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@vAro ooV piong: IIAnpogopics yra Tov ypijotn

Ventavis 10 pukpoypoppdpro/ml StGAvpo yio L6TV0T) P EKVEQOT
lloprost

Awpdote TpooekTIKG 0AOKANPO TO GVALO 03NYIAV YPT|ONG TPV OPYICETE VA (P CLUOTOLEITE OVTO

TO QAPROKO, OLOTL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- ®ovAdéte owtd TO PUALD 0dNYIOV XpRomG. Towg ypelaotel va To dafdoete Eavd.

- Edv éyete mepartépm amopieg, pOTNOTE TOV Y1OTPO, TOV POPLOKOTOLO 1| TOV VOGOKOLO GOG.

- H ovvtayn yio avtd 10 @apuaKo yopnyndnke amokAEIoTIKA Yo 6ag. Agv TPENEL Vo, SDCETE TO
@apuoxo oe dGArove. Mmopel va Toug mpokaiésetl PAAPN, axopa Kot Otav to onueia g achéveldg
TOVG €ivan 1010, LLE TOL OIKA OO,

- Edv mapatnpnoete kamola avemBountn evEpyeLa, EVIUEPDGTE TOV YIUTPO, TOV PUPLUKOTOLO 1] TOV
VOGOKONO 6ag. AVTO 1GYvEL Kot Yio kéOe mbavr| avemBountr evépyela Tov OEV AVOPEPETAL GTO
POV GUALO 00T YLDV YpTIonc. BAéne mapdypapo 4.

T Tepréyer 1o Tapév AL 00N YILOV:

T etvon To Ventavis kot oo givat 1 gp1ion Tov

T mpénet va yvopilete mpv ypnoomomoete to Ventavis
[g va ypnoomomoete to Ventavis

[MBovég avemBOunTeg evépyeteg

[og va puidooete To Ventavis

[epreydpeva g cvokevaciog Kot AoméG TANpopopieg

SuhkrwdE

1. Th givar To Ventavis ko wola givan ) ypion tov
Th eivon To Ventavis

H dpaoctikn ovoia tov Ventavis givar to iloprost. Mipgiton pio UGtk ovcio Tov GOUATOG OV AEyeTon
TPooTokLKAIVY. To Ventavis avacTtéAAel TV ovemBountn andepaln 1 6TEVOoT TOV ALOQOP®Y
ayYElOV Kol EMTPEMEL TN POT TEPIGGOTEPOL OHLOTOC HECH TAOV APTNPLDV.

Ilowa givan n ypfon Tov Ventavis

To Ventavis ypnoomoteiton yio tn Oepaneio péong cofoapdtnog TEPMTOCEDY TPOTOTAHONG
nvevpovikng veéptaong (PPH) o evijlikeg acBeveic. H PPH eivan pia katnyopio mvevpovikng
vIéPTOONG OOV M artio, TNG LVYNANG Ttieong Tov aipartog dev eivan yvoot. [Ipokettor yio pa
KATAOTOGT OTTOL 1) TECT) TOL AUUATOG EIVOL TTOAD VYNAN GTA ALLOPOPA AYYEID AVAUESH GTNV KOPILd
KO TOVG TTVEVLOVEC.

To Ventavis ypnouomotgiton yio tn PeATiOoN TG IKAVOTNTOC Y10, AGKN 6N (1 IKOVOTNTO EKTELECT|G
COUOTIKNG OpAGTNPLOTNTAG) KOl TOV CUUTTOUATOV.

Ilog Aertovpyei 1o Ventavis
Eionvéovtag to ekvépmpa, petapépetal To Ventavis 6Tovg TVEDUOVES OOV UTOPEL VO AELTTOVPYNOEL

O OMOTEAECUATIKA GTNV apTNpic HETAED TNG Kapdldg Kot TV Tvevpovoy. H Bektiopévn pon aipotog
o0onyei og KaAvTEPT TAPOYN 0EVYOVOV GTO GMOUN KOt UELMWUEVO Bapog otV KapdLd.



2. Tvpémer va yvopilete Tpv (prnoilponocete To Ventavis
Mnyv gpnoponomcete To Ventavis

o oz nepinTon airepyiag oto iloprost | 6 0m0100NTOTE GALO OO TOL GLGTATIKA AVTOL TOV
QapuaKov (avaeépoviol 6Ty Tapdypaeo 6),
® g0V JTPEYETE KIVOUVO VO ERQPOVICETE HLPOPPAYIO — Y10 TOPASELYLLEL, EAV EYETE VA EVEPYO
¢AKOG TOL GTOUGYOV 1| TOL TPATOV TUNUOTOS TOL AETTOV EVTIEPOV (EAKT SMIEKAOAKTOAOV), EAV
VIOPEPETE QO PULOIKO TPAVLOTICUO (TPOOLLEL), oV SLTPEXETE KIVOUVO EVOOKPAVIOKNG
alpoppoayiag,
o &av £yete TPOPANpA KapILAS, OTMG
0  TTOYN POY| TOL AiHATOS TPOG TOVG HHEG TNG Kapdds (coPapr otepaviaio voco 1 aotadn
omBayyn). Ta copntdpata propet va tepthappdvovy Tévo oto otidog,
0 Kopdlakn TpocPoir] Eviog TV TeEAevTAinV EEL UNVOV,
o adbvaun kopdid (un avippomodUEVT] KapdloKn avemdpkeln) n omoia dev eival VIO GTEVT
OTPIKN TopakoAovON o,
o ocofapd actadn kopdlakd TOAUO,
o eMittopa tov BoABidmv T kKapdids (€K YEVETNG 1) EXIKTNTO) TOL TPOKOAEL AVETAPKT
Aertovpyio TG Kapoldg (Un oxeT OUEVT e TVEVLOVIKT VITEPTACT)),
o &GV €ly0TE EYKEPOUMKO ETELGOO10 EVTOG TOV 3 TELEVTAIMV PUNVAV 1] AALO cLUPEY oV peiwoe
TNV TAPOY1 TOL OUATOG TTPOC TOV EYKEPAAO (T.). TUPOSIKO 1oYAUIKO ENEIGOO10),
® &GV 1 TVELNOVIKY] 60G VTEPTOON 0QEILETAL 6 amOQpain 1] oTéveon eALPag (prefikn
OTOPPOKTIKT VOGOG).

IIposidomou|oelg kKo TPoPLAGEELG

AmevBuvbeite 610 Y10TpO, TO PAPLAKOTOLO 1| TO VOGOKOUO GO TPOTOL YPNCULOTOMCETE TO Ventavis:

e H giomvon tov Ventavis umopei va evepyonotjoet duokorieg oty avamvor| (BA. mapdypago 4),
€101Ka o€ aobeveig pe Ppoyyodcmacuo (Eapvikd GeIEL0 TOV LUMVY GTO TOLYDUOTH TOV [KP®V
aEPOYOYDV) KOl GLPTYUO.

Evnuepaote tov yuatpd cog av éxete pia AoipmEn tTov tvevpovov, cofapo dobpa 1 xpévia
avevpovorddela (xpovia ano@paktikn mvevpovonddeia). O yatpog cog Ba cog mapakorlovdel
TPOGEKTIKAL.

e H migon Tov aipatég cog 0o eheyyOel mprv amd T Oepameio ko v ivor TOAD yopnin
(Kato and 85 mmHg yo v dve Tiun) tote 1 Bepaneio pe To Ventavis ¢ o mpémet va
Eexnoet.

o ['evikd, Ba ypelaotel vo TPOcEEETE 10101TEP VA TPOSTAONGETE VO, ATOPVYETE T
UTOTEAEGHATO, TG YOPNANG Tigong, 6mwe 1 Atmobvpia kot 1 {aAn:

o Evnuepmote tov yrotpd cag av maipvete GAAL QAPUOKE, YIOTL 1] CUVOVAGUEVT ETIOPOCT)
pe to Ventavis Umopel vo LELOGEL TNV apTNPLoKh cog Tieon Kt dAko (BA. TopakdTm
<Al pappoKo kot Ventavisy).

o Xtafeite 6pOiol apyd 0TOV ONKOVESTE Ad KAPEKAEG 1) TO KPEPATL.

o Av éyete thon yuo Mmobupio Kabdg onkmveste amd o KpeRATt, umopel va fondnoet av
TAIPVETE TNV TPMTN 0O0N TNG NUEPAS GOG EVAD EI0TE OKOUA GTO KPEPATL.

o Av éyete v tdon Yo Amobupikd eTelc6010, ATOPVYETE TNV EVIOVI] GOUATIKN
TpooTabela, ylo Tapadery o Katd T S1apKELD PLGIKNG Aoknons. Mmopei va givar
YPNOLO Vo eloTveDoETE Ventavis Tpiv.

o AwmoBupukd emelc6d1a pmopet va opeilovtol otny vokeipevn acHéveia.

o Evnuepmote Tov Y10Tpo GOg oV XEWPOTEPEVCOVY. AVTOG/ VT UTopel va AdPel vtoyT va
TPOCAPUOGEL T 006N 6ag N va, ahAdEeL TV aymyn oag.

o Avumo@épete amd pio wadnon addvaung Kepoas, 6Tms d0eS1d KaPOLUKI] AVETAPKELD, KOl
vio0eTe 6TL 1] 060EvELD GG YELPOTEPEDEL, EVNLLEPDOGTE TO Y10TPO c0C. Ta cuunTdOpato propet
va meptiopPavouy Tpréio ota TOd10 Kol GTOVG 0oTPUYAAOVG, Aaydviaoua, aicOnuo TaAudy,
7O GLYVN 0VPN G TN VOYTO 1 01O LA

e O ywtpog cog Oa eEetdoetl To evdeyopeVo oAlayng TS Bepaneiog Goc.



® AV TOPOVGLAGETE OVGKOAIN GTV AVATTVOT|, P}ETE aipa KA/ WPAOVETE VAEPPOIKA, AVTE
pmopel va gival onuadta 6Tt £xeTe vEPO 61O TVELUOVIO. 60G (TVELLOVIKO OIONUA). ZTANATHOTE
va ypnowomoteite To Ventavis Kol eVUEPDOTE AUECOS TO YATPO GUG.

o Avtdc/avt Ba ywacet yro v artia Kot Bo TapeL To KATAAANAL LETPOL.

o Av éyete nmoTikG Tpofiqpata 1 ol cofapd veppikd mpofiipara Tov anartovv
apokdadapon, evnuepmaote Tov YaTpd cag. Mropei fabuaio va pneite oty
ouVTaYOYpaPNUEVT 000 N v GO cuvtayoypaendel xauniotepn door Ventavis amd 0Tl GTOVG
dArovg acbeveig (BA. mapdypao 3 «Ildg va ypnotponowocete to Ventavisy).

Enra@ Tov Ventavis pe to 6éppa 1] katdmwoon Tov Ventavis
e  MHN agnoete dtdAvpa Ventavis va £pbel oe eman] e TO dEPHO GG 1| TO LATIO GOGC.
Av avtd cvpPet, Eefydite To déppa 1 Ta patio opEcms pe dpbovo vepo.
e  MHN meite 1 Katamieite to didlvpa Ventavis.
Av 10 Kotomieite katd AdBoc, meite dpBovo vepd Kat EVUEPDOTE TO Y1ATPO GOG.

Mowra ko éenpor
H aopdieta kot anotehespatikdtnra tov Ventavis o€ modid nhkiog éog 18 etdv dev £xovv
TEKUNPLOOEL.

Alo @appoxa kot Ventavis

Evnuepdote tov yratpd 1 TovV QopLOKOTOLd GOg AV XPTCLUOTOIELTE, £XETE TPOGPATO, YPTGLLOTOGEL
N UTOPEL VO YPNGUYLOTOINGETE GALY PAPHLOKAL.

To Ventavis kot peptkd @appoka pnopet vo epeavicovy aArnienidpaor avéioya pe Tov TpOTO TOV
AELTOVPYOVV GTOV OPYOVICUO GOG.

Evnuep®ote 10 Y0Tpd GOC 0V TOUPVETE:

o DOappaKa TOL YPNCUOTOOVVTOL Y10, TV AVIILETMTION TG VYNM|G Tigons 1| Kapdrondderag,
OT™G
o Pnta avacTtoAeic,
O VIIpOON AyYEOO0OTAATIKG,
o ovaotorelsc MEA —petatpentikod evibov ayysiotevaivg).
H wieon cog pmopet va mécel tepartép.
O ywtpdg cag pmopel vo adddet T doom.

o (DOappOKa TOVL GPULAVOVY TO Gipd 1| AvacTEALOVY TNV TEN TOV AipaTOS, TEPIAUUPivOVTaL
®  OKETLAOGOMKLAIKO 0&L (ASA - pia popuaKkeLTIKT ovcia Tov BpickeTol o€ TOAAG GApLOKa 1)
omoia katefalel Tov mupetod Kat ovaKkovpilel Tov TdHvo),
nmopivn,
KOVUOPIVIKG OVTIINKTIKG, O™ 1 Bapeapivn 1] N EVIPOKOLUOVT,
1] GTEPOELDN OVTIPAEYLUOVMON PAPLLOKCL,
L1 EKAEKTIKOL OVALGTOAELS POCPOIIESTEPAOTG, OTMG TEVTOEIPLAAIVY
ekhekTiKol avaoToAeic poopodieotepdong 3 [PDE3], 6nwg othootalddn 1 avoypeiion
o Tuhomdivy,
O KAOTIOOYPEAT,
o avaoTtoieic Tng YAvkompwteivng Hb/1la, énmg
= gunct&ipdunn,
= ennpPorion,
= Tpo@Pdv.
o depiPpotion
O ywatpog oag Oa cog mapakorovbel TpoceKTiKd.

[Iptv mépeTe 0MOL0ONTOTE PAPUAKO, POTNOTE TO YIOTPO T} TO PAPUAKOTOLO GO, OV dtofETel
TEPLOCOTEPEG TANPOPOPIEC Y10 PapUOKO UE T 070l B0l TPEMEL VOL TPOGEYETE | VO ATTOPEVYETE, OTOV
YPMOLOTOLEITE TO Ventavis.



To Ventavis pe Tpo@1n Kot 10to
H tpoen 1 10 T0T6 dev avapévetal va ennpedoovy 1o Ventavis. Q6T1060, Bo TPETEL VO ATOPEVYETE TN
AYM TPOPNG 1 TOTOL KATE, TNV EICTVOT).

Kdnon

o Eav maoyete amé TVELROVIKI| VTEPTAGT), ATOPVYETE VO LEIVETE £YKVOC, KAOMG 1) EYKVUOGUVT
Ba pmopovice va 00N YNGEL G EMOEIVMOOT TG KATAGTOONG GOG KOl VoL £lvat oKOLLL Kot
ameNTIKY Yo T (on oag.

o Eav pmopeite va peivete £ykvog, ypnoyomoote aSl0mioTn avTicOAANYN amd TV ®po, oL B
Eexwvnoete 1 Bepameio Kot KoTd N drdpkela s Bepameiog.

o Eav giote £ykvog, vopilete 611 pmopei va £ioTe £YKVOG 1] 6YEOLALETE VO, ATOKTGETE TULOL,
evnuepmoTe To Ylatpod cag apéoms. To Ventavis mpénet va ypnoiponoteitol katd ) ddpKelo
NG EYKLUOGVVIG LOVO EGV 0 YIOTPOG GOG OMOPAGIGEL OTL TO EVOEYOUEVO OPEAOG LTTEPCKEAILEL
TOV EVOEYOUEVO KIVOUVO Y10 EGAG KO Y10 TO EUPPLO.

Onioopdg

Agyv gival yvooto gdv to Ventavis mepvael 6to untpiko yoia. O duvnTikdg kivouvog yia to Ppépog Tov
Onralet dev pmopel va amokhelsTtel Kot ivar TPOTIUOTEPO VAL ATOPEVLYETAL O ONAAGHOG KOTA TN
duapxeta g Bepamneiog e Ventavis.

ZnoTe TN GLUPOLAT TOV YLOTPOD 1| TOL POPUAKOTOLOY GOG TPV TAPETE OTOLOONTOTE PAPLLOKO.

Neoyva, Bpéen ko £YKveS yuvaikeg oev mpénel va fpickovtar 6To 1010 OONATIO 060 ELGTVEETE TO
Ventavis.

Odnynon ko EPLoROS PNYAVNRATOV

To Ventavis peidvel v aptnploky mieor Kot EVOEXETUL Va, TPOKAAEGEL iAlyyo 1 (AAN o€ pepikd
dropa.

Mnv odnyeite kot un xepileote epyareio 1 pnyoviuoto ov vidBete vt To 0moTEAEGUATO.

To Ventavis mepiéyer arbavorn

To Ventavis 10 picpoypappdpro/ml mepiéyet 0,81 mg aikooAng (abovorng) o kabe ml, mov eivan
1e0dvvoun pe 0,081 % w/v. H mocdmra 0,81 mg alkoding o 1 ml avtod tov papudiov sivol
16000voun e Atydtepo amd 1 ml pmdpag 1 Kpaciov.

H pikpn mocdmta g ahkodAns o€ autd To eappako dev Ba £yl a&toonuelntes emdpacelc.

3. Hog va ypnoyonomosere 10 Ventavis

H évap&n g Bepamneiog pe to Ventavis npémel va yivetatl povo omd yiotpo Eunelpo otn Oepomeio tng
TVEVLLLOVIKNG VITEPTOOTG.

11660 pémEL va. ELGTVEETE KL Y10, TOGO OLAGTNA,
[Tavtote va Yp1OYLOTOLEITE TO PAPLOKO AVTO AVGTNPE GOUPMOVO, LLE TIG 0dNYIiES TOL YTpoV cag. Edv
£xete au@Polrisc, pmtNoTe TOV Y10TPd OAC.

H 8601 tov Ventavis kot ) didpketo g Oepaneiog mov givar cmot yuo cag, eEapTaTon amd Tnv
Kkatdotoon cag. O yotpog cag 0o 6og GUUPOVAEDSEL, UNV AALAEETE T GUVIGTOUEVT] dOOT| YOPIG Vo
cuppovievteite TPMTO TO YATPO GOC.

Mmropolv vo. xpnoiomomBovy SlapopeTiKol EKVEPMTES yio T yoprynor tov Ventavis. Avaioya pe
TOV TOTO TNG GLGKEVNG TTOL YPTGLUOTOLEITOL KOl T 6OGT) TTOL CLUVTAYOYPUQEITAL, Eivarl KOTAAANA Ta, 1
1 2 ml tov Ventavis 10 pkpoypopupdapio/mi.



o Exvepmtig Breelib

Edv apyilete T Oepameio pe Ventavis 1 edv oAlalete and pa eVOALOKTIKT GUGKELY, 1| TPDTN GOG
glomvon Ba eivon pe Ventavis 10 pixpoypopupdpio/ml (edotyyo tov 1 ml pe toug dompovg kot
Kitpvovug daxtdoiovg. Edv aveybeite kald avutiyv tn 0601, N emodUeVN glomvon cag Oa givarl pe to
Ventavis 20 pukpoypappdpio/ml (pdotyya pe kitpvo kot KOKKIvo dakTOAL0). o Tpénel vo. cuveyioeTe
pe t doom auth).

Edv dev propeite vo aveybeite tnv etonvon Ventavis 20 pikpoypoppdpia/ml, anevbovvieite otov
ywtpd cog, 0 0moiog propet va anogaciost 61t Ba Tpénel va mapete Ventavis 10 pukpoypappdpia/mi
@votyya tov 1 ml).

O TeprocdTepor avBpomor Ba £xovv 6 £0¢ 9 ocvvedpieg eloTvodV Katd T dtdpKele TG NUEPas. Mia
ovvedpia slomvomv pe to Breelib cuvifwg dapkel mepimov 3 Aemtd.

O ywtpdc oag o emPrénel T Oepomeio cog dtov apyilete va ypnopomnoieite Tov ekvepmtn Breelib
(MOTE VO, O10GPUAICEL TG AVEYESTE KOAG TN 0OGT KoL TNV TAXVTNTO TG EICTVOTG.

o Exvepotig I-Neb AAD (@Yoryye tov 1 ml pe dompo kor kitpivo daktOAL0)

I'evikd, 6tav apyilel | Bepomeio pe Ventavis, n Tpdtn e10mvedEVT] 00T TPEMEL VoL glvan

2,5 wikpoypappdpio iloprost 6mmg yopnyeitatl 6to e€dptnua 6TOROTIKNG TPposupuoyns. Edv aveybeite
KaAG avt T 6001, 1 600N Ba Tpémet va. ovEdveton ota 5 puKkpoypoaupdpto iloprost kat 6o tpénet va
ocuveyloete pe ) 06on avth. Edv dev pumopeite va aveybeite ) 66on 5 pikpoypappopiov, 1 66on Ba
TPEMEL VAL LEWDVETOAL GTOL 2,5 LUKPOYPOUUAPLOL.

O TeprocoTepor GvOpomor Oa £xovv 6 £0G 9 ovvedpieg ELGTVOAY KOTA TN SLUPKELN TNG NUEPOS.
Mia cuvedpia glomvomv cuviBmg dtapkel Tepimov 4 £mg 10 Aemtd pe to I-Neb AAD, avéAioya pe
3001 oV £xEL GUVTAYOYpaPNOEL.

. Exvepotig Venta-Neb (¢voryya tov 2 ml pe dompo kar pol daktOA0)

I'evikd, otav apyilel n Bepaneio pe o Ventavis, n apdt eonveduevn d6on mpémetl vo eivarl

2,5 pikpoypappdpio iloprost 6mmg yopnyeitatl o6to €€4pTnua cTOROTIKNG TPposupUoyns. Edv aveybeite
KOAG auTiV 1 0601, 1 d0on cag Ba mpénet va avénbel ota 5 pikpoypappdpia kot Bo Tpénel va
ovveyloete pe ) 06on avti. Edv dev pnopeite va aveybeite tn 66om twv 5 pukpoypappapiov, n d6om
0o Tpémel va pelmBel ota 2,5 pikpoypappdpio.

O tgproocotepor avOpamor Ba £xovv 6 £mc 9 ocuvedpieg ELETVOMY KOTA TN OLUPKELD TG NUEPOS.
Mia cvvedpia siomvomv ue 1o Venta-Neb cuvnbog dropkei mepinov 4 Emg 10 Aemtd, aviloyo pe
3001 oV £xEL GVVTAYOYpaPNOEL.

Avaloya pe Tig eEatopkevpéveg avaykes, To Ventavis umopei va ypnopomombei yio poxpoypdvia
Oepameia.

Eav égete veppika | nratika wpopfiipata
Agv vapyet avaykn aAlayng tng 06one o€ acbeveis pe Rro 1 péTpila veppikd tpofAanuarta (acheveic
pe kabapon kpeativiving >30 ml/min).

Edv &yete moAl cofapd veppikd mpofAnuota Kot ypetdleote apnokabopon 1 eGv EXETE NIOTIKA
wpoPAnuata, o ytpdc cog Oo kabiepdoel Yo 6o oTadlokn ¥prion Tov Ventavis kot kotd tooo
mBovotnta Oa Goc cuvtayoypaENoEL AlyoTepeg 000ELg ava NUEpa. EeKviote T Oepameio
glonvéovtag 2,5 wkpoypapudpa iloprost ypnopomowmvrag evotyyo tov 1 ml

Ventavis 10 pikpoypappdpia/ml (ue tov dompo kot Kitptvo dakTOAL0). XpNOIHOTOLEIoTE S100THUATA
peta&d Tov d0cemv 3 — 4 wpdv (avTicToyEl og Yopynon 6 opEG TNV NUEPO TO UEYIGTO). X1
GUVEYELD, O YITPOG GOG UTOPEL LE TPOGOYTN VO GUVTOUEDGEL T SIUGTHHOTO LETAED TV dOGEMV,
avéloya Le 10 TOC avEyeote TN Bepameia. Av 0 YaTpdg Gag amopucicel Tepaltépm avENGN TG 06oNC

6



£0¢ 5 Kpoypappapta, 0o Tpémel TAM Vo ETAEYOVV apyikd daoTipaTo LETAED TV 066wV 3-4 mpmv
K0l VoL GUVTOUELOOVY avaAoya Le TO TOC avEyeaTte T Bepameia.

Edv vimBete 6t 1 6pdior tov Ventavis givar gite vaepfoiikd 1oyvpn| €ite vIEPPOAIKA ALV,
EVILEPDGTE TOV YLATPO 1] TOV QUPUIKOTOL0 GOG.

Znmote amd to YTpd cag va oag Bondnoet Kamolog va eEokelmbeite pe Tn yp1|oT TOL EKVEQMTY).
Agv mpénel va petafeite o€ GALO EKvEQ®TN Y®PIg Vo cupPovlevteite To Bepdmovia yioTpd Gog.

Hog va eronvéete

I kéBe cuvedpio slGmvomV, TPETEL VO ypnolonoleite pia véa gootyya Ventavis. Axpipag
TPV 0PYICETE TNV EIGTVOT, GTLAGTE TN YLOAIVY QUGTYYQ Kot pi&Te To dtdAvpa oTov BdAmpo Tov
mpoopiletat Yo To PAPUAKO AKOAOLODVTOG TIG 0ONYIES YPNONG TOV EKVEPMOTN.

AxoiovBeite TpooekTIKd TIG 00NYiEG TOL GLVOSEHOVY TOV EKVEPMTI], 1O1MG TIC 001 YIEC GYETIKA
LLE TNV VYLEWVT Kol TOV KaBapIoUd TOV EKVEQMTY).

[pénel mavrote va ypnoponoteite to Ventavis axpifodg cOUQ®VO UE TIG 00N YiEg TOV Y0TpoD GO,

o To duddvpa Ventavis 10 pikpoypoppdpio/ml yio £16wvon e EKVEQOTN EIGTIVEETAL UE YPTIoN
TV EKVEQOTOV (gite T0 ovotua Breelib, to cvotua Venta-Neb 1 to cvotua I-Neb AAD)
OV GLVTAYOYPAPEL O Y1OTPOG GO,

o O ekvepmG petaTpénet To dtdlvpa Ventavis o EKVEQ®UA, TO OTTOI0 EIGTVEETE OO TO GTOLO.

o [ Vv elonvon Ba mpEmeL va YpMGIULOTOGETE Eva EEAPTNILA. GTOUOTIKNG TTPOGOUPLOYNG DOTE
va. omo@evybei 1 emaen Tov Ventavis pe T0 6€pUa 6a.G. Mn ¥pNCIUOTOMNGETE LATKA
TPOGMTOV.

o Ax0oAoVONGTE TPOGEKTIKA OAES TIG 00MYiEG TOL GLVOSEVOVY TOV EKVEQ®TY. Edv €xete
apPBoMEC, pPMTNGTE TO YATPO 1] TO PUPLAKOTOLO GO,

o Kdfe vmoleppa dtodvpatog Ventavis Tov amopiEVEL GTOV EKVEPMOTN LETE TNV EICTVOT] TPEMEL
va amoppintetan (BA. moapdypago 5).

Agpioudc douation

Befoiwbeite 011 10 dwpdtio oto omoio Kavete T Oepaneio pe o Ventavis aepiletor. AAla dropa Ha
uropovcoy va ektebovv katd AdBog oto Ventavis uécm tov aépa tov dmpatiov. Idaitepa veoyva,
Bpéon kot £ykveg yovaikeg dev Oa mpémel va Ppickovtar 610 1010 dopdtio 660 eloTvEETE TO Ventavis.

. Breelib

I'epiote Tov OGAapo papudkov pe Ventavis akpipag mpv ) xpnon. [ v mtAinpoon, akolovdnote
T1G 00MyiEg XPNONG TOL EKVEPWTY).

Adon iloprost 6to

. E .

Yvokeon @ aPPAKEVTIKO TPOTGY gehpTnp “ KTIHOREVOS
GTONATIKNG APOVOG E16TTVONG
TPocuppoYig

Ventavis 10 ug/ml (pdoryya
Breelib tov 1 ml pe dompovg kon 2,5g 3 Aemtd
KITPIVOUG OAKTOALOVG)

o I-Neb AAD

1. Axpipag mpv apyicete v el6mvon, omdote Kot avoite Tn yudAivn eOctyya mov TeplEyEt
ddAvpa 1 ml, n omoia @épet dV0 Eyypmpovg dakTuAiovg (AevKo - Kitpvo), kot pi&te OXO TO
TEPIEYOUEVO GTOV OGO TOV EKVEPMOTN TTOL TPOOPILETAL Y10 TO PAPLOKO.

2.  HmpopuBusuévn 66om mov mopéyetot amd 1o cvotue I-Neb AAD ghéyyetor amd 10 Odlopo tov
(QOPUAKOV GE GLUVOVAGHO LE Evav dioKo eAEyyov. Ymapyovv 600 OAAMIOl PUPIAKOL LE



SLOLPOPETIKN YPOUOTIKY Kwdkoroinomn. ['a kabe BdAapo eapudkov, vTapyel Evag 61oKog
eAEYYOL UE TNV aVTIOTOLYN YPOUUTIKT KOJIKOTOINo:
o Tt d6om 2,5 pikpoypappapiov, xpnoionoteitol 0 OAANLOC POPUAKOVL HE TO KAEIGTPO
KOKKIVOV YpOROTOG Rodl e TOV KOKKLVO Oi6K0 EAEY)OV.
e [a 1 d6om 5 mkpoypappapiov, ypnoomroteitol o OAAALOG POPUAKOV pE TO KAEIoTPO
pop ypopatog pali pe Tov pof dicko gréyyov.

3. EAéy&re 1o ypdpo Tov BoAdpov Tov QapUdKov Kol TO ¥PMLL0. TOV diGKOL EAEYYOV MGTE Vo
BeParmBeite 611 Exete AaPet TNV cuvtayoypaenuévn d0on. Oa mpémel va £xovv Kot To dVo To 1510
APOLO, EITE TO KOKKIVO Y10 T 000N T®V 2,5 uKpoypappopiov gite To popf yio t d6on Tov
5 wkpoypappapiov.

YVoKeL Aoon iloprost oto Extipopevog ypovog elemvorig
e€apTNIO GTOPATIKIG
TPOGAPHOYTG

I-Neb AAD 2,5 pkpoypoppdpio 3,2 min
5 wkpoypoppdpio 6,5 min

O mapaxdTo TIvaKog TopEyel uo TEPINY” TV 0dNyiov xprong tov I-Neb yia tig 600 cuykevipdoEelg
tov Ventavis:

I-Neb AAD
PuppaevTics | Erpoos durtios | g0 | Kislowo o
aidpov
’ PO ll gréyyov
PUPRAKOV
Ventavis Ovoryyo 1 ml 2,5 g KOKKIVO KOKKIVO
10 pg/ml AEVKOC - KITPIVOG BAKTVUALO
ng S pwvog S 5 ng Hop wop
J Venta-Neb

1. AkpBodg mpv apyicete TV 16TVOT, OTAGTE TN YLOAVY EOGLYYa TOV TEPLEXEL dtdAvpa 2 ml, n
omoia Pépet dHo £yypwuovg daktvriiovg (Aevko - pol) kot pi&te GLo T TEPIEXOUEVO GTOV BAlaLO
TOV EKVEQPMTN TOL TPOOPILETAL Y10 TO PAPLAKO.
Mmnopovv va AEIToLPYNGOLY dVO TPOYPAUUOTO
3. O ywrpdc oag Ba mpooapudoet to Venta-Neb oto mpdypappa mov ypeldleote yia vo mhpete ™
d00om mov €xel cuvtayoypaen el Yo £50G.
o  PlIIpéypappa 1: 5 kpoypoppdplo SpacTikng ovciag 6To eEAPTNUN GTOUOTIKNG
TPOCAPUOYNG, 25 KUKAOL EIGTVOTG.
o  P2TIIpéypappa 2: 2,5 pikpoypoppdplo SpacTiKiG ovoiag 6To EEAPTNIO GTOUOTIKNAG
npocapuoyne, 10 koxkiot selomvonc.
4. Tlpémel vo, xpNOLUOTOCETE TOV TPAGIVO puOUIGTH Yo va emttdyeTe T0 BéATIoTO UEYEBOC GTaydvaC
Yo, T yop1ynon tov Ventavis.

n

Adon iloprost 6to s€aptnuo

- ,
vokeLN GTOPOTIKNG TPOGUPPOYHG

Extipopevog ypovog s16mvonig

2 : 4mi
Venta-Neb 0 WKPOYP(IM’MG[MO{ m!n
5 HIKPOYpappaptoL 8 min

IMo Aemtopépeteg, Topakaiovie SLOPACTE TO EYYEPIOI0 0ONYIDV TOL EKVEPMOTN 1] POTIOTE TO YIOTPO
o0G.



Edv ypnowpomonjcere peyalvtepn 0061 Ventavis amwod TNV KOVOVIKI)
H ypniion peyoivtepng mocdtntag Ventavis amd Tnv Kovovikn pmopet vo odnynoet og Coldda,
TOVOKEPAAO, £y (KOKKIVIGHO TOV TPOSHOTOL), vauTia (aicOnua adiobeciag), Tovo ot yvabo 1
otV TAAT.
Mmropei va gppavicete eniong pio peimon 1 pia adéEnon oty aptnplaxn tieon, Ppadvkapdia
(nelpévn Kapdlakn cuyvotTTa), Tayvkapdio (ALENUEV KopdlaKn cuyvOTNTA), EUETO, d1appota. Av
oLpPel kATl amd avTd dTov EYETE YPNOILOTOMOEL TEPLoadTEPO Ventavis arn’ Ot énpenes:

®  GTOUOTNOTE TNV GLVESPIN ELGTVODV

®  EVNUEPAOGTE TO YTPO GOG
O y1atpdc oag Ba cag mapakorovdel Kot Ba avTIHETOTIGEL OTOLNONTOTE CLUTTAOUOTO TPOKVTTOVV. AgV
glval yv@otd cuyKeKPEVO avTidoTO.

Eav Egyaoete va yproypomonjcete To Ventavis
Mnv mtapete SimAn 6661 Yo v avOTANPpOGETE T 0001 mov Eeydoate. Potiote to yrotpd cog Tt
TPEMEL VAL KOVETE.

Edv otapatijoete va ypnoyonoieite To Ventavis
Edv otapatioete 1 embopeite va otopatioete ) Beponeio, culnTMoTE T0 TPMOTA LE TO YIATPO COG.

Edv &yete mepriocdtepeg epMTNCELS GYETIKA LLE TN XPNON CLTOV TOV PAPUAKOV, POTHOTE TOV YTPO,
TOV (POPLOKOTOL) 1] TOV VOGOKOUO GOG.

4. IBavéc avemOBOpNTES EVEPYELEG

Onwg 6o To eApUOKa, £TGL KOL GVTO TO QAPUAKO LTOPEL VO TPOKUAEGEL AVETIOOUNTEC EVEPYELEG, OV
Kol 0gv Tapovcldlovtal 6 GAOVG ToVS avEpPOTOLG,.

Ot topakdto cofapéc avemBOUNTEG evEPYELES Umopel Vo cuUPoDY. TNV TEPINTTOOT 0VTH
EVNLEPMGTE TO Y1OTPO GOG AUECWG,.

IToAv cvyvig (umopei va exnpedoovy mepiocdtepa omd 1 oto 10 dropa):

e Aoppoyikd eneloddia (kvpimg pvoppayia (emictoln) ko fyog pe aipa (oportoon))
umopei va GuPodv TOAD GuyVA, E01KA oV AAUPAVETE ETIOTG PAPLOKA Y10 TV 0paimon
7oV aipotog (avtimnktikd). O kivovvog alpoppayiog umopel vo eivar avénuévog oe
acfeveic 6TOVG 0TOIOVE YOPNYOVVTOL TAVTOYPOVE, OVOGTOAEIG TG CLGCMPEVCTNG
alpometaAiov 1 avturnktikd (PA.eniong mopdypago 2). ITodd ordvia, £xovv avaeepei
Bavamedpa TEPIOTATIKA GLUTEPTAAUPAVOUEVIC OLUOPPOYING OTOV EYKEQOAO
(eyKe@OMKNG Kot EVOOKPAVIOKNAG OLLOPPOYLOG).

Yoyvég (umopel va ennpedoovy émg 1 ota 10 dropa):

e H AmoBvupia (cvykonn) eivor éva countopa g idtog g acbévelag, oAAd puropei eniong va
ovpel katd ™ didpkela g Bepoameiog pe to Ventavis (BA. emiong mopdypapo 2
«IIpogdomonoelg Kot TPOPLAGEEIS?, Y10 CUUPOVAEG GYETUKE LLE TO TL UITOPEITE VO KAVETE Y10l VO,
TO OTTOPVYETE OVTO).

o Xaunin aptnploxn wieon (vwdTaoT)

Mn yvoetég (6ev pmopodv va extiunfovv pe Baon ta dtabéciua dedopéva):
e Bpoyyoomacuog (Eapvikd oei&o TMV HudV GTO TOYMUOTO TOV WKP®Y 0EPUYOYDV) Kol

ovptyrog (PA. emiong v mopdypoo 2 «IIpogdomotoelg Kot TPOPUAGEELSY).

IMopatiBevrot mo kdt® o1 TapevépPyeleg PAGEL TG TOAVOTNTOC VO ELPOVIGTOVV:



oAb ovyvéc: unopel va emmpedoovy mepiocdtepa and 1 ota 10 dropa
e J1ebpLVOT TOV OLLOPOPOV ayyeiov (ayyelodlactoAn). Ta copntdpota puropei va eivar €Eaym M
£PLOPOTNTA TOV TPOSHOTOV.
dvogopia oto 6tloc / Tdvog 6To 6TNhOC
Prixag
TOVOKEPAAOG
vavtio
OVOG 6TO GayOVL / GTAGHOl 6TOVG POEG TOL Garyovioy (TPIoUOS)
TPNEWO TV AkpmV (TEPLPEPIKS OidMLL0L)

Yoyvéc: pnopet va emmpedoovy émg 1 ota 10 dropa
e TpofAiuota oty avamrvon (d0crvol)
Can
EUETOC
duappoia
TOVOC KATA TNV KATAmTooT (Qopuyyorapuyyikog epediopdc)
£peOIGUOG TOV A0V
£pEOIGUOG TOV GTOLOTOC KOl TNG YADGGOS GUUTEPIAAUPAVOUEVOL TOVOL
eEavonua
YPYOPO YTOTN A TNG Kapdlag (Tovkapdia)
aicOnpa ypryopmv i SuVOTOV KTOTOV TNG Kapdlig (aicOnuo Talpumv)

Mn yvo6Tég: 1 cuyvoTnTo OV Umopel vo ektiun0el pe Bdomn ta dabéoua dedopéva.
e peimon tov apBuov tev aponetaiioy oto aipa (Bpopforevia)
e vmepevaicOnoia (m.y. arlepyior)
e Jdwropayn ot yevon (dvcyevcio)

Adrec mOBavég avemBOUNTEG EVEPYELES
o IIpn&yo, Kupimg TOV 0OTPAYAA®MY KOl TOV KAT® AKP®V, AOY® KOTAKPATNONG VYPOV
(mep1pepikod oidnua) eivar Eva ToAD cLyVO GOUTTOU TG 110 TG achévelag, alld pumopel va
ovuPel kot katd ™ didpkel TG Bepomeiog e Ventavis.

Ava@opd avemOOuNTOV EVEPYELOV

Edv mapotnphoete kamoto avemBOunT evépyela, EVIUEPMOGTE TOV YIOTPO GG, AVTO 1GYVEL KOL Y10,
KG0e TOavn avemBOunTn gVEPYELR TOV OEV AVOPEPETAL GTO TAPOV EUALO 0ONYIDV Yprions. Mmopeite
eniong va avapépete avemBounteg evépyetes anegvbeiog

EALGSO:

EfBvikog Opyaviopog @apuakmv
Meocoyeimv 284

GR-15562 XoAapyog, AOfva
TnA: + 30 21 32040380/337
®ag: +30 21 06549585
Iotétomog: http://www.eof.gr

Kvrpoc:

DopuaKeVTIKEG YINPETiEg
Ymovpyeio Yyeiog

CY-1475 Asvkooio

Doé: + 357 22608649

Iototomog: www.moh.gov.cy/phs

Méow g avapopdg avemBOuNToOV gvepyel®v pmopeite va fondncete ot GLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACPAAELN TOV TOPOVTOG POPLAKOL.
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5. I®g va purdccete To Ventavis

To @appako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot Ogv TO POAVOLV Ta, TOLSA.
Na pn xpno1Honoleite avtd T0 PAPUOKO UETE TV NUEPOUNVia ANENGS TOV aVOQEPETUL GTO KOVTL Ko
TN EUoLYYO.

A1 T0 POapUOKEVTIKO TPOTIOV deV amartel £101KEC GUVOTKES Y Tr GOAOEN.

Kdabe vrdieyipa dS1oAdpoTog Ventavis Tov amopéVEL GTOV EKVEQMTI LETA TNV ELGTVON TPEMEL VO
amoppInTETAL.

Mnv metdite @ApUOKA GTO VEPD TNG OMOYETELONG 1| GTO OKLOK(A amoppipata. Potiote tov
(OPLOKOTOLd GOG YOl TO MG VO TETAEETE TOL PAPLLAKO TTOVL JEV YpMOLUoTotEite ma. Avtd ta pétpa Oa
BonBnoovv oty Tpoctacio Tov TEPPAAAOVTOC,.

6. Iepreydpeva TG 6VOKEVAGIAG KOL AOUTEG TANPOPOPiES
Ty mepréyer To Ventavis
H dpaoTtki] oveia givan to iloprost.

1 ml dwohvparog mepiéyet 10 pikpoypappdpia iloprost (wg iloprost trometamol).
Kdabe pvoryya pe 1 ml mepiéyet 10 pkpoypappdpro iloprost.
Kdabe pdoryya pe 2 ml mepiéyet 20 pkpoypappdpto. iloprost.

Ta GAho 6VETOTIKG gival TPOUETAUOAT (trometamol), aBavorn, YAwplovyo VATPLo, VEPOYA®PIKO 0ED
v poBuion tov pH, kat evécipo Howp.

Epeavien tov Ventavis kou TepleyOpeva TG 6VOKELOGIOG:

To Ventavis etvat éva dtowy€g, dypopo SdAvpa EKVEQP®MTY Yo EL6TVON Le Tov ekvepwty| Breelib,
I-Neb 1 Venta-Neb.

To Ventavis 10 pkpoypaupdapio/ml dwotibeton o€ dypmoueg pooryyee, mov mepiéyovy gite 1 ml gite
2 ml 1AV Yio EIGTTVON LE EKVEQMTY.

To Ventavis 10 puxpoypouudpio/ml diotiBstor otic axolovbeg ovokevaoies:

o  ®voryyeg 1 ml yio ypion pe toug exvepmtég Breelib 1 I-Neb:
o Xvokevaocio mov weptéxel 30 N} 42 pvotyyes Yo xpNion e Tov ekveeoth Breelib kot
I-Neb.
o TMoivovokevaoio mov mepiéyel 168 (4 X 42) @iotyyeg yio. ypfoN LE TOV EKVEQMTY
Breelib xot I-Neb.
o Iolvovokevaoio Tov mepiéyel 168 (4 X 42) pvotyyeg pe oet avarlooipwv Breelib
(mov mepiéyet 1 eEGptnua oTOMATIKNG Tpocapuoyng Kat 1 0dhapo eappdikov).
O1 @Votyyeg Tov mepiéyovy 1 ml gival emonpociéveg pe 600 Eyxpmpovg daktuiiong (Aevkd -
Kitpvo).

o dvoryyeg 2 ml yio xprion pe o Venta-Neb:
o ZXvokevaoia wov mepiéyet 30, 90, 100 1 300 gvotyysc.
o Ilolvovokevacio mov mepiéyet 90 (3 x 30) i) 300 (10 x 30) pvoryyss.
O1 @Voryyeg mov mepiéyovy 2 ml givar emonpoouéveg pe 600 &yypmpovg daktuiiovg (Aevkd - pol).

Mmropei va, unv KuKAOPOpPOUV OLEG Ol GLOKEVAGIES.
Karoyog Adcrog Kvkhogopiag:

Bayer AG
51368 Leverkusen
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Teppovia

IHopaockevastic:

Berlimed S.A.

Francisco Alonso 7

Poligono Industrial Santa Rosa
28806 Alcala de Henares
Madrid

Iontavia
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T"o omoladnote TANPOPOpPia. GYETIKE LLE TO TOPOV PAPLOKEVTIKO TPOidV, TapouKaleiche va
amevBuvleite otov ToTIKO aviipdommo Tov Katdyov g Adstag Kukiogpopioag.

Belgié / Belgique / Belgien
Bayer SA-NV

Tel/Tel: +32-(0)2-535 63 11
bbarapus

baitep boarapus EOO/]
Ten. +359 02-424 72 80
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45-45 23 50 00
Deutschland

Bayer Vital GmbH

Tel: +49 (0)214-30 513 48
Eesti

Bayer OU

Tel: +372 655 8565
E\MGdo.

Bayer EAldg ABEE

TnA:  +30210 61 87 500
Espafia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer HealthCare

Tél(N° vert): +33-(0)800 87 54 54
Hrvatska

Bayer d.o.o.

Tel: + 385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353 1 216 3300
island

Icepharma hf.

Simi: +354 540 8000
Italia

Bayer S.p.A.

Tel: +39 02 397 81
Kvbmpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 84 55 63

Lietuva

UAB Bayer

Tel. +37 05 23 36 868
Luxembourg / Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungéaria KFT
Tel.:+36 14 87-41 00
Malta

Alfred Gera and Sons Ltd.
Tel: +35 621 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf. +47 23 13 05 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48 22 572 35 00
Portugal

Bayer Portugal, Lda.

Tel: +351 21 416 42 00
Romania

SC Bayer SRL

Tel: +40 21 529 59 00
Slovenija

Bayer d. o. o.

Tel.: +386 (0)1 58 14 400
Slovenska republika
Bayer, spol. s r.o.

Tel: +421 25921 31 11
Suomi/Finland

Bayer Oy

Puh/Tel: +358 20 785 21
Sverige

Bayer AB

Tel: +46 (0) 8 580 223 00
United Kingdom

Bayer plc

Tel: +44 (0)118 206 3000

To mapov OALo 0dNYLAV xpR6NS avadcmpOnke Yo TedevTaio popd otic 12/2020.

Aentopepn TANPOPOPLOKA GTOLYEIN Y10 TO TPOIOV CLTO Elvar SL0HECIUA GTOV SIKTVOKO TOTO TOV
Evponaikov Opyaviopod Gapudkev: http://www.ema.europa.eu. Yndpyovv eniong cOvoeopot pe
GALEC 10TOCEAIDES IOV aPOPOVY GTavieg acbéveleg kat Oepameiec.



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

O Tinpo@opicc mov akoAovBovV amevOivovTal povo o€ erayyeipatieg vysiog:

Odnyiec ypNomnc Kot YEPIGLLOV

Ot acBeveic mov £yovv otabepomombei Le T ¥PNON EVOG EKVEPMTY| OEV TPETEL VO, KAVOLVY XPNOM
dALov exvepmT, Y®pig TN otevr| enifreyn tov Bepdmovta 1atpo, kabmg £yl amoderyBel 6Tt
SLQOPETIKOL EKVEQPMTEG TOPAYOLY ALEPOAVLLATO, LUE EAAPPDG OLOPOPETIKA PUGIK( YOPOKTNPIOTIKA Kot
umopel va £xouv TaydTEPN XOPTYNOT TOL doAdpoToC (BA. Tapdypapo 5.2 g [epiinyng tov
Xapaktnpiotik®v tov [Ipoidvtog).

I'a va ehayiotonomBel n mBavomta Tu)aiag £kBeonc, cuvieTdton 1) ST PNoT KAAOD AEePIGLOD TOL
YDOPOUL.

. Breelib

Orav ypnoiponoteite tov ekve@mti Breelib, akolovOnote 115 0dnyieg xpnomng mov mopEyovtan e )
GUOKELT].
I'epiote Tov BGAapo papudkov pe Ventavis akpimdg Tpty T ypnon.

YVoKeL] @ oppoKeLTIKG TPOIGY Aoon iloprost 6to Extipdpevog
ggaptpa APOVOS E16TTVOT|G
GTOPOTIKNG
TPOGAPROYNG

Ventavis 10 mcg/ml

Breelib (¢Votyya tou 1 ml pe 2,5 mcg 3 min
AoTTPOLE KOl KITPIVOLG !
OOKTOALOVC)
° I-Neb AAD

To ovotnua I-Neb AAD givar éva popntd GOGTNUA EKVEQOTN YEWPOG LE TEYVOLOYIO TOALOLEVOV
TAEYOTOG. AVTO TO COGTNUO TaPAyEL oTtayovidia pe T Bonbela vepiywv, wBdVTag To didivpa
drapéoov evoc maéyuartoc. O exvepotic I-Neb AAD éyel amoderybel 611 givarl KatdAANAOC Yo TN
xoprynon tov Ventavis 10 pikpoypoppdpio/ml (dotyya tov 1 ml pe dompovg kot Kitpvoug
SOKTOALOVG).

H petpnbeica MMAD g otaydvog Tov agpoddpotog ftav 2,1 kpoueTpa.

AVT0G 0 EKVEQMTNG TOPAKOAOVOEL TOV TOTTO AVOTTVONG Y10 VO, KaBopiGEL TO ¥POVO TOALOD
A.EPOAVLOTOG TTOV ATOLTEITOL Y10 TN YOPNYNoN TS Tpopubuicuévn d6ong Tmv 2,5 1

5 wkpoypappapiov iloprost.

H 866m mov yopnyeitat omd to cvomua I-Neb AAD eréyyetar amd tov OdAapo eoppdkov cg
ouvdvooud e Evav dioko eréyyov. Kdbe Bahapog popprdkov ival YpopaTiKd KOOTKOTOIEVOS Kot
£xet évav dloko eAEYYOL UE TNV avTIGTOLYN YPOUATIKT KOSIKOTOINoT).

o [0 d6omM 2,5 mikpoypoppapiov, ypnoonoleital 0 OAANLOC POPUAKOD LE TO KOKKLVO
KAgioTpo pali pe Tov KOKKIVO dicKo AEYYOV.

e [0 d60oM 5 pKkpoypappepiev, ypnoomoteital o OAAAI0G POPUAKOL LE TO KAEioTPO pofp
ypoOpatog podi pe Tov pof dicko eréyyov.
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T k4be cuvedpia elonvomdv pe to I-Neb AAD, to mepieyopevo piag eovotyyog pe 1 ml Ventavis, pe
300 £yypoovg OaKTLAIOVE (AEVKO - KiTPvo), peTapépeTal 6ToV A0 PapLaKkov akplBdg Tpy ™)
xpom.

T UGKELR Aobon iloprost 6To £aptnpo Extipndpevog ypovog
n OTONUTIKNG TPOCUPNOYIG EL0TIVONG
) 2,5 wkpoypoppdpio 3,2 min
I-Neb AAD 5 wkpoypoppapio 6,5 min

O mapaKdTo TIVOKOG TOPEXEL Lo TEPIANYT TV 0dNY1dVY xpriong Tov I-Neb yio to Ventavis:

I-Neb AAD

@ oppoKevTIKG "Eyypopog daxtdirog Aocohoyia | Kisictpo ]
TPoidv QvoLYYoC Ot Gpov Aiokog
. L&YY 0V

QUPRAKOV
) OO 1 mi 2,5 g KOKKLVO KOKKLVO
Ventavis 10 pg/ml Dcma ) ,
Aevkog - kitpvog doktOMog | 5 ug Hop Hop

. Venta-Neb

‘Exet amodeiybei 0T1 0 Tpopod0TOVpEVOG 0o paTapio popnTog EKvePmThS vieprxov Venta-Neb sivot
emiong katdAAniog ya ) xoprynon tov Ventavis 10 pukpoypappdpio/ml. H petpnfeica MMAD 1tng
GTAYOVOG TOV 0EPOAVATOC TV 2,6 pikpouetpa. o kdbe Gepd E16TVOMV, TO TEPLEYOUEVO HLOG
eovotyyog mov wepiéyel 2 ml Ventavis 10 pukpoypappdpio/ml StdAvpa yio e16Tvon HE EKVEPMTN Kot
glvar emonpacpévn pe dVo £yypmuovg dakTuAiovs (Aevkd - pol) petapépetat otov Bdlapo eapudkov
TOV EKVEQMOTN aKPPOS TPV TN PN oM.

Mmopovv va AEIToOVPYNGOLY VO TPOYPALLLLOTOL:

o Pl Ilpéypappa 1: 5 wkpoypappdpia Spactikng ovciog 6to eEAPTN A GTOUOTIKNAG TPOGUPLOYNG,
25 KVKAOL ELGTTVOTC.

o P2 Ilpéypappa 2: 2,5 pkpoypappdpio dpacTiKiG ovciag 6To eEAPTNILO GTOUATIKNG TPOGAPLOYNG,
10 kovKhot elemvonc.

H emthoyn tov mpopulicpévon Tpoypappatog yiveTol amd o yiaTpo.

To Venta-Neb npotpénet tov acOevn va €16Tvedoel e éva omTikd Kot £Va NYNTIKO GTo. ZToUoTd
LETA TN YOpNYNON TNG €K TOV TPOTEPOV puOcuEVNG doons. o T Ay tov BérTiotov peyéboug
otoydvag yo T yopnynon tov Ventavis, mpénet va ypnoponomdei o mpdovog pubiotig.

I AemTopépeieg, Topakarodue avatpéEte 6To eyyelpidlo odnyidv tov ekvepmty Venta-Neb.

2 VGKEVT Aéon iloprost oto Extipopevog ypévog svemvor)g
e€apTNpHE GTOPATIKIG
TPOGUPHOYNG
) 2,5 ppoypappdpio 4 min
Venta-Neb 5 wkpoypoppapio 8 min

H omoteleouatikdmta Kot 1 avoyr Tov lomvedevon iloprost, dtav yopnysitat pe GAAOVG EKVEPMOTEC,
01 0TO101 TPOGPEPOVV JLAPOPETIKA YAPOUKTNPIGTIKA EKVEPMOTG TOV dADpaTOG iloprost, dev Exovv
amodeyDet.
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@vAro ooV piong: IIAnpogopics yra Tov ypijotn

Ventavis 20 pukpoypoppdpro/ml StaAvpo yio L6TV0T] PE EKVEQOT
lloprost

AP aoTE TPOGEKTIKA OLOKANPO TO PUAAO 0ONYLOV YP1ONGS TPV OPYIGETE VA YPTCLUOTOLEITE OVTO

T0 Qappoxo, H16TL TEPLAUPPEVEL SNUOEVTIKEG TANPOPOPiES VIO TOC.

- DoraEte avTo TO EOALO 0N YDV Yprone. Towg ypelaotel va to duPfdcete Eavd.

- Edv &yete mepartépom amopiec, poTNoTE TOV Y1OTPO, TOV PAPUAKOTOL) 1) TOV VOGOKOLO GOC.

- H ocvvtayn v avtd 1o edppoko xopnynnke amokAeloTiKd yio 6aG. Agv TPEMEL VoL SDGETE TO
@apuoko o€ GALovec. Mmopel va Tovg TPoKaAEseL PAAPT, aKOpO Kot OTOV TO GNUEIR TNG
ac0Eveldg Tovg eivar 010 pe ta S1Kd Gag,.

- Edv mapotnpfoete Kamoto avemBOpUnTn VEPYELX, EVIUEPMDGTE TV YIOTPO, TOV QOPLOKOTOLO 1)
TOV VOGOKOUO G0¢. AvTd 1oy0et kot Yo kKaBe mBavn avemBOuNTN evéEpyela IOV OV AVAPEPETOL
670 TOPOV GUALO 0dNYIDV YpNong. BAére mopdypago 4.

T Tepréyer 1o Tapév Ao 00N YILOV:

Tt etvor To Ventavis kot oo givat 1 gp1ion Tov

T mpénet va yvopilete mpv ypnoomomoete to Ventavis
[g va ypnoomomoete to Ventavis

[MBovég avemBOunTeg evépyeteg

[g va puidcoetae 1o Ventavis

[epreydpeva g cvokevaciog Kot AoméG TANpopopieg

SuhkrwdE

1. Th givar To Ventavis ko wola givan ) ypion tov

T givon To Ventavis

H dpaoctikn ovoia tov Ventavis givar to iloprost. Mipgiton pia UGtk ovcio Tov GOUATOG OV AEyeTo
wpootakvkAivn. To Ventavis avactéldel TNy avemBOpunTn ondQpasn 1 6TEVOGCT TOV ALLOPOP®V
ayYElOV Kol EMTPEMEL TN POT TEPIGGOTEPOL OHLOTOC HECH TAOV APTNPLDV.

Iowx givon 1) yp1jon Tov Ventavis

To Ventavis ypnouomoteiton yio tn Oepaneio péong cofoapdmrog TEPIMTOCEDY TPOTOTAUOONG
nvevpovikng véptaong (PPH) oe evijlikeg acBeveic. H PPH eivon pia katnyopio mvevpoviknig
VIEPTACTG OTTOL 1) cuTial TNG VYNANG TESNG TOL AiplaTog dev Eval yvaOoT.

[Ipdkettan Yo o Kotdotaosn 6mov 1 TesT Tov aipaTog ival TOAD LYNAT oTa AoPOpa ayyeia
AVAUESQ TNV KAPSLH KOl TOVE TVEVOVEG.

To Ventavis ypnopomoteitar yio tn PEATIOON NG IKAVOTNTOGS Y10, AGKNON (1 IKOVOTNTO EKTEAECTG
COUOTIKNG OpacsTNPLOTNTOG) KOl TOV CUUTTOUAT®V.

Ilog Aertovpyei 10 Ventavis

Eionvéovtag to ekvépmpa, Letapépetal To Ventavis 6Toug TVEDOVEG OOV UTOPEL VO AEITOVPYTOEL
7O OTMOTEAECUATIKA TNV apTnpic LeTald TG Kapdldc Kot TV mvevpovoy. H Bektiopévn pon aipotog
oonyei og KaAvTEPT TTAPOYN 0EVYOVOL GTO GMUA KL UELOUEVO BApog otV KopOLd.

2. Tvpémer va yvopilete Tprv yproipononicete To Ventavis

Mnyv ypnorpomonjcete To Ventavis
o Y& mepintmon ariepyiog oto iloprost ] o€ 0mo106MTOTE GALO OO TAL GUGTATIKA CLTOV TOV
QOPUAKOV (OVOPEPOVTOL GTNV TTAPAYPAPO 6),
o Edv dwutpéyete Kivouvo va ERQavIGETE aipoppayio — yio Topadetypo, v £xeTe £va evePyo
€AK0G TOL GTOLLAYOL 1| TOV TPADTOV TUNUATOC TOV AETTOV EVIEPOV (EAKT SMOEKAOUKTOAOV), 4V
VIOQEPETE ATO PLGIKO TPAVUATIOUO (TPADUW), OV SLUTPEXETE KIVOLVO EVOOKPOVIOKNG
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opoppayiag,
o Eav égete mpopinpo kapordg, 6mwg:
- MTOYN POoY| TOL OiNATOG TPOS TOVG HEG TS Kapdtds (coPapn otepaviaio voco 1| aotadn
omBayyn). Ta copuntopata propei va tepthappdvovy tdévo oto otioc,
- Kopolokn TPocsPoin eviog TV TeEAELTAIOV EEL UNVOV,
- adbvoun kapowd (un aviippomodpevn Kapdlakn avendpkeln) 1 omoia dev eival VIO GTEVY|
TPIKTN TopaKolovOn o,
- oofapd actadn kapdiokd TOAUO,
- eMdttopa tov BarPidev T Kapdidg (€K YEVETNG 1] EXIKTNTO) TOL TPOKAAEL OVETOPKT)
Aerrovpyla g KapoLdg (Un oyeTCOUEVT LE TVEVLOVIKT VITEPTACT)),
o Edv eiyate eyke@aliké ene166010 evroc TV 3 TeEhevTAi®V pNvav 1| dAlo copfdv mtov peimoe
TNV TAPOY1| TOL OUATOG TTPOC TOV EYKEPAAO (T.). TUPOSIKO 1oYAUIKO ENEIGOO10),
o Edv n avevpoviki] cag vréptacn ogeiletar 6 amd@pain 1 otévoon eAEPag (prefikn|
ATTOPPOKTIKT VOGOG).

IIposidomou|oelg kKo TPoPLAGEELS
AmevBuveite 6T0 Y10TPO, TO POPUAKOTOLO 1] TO VOGOKOWO GOG TPOTOL YPTCILOTOGETE TO Ventavis:

— H siomvon tov Ventavis punopei va evepyomooel dSuokoAieg oty avamvon (BA. mapdypago 4),
€101Ka og aoBeveic pe Ppoyydomacpo (Eapvikd GEIEO TV UMV GTO TOLYDOUATO TV PIKPOV
aEPAY®YDOV) Kol cuptypd. Evinpuepmdote Ttov y1atpd cog av £xete pia Aoipmén Tov tveopuévov,
cofapod doOpa 1) ypévia Tveopovoradera (ypovia amoPpakTiky| Tvevpovorddeia). O yatpog cog
Ba cog mapakoiovdel TPOCEKTIKAL.

— H migon tov aipatég cag Oa eheyyOsei mprv and ) Ogpancia kon edv givar ToAd yopnif (Kdto
a6 85 mmHg yio v dvo tun) tote 1 Oepaneia pe to Ventavis de Oa mpémnel va Egxvioet.

— Tevikéd, Ba ypelaotel vo TPooELeTe 1010iTEP VU TPOSTAONGETE VO, ATOPVYETE T
OTOTEAEG AT TG YOUNANG Tigong, Omwe 1 AmoBuuio kot 1 CaAn:

® EvnuepmaTte ToV Y1oTpod Gag oV ToUpveTe GAAL PAPUOKE YL0TL 1) CUVOVAGUEVT ETIOPACT| LLE TO
Ventavis pnopet va, LEMCEL TNV apTNpLoKT| 60G Tieon Kt GAlo (PA. mopakdtm «AALo QappHoKa
Kot Ventavis»).

o >t0f¢eite Opbiot apyd dtav onK®VESTE Ao KOPEKAES N TO KpePdrTL.

o Av &yete tdon Yo AmoBupio Kabmg onkdveste and 1o kpePdrt, pmopel va fondnoet av
TOPVETE TNV TPMTN OGN TG NUEPAS GOC EVH €16TE AKOUA GTO KPEPRATL

o Av €yete TV TA0N Y10 AMobv KA EMEIGOOL0, ATOPVYETE TNV EVIOVI COUATIKN TpocTdoeia, yia
TOPASEY LD KATA TN S1dpKELN PUOIKNG doknong. Mmopel va givat yprioLio vo, EIoTveLCETE
Ventavis mpwv.

- AwmoBupkd enelcodia pmopel vo opeiloviar otny vokeipevn acbévela. Evnuepdote Tov yotpod
GOG OV XEPOTEPELGOLY. ALTOC/aVTN uTopel va AaPel vTOYN Vo, TPOCAPUOGEL TN 306N GaG 1 VO
aAAGEEL TNV OY@YT GOG.

- Avvumogépete and pia maOnon advvauns Kapolds, 6Tmg 0eEld KapolaK] AVETAPKELD, KL
vio0ete 6TL N 060EvELD GG YELPOTEPEDEL, EVNEPDGTE TOV Y10TPd cac. Ta cupnTdpaTo PTopel
va meptiapfavouy TpnHéito ota TN Kol GTOVS OGTPOUYAAOVG, AdyAVIoo U, aicOnUa TaAU®OY, TO
ouyvn ovpnon T voyta 1 oidnpa. O yotpog cag Oa eEetdoet To evdeyOUEVO OARUYNG TNG
Oepaneiog coc.

- AV TOpOVGLAGETE OVOKOALN OTV AVOUTTVOT], PiiyETE aipa Ko/ WOPAOVETE vAEPPOIKA, AVTE
nmwopel va givar onuadla 0TL £(ETE VEPO 6T TVEVUOVLD, GO (TVEVOVIKO O1OMU). XTOUATHOTE
va ypnoylomoleite To Ventavis kol EVNUEPDOTE AUECHOS TO YTPO Gag. Avtog/avt Ba wacet yia
TNV artio Kot Oo TapeL To KOTAAANAL LETPOL.

- Av &ete nraTikd wpofiporta | ToA0 cofapd ve@pika TpofApATE TOV ATALTOVV
apoxd@apon, evnuepmaote tov Y1aTpd oag. Mmopei Babuaio va preite oty cvuviayoypaenuévn
0001 1 va 6og cuvtayoypoendel yauniotepn d6on Ventavis amd 0Tt 6Tovg AAAOVG a.60eveic (BA.
napdypoeo 3 «Ilog va ypnoomomoste o Ventavisy).
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Enra@1 Tov Ventavis pe to 6éppo 1) katdmwoon Tov Ventavis

e  MHN agnoete didlopa Ventavis va £pbet oe eman| pe To déppa cag N To Pdtio 6oc. Av avto
ovppel, EgPydte 1o dépua 1| Ta pdtia apécmg pe dpbovo vepo.
MHN meite 1 katamieite o dSiddvpa Ventavis. Av to katamigite katd Adbog, meite apbovo vepd
KOl EVIULEPADGTE TO YLOTPO GOG.

oo kon £égpnpor

H aopddeia kot anotehecpatikdtnta Tov Ventavis o€ modid nhkiog Eog 18 etdv dev £ovv
TekUNpuoOEt.

Alho @appoxa ko Ventavis

Evnuepoote Tov Y10Tpo 1] TOV QUPROKOTOL0 6O EAV YPNGULOTOIEITE, EYETE TPOCPATA
YPTOCLLOTOMGEL 1] UTOPEL va, ypnoiponomoete dAla eappaka. To Ventavis Kot pepikd @appoko
umopel va eLPavicouy OAANAETIOPAOT AVAAOYQ, LLE TOV TPOTO TTOL AEITOVPYOVV GTOV OPYOAVIGHO GOG.

Evnuep®dote 10 Y10TpO GOC OV TTOUPVETE:

o (DOappaKa OV YPNGLUOTOOVVTOL VIO TV OVIILETMICT TG VYNM|G TTigons | Kaporonaderag,
OT®G
o Pnra avacTtoAeis,
O VITP®OON OYYEIOSOGTAATIKA,
o avaotoieic MEA —petatpentikov evi{Opov ayyeloteveivig).
H wieon cog pmopet va mécel mepantép.
O ywtpog cag pumopel vo aAraEe T doom.

o (DOappOKa TOL GPUELAVOVY TO Gipd 1| avacTEALOVY TNV TTEN TOV AipaTOS, TEPIAUUPivoVTaL
®  OKETVAOGOAKVAIKO 0ED (ASA - o @aploKeLTIKN ovcio Tov Ppioketal 6€ TOALYL QAPLOKA 1)
omoia katePfalel Tov Tupetd Kot avaKovEilel Tov TOVo),
nmopivn,
KOVUOPWVIKG AVTITINKTIKE, 6@ 1 Bapeopivn | N GEVIPOKOLUOVN,
U1 GTEPOELDN AVTIPAEYLOVOIN QAPLLOKOL,
U1 EKAEKTIKOL OVOGTOAEIS POOPOSIEGTEPAONG, OTMG TEVTOELPLAAIVY
gkAexTIKOL avaoToAElc poopodieotepdong 3 [PDE3], onwc othootaldodn 1 avoypelion
o Ttwhomdivn,
o Khomdoypéen,
o avaotoheic g yAvkonpwteivng [Ib/1lla, énmg
= gunci&iudun,
= enTnpPorion,
= Tpo@Pdvn.
o depiPportion
O ywtpdc cag Ba cag mapakorovdel TPOGEKTUE.

[Iptv mépeTe 0MOL0ONTOTE PAPUAKO, POTNOTE TO YIOTPO T} TO PAPUOKOTOLO GO, OV dtofETeL
TEPIOCOTEPEG TANPOPOPIES Y10 PAPHOKA LE TO OTO10 B0l TPETEL VAL TPOGEYETE 1| VO ATOPEVYETE, OTOV
yPMOLoTOLELTE TO Ventavis.

To Ventavis pe Tpo@1n kot w0to
H tpoen M 10 10106 dev avapéveral vo ennpedoovy to Ventavis. Q6t0660, Oo TPENEL VoL 0TOQELYETE T
My TPOENG 1 TOTOV KT TNV EIGTVOT).

Kvnon

o Eav maoyete amé mveupoviki vaéPToot), amopUYETE Vo LEVETE £YKLOG, KOOMG 1 eyKupocvvn Ba
UTOPoVGE VO 00T YNOEL GE EMOEIVMOOT| TNG KOTAGTUONG GOG KOL VOl EIVOL OKOUOL KoL OTEIANTIKT Y10
™ (o1 coc.

o Edv pmopeite va peivetre £yKvog, ypnoonoote aSldmiotn avTicOAANYN amd TV dpa. Tov Oo
Eexwvnoete 1t Bepameio Ko Kotd T didpkela g Oepaneiag.
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o Eav gio0g éyxvog, vopilete 6TL pmopel vo gio0s £yKv0g 1] 6YE01ALETE VO ATOKTI|GETE OO,
EVIUEPMOTE TO Y10TPd coc apéomc. To Ventavis mpémetl va ypnoiponoteital Kotd tn didpkela g
EYKLHOGUVNG HOVO €AV O Y1TPOG GOG ATOPAGIGEL OTL TO EVOEXOLEVO OPELOG VTTEPTKEAILEL TOV
evoeyOUeEVo Kivouvo yia €5dg Kot yia To EuPpvo.

Oniaocpdg

Agv givonl yvooto gbv to Ventavis mepvdel oto pntpikod yaia. O duvntikdg kivouvog yia to Bpépog tov
OnAalet dev pumopel va amokAeIoTEL KO lvor TPOTIUOTEPO VAL ATOPEVYETAL O ONAAGHOG KOTA TN
dapxeto g Oepanciog pe Ventavis.

ZnNoTE TN GLUPOVAT TOV YLOTPOD 1] TOL POPHOKOTOLOD GUG TPOTOV TUPETE OTOLOONTOTE PAPUAKO.

Neoyvéd, Bpéon kor £yKkveg yovaikeg dgv npémel va. fpickovtar 610 1610 dOPATIO 600 E16TVEETE TO
Ventavis.

00nynon Ko YEPIoROS PNY VOV

To Ventavis petdvetl v aptnploki mieor Kot evOEXETaL Vo TPOKOAEGEL IAlyyo 1| (dAn o€ pepcd
dropa.

Mnv odnyeite kot un xepileote epyareio 1] pnyaveg ov ViIHOBETE aVTA TO OTOTEAEGHLOTA.

To Ventavis wepiéyel ab@avoirn

To Ventavis 20 pikpoypapudpro/ml wepiéyet 1,62 mg aikooAng (aboavorng) o kabe ml, mov eivar
oodvvapun pe 0,162 % w/v. H mocdmra 1,62 mg aicoding oe 1 ml avtod tov appdakov ivot
16000voun e Atyotepo amd 1 ml pndpag 1 Kpaociov.

H pikpn mocdmta g ahikodAns o€ autd to eappako dev Ba £xel a&loonueinteg emdpdoels.

3. Hog va ypnoyonomosere 10 Ventavis

H évap&n g Bepamneiog pe to Ventavis npémel va yivetatl povo omd yiotpo Eunelpo otn Bepomeio tng
TVEVLLOVIKNG VIEPTOOTG.

IIéo0 mpémer vo. E16TVEETE KO Y10 TOGO dLAcTNNO.

[Tévtote va ¢pNCLOTOLEITE TO PAPHOKO OVTO OVGTNPA COLPMOVA LE TIG 001 YIEG TOL YlaTPOoL Gog. Edv
€xete apu@Polrisc, poTNOTE TOV Y1ATPO COG.

H d60m tov Ventavis ko 1) d1dpketa tng Oepomeiog mov givar oot Yo oag, eEapTdTol amd TNy
katdotaon coc. O yatpdc oag Ha sag cvpufoviedost. Mnv aAddEete T cuVicTOUEVT 300 YWPIS Vo
cuppovievteite TPMTO TO YIATPO COG.

Mmnopolv vo. xpnoiomomBovy SlapopeTiKol EKVEPMTES Yo, T yoprynon tov Ventavis 20 pug/ml.
o Exvepotiig Breelib

Edv apyilete tn Oepaneio pe Ventavis 1} edv aALALETE OO LU0 EVOALOKTIKT] GUGKELT], ] TPAOTN GOG
glomvon Ba eivon pe Ventavis 10 pukpoypoppdpio/ml (doryya tov 1 ml e donpo ko kitpvo
daxtolo. Eav aveydeite kadd avtriyv ) 8601, 1| £mdpuevn glomvon cog Ba eivon pe to Ventavis

20 wkpoypoupdpio/ml (Ootyya pe Kitptvo Kot KOKKIVO dakTOAO). o TPETEL VO GLVEYICETE UE TN
doo ovtn.

Edv dev umopeite va aveybeite v eiomvon Ventavis 20 pukpoypappdpre/ml, axgvbuvbeite otov

YwTpd GOG, 0 0oio¢ Umopel va anopacicel 0Tt Bo Tpémet va mapete Ventavis 10 pucpoypappdpio/ml
@votyya tov 1 ml).
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O eprocoTepor AvBpommor Ba £xovv 6 g 9 cuvedpieg slomvodv KaTA TN dLapKeL TNG NUEPAS. Mia
ovvedpia silomvomv pe to Breelib cuvifwg dapkel nepimov 3 Aemtd.

O yatpog oag Bo emPrénet T Oepaneio cag dtav apyilete va yprnolonoleite tov ekvepmtr Breelib
MOTE VO, O10GPUAIGEL TOG AVEYESTE KAAG TN 0OGT KoL TNV TAXVTNTA TG EICTVOTG .

e EkvepotigI-Neb AAD

Kobng emavelhnuuéva mapovctdcate Tapatetalévoug ypdvoug Bepaneiog e e16TVoEG Le TO
Ventavis 10 pikpoypappdpio/ml (edotyya tov 1 ml pe dompo kat Kitpvo 60KTOAL0), 0 YIOTPOG GOG
amopdoioe vo, aAldEel oe Ventavis 20 pikpoypappdpio/ml.

To Ventavis 20 pikpoypoppdpia/ml £xel  dimhdoia cvykévipoon tov Ventavis 10
kpoypappdapre/ml. H dpactikr ovsio pmopei va amelevBepmbel o ypiyopo. 6Tovg TVEDUOVEC GAG.
O yatpog oag Ba emPrénet T Oepaneio cag edv yiver adlayn omd to Ventavis 10 pikpoypappdpio/ml
oto Ventavis 20 pikpoypoppdpie/ml dote va eléyyetl ov aveéyeote KaAd Tnv DYNAOGTEPT GLYKEVIPOOT).

B0 TpENEL VO, YOPNYNOTE TN 006N 6 £10¢ 9 PopEC TNV NUEPA, OVIAOYQ LE TIG OVAYKES KoL TNV OVOYN
KkéOe aTdpov.

Avaloya pe Tic eEatopkevpéveg avaykeg, To Ventavis umopei va ypnoytoroindet yio pokpoypovia
Oepameia.

Eadv éyete veppixd n nrotika mpofiiuata

Agv vdpyet avérykn Tpocaployng tng 00onS o acheveig te N 1 HETPLO VEPPIKE TpoPAnpata
(aoBeveig pe kaBapon kpeatwvivng >30 mi/min).

Edv &yete moAld cofapd veppikd mpofAnuota Kot ypetdleote apokabopon 1 eqv EXETE NIOTIKA
wpoPAnuata, o yitpds cag Ha kabiepmoet Yo oG otadlakn xpion Tov Ventavis kot Katd maoo
mOavoTTO Ol GOC GLVTAYOYPUENGEL AlYOTEPES OOGELS ava MUEPQ. EeKvioTe T Oepameiol
glomvéovtag 2,5 wkpoypapudpia iloprost ypnowwomownvrag Ventavis 10 pikpypappdpra/ml (edotyyo
tov 1 ml pe donpo kot kitpvo daktdro). Xpnoonomore daotipato HeTaé&d Tmv d6cewv 3-4 mpodv
(avtioToyel og yopnynom 6 Popég TV NUEPA TO PEYLOTO). XT1 GLVEXELD, O YIUTPOG GOG UTOPEL e
TPOGOYN VO GUVTOUEDGEL TO, SIOGTAAT HETOED TV 0OGEMV, OVIAOYQ LIE TO TMG AVEYECTE TN
Bepaneia. Av 0 yotpog oG amoPacicel TEPUITEP® avénomn TG d0oNS £m¢ S5 kpoypappdpia, Oa
TPENEL TAM VOL ETMAEYOVV APYLKE SlooTHaTo LETAED TV 600emVv 3-4 @pdv Kot va cuvtopevdovy
avaAoyo e TO TOG avéxeaTe TN Oepameia.

Edv vimBete 6T 1 Spdior tov Ventavis givar gite vrepPolikd 1oyvpn gite vrepPolikd advvapun,
EVI|LEPADOGTE TOV YLO.TPO 1] TOV QUPILAKOTOL0 CUG.

Pwtiote 1o ytpd cag va cag fondncet kamolog va eEoikeimbeite e TN ¥p1HON TOL EKVEQMTY. Agv
péneL va, petaPeite og AAAO eKVEQ®TY Y®Pic va cupfovievteite To Bepdmovta ylaTpd Gog.

I®g v svonvéete
I"o k4Be cuvedpia E1GTVODY, TPENEL VA ¥PNCIUOTOLEITE [ vEa pvotyyo Ventavis. Akpiog
TPV 0PYICETE TNV EIGTVOT], OTLAGTE TN YLOAIVY] VOTYYN KOl LETAPEPETE TO SOV 6TO BdAapo

7o tpoopiletar yuo To PApLOKO 0KOAOVODVTOC TIG 00N YIES XPNOTMG TOV EKVEPMTN.

AxoAovOeite TpooekTiKd TIG 00N YiEG TOL GLVOSEDOVY TOV EKVEQPMTY, 1O1MG TIC 0dNYiEC GYETIKA
UE TNV VYLEWN Kol TOV KaBaplopud Tov EKVEQMTY.

Emumdéov, arxolovbeite dheg TIg 0dnyieg OYETIKG e TNV LYEIVA Kot TOV KOOOPIGUO TOV
EKVEQMTT OV GLVOIEVOVY TOV EKVEPMTY).
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IIpénel mévtote va ypnoonoteite To Ventavis akpifdg COLP®VA LE TIC 0ONYIEC TOV Y1OTPOV GOG.

- To dudivpa Ventavis 20 pikpoypappdpio/ml yio £1GTVoN e EKVEQMTY EIGTVEETAL LE YPNOT TOV
EKVEQMTMV OV GG GLVTOYOYPAPNGE 0 YoTpOg 6ag (ite Tov ekvepmtr Breelib gite tov
exvepatn 1-Neb AADO ekvepat¢ petatpénet To d1divpo Ventavis 6e eKvEQ®LLO, TO 0TTOT0
glonvéete amd 10 GTONA.

- INo v elomvon Ba Ttpémet vo xpNooTOoeTe £va EAPTN L0 GTOUOTIKNG TPOGAPUOYNG DOTE
va amoeevyBei ) emar| Tov Ventavis e to déppa oag. Mn xpnCLULOTOGETE LAGKO TPOGMITOV.

- AxoAovBnote mpooekTikd OAEG TIG 0dNYieg TOV GLVOOEVOVY TOV eKVEPWTY|. Edv &xete
apQIPoAiec, pOTAGTE TO Y1OTPO 1 TO POPLOKOTOLO GOGC.

- Kabe vroreypo S10AdpoTog Ventavis Tov omopéVEL GTOV EKVEQMTI LETA TNV EIGTVON TPETEL VO,
anoppintetar (PA. Topdypago 5).

Agpopdc dwpatiov

Befaiwbeite 611 10 dwpdtio oto omoio Kavete T Oepamneio pe to Ventavis aepiletat. AAla dropa Ha
puropovcay va ektefovv katd AdBog oto Ventavis pécm tov aépa Tov dmpatiov. Idwaitepa veoyvd.,
Bpéon xat £ykveg yovaikeg dev Oa mpémel va Ppickovtal 610 1010 dmpdTIo 660 gloTVEETE TO Ventavis.

. Breelib

I'epiote Tov BGAapo papudkov pe Ventavis akpilpag mpv ) xpnon. o v mtAnpoon, akolovbnote
TIG 00MYiEG YPNONG TOL EKVEPDTY.

Aéon iloprost 6to

. E i

Xvokevi) D aPILAKEVTIKO TPOTOY 8&_,(1[)1.’1"1(1, K:numpsvog ’
OTONOTIKTG YPOVOS E16TVONG
TPOGOPROYNS

Ventavis 20 ug/ml (pvoryya
Breelib tov 1 ml pe xitpvoug Kot 5ug 3 Aemtd
KOKKIVOLG OOKTOALOVG)

1-Neb AAD

1. AxpiBog npwv apyicete v glomvon, mapte T eooryya Ventavis 20 pikpoypappdpio/ml pe tmv
KITPIVT - KOKKIVT YPOUATIKT KOOIKOTOINGN, OTAGTE TN YOAAVT QUGTYYO. KOl LETAPEPETE OAO TO
neplexopevo tov 1 ml 6to ¥puod BALALO TOV EKVEQ®MT OV TPOOPIleTaL Yo TO PAPUAKO.

2. H mpopubuicpévn 66on mov moapéyetat omd tov ekvepwt I-Neb AAD eléyyeton omd to Odhapo
TOV QUPUAKOL GE GUVOLOCUO UE Vol d1oKo EAEYYOV.
I'a to Ventavis 20 microgam/ml (666m 5 mkpoypappapiov), ypnoiwonoteital o OdAapog
oopudrkov pe 1o yPvood Kreiotpo pali pe To ypvood dicko eréyyov.

3. EAéy&te 10 ypdpo. Tov OaAdpov Tov eapuUdKoL Kot TO YPOUC TOV dIGKOV EAEYYOL DGTE VO
PeParmbeite 611 Exete AaPel TNV GLVTAYOYPAPNUEVT dOON.

Ba wpémet va xovv Kot Tal 500 TO 1610 YpdUAL.
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Kabng o exvepmtg I-Neb AAD pmopet va ypnotporomdei yio to Ventavis 10
pikpoypappdpio/ ml kot to Ventavis 20 pkpoypoppdpio/ ml, o mtopakdto wivakog 6idet pio
TEPIANYN TV 001 Y10V ¥p1iomg Tov [-Neb yia T 000 GVYKEVTPMOGCELS ToVv Ventavis:

Dooryyec / I-Neb AAD
@approxevTIKO , . Kaeiotpo Aiokog
T00i6Y Xpopatictol Adom .y 24
P daxTOAMOL aAapov shEYYOV
QUPRAKOV
Ventavis 10 q)ﬁotyya 00 1ml 2,5 g KOKKIVO KOKKLVO
psporpapipuaiml | SO0 gy op
Ventavis 20 dovoryya tov 1 ml
wkpoypappapo/ml | kitpvog-kdkkvog | 5 Ug YPLGO YPLGO
OUKTOMOG

I"o Aemtopépeies, mopakalovpe SPAGTE TO EYXEPIO0 00N YLDV TOV EKVEPMTI 1] POTNGTE TO YLOTPO
o0G.

Edv ypnowpomoujoete peyarvrepn 66on Ventavis amd Tnv Kavoviki
H ypnion peyodvtepng d6ong Ventavis omd v Kovovikn pumopel va odnynoet oe {oAddo, TovoKEPAo,
£€aym (KokKiviGpa TOL TPOGMOTOV), vovtia (aictnua adabdeciag), Tovo ot yvdbo i oty T .
Mmopei va gpeovioete emiong pio peimon N pia adénon oty aptnplaxn tieon, Ppadvkapdia
(LelpEVN KapdlaKn cuvOTNTO), TaLKAPdio (LENUEV KapdloKn cuyvOTNTa), EUETO, didppola.. Av
oupPel kAT amd ovTa OTaV £XETE YPNCUOTOMGEL TEPIGOTEPO Ventavis o’ OTL ETPETE !

® GTOUOTIOTE TV CLVEIPLN ELGTVODV

® EVNUEPDOOTE TO YTPO GOG

O ywrpds oag Oa oog mapaxorovdel kat O avTIHETOTICEL OTOIONTOTE CUUTTMOLOTA TPOKVLTOVY. Agv
elval Yv@oTd CUYKEKPUEVO AVTIOOTO.

Edv Egyaoete va yproporonicete To Ventavis
Mnv tapete SmAn 6601 Yo v avoTANpGCETE T 0001 Tov Eeydoate. Potiote to yrotpd cag Tt
TPEMEL VAL KOVETE.

Edv otapatijoete va ypnoyonoieite To Ventavis
Edv otapatnioete 1 embopeite vo otapatioete ) Oepomeio, cunToTE TO TPAOTA UE TO YIUTPO GOG.

Edv éxete meplocOTEpPEG EPOTNOELS GYETIKA LLE TN (PT|OT VTOV TOV POPUAEKOV, POTHGTE TOV Y1OTPO,
TOV POPLLOKOTOLO 1] TOV VOGOKOUO GOLC.

4. MBavég avemOOpNTES EVEPYELEG

Onwg dha Ta eappoKa, £TGL KoL 0VTO TO QAPUAKO UITOPEL VO TPOKUAESEL AVETIOOUNTEC EVEPYELEC, OV
ka1 0gv Tapovolalovtal 6 GAOVG TOVG AVEPOTOLG.

Ot Ttopakdtom cofopic avemBounteg evépyeleg Umopel vo, cLUBovV. TNy TePInTOOoT VT EVIUEPDOTE
TO Y10TPO GO OUECHC.

oAb ovyvég (Lmopel va emmpedcovy meprocdtepa and 1 ota 10 droua):

Awoppayikd enelc6dia (Kupimg pvoppayia (emictadn) kot fryog pe aipa omwd v
AVOTTVELGTIKT] 000 (opdmTvom)) pumopei va cufodv ToAD cuyva, E181KA av Aappdvete emiong
QAPUOKA L0 TNV apaioT) ToV aipatog (avTimnkTika). O kivovuvog apoppayiog umopet vo etvat
avénuévog og acbeveic GTOVE 0TOI0VG CLYYOPTYOVVTOL AVACTOAEIS TG GLCCOPEVCNC
OLUOTETOAIOV 1 avTTNKTIKA (PA.emiong moapdypoeo 2). IToAd omdvia, Exovv avapepbel
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Bavatneopa TEPIGTATIKG OLLOPPOYinG OTOV EYKEPAAD (EYKEPAAKNG KOl EVOOKPUVIOKNG
alpoppoyiag).

Yoyvég (umopel va enmpedoovy émg 1 ota 10 dropa):

e H AmoBvupia (cvykonn) eivan éva cOUTTOURO TNG 10106 TG acbévelag, aAAd pmopel eniong va
ovpPei katd ™ didpkela g Bepomeiag pe to Ventavis (BA. emiong mopdypago 2
«IIpogdomomoels Kot TPOPLAGEELS?, Y10 GUUPOVAEG GYETUK LLE TO TL UITOPEITE VO KAVETE Y10l VL
TO OTTOPVYETE QVTO).

o Xaunin aptnploxn wieon (vwdTaoT)

Mn yvootig (dev pmopei va extundei pe Baon ta dabéotipo dedopévay):
Bpoyydoracpog (Eapvikd cei&o TV LuMV GTO TOYOUATE TOV LIKPOV OEPAYDYDV) KOl CLUPTYLOG
(BA. emiong v mapdypago 2 «I1poeldomooelg kot TpoPLAAEEIS).

IopotiBevtor To katw o1 Tapevipyeleg facel TG TOOVOTNTOG VA ELGOVICTODV:

IoAd ovyvég: pmopel va emnpedoovv nepiocdtepa omd 1 ota 10 dropa

e Jdievpuvon Tev opoedpav ayyeiov (ayyelodiactorn). Ta copntodpoata uropei va givar €Eaym M
£pLOPHTNTA TOV TPOCHOTOL.

dvogopia oto 6tloc / Tdvog 6To 6TNHOC

Prixag

TOVOKEPAAOG

vavtio

OVOG 6TO GayOVL / GTAGHOTL GTOVG HOEG TOL Garyovioy (TPIoUOS)

TPNEWO TV AKp®V (TEPLPEPTKS OO LL0L)

Yoyvéc: umopel va emmpedcovy €mg 1 ota 10 dropa

TPOoPARTE STV avamvor| (dVeTvoln)

Cakn

EUETOC

duappoia

TOVOC KaTd TNV KaTdmoon (Qupuyyorapuyyikog epediopoc)

£peOioUOG TOV A0V

£peOIGUOG TOV GTOLOTOC KOl TNG YADGGOS GUUTEPIAAUPAVOUEVOL TOVOL
eEavonua

YPYOPO YTOTN A TNG Kapdlag (Tovkapdia)

aicOnpa ypryop®v i SuVOTOV KTOT®V NG Kapdldg (aicOnuo Taiudv)

Mn yvo6Tég: 1 cuyvotnTo OV Umopel vo ektiun0el pe Baomn ta Sabéoua dedopéva.

o Ueimon ToL aplOpov TV AUOTETOA®MY 6To aipa (Bpoufomevia)
. vrepevatcnecio (w.y. aAlepyin)
o dwtapayn ot yevon (dveyevcio)

Adrec mOBavég avemBOUNTEG EVEPYELES

o [Ipn&yo, Kupiog TOV AOTPAYAA®Y KOl TOV KAT®O AKPp®V, AOY® KOTOKPATNONG VYPAOV (TEPIPEPLKO
oidnua) givar évo ToAD LYV chHunTOU TG id1ag T aobévelag, oAlG umopei va copPel kot
Kotd T d1apkela g Bepaneiog pe Ventavis.

Ava@opd avemOOunTOV gvepyELOdV

Edv mapatnpnoete kdmota avemBOUN T evEPYELD, EVILEPDGTE TOV YLUTPO GaG. AVTO 1GYVEL KO YiaL
Kké0e mBbovn avemBOunTN gvépyela Tov OeV avaPEPETAL GTO TAPOY PUALO 0dNYIDV Xpriong. Mmopeite
emiong va avapépete avemBounteg evépyeteg anevdeiog

EMAGda:
EBvikdc Opyaviopog @apudkwmv
Meocoyeimv 284
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GR-15562 XoAapyog, Adfva
TnA: +30 21 32040380/337
®og: + 3021 06549585
Iotétomog: http://www.eof.gr

Kompoc:

DQappoxevtikég Ynnpeoieg
Yrovpyeio Yyeiag

CY-1475 Asvkooia

Dag: + 357 22608649

Iototomog: www.moh.gov.cy/phs

Méow g avagopdg avemBOuNT®V EvepyEl®V Umopeite vo fondncete ot GLAAOYY TEPIGCOTEP®V
TANPOPOPLDY GYETIKA LLE TV UGPAAELD, TOV TOPOVIOC POPLAKOV.

5. Ilog va purdccete To Ventavis

To @dppaxo ovtd TPEMEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot Ogv TO POAVOLVY Ta TOLILAL.
Na pun xpnoIULoToLEiTE aVTO TO QAPLOKO UETE TNV NUEPOUNVia, ANENGS TOV AVOQEPETUL GTO KOVTL Kol
o™ eVotyya. AvTtd T0 EApUaKo Oev amorTel E101KEG 00MYieg PLAAENG.

Kdabe voreupa dStodvpatog Ventavis mov amopEVEL GTOV EKVEP®TY LET TNV EICTVOT TPETEL VO,
OmOPPINTETAL.

Mnv metdte ApUOKa GTO vEPO TNG OMOYETELOTG 1 OTA OIKLOKA amoppipata. Potiote to papuokomold
G0G Y10 TO TG VO, TETAEETE TOL PAPLLOKO TTOV OgV ¥pnoiponoleite mo. Avtd to uétpo o fondncovv
GTNV TPOCTAGIN TOL TEPIPAAAOVTOC,

6. Iegpreydpeva TS 6LOKELAGIOG KL AOTTEG TANPOPOPIEg
T mepréyer To Ventavis

o H dpaoTtiki] oveia givon to iloprost.
1 ml dwohvpartog mepiéyet 20 pikpoypappdpa iloprost (wg iloprost trometamol).
Kdabe pooryya pe 1 ml mepiéyet 20 pikpoypappdpia iloprost.

o Ta Ghrha oveTaTIKG €lvar TpOpETAUOAT (trometamol), alBavorn, yAwplodyo vatpio,
VOpoyAopkd 0&D yio pOOuIon Tov pH, Kat evécio Homp.

Epeavien tov Ventavis kou TepleyOpeva TG 6VOKELOGIOG:

To Ventavis eivat éva dtowyEg, dypouo £m¢ EAUQPOS VIOKITPIVO SIIAVUN Y10, ELGTTVOT LE TOV
exvepotn Breelib 1) tov exkvepwtn I-Neb.

To Ventavis 20 pukpoypoppdapio/ml drotibeton o€ dypopeg pdoryyes (Yooki tomov 1), mov nepiéyovv
1 ml Sudhvpa Yoo E16TVOT 1E EKVEPWTT.

To Ventavis 20 wrxpoypopudpio/ml diratifeton otig eéng ovorevooies:

—  Xvokevaocio mov mepéyel 30 1 42 pvoryyeg yia ypnon e Toug exvepmtég Breelib ko I-Neb .

—  TMoAvovokevooio mov mepiEyel 168 (4x42) puotyyeg yo. ypiion He tovg exkveptéc Breelib wan I-
Neb.

—  TMoAvovokevooio mov mepiéyel 168 (4 x 42) pvotyyeg pe oet avalooipwv Breelib (mov mepiéyet
1 e€dptnua 6TORATIKNG TPOGAPHOYNG Kot 1 BdAapo gappdiov).

O1 pooryyec mov eptéyovv 1 ml givor emionpocuévec pe 600 £yypmuovg daktvAiovg (Kitpvo -
KOKKLVO).
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Mmopei va, v KoKAoQopoOV OAEC 01 GLCKEVAGIEG.

Karoyog ddcrog kuokrhopopiag:
Bayer AG
51368 Leverkusen

I'eppavia

Hopayoyoc:

Berlimed S.A.

Francisco Alonso 7

Poligono Industrial Santa Rosa
28806 Alcala de Henares
Madrid

Iomavia
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T"o omoladnmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPULOKEVTIKO TPOidV, TapaKaieiche va
amevBuvOeiTe GTOV TOTIKO AVTITPAGMTO TOL KATOYOV TNE AOELIG KUKAOPOPTIOGC.

Belgié / Belgique / Belgien
Bayer SA-NV

Tel/Tel: +32-(0)2-535 63 11
bbarapus

baitep boarapus EOO/]
Ten. +359 02-424 72 80
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45-45 23 50 00
Deutschland

Bayer Vital GmbH

Tel: +49 (0)214-30 513 48
Eesti

Bayer OU

Tel: +372 655 8565
E\MGdo.

Bayer EAldg ABEE

TnA:  +30210 61 87 500
Espafia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer HealthCare

Tél(N° vert): +33-(0)800 87 54 54
Hrvatska

Bayer d.o.o.

Tel: + 385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353 1 216 3300
island

Icepharma hf.

Simi: +354 540 8000
Italia

Bayer S.p.A.

Tel: +39 02 397 81
Kvbmpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 84 55 63

Lietuva

UAB Bayer

Tel. +37 05 23 36 868
Luxembourg / Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungéaria KFT
Tel.:+36 14 87-41 00
Malta

Alfred Gera and Sons Ltd.
Tel: +35 621 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf. +47 23 13 05 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48 22 572 35 00
Portugal

Bayer Portugal, Lda.

Tel: +351 21 416 42 00
Romania

SC Bayer SRL

Tel: +40 21 529 59 00
Slovenija

Bayer d. o. o.

Tel.: +386 (0)1 58 14 400
Slovenska republika
Bayer, spol. s r.o.

Tel: +421 25921 31 11
Suomi/Finland

Bayer Oy

Puh/Tel: +358 20 785 21
Sverige

Bayer AB

Tel: +46 (0) 8 580 223 00
United Kingdom

Bayer plc

Tel: +44 (0)118 206 3000

To mapov OALo 0dNYLAV xpR6NS avadcmpOnke Yo TedevTaio popd otic 12/2020.

Agntopepn TANPoPOPLOKA GTOLXEIR Y10 TO TTPOIOV CLTO Elvan S1aBECILA GTOV SIKTLOKS TOTO TOV
Evponaikov Opyaviopod @apudkov: http://www.ema.europa.eu. Yndpyovv eniong cOvoeopot pe
GALEC 10TOCEAIDES IOV aPOPOVY GTavieg acbéveleg kat Oepameiec.



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

O Tinpo@opicc mov akorovBovV amevOivovTal povo o€ erayyeipatieg vysiog:

Odonyieg ypNong Ko YEPIGHOY

Ot acBeveic mov £yovv otabepomomBel Le T ypNon VOGS EKVEPMOTH dEV TPETEL VO, KAVOLV YPToN
dArov exvepmT, Y®pig TN otevr| enifreyn tov Bepdmovta 1atpo, kabmg £xel amoderyBel 6Tt
SLOQOPETIKOL EKVEQPMTEG TUPAYOVY ALEPOAVUATO, LUE EAAPPDG OLOPOPETIKA PUGIK(L YOPOKTNPIOTIKA Ko
propel va £xouv taydTEPT XOPTYNoT TOV dteAdpoToc (BA. mapdypago 5.2 g [epiinyng tov
Xapaktnplotik®v tov [Ipoidvtog).

INo vo ehayrotomombel  mbavotnTa TVYOi0G £KBEGTC, GLVIGTATOL 1) S10THPTCT] KAAOD OEPIGHOD TOV
YDPOV.

. Breelib

Orav ypnoponoteite tov ekve@t Breelib, akolovOnote Tig 0dnyieg xpnomng mov TopEyovTal e T
GLGKELT.
I'epiote Tov BGAapo eappdkov pe Ventavis akpidg Tptv T xpnon.

Yvokeu) D oppoKeLTIKO TPOIOVY Aéon iloprost oto Extipopevog
eEaptnpa APOVOG E16TTVONS
GTOPOTIKNG
TPOGAPHOYNG

Ventavis 20 mcg/ml

Breelib (pooryye tov I ml pe 5 mcg 3 min
KiTptvo Ko KOKKIVO
doKTOAL0)
I-Neb AAD:

To ovotnua I-Neb AAD &ivat éva popntd GOGTNUA EKVEQMOTN YEWPOG LE TEXVOLOYIO TOALOLEVOV
TAEYUOTOG. AVTO TO GOGTNO TOPAYEL oTayovidta pe T Pondela vepnywv, wbdvTag To Stdivua
Sopécov evog mAEYUATOG. AVTOG 0 EKVEPMTIG TOPOKOAOLOEL TOV TOTO avamvon|g yio va kabopicet To
1POVO TOALOD ClePOAVLOTOG TOV OALTEITOL YOl TN YOPTYNOT TG TpopLOGuévng 860mG TV

5 wikpoypoppapiov iloprost Tov dtadkvdpatog exkvepmtn Ventavis 20 wikpoypappdpro/ml (eOotyyo tov
1 ml pe kitpvo Kot KOKKIVO S0KTOALO).

H ovokeun ekvépmong yopnyet 5 pkpoypoppdpia iloprost oto e&dptnpo otopatikng tposopuoyns. H
uetpnbeico MMAD ¢ otaydvog tov agpordpotog ivar petald 1 kot 5 pkpouétpmv.

Katd ) gpnon tov ovotiuatog I-Neb AAD, mpémet va axolovBovvtot ot akdAovOeg 0dnyiec.

H 866m mov yopnyeitar oo to cvotnua I-Neb AAD eréyyetat amd o Odhapo eoppdkov o
ouvdvaoud pe Evav dioko eréyyov. I'a kabe Bddapo eopuakov, VITAPYEL EVOc SIGKOG EAEYXOV LE TV
aVTIoTOYT] YPOUATIKT KOIKOTOINoN.

I"o k4Be cuvedpia etlonvomv pe to I-Neb AAD, 10 mepieyduevo og eootyyag pe 1 ml

Ventavis 20 wikpoypappdpia/ml, 1 onoia pépet 00 Eyyxpmpovg daxtvAiovg (Kitpvo - KOKKIVO),
LETAPEPETOL GTOV KATAAANAO OGAOUO POPUAKOV TOV EKVEPMTN UE TO XPLGO KAgioTpo pali Le To
¥PLGO dicKo aKPPOC TPV TN XPNOT).
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Agdopévov 611 10 ovotnuo I-Neb AAD pnopei va ypnowomomOei yia to Ventavis
10 wikpoypopudpro/ml kot to Ventavis 20 pukpoypopudpie/ ml, 0 Topakdtod Tivakog mopEyet o
ouvoYT TV 0dNYIdV ¥prot Tov I-Neb yia Tig 2 cvykevipdoelg Tov Ventavis:

I-Neb AAD

QGBHGKSUTlKO "DUGWY“ / ) Aocoloyia Keiotpo Barapov Aiokog
TPoOiovV £yxpopotl dakTHA0L QuppaKOV erEyyov

. 2,519 . .
Ventavis 10 d)vcnyya oV 1ml KOKKIVO KOKKIVO

Koy papLépto/ml AevKog — kitpvog 5 g
H OOKTOALOG pop pof
Ventavis 20 ®voryya Tov 1 mi
pikpoypapupdp/ml | kitptvog — KOKKIVOG 5ug YPLGO YPLGO
SOKTOAL0G

H amoteleopatikdnta Kou n avoyr| Tov ilomvedpevon iloprost, dtav yopnysitat pe GAAOVG EKVEPMOTEC,
01 00101 TPOGPEPOVV SLAUPOPETIKA YAPUKTNPIGTIKG EKVEPMOTG TOV dtoAdp0ToC iloprost, dev Exovv

amodeyDet.
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