGTE TOV YIATPO GO,

- av €YETE TPOGPOTO VITOCTEL EYKEPAAIKS EMEIGOI0 1 Kapdlakn TPocPoin, 1} av £xeTe coPapod
TPOPANUOL LE TO GUKDTL GG 1 AV EXETE TOAD YOUNAT apTnplokn tieon (< 90/50 mmHg).

- ov moipvete Kamowo edpuoxo yio ) Oepomeio poknridosmv 6mwg ketokovaloin N ttpakovaldin M
@appaka wov mepiEyovv prrovafipn (yio Aoipwén HIV).

- ov eiyote ToTé andAglo, TG dpaong e€artiog evOg TPOPANUOTOS POTIG TOV GULLITOC TTPOG TO OTTIKO
VEVPO GTO UATL TOL OVOUALETOL U opTNPITIOKT TPAGOia 1oyatpky] ontikn vevporddeia (NAION).

IIposgidomou)oels Ko TPOPLAGEELS
AmevBuvieite otov yaTpd cag Tpotov ndpete To Revatio edv:

- M acBévela cog opeiretal o€ amOPPUEn 1 6TEVOGT AEPOG GTOVE TVEVOVEG KOl )L 68 OmOQpaén M
GTEVOOT aptnpiog.

- &yete coPapd mpoPAnpa pe TNV kKapdid Goc.

- €&yete TPOPANUO OTIC KOWMES TNG KaPOLAC GOGC, OL OTOIEC Elval 01 KOTAOTNTEG TOL VTAOLV Olipa

- €yete VYNAN TieoN AUIOTOC OTO ALLOPOPO. AYYEID GTOVG TVEDLLOVEC,.

- €YETE YOUNAN OPTNPLOKN TLEST) GTNV AVATOVOT).

- yGvete ueYAAN TOGOTNTO COUATIKMDY VYPOV (APLOATWOOT)) TOL UTOPEL VO TUPOVGIUCTEL OTAV
1W0pdveTE TOAD 1 OEV TVETE APKETA VYPA. AVTO Umopel vo, GuUPEL Qv €10TE APPOOTOC UE TLPETO,
éueto, 1 d1dppota.

- €YeTE Lo OTAVIN, KANPOVOIKT TTaONnon TV patiov (uelayypwotiki ouprpinotposidonalela).

- €yete o dlaTapoy TV EpLOPOV aLOCEIPI®Y TOV aiUaTOg (OPETOVOKVTTAPIKY OVOLLIOL),
KOPKIVO T®V KUTTAP®Y TOV 0ipatog (Aevyoipia), KapKivo Tov Lol TV 06TMV (TTOAAATAO
puélmpa) 1 edv £xete onowdnmoTe achévela 1 Sucpoppio 610 TEOG GOg.

- oV TPEYOLGO TTEPL0SO £XETE EAKOG TOV GTOWAYOV 1 KAmolo dtoTapayn TS TENS TOL aipaTog
(6mwg M apoppo@Iiia) 1 TPOPAALOTO PIVIKNG CLLOPPAYING.

- TOipVETE GAPLOKO Y10 TN CTUTIKY] SLUCAELTOVPYIAL.

Kotd ™ Bepomeio tng avdpikng oTuTikng Susiertovpyiag, avapépnkay ot akdiovdeg avemBOunTeg
eVEPYELEG OTNV OPUOT), LLE TN XPTOT AVOCTOAEWMV TNG PMOGPOIIEGTEPAGTC TOTOL 5, GUUTEPIAAUPOVOLEVOL
kot tov sildenafil, pe pn yvoot cuyvotnta: pepikn, EAOVIKY], TPOG®PIV 1 LOVIUN pelmon 1 andAE TNG
OpOoTG GTO £€va M KOl 6T0L dVO UATIA.

Av cag ovpPet Eapvikn peimon 1 andAeia g dpaons, oTopaToTe va maipvete Revatio kot
EMKOLVOVI|OTE APECMS UE TOV YITPO 6ag (BA. emiong mapdypago 4).

"Exet avapepbel mopatetapévn kot opiopéves opég oduvnpn otdoT o vopeg Letd and ANy tov
sildenafil. Eqv éyete otbom, n omoia dtapkel cuveydueva yio teplocdtepo and 4 OPeC, CTORATIOTE VA
noipvete Revatio kKol ETMKOWVOVI6TE ApEcMS PE TOV Y10TPO 6ag (BA. emiong Topdypago 4).

E1d1xéc mpocidomooeic yio. aobeveis ue veppirka § nrotika mpofAnuoco.
Oa TPENEL VO, EVIUEPDGETE TOV YIATPO OOG EAV EYETE VEPPIKA 1] NTATIKA TPOPANLaTa, KOOmG THavov va
ypecBel mpocappoyn g doomg.

Hadwa
To Revatio dev mpémnet va, yopnyeital o€ Todid K4Tm tov 1 £Tovg.



Alha pappoxa ko Revatio
Evnuepdote tov y10tpd 1 10V 0OpULaKOTOl0 oo 6V maipvete, £XETE TAPEL TPOGPATO 1) LTOPEL VO, TAPETE
A0 PAPLLOKDL.

o  (DApHOKaA TIOU TIEPLEXOUV VITPLKA 1} §OTEG 0&eldiou ToU alwTou OTIWGE TO VITPLKO aLUALo. Ta
ddppaka avuta divovtal cuxva yla avakoldLon tng otnBayxng n «movou oto otnBog» (BA.
napaypado 2. TL IPEMEL Vo yVwpPLlETE TTpLV va ApeTe To Revatio)

e Evnuepwote tov yLatpo 1 tov dappoakornold oag edv A6n AapPdvete plootyoudtn.

o  Ogpameiec ylo TNV TVELHOVIKT VTEPTAGT (1.}, PocEVTAVN, TLOTTPOGTN)

o  Ddpuoka wov mepEyovv St. John’s Wort (QUTIKO QAPUAKEVLTIKO TPOIOV), PLPAUTIKIVY
(xpnowonoteiton otny Bepameia faxtnplokodv Aoudéemy), KapPapalenivn, eotvutoivn Kot
oawvoPapprrain (ypnoponmotodvtal, petald dAA®V, Yio TV Bepaneio TG emANyiog).

o  DdppoKo TOV aPAL®VOLY TO aipa (Yio Tapddetypo Papeapivi) av Kot dev oy MG AmOTEAEG LN
KAmolo avemountn evépyelo.

o  Ddppoko Tov TEPEXOLY EpuBpopvKivn, KAapiBpopvkivn, teABpopvkivn (avTiflotikd Tov
YPNOLLOTOLOVVTOL Yo TN Oepomeio opiouévav Pakmplakdv Aotunéemv), cakovvafipn (Yo
Aotpwén HIV) 1 vepalodovn (yia katdbinym), kabdc mbavov va ypelacdel mpocappoyn g 60omng
o0,

e Alpo-ovaoTtolels (m.y. do&aloaivn), yia ) Oepaneio TG VYNANG apTNPLOKNG TiEONC N
TPOPANUATOV TOL TPOGTATT, KAODEC 0 GUVOLUGUOS TV dVO PUPUAK®OY UTOPEL VO TPOKUAESEL
CUUTTMOUOTO TOV VO KATAANEOLV GTNV HElMoT] TG apTnplakng cag mieong (m.y. CaAn, kopnPapio).

o  DdppoKa TOV TEPIEYOVY GOKOVUTITPIAN/PaicapTavn, To 0ol ¥pNGLOTOo0vVTaAL Y10, T Oeparmeio
NG KoPA0KNG AVETAPKELOC.

To Revatio pe Tpo@n ko1 Totd
Agv mpémet va mivete youo grapefruit evéd Ppiokeote vid Bepaneia e Revatio.

Kdnon kor Onraocpog

Av glote €ykvog, | Inidlete, vopilete 6T pmopel va giote £ykvog 1 oyedtdlete va OmOKTNOETE Todi,
{ntote 1 GLUPOVAN TOL YATPOL 1) TOL POPLAKOTOLOV oag TPy AdPete avTo To PAappako. To Revatio
dev mpémel va, Aapfavetal katd Tt S1dpKELD TNG EYKLUOGHVNG, EKTOC av gival amoADTmG amopaitnTo.
To Revatio dev mpémel va yopryeital og yuvaikeg mov PpioKoviol 6g avamapoy®ytkn nAtkio, eKTog 6
YPNOULOTOLOVV ATOTEAEGUOTIKE HETPA AVTIGOAANYC.

To Revatio amekkpivetar 6T0 unTpikd yAo cog 6€ TOAD Yo uNnAd enimeda kot 6gv Oo NTAV OVOUEVOUEVO
va fAdyet to popd cag.

Odonynon ko yEPIGROS PNYovVRATOV
To Revatio propei va mpokarésel (OAn Kol va exnpedoet Ty 0paot). Oa mpénet vo, yvopilete Tog
avTdpd 0 0pYOVIGHOG GO GTO PAPLLOKO, TPOTOV OONYNGETE 1 YEPLOTEITE UNYOVILLOLTO.

To Revatio mepréyel Aaxtoln
Av 0 yuTpdg 6ac, oG EVNUEPWGE OTL £XETE dSVCAVEEIN GE OPIGUEVO GAKYOPA, EMKOWVOVIGTE LE TOV
YTPO GOG TPV TAPETE OVTO TO PAPLOKEVLTIKO TPOTOV.

To Revatio epréyel varpio

To Revatio 20 mg diokia mepiéyel Aydtepo amd 1 mmol vatpiov (23 mg) avd diokio, ivar ovtd TOV
ovoudlovpe «erevBepo vatpiovy.

3. IIag vo wapete To Revatio



[Tévtote va maipvete T0 PAPLOKO ALTO AVGTNPE GOUPMOVE, LLE TIG 00N Yieg TOV Yiatpol cag. Edv éxete
applBolec, pMTAGTE TOV YITPO 1) TOV PUPLOKOTOLO GOG.

H ocvvietdpevn d6on yia evijdikeg givar 20 mg tpeig @opég tnv nuépa (Aapupdvetar avd ddotnuo 6 £o¢
8 wpav), pe 1 xopic paynto.

Xpnon o€ Tood ko @i fovg

Mo moudrd ko epnPovg nhkiag 1 g 17 etdv, n cuviotdpevn do6on eivan gite 10 mg tpeig popég v
nuépa yro Toudd ko prpfoug < 20 kg 1 20 mg tpeig popég v nuépa yra moudid Ko epnpovg > 20 Kg,
Kot Aappdvetar pe M xopig Tnv cvvodeio ayntov. YYniotepeg dOGEIC OEV TPEMEL VO, YPNCLUOTOLOVVTOL
o€ Todd. AvTo TO PAPLOKO Bo TPETEL VAL (PN OLUOTTOLEITOL LOVO GE TepinTman yopnynong 20 mg Tpeig
POpES NUEPN OIS AAAES PUPUAKOTEXVIKEG LOPPEG EVOEXETAL VO EIVAL TTLO KOTAAANAES Y0 YOPTYNOT OF
acBeveig < 20 kg ko dAAovg vedtepovs aobevels, o1 0moiotl dev PTopovV Vo KATATIOHV T0, S10KI0L.

Eav napere peyardtepn d6on Revatio amé v kavoviki

Agv PEMEL va TAPETE EPLOCOTEPO GAPHAKO AT’ OGO GAG CUVLOTA O YLATPOG GaG.

Av tApeTe MEPLOCOTEPO PAPAKO AT’ OG0 oG £XEL cuvTayoypadnBEel, EVNUEPWOTE TOV YLATPO GO
apéowe. Aappavovtag peyalutepn Soon Revatio amo tnv Kavovikr punopel va auénBet o kivduvog
EUPAVLONG YVWOTWV QVETILOUUNTWVY EVEPYELWV.

Eav Eeyaoete vo mapete To Revatio

Edv Eeydoete va mapete o Revatio, mdpte pa d6om apéomg poig to Bounbeite kot katdmy cuveyiote va
TOIPVETE TO PAPUAKO GOC TIG GLVAOELS dpec. My mdpete SmAn dOGT Y10, VO AVATAPDCETE TN dOGT| TOV
Eeydoare.

Av otopatiiceTe va waipvere Revatio

H &aopvikn drokomn g Bepaneiog pe to Revatio pmopei va, y€1poTepEHOEL T0 GLUTTOUOTO Gag. MnVv
otopatnoete va taipvete Revatio av dev oag 1o met o yorpog cag. O yiatpds oag Pmopel vao 6og meEL va
LEWDGETE TN dOOM Yo AMyec LEPEG TPV OTAATI|GETE EVTIEADG T Bepameia.

Edv éxete meplocdtepeg EpmTICELG GYETIKE LLE T YPNOT AVTOV TOVL PAPUAKOL, POTIOTE TOV Y1ATPS 1] TOV
(POPLOKOTOLd GOG.

4. MBavéc avemBOuNTES EVEPYELEG

Onwg 6Aa o pappoka, £Tot kot 1o Revatio pumopet vo mpokaAiéosl avembBOuNTec evEPYELES, av Kot dgv
TOPOLGLALOVTOL GE OAOVE TOVG aVOpPDTOVC.

Av Pidoete omoleadnmote amd TIC akOAoLOe avemBounTeg evépyeieg Oa TPEMEL VO GTANOTNGETE VA

naipvete Revatio Kot vo emKOVOVIOETE ApEcmG Ue Evay yuatpo (PA. emiong mapdypago 2):

- oV TOPOVGLACETE EQPVIKT LEIMON 1 ATOAELR TNG OpACTG (U1 YVOOTH CLYVOTNTA).

- OV TOPOVGLACETE GTVOT) GVVEYODLG O1ApKELNG peyoluTepns TV 4 wpav. [apatetapéveg kot
OPLOUEVESG POPEG 0OV PEG OTVGELG ExouV avapepBel ag dvdpeg petd tn Ay sildenafil (un yvoot)
oVYVOTNTA).

Eviniikec



Ot avemBOuNTEg eVEPYELEC TOL OVAPEPON KOV TTOAD GLYVE (LITOPEL VO, EMNPEAGOVV TEPIGGOTEPOVG Omd 1
otovg 10 avBpadmovg) NTav Kepararyia, E£0wr 6T0 TPOGMTO, SUGTEWIN, dLAPPOLN KOL TOVOG OTA YEPLOL 1|
ota TooL0.

O1 avemBOunTeg evépyeteg, mov avaeéptnkav cuyvd (uropel va emnpedoovv péypt 1 otovg 10
avBpoOTOoLG) TEPIAGAUPOVAY: VTOSEPKT AOTH®EY, YPITMOT CUUTTOUOTA, PAEYHOVI] GTOVG KOATOVG TNG
oG, pelmuévo aptiuds epubpdv apoceoipiov (avaiuia), katakpdtnon vypav, SueKola 6ToV V7IVO,
Gryyoc, nuikpavio, TpEUOVAO, aicOnua vnyuov, aicOnua kadcov, petopuévn aictnon aeng, opoppoyic 6To
omicOo pEPoc Tov 0PBuALOD, emdpdoelg otV Opact, Bdufog opdoemg Kot evatsncio 6To PMC,
EMOPACEIS GTNV OTTIKY AVTIANYT TOV XPOUATOV, Epediouévovg 0pBaALOVG, E0TIEG aloppaYinG GTOV
00 po/eEEPVOpOLS 0EOaALOVG, TAYYO, Bpoyyitida, pvikh atpoppayic, Katappon, frya, Boviwouévn
pOTN, GAEYHOVI TOL GTOUAY OV, YOOTPEVTIEPITION, 0icONUA KADGOV KATM ad TO GTEPVO, ULHOPPOTOES,
dtdTaomn g Kotiog, Enpootopio, andOAEW TPLYDV, EPLOPOTNTO TOV FEPUATOG, VOKTEPIVOUGS 1OPADTEC,
LDIKOVG TTOVOVG, 0GQLUAYiL Kot ovénuévn Beppokpacio Tov GMUATOC.

AvemBounteg evépyeteg mov Exovv avapepBel Arydtepo cuyva (Lmopel va ennpedcovy péypt 1 otovg 100
avBpdnovg) cvpmepteddpfavay: petwpévn oEHTA TG OpaoTS, StmAwTio, [N PLGLOA0YIKO aicbnua cTov
00O, apoppoyic TEOLS, TAPOVGIN AILOTOC OTO GIEPLO, KON GTA 00PA Kot SL1OYKMGN TOL UAGTOD
OTOVG AVOPES.

"Exel eniong avapepOel deppaticd e£avOnua kot aevidio peimon 1 amdAEL0 TG AKOTNG KOl LEIMUEVT
apTNPOKN TEST E UM YVOGTH GLYVOTNTO (1 cLYVOTNTO OV Umopel va ekTiun el omd to drabéoipa
dedouévar).

Houdid xon égnPor

O tapokdto avemBounteg evépyeleg Exovv avapepbei cuyvd (umopel va exnpedoovy uéxpt 1 ota 10
dTopa): Tvevpovia, Kapdlokn avemdprela, deEld Kapdlokn avemdpkela, katominéio mov oyetileton pe v
Kapdld, VYNAN Teon AlpaTog 6TOVG TVELOVES, TOVOG 6To oThfog, AtmoBupia, Aoipwén Tov
OVOTVELGTIKOV, Bpoyyitida, 10yevig AOTU®EN 0TO GTOUGYL Kol 6TO VTEPO, AOTUMDEELS TOV OVPOTOLNTIKOD
GULGTILLOTOG KOl KOTAOTNTEG GTA SOVTLO.

O mopakdte coPapéc avemBounteg evépyeteg Bempnniay oti eivar oyetildpeveg pe v Bepameio kot
avaeépinkav un cvyvd (umopel va emnpedoovy émg 1 ota 100 dropa), ariepyikn avtidpacn (0mmg
deppoTikd Eavonua, TPHEYO TOV TPOCHOTOV, TOV XEIMMV KOl TNG YADGGOGS, OVOTVEVCTIKO GUPLYUO,
dVGKOAID, GTNV OVATTVOT 1 TNV KOTATOGT)), GTAGHO1, 0KOVOVIGTOG KOPOLoKOG TOAUOS, eacBévnon g
OKOMG, ACYAVIOO O, PAEYIOVT TOL TEXTIKOV GUGTHUATOG, OVOTVELGTIKOG GLUPLYLOGC AOYM SLATUPOYNG TNG
pomNG TOL 0EPal.

Or avemBOunteg evépyeteg mov €xovv avapepBel ToAd cuyvd (umopel va emnpedocovy mepiocdTepa and 1
oto 10 dropa) Ntav TovokEParog, EUETOG, AOTU®EN TOV Aatov, Tupetds, diappota, Ypinn Kot pvoppayia.

Ot avemBOunTec evépyeteg mov £xovv avaeepbei cuyva (Lmopovv va ennpedoovy puéypt 1 ota 10 droua)
Nrav voutic, avEnpéves 6TOGELS, TVELHOVI KO KATOPPOT].

Avo@opd avemBdunTOv gvepyeloOv

Edv mapatmpnoete Kamowo avemBOunn evépyela, EVNUEPDOOTE TOV YITPO 1) TOV PUPLAKOTOLd Gag. AVTO
oYOEL Ko Y10 KaOe mhavi avemBountrn vEPYELN TOL JEV AVOPEPETOL GTO TOPOY PUALO 0ONYIDV XPYOTG.
Mropeite eniong va avoeépete avemBounteg evépyeteg amgvbeiog, péom:



EM\ada Kvmpog

EBvikdc Opyoviopog @oppdxmv DopuaKeVTIKEG YINPETTEg

Meocoyeimv 284 Ymovpyeio Yyeiog

GR-15562 XoAapyog, ABnva CY-1475 Asvkooia

TnA: + 30 21 32040337 TnA: +357 22608607

Iotétomog: http://www.eof.gr Dag: + 357 22608669
http://www.Kitrinikarta.gr Iototomog: www.moh.gov.cy/phs

Méow g avapopag avemiBounTmy evepyelmy pumopeite va fonbfoete 6T GLAALOYN TEPIGGOTEPWOV
TANPOPOPLOV GYETIKE LLE TNV AGPAAELD TOV TAPOVTOC PUPHAKOV.

5. og va pvraccete To Revatio
To @apuako owtd TPETEL Vo PUAACCETOL GE UEPT) OV OgV TO PAETOVY KoL OV TO POAVOLV TOL TOUdLA.

Na pn gpnotponoleite avtd 10 EAPUAKO LETA TNV UEPOUNVIL ANENG TOV OVOPEPETOL GTO KOVTL LETE TNV
AHEH. H nuepopunvio Anéng eivor ) televtaio nUEPA TOV UAVA TTOL OVOPEPETOL EKEL.

Mn gpuAdooete og Beppokpacio peyorvtepn twv 30°C. DLAGCCETE GTNV OPYIKT GLGKELOGT Y10l VO,
TPOGTATEVETOAL OO TNV VYPACTLaL.

Mnv metdite PAPUAKO GTO VEPD TNG OMOYETEVCNC 1| OTA OIKLOK( amoppitpoto. Pothote Tov pappokomold
00 Y10 TO TMG Vo TETAEETE TOL PAPLLOKA TTOV OgV ypnoluonoteite mo. Avta to pétpo Ba fondncovy oty
TpocTacic Tov mepPdAlovtog.

6. Iepreydpeva TS CVOKEVAGIAS KOL AOLTES TANPOPOPiES

T negpréyer to Revatio
- H dpaotikn ovoia givar 1o sildenafil. Kafe diokio mepiéyet 20 mg sildenafil (wg kitpucd dhog).
- Ta dAAa cvotatikd givo:
[Mvupnvag dtokiov: WKPOKPLGTUAAIKT KVTTAPiVT, OEIVO POGPOPIKO 0GPEGTIO (AVVdPO),
KapUeAAOIN vaTplovyog dtoctavpoduevn (PA. Tapdypapo 2 «To Revatio mepiéyet vaTpion),
LLOYVIO10 GTENTIKO.
Enucdloym diokiov: vrpopueAdoln, titaviov do&eidto (E171), Aaktoln povoidpucn (BA.
mopaypapo 2 «To Revatio mepi€yet Aaktoln»), YAvKepOAT TPLo&KT.

Epgavien tov Revatio kot epieyopeva g 6V6KEVOGIOG

Ta emucodoppéva pe Aemto vpévio diokio Revatio eivon Aevkd kan £xovv otpoyyvAo oynua. Ta diokio
eépovv yapoyuévo to onua “PFIZER” ot pia mievpd kot tov kodikd “RVT 20”7 oty dAAn. Ta diokia
TOPEYOVTOL GE GVOKELUGIEG KOWEANG TV 90 diokimv, oe didTpnTeEG KOYEAEG Lovddag d6ong tov 90 x 1
dokiov Kot og cuokevacies KVyéANG Tov 300 diokimv. Mmopel va unv KukAo@opovv OAES ot
GLGKEVACIES.

Karoyog Adsrog Kvkhogopiog ko Ilapackevactig

Kdéroyog Adestog Kukhopopiag:
Upjohn EESV, Rivium Westlaan 142, 2909 LD Capelle aan den Issel, Katw Xopec.


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

[Mopackevaoctic:

Fareva Amboise, Zone Industrielle, 29 route des Industries, 37530 Pocé-sur-Cisse, I'aAiic.

f

Mylan Hungary Kft., Mylan utca 1, Komarom 2900, Ovyyapia.

o ortotadrmote mMAnpodopia OXETIKA LE TO TIOPOV GOPUAKEUTLKO TTPOLOV, mapakaAeiobe va
arneuBuvBeite otov TomLKO avTPOowro tou Katdyou thg Adslog Kukhodopiag:

Belgié/Belgique/Belgien
Viatris
Tél/Tel: +32 (0)2 658 61 00

Bbarapus
Maiinan EOO/]
Ten.: +359 2 44 55 400

Ceska republika
Viatris CZ s.r.o.
Tel: +420 222 004 400

Danmark
Viatris ApS
TIf: +45 28 11 69 32

Deutschland
Viatris Healthcare GmbH
Tel: +49 (0)800 0700 800

Eesti
Viatris OU
Tel: +372 6363 052

E)\dda
Viatris Hellas Ltd
TnA: +30 2100 100 002

Espafia

Viatris Pharmaceuticals, S.L.U.

Tel: +34 900 102 712

France
Viatris Santé
Tél: +33 (0)4 37 2575 00

Lietuva
Viatris UAB
Tel: +370 52051288

Luxembourg/Luxemburg
Viatris

Tél/Tel: +32 (0)2 658 61 00
(Belgique/Belgien)

Magyarorszag
Viatris Healthcare Kft.
Tel.: + 36 1 465 2100

Malta
V.J. Salomone Pharma Limited
Tel: (+356) 21 220 174

Nederland
Mylan Healthcare BV
Tel: +31 (0)20 426 3300

Norge
Viatris AS
TIf: +47 66 75 33 00

Osterreich
Mylan Osterreich GmbH
Tel: +43 1 86390

Polska
Mylan Healthcare Sp. z o.0.
Tel.: +48 22 546 64 00

Portugal
Viatris Healthcare, Lda.
Tel: +351 21 412 72 00



Hrvatska Romania

Viatris Hrvatska d.o.o. BGP Products SRL

Tel: +385 1 23 50 599 Tel: +40 372 579 000

Ireland Slovenija

Mylan Ireland Limited Viatris d.o.0.

Tel: +353 1 8711600 Tel: + 386 1 236 31 80

Island Slovenska republika
Icepharma hf. Viatris Slovakia s.r.o.

Simi: + 354 540 8000 Tel: +421 2 32 199 100

Italia Suomi/Finland

Viatris Pharma S.r.l. Viatris Oy

Tel: +39 02 612 46921 Puh/Tel: +358 20 720 9555
Kbnpog Sverige

GPA Pharmaceuticals Ltd Viatris AB

TnA: +357 22863100 Tel: + 46 (0)8 630 19 00
Latvija United Kingdom (Northern Ireland)
Viatris SIA Mylan IRE Healthcare Limited
Tel: +371 676 055 80 Tel: +353 18711600

To mwapév pvAlo 0dNYLOV YpiioNS avabempOnke Yo TeAsvTAio Popd oTig 01/2024

AALeg TNYEG TANPOPOPLOV

Aentopepeic mAnpopopiec o 1o appako avtd gival dabéoipeg 1o dikTvaKd TOTO TOV Evpmmaikol
Opyaviopod Gopudkmv http://www.ema.europa.eu. Yrdpyovv eniong cOveespol pe GAAES 16TOGEMOEC
OV APOPOVV GE OTAVIEG 0oBEVELES K Bepameiec.



http://www.ema.europa.eu/

@viro oonyov ypiong: Iinpoopics yia Tov yxpriotn

Revatio 0,8 mg/ml evéeipo drdivpa
sildenafil

A dote TPOGEKTIKG 0AOKANPO TO PVALO 0ONYLAV YP1)CIG TPOTOV UPYIGETE VO TALPVETE AVTO TO

QOaPROKO, O10TL TEPLAGUPAVEL CNUAVTIKES TANPOPOPIES Y10, GOG.

- DdoraEte avTd TO EUALO 0INYIDV YprionG. Towg ypelaotel va to defdcete Eavd.

- Edv éxete mepartépm amopieg, pOTNOTE TOV Y1OTPO 1) TOV QAPLAKOTOLO GOG.

- H cvvtayn yio autd 10 pappoko xopnyndnke amokAeloTikd yio oag. Agv TPEMEL VO ODGETE TO
QAapuraKo o€ AAAOVE. Mmopel va Tovg Tpokaréoetl PAAPN, axopa Kot OTav To onueia ¢ acbéveldg
TOVG etvar 1010 e ta S1kd Gog.

- Edv mapatnpnosete kKamoto avemBOUnTn eVEPYELD, EVILEPDOTE TOV YIUTPO TOV PUPUOKOTOLO 1) TOV
VOGOKOUO 00G. AVTO 1oyveL Ko Yio, ke mhavn avemBountn evépyelo mov Ogv avapEPETAL GTO
POV POUALO 0dNYIOVY YpHone. BAéme mapdypoeo 4.

T epréyer To mapoév gvAro 0oNyLOV

T eivon To Revatio kot oo eivan ) ypfion Tov

T péner va yvopilete npv mdpete 1o Revatio

[log va mapete to Revatio

[Mbavég avemBounteg evépyeteg

[og va puidooete To Revatio

[epreydueva g cvokevaciog Kot AOTES TANPOPOPIES

ocouhrwE

1. T eivar To Revatio ko o givan i yp1jon Tov

To Revatio mepiéyel ™ dpaotikn ovcia sildenafil mov avikel og o KoTyopio apudK®v, Tov
ovoudlovtol avaoToieic TG poopodiestepdong tomov 5 (PDES).

To Revatio peidvet tnv opTnplokn TeoTt 6Tovg TVELUOVESG KABMG S1EVPVVEL TA ALLOEOPA ayYEin TV
TVELUOVDV.

To Revatio ypnoipomoteiton yio TV oVIHETOMIOT EVIAIKOV ac0evdv e YNAN apTnploKn Tieon ota
OLLOPOPO OyYEiD TV TVELUOV@V (TIVELLLOVIKT] OPTNPLOKT] VTEPTACT).

To Revatio evéoipo didhvpa givar pio evodAaxtiky popen tov Revatio yio acbeveic mov mpocwpiva dev
uropobv va mhpovv Ta Revatio diokia Tovg.

2. T nipéner vo. yvopilete mpv mapete To Revatio
Mnyv napete To Revatio

- og mepintwon ailepyiog oto sildenafil 1§ og omolodnmoTe GALO OO TO GLGTATIKA ALTOV TOV
QOPUAKOD (OVOPEPOVTOL TNV TTAPAYPAPO 6).

- oV ToipveTe PAPUOKO TOV TEPEXOLV VITPIKA 1) 00TES 0EE1O10V TOL AlDTOV OTWS TO VITPLKO AUDALO.
Ta eapuaxo avtd divovtol Guyva Yo aveKoveloT Tov dAyovg oto otnbog (11 ot 0ayyng). To
Revatio pumopet vo avénoet onpovikd tn dpdon Tov eapuikov autdv. Evnuepmote tov yiotpo
G0G oV TapVETE KATO0 ard avTA T PappoKka. Av dev giote BEPatol pwTiote TOV YiaTpd 1| TOV
POPULOKOTOLd GOC.



- av maipvete ploctyovdtn. Avtd to eapuaKo gival yio tn Oepomeia TG TVELUOVIKNG OPTNPLOKNG
vrépTaomng (OnA., VYNAN apTNPLOKN TEST GTOVG TVEDUOVES) Kat Xpoviag OpopfoenPoriknig
TVELUOVIKNG VITEPTAOTG (ONA., VYNAN apTNPLOKT TIECT GTOVG TVEDUOVES, AOY® Bpoufmcemv). Ot
avootoheig PDES, 6mm¢ 1o Revatio, £xet amodetytel 6TL avEAvouy TV LTOTUCIKY| EXLOPACT OVTOV
oL eapudkov. Edv Aappdvete pltootyovdtn 1 0gv €loTe Glyoupoc EVUEPMGTE TOV Y1ATPO GOC.

- ov &yete TPOGPUTO VITOCTEL EYKEQOAIKO EMEIGOO10 1 Kapdlakn Tpocforn, N av Exete coPfapd
TPOPANUA LE TO GVKDOTL 6aG N oV EXETE TOAD YouUnAn aptnplokn micon (< 90/50 mmHg).

- ov maipvete Kamowo edppoxo yio T Bepameio pokntidosmv 6mmg ketokovaloin 1 itpakovaloin M
Qapuaka wov mepiEyovy prrovafipn (yio Aoiuwén HIV).

- oV glyote TOTE amdAein TG Opaong e&antiog EVOC TPOPANIOTOG POTG TOV ALOTOG TPOG TO ONTIKO
VEVPO 6TO UATL TOL ovoudleTor un aptnPrTdky tpdcbia ook ontikn vevporadeia, (NAION).

IIpogidomomcelg Kar TPOPLAGEELS
AmgvBuvleite otov Y1aTpo GOG TPOTOV YpMoionotoete To Revatio gdv:

- 1n aoBévela oag opeiletar oe amoOPPALN 1 6TEVOOT] PAEPOUS GTOVE TVEDLOVEG KO O)L GE OTOPPUEN 1
oTéveon aptnpiog.

- éyete coPfopd TPOPANUA e TV KOPOLA OaC.

- éyete mPOPANUA OTIG KOWMES TG KAPOLAG GO TTOV €IVl 01 KOTAOTNTEG TOL OVTAOLV OLiLLAL.

- &yete VYNAN e AUOTOC OTO ALLOPOPO. AYYEID, GTOVG TTVEDLLOVEG,

- €yete younAn wieon aipatog 6TV avamove.

- ybvete peydAn TOGOTNTO COUATIKMOV VYPOV (APLOATOOT)) TOL UTOPEL VO TOPOVCIUCTEL OTOV
WphveTe TOAD 1 OeV TvETE APKETE VYPA. AVTO Umopel vo cupPel Gv eloTe APPWOTOS e TLPETO,
£UeTO, | O14pPOLaL.

- éyete o omavio, KANpovoukn tadneon tov uatiov (ueloyypwotikn oupifinotposidonddeia).

- €&yete o dlatapoyn TV epulpdv apocEapi®Y Tov aipaTog (SPETAVOKVTTAPIKT OVOLLicL),
KOPKIVO TV KLTTAP®V TOL aipatog (Aevyoupio), KOpKivo Tov HUEAOD TV 0GTOV (TTOALOTAO
Hoédlmua) N v Eyete omoldNTOTE aGOEVELN 1 SuGHOPPia GTO TEOG GG,

- otV TpéYovca TePiodo £xete EAKOG TOV GTOUAYOV 1| Kdmotla StoTapayn TG TENG TOL AipaTog
(6mwg N apoppoPirio) | TpoPANLATO PVIKNG CpOppaLyiog.

- TOiPVETE PAPUOKO YO TN OTVUTIKT SuGAELITOVPYIQL.

Koatd ™ Bepansio g avdpikng otuTiknig Susiettovpyiag avaeépbniay ot akdAovbeg avemBOunteg
EVEPYELEG OTNV OPACT, UE TN YPTOT AVOCTOAEWDV TS POGPOIIEGTEPACTC TOTOV 5, GUUTEPIAAUPBAVOUEVOL
ko tov sildenafil, pe pun yvoot) cuyvotnta: puepikn, EQQVIKY, TPOGMOPIVA 1 LOVIUN HEl®ON 1| OTOAELDL TNG
Opaomg 6To £va M Kot oTal dVO PATLa.

Av cag ovpPei Eapvikn peimon 1 andAglo TG OpacNS, CTORATIOTE VO Taipvete Revatio kot
EMKOWVOVI|OTE APECMS UE TOV YOTPO 60 (BA. emiong moapdypapo 4).

"Exel avapepbei mapatetapévn kot opopéveg opég oduvnpn otdon o€ Gvopeg Letd and ANy tov
sildenafil. Edv €yete othon, | omoia dtopkel GUVEYOUEVO. Y10 TEPIGGOTEPO OO 4 MPES, CTUNATNGTE VO,
noipvete Revatio kou emkowvoOviiete auicmg pe Tov yotpod 6ac (BA. eniong mopdypogo 4).

E1d1xéc mpoeidomoroeis yra ao0evels e veppira. 1 otk mpofinuaro.
Oa TPETEL VO, EVIUEPDGETE TOV YIOTPO OOG EAV EYETE VEPPIKA 1| NTOTIKE TpOoPANLaTa, KabmG Thovov va
ypewcBel Tpocapoyn g dOoTG.

Moword kon £pnpor
To Revatio dgv mpénet va yopnyeitol oe Toudid Kot eprfovg niikiag kKatm tov 18 etdv.



Alho pappoxa kou Revatio
Evnuepwote Tov ylatpo ) tov GappoKomoLd oag AV MAIPVETE, EXETE MAPEL MPOCodATA N UITOPEL val
TAPETE AN pApUOAKAL.

o  (DAppaKka TTou TEPLEXOUV VITPLKA 1 §0TEC 0&eldiou ToU alwTou OTIWG TO VITPLKO oUALo. Ta
dappaka avtd divovtal cuxva yia avakoldLon thg otndayxng f «mévou oto otriboc» (BA.
napaypado 2. TLpénel va yvwpilete mpLv va mdpete to Revatio).

e EvnUepwoTe TOV yLOTPO 1) ToV GAPAKOTIOLO oaG eV SN AapBAVETE plocLlyoudTn.

o  Bgpameieg Yo TNV TVELUOVIKT] VTTEPTACT (T.). fOCEVTAVY, IAOTPOGTN).

o  DOdppaka wov mepEyovv St. John’s Wort (QuTIKO QOpUOKEVTIKO TPOIOV), PLOAUTIKIVY
(xpnoomnoteiton otny Oepameio faxtnplakmdv Aoudéemv), kapPoualenivn, eatvutoivn Kot
oawvoPapprrain (ypnopomotodval, petald dAlmv, Yo v Bepaneio TG emANyiog).

o  DOdppoka TOV APAIDOVOLY TO aipa (Yo Tapadetypa Papeapivn) av Kot Ogv eiyov MG amoTéAecua
Kdmola ovemBountn evépyela.

o Ddppoka mov TePEYoLV epuBpopvkiv, KlaplBpopvkivn, teABpopvkivn (avTiBlotikd Tov
PN OLLOTO0VVTOL Yo TN Ogpameio opiouévov Pakmmplokdv Aotunéemv), cakovvafipn (Yo
Aotpwén HIV) 1 vepalodovn (v katdOiwyn), kabmng mbavov va ypetochel mpocappoyn g d0ong
60G.

o  Alpoa-avaoctoreig (m.y. do&alosivn), Yo tn Bepameio g VYNANG apPTNPLOKNG TiEOTG
TPOPANUATOV TOL TPOGTATT, KAODS 0 GUVOLAGUOG TV dVO POPUAK®OY UTOPEL VO TPOKAAETEL
GUUTTMOWUOT YOUNANG APTNPLOKNAG TiEOTG TOV aipatog cog (.. CoAn, kapnPapia).

o  Ddppoka TOV TEPEYOVY GUKOVUTITPIAN/PalcapTdvT, TO 0TOIN ¥PNCULOTOOVVTAL Y10, T Oepareio
NG KopOoKNG OVETAPKELOG.

To Revatio pe Tpo@1n ko1 10To
Agv mpénet va mivete youd grapefruit eved Ppiokeote vd Oepoaneio pe Revatio.

Kdnon kor Onraocpog

Av glote €ykvog, | Inhalete, vopilete 6T1 pmopel va giote ykvog 1 oyedldlete va OnoKTNOETE Tdi,
{ntote T GLUPOVAN TOL YLTPOL 1} TOL POPUAKOTOLOD cag TPty AdPeTe awTo To Pappako. To Revatio
dev mpémel vo AapPavetal katd T JdpKELD TNG EYKLUOCHVNG, EKTOC av Eival amoAVTmG amapaitnTo.
To Revatio dev mpémnet va yopnyeital o€ yuovoaikee mTov fpiokovtal GE avamapaym®YIK nAtkio, EKTOg GV
YPTCULOTOLOVV OTOTEAEGUOTIKE HETPA AVTIGOAANYNC.

To Revatio amekkpivetar 610 unTpikd Yoo cog oe moAD yopnid enineda Kot dgv Oa NTav avapevouevo
va Aayet to popd cag.

0onynon kKo YEPLOROS PN AV RLATOV
To Revatio umopei va tpokaiécel (AN kot va ennpedoel v 6pact). Oa npénel va yvopilete TOG avtidpd
0 0pYOVIoUOG GOC GTO PAPLOKO, TPOTOL OOTYNGETE N YEPIOTEITE UNYOV LT

3. M ®g yopnyeitan 1o Revatio

To Revatio yopnyeiton wg evooAEPLa Eveon kot Tévto Ba cag yopnyeitan omd yroTpd 1 omd voookopo. O
Ywtpog cag Ba Tpoodiopicet T didpkela g Bepaneiog cog kot Toceg Revatio evoopAéPieg evéoelg Oa
APete kdBe uépa ko Bo eEAEYYEL TV avTOTOKPLIoT GOC Kat TV Katdotaon cac. H ocuving doom sivar

10 mg (mov avtiotoyel og 12,5 ml) tpeig popég v nuépa.

Oa cag yopnynbei o evéopAéPia Eveon tov Revatio avri tov dickiov Revatio.



Av Aafete peyorvtepn d6on Revatio amd Ty kovovikn

Av avnovyeite 6t propel va cog £xet xopnyndel mhpa Todd Revatio, evnuepmdote apéoms tov yotpd cog
N Tov/INV vosokouo cag. Aaupdavovtog nepiocdtepo Revatio amd ot mpémel pmopel va avénbei o
KIvOuVOg ELPAVIONC YVOGTMOV OVETIBOUNT®V EVEPYELDV.

Av napoinedsi kadrowa 6om Tov Revatio

Kaboc avtd 10 pdppako Ba cag yopnyeital vwd 6tev 1Tpiki Topakorovdnon, sivor amibavo va
mopoAneOel kamola dOaT. L6TOC0, AV TOTEVETE OTL KAmola SO0 £XEL TAPAANPOEL, VO EVNLEPDGETE TOV
Y10Tpd 1 TOV POPLOKOTOLO GOG.

Ag 0o, mpémel va cag yopnyn et durhn d6oM yia vo avarAnpmbei 1 6661 oL TaPUAPONKE.

Av etapatiieste va Aappavete Revatio
H Eaopvikn drakom g Oepaneiog pe to Revatio pmopei va xe1potepevoet o cuountdpato oag. O torpdg
00G UTOPEL VO GO UELDGEL TN dOON Y10 AMYEC UEPEC TPV GTOUATHOETE EVTIEADC TN Oepameia.

Av &yete TEPIGGOTEPES EPMTNCELS GYETIKA LE TN YP1|OT OLTOV TOV POPUAKOV POTIOTE TOV Y1OTPO 1) TOV
QOPUOKOTOLO COLC.

4, IMBavéic avemBounTeg evépyereg

Onwc 6Aa T phpuoka, £Tot kot To Revatio prmopetl va tpokarécet avemBountes evEpyeLec, av Kot 0gv
napovctafovial 6e OAOVG ToVG avOpdToLC.

Av Pidoete 0mo1ecdNToTE amd TIG aKOAOVOEC avemBOUNTES EVEPYELEC O TPETEL VOL GTOUATICETE VO

noipvete Revatio Kot vo eTKOW®VNGETE OUESHG e Evav yratpd (BA. eniong Toapdypao 2):

- oV TOPOLCLACETE EAPVIKT HEIMON 1 OT®AELR TNG OpACTG (UM YVOGTH GLUYVOTNTA)

- OV TOPOVGLACETE GTVOT GVVEYODG OLAPKELNG LeyodluTepNC TV 4 wpdv. [Tapatetapéveg kot
OPIOUEVEC POPEC 0OVVNPES GTUGELG Ex0VV avapepbel og avopeg petd t Ay sildenafil (un yvoot
oLUYVOTNTA).

EviAikeg
Ot avemBOunTeg evépyeleg mOL avoEEPONKAY oe o KAVIKY HEAETN e To Revatio evéoio dtdAvua tav

TAPOUOLES e EKEIVES IOV avapEPONKaY 68 KAVIKEG peAéteg pe dlokia Revatio. e KAvikég peAéteg ot
TOPEVEPYELES TOV avapEpONnKay cuyva (uropel va emnpedoovy péypt 1 otovg 10 avBpdmovg) rav EEaym
TPOGMTOL, TOVOKEPAAOG, YOUNAT APTNPLOKY TIECT KOl VOLTIOL.

e KMVIKEG LEAETEG O TAPEVEPYELEG TTOL avaPEPONKaY cuyva (Umopel va exnpedoovv péypt 1 otovg 10
avOp®OTOLVG) 0md TOVG OOOEVEIG [LE TVEVHOVIKT OPTNPLOKT] VTEPTACT NTOV EEOYT] TPOCOTOV KoL VOLTICL.

O mopevépyeleg o KMviKEG pedéteg e diokio Revatio, mov avaeépdniay mold cuyva (umopel va
emnpedoovy meptocoTEPOVS amd 1 otovg 10 avBpdmovg) nrav keporaryia, 50w 610 TPOS®TO,
dvomeyia, didppoto Kot TOVog 6Ta ¥EPLoL 1 6T TOSLO.

[opevépyeieg mov avaeépniay cuyvd (Lmopei va ernpedoovy péypt 1 otovg 10 avBpdmovg)
TEPIMAUPavY: VITOdEPUIKT AOTU®EN, YPITDON CLUTTAOUOTO, PAEYUOVT GTOVE KOATOVE TNG HOTNG,
UE®UEVO ap1OudC epvOpadV apocealpiov (avorpio), KATaKpATnon vYPOV, SVGKOAIN GTOV VTIVO, AYYOG,
nuipavia, tpépovio, aicnua viypov, aictnuo kadocov, petwpévn aicbnorn aeng, apoppayio 6to
omicH1o LEPOG Tov 0POULLOV, EMBPATELS GTNV OpaoT, Bdpupog ophoews kKot evansdnocia 6To PG,
EMOPAGEIC BTNV OTTIKY AVTIANYT TOV YPOUITOV, EpEdoUEVOLS 0QOAAUOVS, E0TIEG alpOppaying GTOV



0B po/eEEPVOPOVS 0QOaALOVG, TAYYO, Bpoyyitida, pvikh atpoppayic, Katappon, fya, Boviouévn
POTN, GAEYHOVI TOL GTOUAYOV, YOOTPEVTIEPITION, 0icONUA KADGOV KATM ard TO GTEPVO, ULHOPPOTOES,
dtdTaomn g Kotkiog, Enpootopio, OTOAEW TPLYDV, EPLOPOTNTO TOV JEPUATOG, VOKTEPIVOUCS 1OPADTEC,
poikoHg movoue, oopuaAyio Kot avénuévn Beppokpacio Tov GOUATOC.

AvemBOunteg evépyeteg mov £xouv avopepbel Aydtepo ouyva (umopel va emnpedcovy péxpt 1 otovg 100
avBpmdTovg) cuumepteAdufavay: pet@pévn oEHTTa TG 0POoNG, SITAMTIA, U1 PVGLOAOYIKO aicOnuo otov
00O, apoppoyic TEOLS, TAPOVGIN AILUTOG OTO GIEPLO, KON 6TA 00Pa Kot SLOYKMGN TOL UAGTOD
GTOVG AVOPEG.

"Exel emiong avagepOel deppatico e£avOnua kot aevidlo peimon 1| amdAEL0 TG AKONG KOl LEIOUEVT)
OPTNPLOKT TIECT) E UM YVAOGTH GLYVOTNTA (1 cLYVOTNTO OV pmopel va ekTiun el amd Ta drebéoipa
dedouévar).

Ava@opd avemBounTOV vePYELOV

Edv mopotnprioete Kamoto avemOOUnT evEPYELD, EVILEPDOTE TOV YIUTPO 1) TOV QUPUAKOTOL0 GO, AVTO
oyvEL Kot yio kaOe mhovn avemBountn evEPyELn TOL JEV AVOPEPETOL GTO TOPAY PUALO 0ONYIDV XPYOTG.
Mmnopeite eniong va avoaeépete avemBounteg evépyeteg angvbeiog, Lécm:

EA0LGoa Kvnpog

EbBvikdc Opyoviopog @oppdxmv DopuaKeVTIKEG YINPETTEG

Meooyeimv 284 Ymovpyeio Yyeiog

GR-15562 XoAapyog, ABfva CY-1475 Asgvkwoio

TnA: + 30 21 32040337 TnA: +357 22608607

Iototonog: http://www.eof.gr Dag: + 357 22608669
http://www.Kitrinikarta.gr Iotétomog: www.moh.gov.cy/phs

Méow G avaeopag avemBounTmv evepyelmy pumopeite va fondncete 6T GLAAOYT TEPLGGOTEPWV
TANPOPOPLDY GYETIKA LLE TNV ACPAAELN TOV TOPOVTOG POPLAKOL.

5. IIog va pvrdocsste To Revatio

To @dppako avtd Tpénet voo pAAGGETOL GE LEPT OV OgV TO PAETOVLY Ko Ogv TO POEVOLY Ta TALdLA.

Na pn yprolponoteite ovtd T0 PAPHOKO UETE TV NUEPOUNViD ANENG TOV OVOPEPETAL GTNV ETIKETO TOL
@loAdiov kot oto kovti petd v AHEH. H nuepounvia Anéng givon n televtaio nuépa tov punve mov
ovopEPETAL EKEL.

Agv amoutodvTon €18tkéG 0dnyieg dratpnong yia to Revatio.

Mnv metdite PAPLAKO GTO VEPD TNG OMOYETEVCNC 1| OTA OIKLOK( amoppitpoto. Potiote Tov papprokomold
GOGC Y10, TO TAOG VO, TETAEETE TA PAPLLOKA TOV OEV YPNCUOTOoLEiTe T, Avtd T pétpa Ba fondncovy oty
TPOGTUGiO TOV TEPPAALOVTOG.

6. Mepreyépeva TG GVOKEVAGING KOL AOUTEG TAPOPOPIES

T nepréyer To Revatio


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

- Hépaotikn oucia eivat to sildenafil. KaBe ml StoAupartog nepiéxet 0,8 mg sildenafil (wg kiTtpLkod
ahag).
KaBe draiidlo twv 20 ml mepiéxel 10 mg sildenafil (wg kitptko dAag).

- Ta dAAao cvotatikd givar YAvko{n Kot DOmp Yo EVEGIUA.

Epgavien tov Revatio kot wepieyopeve TG 6V6KELUGI0G
Kd&be cvokevacio tov Revatio evéoiuo diddvua mepiéyet vo erolidto tav 20 ml amd dagavég Yoo, to
omoio ivat KAEIGUEVO e Vo EMIGTIKO TO LA YA®POPOLTUAIOL Kot £YEL LK ETIOQPEYICT) AAOVUVIOV.

Katoyog Adcrog Kvkhoopiog ko [Mapackevaotig

Kéroyog Adstog Kukhopopiag:
Upjohn EESV, Rivium Westlaan 142, 2909 LD Capelle aan den 1Jssel, Katow Xdpec.

[Mopackevaoctnic:
Fareva Amboise, Zone Industrielle, 29 route des Industries, 37530 Pocé-sur-Cisse, I'aAiio.

Mo onoladnmote MAnpodopia OXETIKA [E TO TIOPOV GOPUAKEUTIKO TTPOIOV, mapakaAeiobe va
aneuBuvBeite oTov TOMLKO avTUTPOcwIo Tou Katoyou thg Adslag Kukhodopiag:

Belgié/Belgique/Belgien
Viatris
Tél/Tel: +32 (0)2 658 61 00

Bbbarapus
Maiinan EOO/]
Ten.: +359 2 44 55 400

Ceska republika
Viatris CZ s.r.o.
Tel: +420 222 004 400

Danmark
Viatris ApS
TIf: +45 28 11 69 32

Deutschland
Viatris Healthcare GmbH
Tel: +49 (0)800 0700 800

Eesti
Viatris OU
Tel: +372 6363 052

E)\\ada
Viatris Hellas Ltd
TnA: +30 2100 100 002

Espafia

Lietuva
Viatris UAB
Tel: +370 52051288

Luxembourg/Luxemburg
Viatris

Tél/Tel: +32 (0)2 658 61 00
(Belgique/Belgien)

Magyarorszag
Viatris Healthcare Kft.
Tel.: + 36 1 465 2100

Malta
V.J. Salomone Pharma Limited
Tel: (+356) 21 220 174

Nederland
Mylan Healthcare BV
Tel: +31 (0)20 426 3300

Norge
Viatris AS
TIf: +47 66 75 33 00

Osterreich
Mylan Osterreich GmbH
Tel: +43 1 86390

Polska



Viatris Pharmaceuticals, S.L.U.

Tel: +34 900 102 712

France
Viatris Santé
Tél: +33 (0)4 37 2575 00

Hrvatska
Viatris Hrvatska d.o.o.
Tel: +385 1 23 50 599

Ireland
Mylan Ireland Limited
Tel: +353 1 8711600

Island
Icepharma hf.
Simi: + 354 540 8000

Italia
Viatris Pharma S.r.l.
Tel: +39 02 612 46921

Kvmpog
GPA Pharmaceuticals Ltd
TnA: +357 22863100

Latvija
Viatris SIA
Tel: +371 676 055 80

Mylan Healthcare Sp. z o.0.
Tel.: +48 22 546 64 00

Portugal
Viatris Healthcare, Lda.
Tel: +351 21 412 72 00

Romania
BGP Products SRL
Tel: +40 372 579 000

Slovenija
Viatris d.o.o.
Tel: + 386 1 236 31 80

Slovenska republika
Viatris Slovakia s.r.o.
Tel: +421 2 32 199 100

Suomi/Finland
Viatris Oy
Puh/Tel: +358 20 720 9555

Sverige
Viatris AB
Tel: + 46 (0)8 630 19 00

United Kingdom (Northern Ireland)
Mylan IRE Healthcare Limited
Tel: +353 18711600

To mapév pvAlo 0dNYLOV YpiioNS avabempOnke Yo TeAsvTAio Popd oTig 01/2024

AALeg TNYEG TANPOPOPLOV

Aemtopepeic TANpoPopieg Yo 10 PAPHOKO aVTO ivol S1BEGIUES 6TO dIKTLOKO TOTO Tov Evpmmaikod
Opyavicpov Ooppdkov http://www.ema.europa.eu. Yrdapyouvv enione cOVOEGHOL e AALEG 1IGTOCEAIDES

OV APOPOVV GE OTAVIEG 0oBEVELES K Bepameiec.


http://www.ema.europa.eu/

@VYAro ooV ypiong: IIAnpoopics yia Tov ac0evi)

Revatio 10 mg/ml kowig yio wéopo evardpnpa
sildenafil

A dote TPOGEKTIKG 0AOKANPO TO PVALO 0ONYLAV YP1)CIG TPOTOV UPYIGETE VO TALPVETE AVTO TO

QOaPLOKO, O10TL TEPLAGUPAVEL CNUAVTIKES TANPOPOPIES Y10, GOG.

- DdordEte avTd TO EUALO 0INYIDV YpNonG. Towg ypelaotel va to drePfdcete Eavd.

- Edv éxete mepartépom amopieg, pOTNOTE TOV Y1OTPO 1 TOV PAPLOKOTOLO GOG.

- H cvvtayn yio autd 10 pappoko xopnyndnke amokAeloTikd yio oag. Agv TPEMEL VO ODGETE TO
QAapuroKo o€ AAAOVE. Mmopel va Tovg Tpokaréoetl PAAPN, axopa Kot OTav To, onueia TG acbéveldg
TOVG etvan 010 e Ta S1kd GoG.

- Edv mapatmpnoete Kamowo avemBOunTn evEpyeL, EVILEPDOTE TOV YLOTPO, 1] TOV QPOPLOKOTOLO GOG.
Av10 1oy0et kKot Yo kBe mhovn avemBOUNTN EVEPYELX TOV OEV AVAPEPETUL GTO TAPOV PUAAO
odnyuv yprone. BAéne napdypago 4.

T tepréyer To mapév gOAro 0oNYLOV

T eivon To Revatio kot oo eivan 1) ypfon Tov

T péner va yvopilete mpv mapete To Revatio

[og va mapete to Revatio

[MBavég avemBounteg evépyeteg

[log va puidooete 1o Revatio

[epreydpeva g cvokevaciog Kot AOITES TANPOPOPIES

oL E

1. T eivan To Revatio ko mowa givan n yp1jon Tov

To Revatio wepiéyetl ) dpaotikn ovacia sildenafil wov avikel og o kKaTnyopio eapudKmy, TOL
ovopdfovtal avaoToleic TG poopodiectepdong tomov 5 (PDES).

To Revatio peidvet tnv optnplokn mieon 6Toug TveLHoveS KaBmg S1EVPVVEL TA ALLOEOPA ayYEid TV
TVELUOVDV.

To Revatio ypnoylomoteitol yio TV QVIILETOMICN TG VYNANG 0pTNPLOKIG TEGNS GTA ALLOPOpa aryyeio
TOV TVELHOVOV (TTVELLOVIKY] 0PTNPLOKN VIEPTAGT)) G€ EVIAKES Kol Toididl ko eprifovg amd 1 émg 17
ETOV.

2. T pémer va yvopilete npwv wapete 10 Revatio
Mnyv népete 10 Revatio

- o¢ mepintoon aAlepyiog oto sildenafil | og omolodMmote GALO ATO TOL GVGTATIKA CLTOV TOV
QUPUAKOV (OVOPEPOVTOL GTNV TOPAYPAPO 6)

- oV TOIPVETE PAPLOKO TOV TEPLEXOLV VITPIKA 1) 06TEC 0£€1610V TOL A{MTOV OTWS TO VITPLKO OUVALO.
Ta eapuaxe avtd divovtal Guyva Yo avaKoveloT Tov dAyovg oto otndog (1 otnBayyng). To
Revatio pmopei va avé&ncet onuavikd tm dpdon tov eappakov avtdv. Evuepmote tov yiatpd
o0G OV TOPVETE KATO0 06 aVTA To QappoKa. Av dev elote BEBatol pmTNoTE TOV Y10TPO 1) TOV
(QOPLLOKOTOLO GOC.

- oV TOIPVETE PLoctyovdtn. Avtd 1o edpuaxo gival yio ™ Bepameio TG TVELHOVIKNG OPTNPLOKNG
VEEPTAOTG (ONA., LYNAN 0PTNPLOKT THEGT GTOVG TVEDUOVES) Kol Xpoviag Bpopfoepfoikng



TVELLOVIKNG VIEPTOONG (ONA., VYNAN apTNpLlaKn Tieon 6Toug Tvedoves, AoYw Bpopfmcemy). Ot
avactoAeig PDES, 60nmg to Revatio, £xel amodeiytel 0Tl avéAvouy TV DTOTUGIKY ETIOPACT CLTOV
oV Papudkov. Eav Aappdavete ploctyovdtn 1 0ev €ioTe GiyoupPOG EVILEPDGTE TOV YIATPO GO,

- av €xete TPAOGPATO VIOGTEL EYKEPUMKO EMEICO10 1| Kapdlokn Tpocfolin, N av €xete coPapd
TPOPANUA LE TO GVKDOTL 060G 1 oV EXETE TOAD YoUnAn aptnplokn micon (< 90/50 mmHg).

- av ToipveTE KOO0 PAapuako yio T Oepameio poknTIdceny dnwme ketokovaloin 1 ttpakovaloin 1
@apuaka wov mepiEyovy prrovafipn (yio Aoipwén HIV).

- av giyate Toté andAieia TG Opaong eEontiag evog TPOPANUATOG POTG TOV CULLOTOG TPOG TO OTTIKO
VEVPO GTO UATL TOL ovoudleTol un aptnPITdky Tpdcbia ook ortikn vevporddeia (NAION).

[pocdomounoeis Ko TPoPVAAEELS
AmevBuvieite otov yaTpd cag Tpotov ndpete To Revatio edv:

- 1 aoBéveln oag opeileTon o amOEPALN 1 6TEVOOT PAERAG GTOVG TVEDUOVES Kot OYL G€ amdPpoén N
otévaon aptnpiog.

- €yete coPapd mPOPAnua pe TV Kopdid Goc.

- &yete mPOPAN LA OTIG KOIMEG TNG KaPSLAG Gag, 01 0moieg £fval 01 KOLOTNTES TOV OVTAODY OfLaL.

- &yete LYNAY Tieom aiUATOG GTA NUOPOPA OYYELDL GTOVG TVEDUOVEC.

- &YETE YOUNAN CPTNPLOKT TTECT GTNV AVATAVOT).

- YQveTe PEYOAN TOCOTNTA COUUTIKOV VYPAOV (0PLIATMOT) TOL UTOPEL VAL TAPOVCIAGTEL OTOV
1WOpdveTE TOAD 1 OeV TVETE APKETA VYPA. AVTO Umopel vo, GUUPEL GV £10TE APPOCTOC UE TLPETO,
£ueto, 1 d1appola.

- §yete po omavia, KANPovoukn tabnon tov patiov (uelayypwotiki oupifinotposidondbeia).

- &yeTe (o dtTopoayn TV EpUOPMOV AUOGPALPI®Y TOL OiIaTOG (SPETAVOKLTTUPIKT OvaLLia),
KOPKIVO T®V KUTTAP®Y TOV 0ipatog (Aevyoipia), KapKivo Tov Lol TV 06TMV (TTOAAATAO
LuElmpa) N v £ETe OmMOLONTOTE aGOEVELN 1) SLGLOPPIN GTO TEOG GO,

- oV tp€yovod mePiodo ExeTe EAKOG TOL GTOUAYOL 1) KATold Statapayr| TG TENG TOV OUOTOG
(6mwg M arpoppo@idiar) 1| TPOPANUATO PIVIKNG OLUOpPOLYiaG.

- ToipveTE PAPLLOKO Y10, TT GTLTIKT OVGAELTOLPYICL.

Kotd ™ Bepansio tg avdpikng otutikng Susiettovpyiag, avagépnkav ot akdrovdeg avemBOpnTeg
EVEPYELEG OTNV OPAOT, LE TN XPTOT AVOCTOAEWDV TG POGPOSIEGTEPACTC TOTOV 5, GUUTEPIAAUPBAVOUEVOL
Ko tov sildenafil, pe pn yvooti cuyvotnta: pepikn, EAQVIKY], TPOG®PIVI 1 LOVIUN Pelmon 1 andAEW TNG
Opao”Mg 6To £va M Kot 6Tol VO PATLa.

Av cag ovpPet Eapvikn peimon 1 andAeio TG Opacns, CTORATOTE Vo Taipvete Revatio kot
EMKOLVOVI|OTE OPECMS UE TOV YITPO 6ag (BA. emiong mapdypago 4).

"Exetl avapepbel mopatetapévn kot opiopéveg opég 0duvnpn 6THOT 68 Avopeg UeTd omd ANy Tov
sildenafil. Eqv éyete otbom, n omoia dtopkel cuveydUeVa Y10 TEPIOGOTEPO OO 4 DPEC, CTUUATOTE VU
naipvere Revatio kol ETKoOIVOVI6TE OPEGOG PE TOV Y10.TPO 60g (BA. emiong mapdypago 4).

E10ikéc mpoeidomomjoeis yria ac0evels pe veppira. 1 nratika mpofinuaro.
B0 TPETEL VO EVILLEPDGETE TOV YIUTPO GOG EAV £XETE VEPPIKA 1| NIATIKA TPOPANLLATO, KOOMS TOOVOV va
ypectel mpocapoyn g dOoTG.

Hadwa
To Revatio dev mpémnet va yopnyeitor o€ modid Kéto tov 1 £Tovg

Alho pappoxa kou Revatio



Evnuepdote Tov y10Tpd 1 TOV QOpUaKOTOL0 oag 6V maipvete, £xeTE TAPEL TPOGPATO 1| LITOPEL VO, TAPETE
A0 PAPLLOKDL.

o  (DAppoKa TTIOU TIEPLEXOUV VITPLKA 1) §OTEG 0&eLSi0U TOU alWTOU OTIWG TO VITPLKO apUALo. Ta
dapuaka avtd divovtal cuxva yla avakoudlon Tng otnBayxng n «movou oto atrbog» (BA.
napaypado 2. TL mpENneL va ywplleTe mpLv va ApeTe To Revatio)

e EvnuepwoTte ToV yLATPO A ToV dappakomnold cog edv Aén AauPAveTe ploclyoudrtn.

®  Oepameieg yio TV TVELHOVIKT VAEPTOCT (TT.X. PoceEVTavT, LOTTPOGTY))

o Ddappoka mov wepiEyovv St. John’s Wort (puTikd QopUAKELTIKO TPOTOV), PLOOUTIKIVT
(xpnowonoteitar oty Bepomeio Paktnprakmdv AomEemv), kapBopalenivn, eoatvotoivn kot
eawvoPBappirtain (xpnoponotodvial, HeTald GAA®Y, Yio TNV Bepameio TG emtinyiog)

o DdppoKa TOL OPULDVOLY TO aipa (Yo Tapddstypa fop@apivi) ov Kot 0V Y0V MG OTOTEAEG O
Kol avemBountn evépyeta

o  ddppaxo mov TEPLEYOLY epLOpouLKivT, KAapBpopvkivn, tedfpopvkivn (avtilotikd mov
YPMNOLoTOI0VVTAL Yio TN Bgpoameio opiopévav Baktnplakdy Aotuméemy), cakovtvafipn (Yo
roipwén HIV) 1 vepalodovn (yia katdOiuyn), kabng mbavoy va ypetacel Tpocapuoyn e
d00Mg GG,

o  Alpa-avaoctolreic (T.y. 0o&alocivn), yia Tn Bepaneia TG VYNANG APTNPLOKNG TEoNS 1
TPOPANUATOV TOV TPOGTATY, KAONDS 0 GUVOIVLACUOS TOV dVO PUPUAKMOV UTOPEL VO TPOKUAESEL
CUUTTMOUOTO YOUNANG apTNPLaKnS tieong (m.y. Lain, kapnPapio).

o DdapuaKo TOL TEPLEYOLY CAKOVUTLTPIAN/ BadcapTdvn, Ta 0TToio ¥PNGUOTOLOVVTOL Yia. TN
Bepameio TNG KAPOIOKNG OVETAPKELOS,

To Revatio pe Tpo@1n ko1 10to
Agv mpénet va mivete youd grapefruit evd Ppiokeote vid Beponeio pe Revatio.

Kinon kol Onioopdg

Av glote éykvog, | InAalete, edv vopilete 6TL umopel va eiote £yKLOC N GV 0YESLALETE VO, ATOKTNGETE
ondi, {ntote T GLUPOVAN TOL YTPOV N TOL PAPLAKOTOLOD Gag TPV AdPeTe avTo TO PApuako. To
Revatio dev mpémel va AapfaveTat Kotd T StdpKeLn TNG EYKVUOGVUVNG, EKTOG OV EVOL AITOAVTOGC
omopaitnro.

To Revatio dev mpémet va yopnyeitotl e yovaikes mov fpickovton 6€ avamapay®yki nAtkio, EKTOg av
YPTCULOTOLOVV OTOTEAEGUOTIKG HETPO OVTIGVAANYTG.

To Revatio amekkpiveton 610 unTp1kd yaAn oc 6€ TOAD younAd enineda kot dgv Oa TaV AvVapEVOUEVO
va BAGyEL To Hopd Gog.

Oonynon ko yEPGROS PNV HATOV
To Revatio propel va mpokarécetl {dAn kot va ennpedost v 6paot. Oa mpénet va yvopilete mmg
avTOpa 0 OPYOVIGHOG GO GTO PAPLOKO, TPOTOV OONYNOCETE 1 XEIPLOTEITE UIYOVILATO.

To Revatio wepiéyel copfrroin
To Revatio 10 mg/ml x6vig yuo mocipo evardpnpa tepiéyetl 250 mg copPrroing avd ml avacvotadévrog
OGOV EVOULOPTLATOG,.

H coppiroin givar o nyn epovktolne. Edv o yotpdg cog, oog Exel mel 0Tt €ogic (] To mondi cog) Exete
dvoaveéio o€ oploHEVH GAKYOPa, 1] EXETE SLYVOOTEL e KAnpovoulkn dvcavetio otn povktdln (HFI),
plo omdvia yeveTikn dlatapayr], GTNV 0Toio TO ATOUO OEV UTOPEL VO SLOCTAGEL TV PPOoLKTOLN,
EMKOWVMVNGOTE LE TOV Y1ATPO GOG TPV €6€lg (1] To mandl 6oc) Tapete 1| AAPETE AVTO TO PAPUOKEVTIKO
TPOioOV.



To Revatio mepiéyel Pevioiké vaTpro

To Revatio 10 mg/ml k6vig yio mooipo evaumpnua wepiéyel 1 mg Pevoikod vatpiov ava ml
avacVoTadEVTog TOGHO evalopnpuatog. To Pevioiko vatplo pumopel vo avéNcet To emimedo oG 0Vciog
mov ovoudletal yorlepuBpivn. Ta vymAd eninedo yorepvOpivng pmopel va odnyncovv e iktepo (Kitpvn
YPAOOT TOV SEPUATOG KL TOV LATIAOV) VD Umopel emiong va 0dnyN el 6e eyKePAAKT BAGPN
(eyxeparomdBera) oe veoyévvnta Bpéen (LExpt 4 fooUdd®V).

To Revatio mepiéyel vatpio
To Revatio 10 mg/ml k6vig yio OG0 evoudpnpo TepLEyel Alydtepo amd 1 mmol vatpiov (23 mg) avé ml
OVOGVOTOOEVTOG TOGUOV EVOLOPNUOTOC, Eival anTo oL ovoudlovpe «eAevBepo vaTpiovy.

3. IIog vo wapete To Revatio

[Tévtote va maipveTe TO0 PAPLOKO AVTO AVGTNPA GOUPMOVE, LLE TIG 00N Yieg TOV Yiatpol oag. Edv éxete
apPBoMEC, pPMTAGTE TOV YATPO 1) TOV PUPLOKOTOLO GOG.

H ocvvictopevn 66on yio eviiikeg ivon 20 mg tpetc popés v nuépa (Aappdvetor avé ddotnua 6 £0g
8 mpdv), ue N yopig TNV cvvodeia QoynTov.

Xpnon o€ Tood ko pifovg

IMo oo ko epripovg nhikiog 1 éog 17 e1dv, n cuvictduevn d6on eivor gite 10 mg (1 ml ndopov
EVOLOPNUOTOG) TPELS POPES TNV NUEPA Yo TTodLd kot eprifoug mov Quyilovv 20 kg v Aydtepo, 1 20 mg
(2 ml mOGLUOV EVALOPALATOS) TPELS POPEG TNV NUEPA Vi TodLd Kot e@ovg mov Quyilovv mhvm

amo 20 kg, ko AapPaveror pe | xopic Ty cuvodeia payntod. YYnAotepeg 00GELG OeV TPENEL VAL
¥PTOLLOTOIOVVTOL OTO TSI,

To mdéoo evaldpnue TPETEL VO AvVOKIVEITOL KOAG TOVAGIoTOV Y10, 10 devtepOienta Tpv T Ypno.
O0onyieg Yo TNV OVAGVGTOCT TOV TOGLIUOV EVULOPT|RLATOG
SuvIoTATOL TNV 0vaevoTaoT] (T dNUovpyio) TOL TOGOV EVUI®PILOTOS VO TV TPAYLOTOTOlEL 0

(POPLOKOTOLOG TTPLV VO, GOG TO OMOEL.

Edv avacvotabet, To mocio evaidpnuo Ba gival oe vypr popen. Eav n kévig dev £xel avacvotabei, Oa
TPEMEL VAL KAVETE TNV AVO.CVOTOOT) 0KOAOLODVTOG TIG TOPUKAT® 001 YiEC.

Ynueioon: Oo npénel va ypnoipomombei cuvoiikog dykog 90 ml (3 x 30 ml) vepod yio. v avacvoToom
TOV TEPLEYOUEVOV TNG PLAANG, oveEApTNTA Otd TN 0O6T OV AoUPAVETE.

1. Xtomnote Ehoepd T LAAN Yo vo amelevufepwbei 1 kOVIC,
2. Apaipéote TO TOUA.
3. Metpriote 30 ml vepol yepilovtag to S0oieTpikd KOTEAAO (TEPIEXETAL GTO KOVTL) LEYXPL TN

StoPdOuion kot petd mpochiote T0 VEPO GTN PLEAT. XPNOLOTOIDOVTOS TO KOTEAAO LETPNOTE AKOULAL
30 ml vepod ka1 TpocBéate ta 6N ELIAN (etkdva 1).



X1 X1

L0 i

4. Emavotonofemote 10 mho Kol 0voKIVAeTE TN OLAAN £vtova Yo TovAdyiotov 30 devtepdrenta
(ewova 2).

gwova 1

5. A@aipéoTe TO IO,



6. Xpnopomoidvtag 1o KomeAlo petprote axopa 30 ml vepov kot tpocBiote Ta 6T eLéAn. Ilpénet
va tpocbétete navto cuvolkd dyko 90 ml (3 x 30 ml) vepov, aveEdptnta omd 1 66N TOL
Aappdvete (ewodva 3).

X1

30 ml

gwkova 3

7. Emavotonofemote 10 mho Kol avaKIVAeTE TN OLAAN Evtova Yo TovAdyiotov 30 devteporenta
(ewcova 4).

swkovo 4

o

A@aipéoTe TO IO

9. [Tiéote Tov Tpocapuoyéa 6To AUUO TNG PLAANG (OTTmG paiveTal TNy €KOvVa S5 Topakdtw). O
TPOCUPHOYENS TAPEYETAL £TCL MOTE VO UTOPEITE VAL YEPIGETE TNV JOGIUETPIKT SLPLYYA Yidl
xopnynon ond oTOHUTOG He EAPUOKO amd T LdAN. Emavatonofetiote 10 TOUA 6T QLAAY.



gikova 5

10. T'pdawyre v nuepopnvio ANENG TOV 0VOGLOTAOEVTOG TOGILOV EVOUL®PIOTOG GTIV ETIKETA TG
PLaANG (M Nuepounvia ANENG T0L AVAGVOTAOEVTOG TOGIUOV evalpoTog tvar 30 nuépeg omd v
nuepounvia ovacvetaong). Toyov LITOAELO TOGLLOV EVOLMPNLOTOG TPETEL VO ATOPPINTETOL 1] VO
EMOTPEPETOL GTOV QOPLOKOTOLO PETA ATt AVTY| TV NUEPOUNViaL.

Odnyieg ypnong

O pappokomoldg cag Oa mpénel va cog cLUPOVAEYEL GYETIKA LE TO TG Bl LETPTGETE TO PAPHAKO
YPNOULOTOLDOVTOC TNV SOCIUETPIKT COPLYYA Y10 YOPTYTON OO GTOUOTOC TTOV TAPEXETAL UE TV
ovokevacio. Metd v avachoTooT, TO TOCIUo evaumpnua 0o Tpémel va yopnysitar udvo pe v
OOGIUETPIKN GUPLYYQ Y10 YOPTYNON OO GTOUATOC TOV TTap€yxetan P kibe cvokevacio. [Tapakaiovpe
avaTPEETE OTIC 00N YIES TUPAKATM TPV T YP1OT TOL TOGHOV EVOLWDPTHLOTOC.

1. AVOKIVIGTE TNV KAEIGTH PLIAN TOL 0VAGVOTOOEVTOG TOGIUOV EVOLOMPNUATOS EVIOVA Y0,
TovAdyoTov 10 devtepdrenta Tpv TV ¥PHoN. APupEoTte TO TOH (EOV 6).

gikévo 6



2.

4

Evéd n 14An gival o katakdpuen Béom, Tavm o€ eXinedn eMPAVELN, ELGAYETE TO PUYYOS TNG
SOCIUETPIKNG GUPLYYOAG Y10 YOPNYNON GO GTOUOTOS GTOV TPOCAPUOYED (EIKOVA 7).

swova 7

Avomodoyvpiote T QLAAT, EVO KPOATATE TNV SOCIUETPIKN GUPLYYQ Y10 YOPNYNOT| od GTOLUTOG OTN
0éomn g Tpapn&te apyd, Tpog ta Tiow, To ERPOLO TG SOGUUETPIKNG GUPLYYAS Yo XOPTYNOT O
oTOp0ToG oT1| drefadion Tov avtictoryel oty 6001 Yia e6dg (apaipgorn 1 ml mapéyel d6on Twv
10 mg, apaipeon 2 ml mapéyel d6omn Tv 20 mg). [a va petpioete v do6on pe akpifeta, n TAVD
dcpr tov gpPorov, mpémet va evBuypappileton pe v KOTAAANAN Safddpion g SOGUETPIKNG
GUPLYYOS Yo Yopnynon amd 6TopaTog (E1Kova §).

=

<

i

swova 8

Edv PAémete peydlec puoaiideg, méote To EUPOAO apyd TPOC T LEGO 0T GVPLYYo. AvTtd Ba
00MYNoEL TO PapLaKo T péca otn ELaAN. EnavaidBate to fripa 3 Eavd.



5. IMupiote T AN og 6pbia BEom, Evd 1 SOCIUETPIKN GVPLYYA Yo XOPYNoT 0td GTOUOTOG
mopopével otny BEon e, AQopECTE TNV SOGIUETPIKT GUPLYYO Yio YOPNYNOT OO GTOUOTOG OO TN
QLIAN.

6. TomoBetnoTe TO PUYYOG TS SOCIUETPIKNG cVPLYYaG 010 oTdpo. KatevBhvete to phyyog g
SOCIUETPIKNG CVPLYYOAS YO YOPNYNOT| OO GTOLATOG LE KATEVBVLVOT TPOG TO EGMTEPIKO TOL
payoviov. [Méote APT'A 1o éufolo Tng S0GIUETPIKNG CVPLYYOS YO XOPYNOT OO GTOUATOG TPOG
ta péca. Mnv exktofevoete to pdppako ypiyopa. Edv 1o edapuako tpoxkettor va yopnynoei oe
mool, BePorwbeite TpdTa 6TL T0 MO PpickeTon oe kKabiotn OEon 1 OTL Kpateital og OpOia Oéon
TPV YOPMYNOETE TO PApLaKO (eucova 9).

gkova 9

7. Emavotonofemote 10 mhpa 0T OaAT, 0pnvovTag Tov Tpocapuoyéa oty 0éon tov. [TAbvete v
SOGUETPLKT] GVPLYYQ Y10 YOPTYNOT| OO GTOUATOG CULPOVOL LIE TIG TOPAKAT® 001Yies.

KoBopiopog kot arodnkevon g cupryyag:

1. H o0pryya mpénet va mAéveton petd amd kabe ypnon. Bydite 1o EuPolo €€ amd v cupryyo Kot
TAOVETE Kot ToL OV0 UEPM pe vepo.
2. Yteyvoote ta 000 pépn. [iéote 10 pPoro pésa otnv ovpryya. Gvraéte v og Kabapd Kot

aoQUAEG PEPOG, Holl [LE TO PAPUOKO.

Av mapete peyalvtepn d0on Revatio ano tnv kavovikn)

Aev TIPEMEL VA TTAPETE TEPLOCOTEPO GAPHAKO AT’ OGO GAG CUVLOTA O YLATPOC OaG.

Av Ttapete MePLooOTEPO PAPLAKO art’ 600 oag £XEL cuvtayoypadnOel, EVNUEPWOTE TOV yLOTPO 0ag
opéowc. Aappavovtog neplocdtepo Revatio amo OtL mpémnel pnopei va avénbet o kivéuvog epdaviong
YVWOTWV OVETILOUUNTWY EVEPYELWV.

Av Egydoste va mapete 10 Revatio

Edv Eeydoete va mapete o Revatio, mdpte pa d6om apéomg poig to Bounbeite kot katdmy cvveyiote va
TOPVETE TO PAPUAKO GOG TIG LV OELG MPeG. MV TTapeTe SuTAn dOGN Y10 VO AVOTANPDOCETE T1 0OGT TOL
Eexaoore.

Av otopoatiiceTe va waipvere Revatio

H &aopvikn dwokom g Beparneiog pe to Revatio pmopei va, y€1poTepEHOEL T0. GLUTTOUOTO GG MnVv
oTopotnoete vo Taipvete Revatio av dev oag 10 met o yorpog cag. O yiatpog oG UTopel va 6oG TTEL VA,
LEWDGETE TN dOOM Yo MyeC HEPEG TPV OTAWATIOETE EVIEANDG T Bepameia.

Av €yete TEPIOCOTEPEC EPOTNOEIS GYETIKA LE TN XPTON ALTOV TOL PAPLAKOV PMOTHGTE TOV Y1OTPO 1| TOV
QUPUOKOTOLO GOG.



4, IMBavéic avemBounTeg evépyseieg

Onwg 6Aa o pappaka, £Tot kot To Revatio pmopet vo mpokaAiéost avembBounteg evEPyeELeS, av Kat dgv
TOPOVGLALOVTOL GE OAOVE TOVG aVOp®TOC.

Av Piooete onolecdnmote amd TIc akOAovbeg avemBounteg evépyeieg Ba TPETEL VO GTAUOTNOTE VO
naipvete Revatio Kot vo emikoveovioete apéomg pe évay ylotpo (PA. emiong mapdypago 2):
- OV TOPOLGLAGETE EAPVIKN Helmon 1 andAsia TG Opaong (Un yvoot cuxvotnta).
- OV TOPOVCLACETE GTVOT GVVEYOVLS O1apKELNG peyolvuTepns TV 4 wpav. [oapatetapéveg kot
OPIOUEVEC POPEC 0OVVNPES GTVOELG EYOLV avapepBel og avopeg petd t Ay sildenafil (un
YVOOTH GUYVOTNTA).

EviAikeg
Ot avemBOuNTEG EVEPYELEC IOV OVAPEPON KOV TTOAD GLY VA (LUITOPEL VO, EMNPEAGOVY TEPIGGOTEPOVG Omd 1

otovg 10 avBpdmovg) Ntav kepoaradyia, E£0yn 010 TPOGHOTO, SVOTEYIN, SIAPPOLN KOl TOVOS OTA YEPLO 1)
ota TooL0.

O1 avemBOunTeg evépyeteg, mov avaeéptnkav cuyvd (uropel va emnpedoovv péypt 1 otovg 10
avBpodToLG) TEPIAGAUPOVAY: VTOSEPLUKT AOTH®EY, YPITMOT CUUTTOUOTA, PAEYHOVI] GTOVG KOATOVG TNG
potNG, petopévo aptiuog epubpav apoceaipiov (avapia), Katakpdtnon vypav, SuGKoAa GToV VTIVO,
Gyyoc, nuikpavio, TpEUovA0, aicOnua vnyuov, aicOnua kadcov, petopuévn aictnon aeng, opoppoyic 6To
omicOo péEPoc Tov 0PBuAL0D, emdpdoelg oty Opact, Bdufog opdoemg Kot evasncio 6To PMC,
EMOPACEIS GTNV OTTIKY OAVTIANYT TOV XPOUATOV, Epeiopévovg opBaANOVG, £0TIEG alloppaying GTOV
000 po/eEEPVOPOLS 0QOaALOVG, TAYYO, Bpoyyitida, ptvikh atpoppayic, Katappon, frya, Boviwnuévn
Lo, GAEYUOVI TOL GTOUAY OV, YOOTPEVTEPITION, 0icONUa KODGOV KATM and TO0 GTEPVO, ULUOPPOTOES,
dtdTaomn g Kotkiog, Enpootopio, anOAEW TPLY®V, EPLOPOTNTO TOV JEPUATOG, VOKTEPIVOUCS 1IOPADTEC,
UDIKOVG TTOVOVG, 00QLOAYia Kot ovénuévn Oepprokpacio Tov GOITOC

AvemBounteg evépyeteg mov Exovv avapepBel Arydtepo ocuyva (pmopel va ennpedcovy péypt 1 otovg 100
avBpdnovg) cvpmepterdpfavay: petwpévn oA TG OpaoTS, StmAmTia, [N PLGLOA0YIKO aicbnua cTov
00N, apoppoyic TEOLS, TAPOVGIN ALOTOG OTO GIEPLO, KON 6TA 00Pa Kot SLOYKMGN TOL UAGTOD
GTOVG AVOPES.

"Exel eniong avagepOel depuatikd e£avOnua, aipvidlo peimon 1 andAglo TNG AKONG Kol LELWUEVT]
OpTNPLOKN TEST) LE UM YVOGTH cLYVOTNTO (1 cCLYVOTNTO OV Umopel va ekTiun el omd to drabéoipa
dedouévar).

Houdrd kon Eenfor

O mopakdte avemBounteg evépyeteg £xovv avaeepbei cuyva (umopel va exnpedoovv péxpt 1 ota 10
dTopa): Tvevpovia, Kapdlokn avemdprela, deEld Kapdlokn avemdpkela, katoninéio mov oyetileton pe v
Kapd1d, VYNAN Tieon ainaTog 6TOVE TVEDUOVES, TOVOG 6T0 6TNBOC, AMoBupia, AoipumEn Tov
OVOTTVELOTIKOV, BpoyyiTida, 10YeVi G AOTUWOEN GTO OTOUAYL KOl GTO EVIEPO, AOIUMEELC TOV OVPOTOINTIKOV
GULGTILOTOG Kol KOTAOTNTEG GTO SOVTLO.

O mopakdte coPapéc avembounteg evépyeteg Bempnniay oti eivar oyeti{opeveg pe v Bepameio kot
avaeépOnkav un cvyvd (umopel va emnpedoovy émg 1 ota 100 dropa), ariepyikn avtidpacn (0mmg
deppotikd eEGvOnua, TpNEYO TOV TPOCOTOV, TOV XEMMY Kol THG YADGGOG, OVATVEVGTIKO GUPLYUO,
SLGKOALL GTNV AVATVOT 1] TNV KOTATOGT)), GTAGHO1, 0KAVOVIGTOS KOPOLaKOSG TaANOS, £acBévnon g



OKONG, AOYAVIOGLLO, PAEYLLOVT] TOV TTETTIKOV GUGTILOTOS, OVOTVEVGTIKOG GUPLYIOC AOY® SLOTapaynG TNG
PONG TOL aépal.

O avemBOunteg evépyeteg mov €xovv avapepbei ToAD cuyvd (umopel va etnpedoovy meptocdTepa amd 1
ota 10 dropa) Ntav TovokEPaAog, EUETOG, AOTH®EN TOV Aotov, Tupetds, diappota, Ypinn Kot pvoppayia.

Or avemBOunteg evépyeteg mov €xovv avapepBet cuyva (umopovv va ennpedoovy puéxpt 1 ota 10 dropa)
Nrav voutio, avEnpéves 6TOGELS, TVELLOVIA KO KATOPPOT).

Ava@opad avemOounTOV vEPYELOV
Edv mapatnpnoete kKamowo avemBOUnTn evEPYELD, EVILEPDOTE TOV YIUTPO 1) TOV POPUAKOTOL0 GaG. AVTO

oy0eL Ko Yo KaBe Thovi avemBounn evEPYELN TOL dEV OVOPEPETAL GTO TOPOV PVALO 00N YLDV YPNONC.
Mmnopeite eniong va avapépete avemBOuUNTe evépyeleg omevbeioc, LEow:

EM\ado Kvmpog

EbBvikog Opyaviopog @appdkmv DQappoxevtikég Ynnpeoieg

Meocoyeimv 284 Ymovpyeio Yyeiog

GR-15562 XoAapyog, ABnva CY-1475 Asvkooia

TnA: + 30 21 32040337 TnA: +357 22608607

Iotétomog: http://www.eof.gr Dag: + 357 22608669
http://www.Kitrinikarta.gr Iototomog: www.moh.gov.cy/phs

Méow G avagopdg avemiBounT®my evepyeumy pumopeite va fonbfoete 6T GUALOYN TEPIGGOTEPWOV
TANPOPOPLDY GYETIKA LLE TNV ACPAAELN TOV TOPOVTOG POPLAKOL.

5. IIog va pvrdoceste To Revatio

To @apuako ovtd TPEMEL Vo PLAACGETOL GE LEPT) TOV OgV TO PAETOVV KoL OV TO POAVOLV TO TOdLA.

Na pn gpnoponoleite avTd T0 PAPLAKO LETA TNV NUEPOUNVIL ANENG TOV OVOPEPETAL GTY] PLAAN LETA TNV
AHEH. H nuepopnvio Anéng sivor n tedevtaio nuépa Tov pnva Tov avapEPeTal EKEL.

Kowvig
Mn evAdocete o€ Beppokpacio peyarvtepn twv 30°C.
dvAdocete oTNV OPYIKN CLCKEVAGIO Y10l VO TPOGTATEVETOL OO TNV VYPAGIAL.

Avoovotafév ndoio evarmpna
dvidooete og Beppokpacio pikpotepn twv 30°C 1 oo yoyeio otovg 2°C £mg 8°C. Mnv KatoyvyeTe.
Toyov vdrepo TOGYOL evoumpnpatog Oa tpémel va aroppintetar 30 NUEPEG LETA TNV AVOGVGTOOT).

Mnv metdite PAPUAKO GTO VEPD TNG OMOYETEVCNC 1| OTA OIKLOK( amoppitpoto. Pothote Tov pappokomold
00 Y10 TO TMG Vo TETAEETE T PAPLLOKO TTOV OgV ypnoilonoteite ma. Avtd o pétpa o fondncovv oty
mpoctacio Tov TePPAALOVTOG.


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

6. Iepreydpeva TS GVOKELUGTUG KL AOUTEG TANPOPOPIES

T rgpréyer To Revatio

- H dpaoctikn ovoia givar to sildenafil (g kitpikd dAag sildenafil).
Metd v avacvotaon, kabe ml amd to woéco evarmpnue tepiéyet 10 mg sildenafil (wg kitpikod
oAog).
Mia 1A avacvotadéviog mooiov evatmpiuotog (112 ml) mepiéyet 1,12 g sildenafil (og kitpikod
dr0G).

- Ta dAAa cvotatikd givar: Kovig yia ndéoyo evandpnua: copprtodn E(420) (BA. mapdypapo 2 «To
Revatio mepi€yet copPirrorny), Kitpikd o&d dvudpo, covkpardln, vatplo kitpikd (E331) (BA.
mapdypapo 2 «To Revatio mepi€yet vatpion), EavBavng kdput, titaviov dro&eidro (E171), vatpro
Bevloiko (E211) (BA. mapdypapo 2 «To Revatio nepiéyet fevioikd vatpio» kot «To Revatio
TEPLEYEL VATPLON), TLPITIO, KOAAOEWDES Gvudpo. ['ehon 6TOELMOV: HOATOOEETPIVY, CUUTVKVOUEVOG
YOUOG CTAPLALOV, KOLLL OKOKI0G, CUUTVKV®EIEVOC YVUOG avavd, KITptkd 0&D dvvdpo, puoikod
BeATionTikd yevomNG.

Epgavien tov Revatio kot wepieyopeva T 6V6KELAGiog

To Revatio mapéyeton cov Agukn £m¢ VTOAEVKT KOVIG Y10 TOCUO EVOIDPNA, 1 oTtoia 6Tav avacvoTadel
LE VOmpP TapEyeL VO AEVKO TOGILLO EVOLMPTLLOL LE YEVGT] GTAPVALOV.

Mia @atokitpivn, yodiwvn edAn tov 125 ml (pe frdwtd nopa ond tolvrponviévio) nepiéyetl 32,27 ¢
KOVEMG Y10 TOGILO EVOLMDPTLLOL.

Metd v avacvotaon 1 euain mepiéyet 112 ml nooipov evoumpniuatog, ek tov oroimv ta 90 ml
npoopilovtol yio docoroyio Kot yopnynon.

Méyeboc cvokevaociag: 1 graan

Kd&0e ovokevacio mepiéyet eniong éva S0oIUETPIKO KOTEAAO atd TOALTPOTVAEVIO (pe dtafabuion yia ta
30 ml), o docipeTpikn cHpLyya Yo yopnynon axd otopetog (3 ml) amd morvmpomviévio pe EuPoro and
HDPE «on évav mposappoyéa eraing epappolouevo pe mieorn and LDPE.

Katoyog Adsrog Kvkhogopiag ko Ilapackevastiig

Kdéroyog g Adetog Kuhopopiag:
Upjohn EESV, Rivium Westlaan 142, 2909 LD Capelle aan den 1Jssel, Kato Xopsec.

[Mopackevaoctng:
Fareva Amboise, Zone Industrielle, 29 route des Industries, 37530 Pocé-sur-Cisse, I'aAiic.

1
Mylan Hungary Kft., Mylan utca 1, Komarom 2900, Ovyyapia.

Mo onoladnmote MAnpodopia OXETIKA E TO TIOPOV GOPUAKEUTIKO TTPOIOV, apakaAeiobe va
aneuBuvBeite oTov TOMLKO avTUTPOcwo tou Katoxou tng Adslag Kukhodopiag:

Belgié/Belgique/Belgien Lietuva
Viatris Viatris UAB
Tél/Tel: +32 (0)2 658 61 00 Tel: +370 52051288



Bbbarapus
Maiinan EOO/]
Ten.: +359 2 44 55 400

Ceska republika
Viatris CZ s.r.o.
Tel: +420 222 004 400

Danmark
Viatris ApS
TIf: +45 28 11 69 32

Deutschland
Viatris Healthcare GmbH
Tel: +49 (0)800 0700 800

Eesti
Viatris OU
Tel: +372 6363 052

E)\dda
Viatris Hellas Ltd
TnA: +30 2100 100 002

Espafia

Viatris Pharmaceuticals, S.L.U.

Tel: +34 900 102 712

France
Viatris Santé
Tél: +33 (0)4 37 2575 00

Hrvatska
Viatris Hrvatska d.o.o0.
Tel: +385 1 23 50 599

Ireland
Mylan Ireland Limited
Tel: +353 1 8711600

island
Icepharma hf.
Simi: + 354 540 8000

Italia
Viatris Pharma S.r.l.
Tel: +39 02 612 46921

Luxembourg/Luxemburg
Viatris

Tél/Tel: +32 (0)2 658 61 00
(Belgique/Belgien)

Magyarorszag
Viatris Healthcare Kft.
Tel.: + 36 1 465 2100

Malta
V.J. Salomone Pharma Limited
Tel: (+356) 21 220 174

Nederland
Mylan Healthcare BV
Tel: +31 (0)20 426 3300

Norge
Viatris AS
TIf: +47 66 75 33 00

Osterreich
Mylan Osterreich GmbH
Tel: +43 1 86390

Polska
Mylan Healthcare Sp. z o.0.
Tel.: +48 22 546 64 00

Portugal
Viatris Healthcare, Lda.
Tel: +351 21 412 72 00

Romania
BGP Products SRL
Tel: +40 372 579 000

Slovenija
Viatris d.o.o.
Tel: + 386 1 236 31 80

Slovenské republika
Viatris Slovakia s.r.o.
Tel: +421 2 32 199 100

Suomi/Finland
Viatris Oy
Puh/Tel: +358 20 720 9555



Kbapog Sverige

GPA Pharmaceuticals Ltd Viatris AB

TmA: +357 22863100 Tel: + 46 (0)8 630 19 00

Latvija United Kingdom (Northern Ireland)
Viatris SIA Mylan IRE Healthcare Limited

Tel: +371 676 055 80 Tel: +353 18711600

To mapdév evAro 0dNYLOV priong avadepOnke Yo Tedevtaio popa otig 01/2024

AALeg TNYEG TANPOPOPLOV

Aemtopepeic TANPoPopieg Yo T0 PAPHOKO aVTO ivol S1BEGIUES GTO dIKTLOKO TOTO Tov Evpmmaikod
Opyaviopod Gopudkmv http://www.ema.europa.eu. Yrdpyovv eniong cOveespol pe GAAES 16TOGEMOEC
OV APOPOVV GE OTAVIEG 0oBEVELES K Bepameiec.



http://www.ema.europa.eu/
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