ITAPAPTHMA |

HEPIAHYH TON XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Ventavis 10 wikpoypappdpia/ml SiGAvua yio 16TVON UE EKVEQOTN
Ventavis 20 wkpoypappdpio/ml S1GADLUO Y10 EIGTVOT LE EKVEPOTN

2. HHOIOTIKH KAI IOXOTIKH XYNGEXH

Ventavis 10 pkpoypappdpio/ml SiGAopa yio EI6TVON 1E EKVEQMTI

1 ml dwwdvpatog mepéyet 10 pikpoypappdpro iloprost (g iloprost trometamol).
Kabe pooryya pe 1 ml Stoddpatog mepiéyel 10 pikpoypappdpio iloprost.

Kda0e pooryya pe 2 ml Stoddpatog mepiéyet 20 pikpoypappdpia iloprost.

Ventavis 20 wikpoypappdpio/ml SiGAvpa yio EIGTVON UE EKVEQMTN
1 ml dwwivpatog mepiéxet 20 pucpoypappdpro iloprost (g iloprost trometamol).
Ka0e pdoryya pe 1 ml dwodvpatog mepiéyet 20 pukpoypappdpio iloprost.

"Exdoy0 ue yvootn dpdon
e Ventavis 10 puxpoypoppdpto/ml:
Kda6e ml mepiéyer 0,81 mg abavorng 96% (1codvvapo pe 0,75 mg aboavoing).
o Ventavis 20 pikpoypoupdpio/ml:
KéBe ml mepiéyet 1,62 mg abovoring 96% (ioodvvapo pe 1,50 mg cbavorn).

IMa tov TANpn kaTdloyo TV ekddywV, PA. Tapdypapo 6.1.

3. DOAPMAKOTEXNIKH MOP®H
AlGAVLO Y100 ELOTIVOT] [LE EKVEQMTN.

Ventavis 10 pucpoypauudpio/ml dtdlvpa yio e16Tvon Le EKVEQMTH
Awwyég, dypopo dtdivua.

Ventavis 20 pucpoypapudpro/ml SidAvpa yio E16TVOTN LE EKVEQW®TN
ALWYEG, AYPOIO MG ELOPPDG VITOKITPIVO SLAALLAL.

4, KAINIKEX ITAHPO®OPIEX
41 OgpamevTikég EVOEIEELG

Oepameio evnAikov acbevov e TpMTOTHON TVELLOVIKY VTEPTOCT], TAEWVOUNUEVT] GTN AELTOLPYIKY
katnyopia III tov NYHA, ywo ) Beltioon g ikavoTTag Yo GoKNOT Kol TOV CUUTTOUAT®V.

4.2  Aocoloyio kol TPOTOG YOPNYNONS

D opPoKEVTIKO TPOTOV KotdAAnin cvoKevt] E16TVOAOY (EKVEQMTIG) Yl Yp1ion
ventavis Breelib I-Neb AAD Venta-Neb
10 pikpoypoppdpio/ml
ventavis Breelib I-Neb AAD
20 wkpoypoppdpro/ml

H évap&n kor n Ttopakoiovdnon g yopnynong tov Ventavis apénel va yivetol povo omd 1otpod
éumelpo ot Bepomeia TG TVELHOVIKNG VITEPTUCTC.



Aocoloyia

Adon ava ovvedpio EL6TVODY

Koatd v évapén g Bepanciog pe Ventavis, 1 Tpdn €10mvedpevn d00T TPEMEL va. gival

2,5 pkpoypappdpta iloprost 6mwg yoprnyeital 6to £0pTNIO CTOUATIKNG TPOCGUPLOYNG TOV EKVEQMTN.
Eév avt n 8601 givan kaAd avekty], 1 d0coAoyia Bo Tpémel va avEAveTan 6Ta 5 PIKPOYPOULAPTLOL
iloprost kot va dtatnpeitan 6T dOGN QVTH. L TEPITTO®ON YOUNANG VOIS TNG 0OCNC TV

5 kpoypappapiov, n d6or Ba mpénel va petmvetal oto 2,5 pikpoypappdpio iloprost.

Huepnoia doon
H d60m avd cuvedpia slomvodv Tpémet va yopryeital 6 £0¢ 9 popég v NUépa, ovaAoya LeE Tig
OVAYKEG KOL TNV 0voyT KABE aTOLOV.

Midpxeia Oeporeiog

H dudpketa tng Bepaneiog eEaptdrol amd TV KAVIKY KOTAGTOOT KOl EVOTOKELTAL GTNV KPioT TOL
10Tpov. Av ot acBeveic mapovoidoovy emdeivmon pe T Bepaneio avty, 0o mpénetl va eEgtacbein
nepintwon evoopAEPilag Oepameiag e TPOSTAKVKAIVY.

Ewwoi tAnfvopoi

Hratikn Aoy
H «éBapon tov iloprost eival petmpévn o acbeveig pe nratikn dveiettovpyia (BA. Tapdypago 5.2).

IMoa vo amogevyBel n avemBount cuGo®PEVOT KATA TN SEPKELD TNG NUEPAS, TPEMEL va. d0OEl
daitepn TPOcoyN 6TOVG AoOEVEIC VTOVE KATA TNV TITAOSOTNOM TG UPYIKNG 0donc. Apyikd, o
TPEMEL VAL YOPNYOLVTOL SOCELS T®V 2,5 [ukpoypappapiov iloprost ypnoyloroiwvtog to Ventavis

10 wkpoypappdpioe/ml pe dSroctipota petald tmv yopnynoewv 3-4 mpdv (avtictolyel og yopnynon 6
QOPEC TNV NUEPA TO LEYLOTO). XTN GLVEXELN, UTOpEl va cuVTOUEVBOVY TO S1ULOTALOATA PETAED TV
d0cemv, avdioya pe TV avoyr kb atopov. Av evogikvotol d0om €mg S pukpoypappdplo iloprost, Bo
TPETEL TAM VO, ETAEYOVV 0pyIKkd SaoTripota petad Tmv 80cemv 3-4 wpdV Kol Vo GUVTOUELOOVV
avéioya pe v avoyn kibe atdpov. Zuocmpevot tov iloprost petd and aywyr yio apKeTEC NUEPES
dev elval mBoavi Ady® TG 0OAOVOKTLOG SLOKOTNG TNG XOPYNONS TOL POPUAKEVTIKOD TPOTOVTOG.

Negpixr Brcfn

Agv vtapyel avaykn Tpooaployns g 06ong oe acbeveig pe kabapon kpeativivng >30 ml/Aentod
(6mw¢ mpoadiopiletorl amd TNV Kpeatvivr Tov 0pov e ypnon ¢ e&icmong tov Cockroft kot Gault).
Acbeveig pe kaBapon kpeatvivng < 30 ml/Aentd dev e&eTdoTKaY KOTE TIG KAVIKEG SOKIUES.
Agdopéva amd evoopAéPia yopnyoduevo iloprost £dei&av 6Tt 1 amoPoAn peimveton o€ acbeveig pe
VEQPIKT OVETAPKELD TTOV YPELALOVTOL OUOKAOOPOT). ZUVETMS, Ol 1d1eC 60GOLOYIKES VITOdEIEEIC TPEMEL
Vo EPOPUOCTOVV, OTMG 0€ acbeveig e NTatikn avendpkelo (PA. TapaTavV®).

Haidrarpiog ninBvouog
H acpdAeio kot 1 amoterecpotikodtnTo Tov Ventavis g moudid nAikiog £og 18 etdv dev £yovv

tekunprwbei. Agv vdpyovv S1BEcILa SESOUEVA OO EAEYYOUEVEG KAVIKEG LEAETEG,

Tpomog yoprynong

To Ventavis tpoopiletat yio yop1ynon Ue EL0TVOEG LEGM VEPEAOTOINOTG.

INoa va ehayrotonomBel n mbavonTa TVYOi0G £KBEGNC, CLUVIGTATOL 1] SLUTAPNOT KOAOD AEPIGLLOV TOV
YDPOVL.

To étowpo Yo yprion Ventavis S1GAVUA Y10 ELGTVON LE EKVEPMTY] YOPTYEITAL LE 10 KOTAAANAN
GLOKELT EIGTVOMV (ekvemTN) (PA. TopakdT® Kot Tapdypapo 6.6).

Ot aoBeveic mov Exovv otaBepomomBet pe T ¥p1on EvVOG EKVEQMOTN eV TPETEL VO, KAVOLV XP1oM
dAhov ekvepmTh Yopic TV emipreyn Tov Bepdmovta wTpov, kabhg £xel amoderydel 6Tt dtapopeTikol
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EKVEQMTEG TOPAYOVV OLEPOAVLOTA [LE EAAPPDG SLOPOPETIKA PVGIKY YOPAKTNPIOTIKA KoL YOPTYNGT TOL
dtdvpatog 1 omoia pmopel va givar tayvtepn (BA. Tapdypao 5.2).

. Breelib

To Breelib givar éva pkpo, popntd cOGTNUA EKVEPOTN YEPOG e TEXVOALOYIA TAAAOUEVOL TAEYLOTOC
OV AELTOVPYEL UE [maTapior Kot EVEPYOTOIEITOL LE TNV AVATVOT).

Ventavis 10 wixpoypouudpiolml (pdoryya rov 1 ml) kor 20 wkpoypouudpio/ml didlvua. yia giomvon ue
EKVEPWTH

To Ventavis 10 pukpoypoppdpio/ml dtéAvpa yio ilomvon pe ekveeot (dotyya tov 1 ml) yopnyei 2,5
pikpoypoppdpta kot to Ventavis 20 pukpoypappdpio/ml StaAvpo yio el6TVon| (e EKVEQMTN Yopnyel 5
UIKPOYPOUUAPLO 6TO EEAPTNILO GTOUOTIKTG TPOGAPUOYNG TOL ekvepmTr Breelib,

Katd v évapén tng Oepanciag pe Ventavis 1 eav o ac0eviig alAGEel omd pio, eVOALAKTIKY CLGKELN,
1M TPMTN £167TVOT TPEMEL VoL yivetal pe 1 @votyyo tov 1 ml Ventavis 10 pikpoypappdpro/ml (BA.
napypago 4.4). Eav 1 eionvon pe Ventavis 10 pikpoypappdpia/ml gival kaAd avektr, 1 6on Oa
npémet va ovEdvetat ypnopomotmvrog Ventavis 20 wikpoypapudpia/ml. Avti n 86or o mpénet vo
dwatnpeitat. Te nepintmon younAng avoyng tov Ventavis 20 pikpoypappdpia/ml, n déon Oa npénet va
UEWDVETOL PN OIHOTOIDVTAS io @Ootyye Tov 1 ml Ventavis 10 pikpoypappdpro/ml (BA.

apdypoeo 4.4).

H dibpketo piag cvvedpiog elomvodv pe tov ekvemt Breelib eivat mepimov 3 Aentd, to omoio
avtikatontpilel Tov vynAdTepO pLOUO YopNyNoNg tov Breelib oe ohykpion pe GALOLS EKVEQ®TES.

O1 aoBeveic mov Eekvoiv tn Oepameia pe Ventavis 1| mov oAAGLovv amd eVOAAAKTIKY) GVGKEVT GTO
Breelib 0a npénel va mapaxorlovbodvtal TpocekTikd omd Tov Oepdmovta 1Tpd TOVG MGTE Vo
doPoMoTeL TMG 1) HOCT Kol 1) TOYLTNTO TG EYYVONG Eival KAAG oVEKTAL.

Katd ™ ypnon tov ekvepmt Breelib, mopokaieicbe va akolovbeite Tig 0dnyieg ypnong mov
TOPEYOVTOL LLE TI] GUGKELT].
Iepiote Tov Odhapo eapuakov pe Ventavis akpipog mpw tn xpnomn.

. I-Neb AAD

To ovotpa I-Neb AAD eivar éva popntd cOGTNUA EKVEPMTN YEPOG e TEYVOAOYIN TAAAOLEVOL
TAEYHOTOC. AVTO TO cVGTNUA TOPdyeL oTayovidla pe T Pondela vepy®V, ®O®VTOC TO S1dALLN
dtapécov evog mAéypatoc. O exvepmtg I-Neb AAD £€yet amodetyfel 6tL elvan KatdAANLOG Yo T
yopnynon tov Ventavis 10 pukpoypoppdpio/ml (pvoryya tov 1 ml) xon 20 pukpoypappdpio/ml
Sudvpa yuo ewomvon pe ekvepot]. H Méon Agpoduvapkn Awgpetpogc Mdalog (MMAD) tov
0.EPOADUATOG LETPOVUEVT] LE YPTON TV cuoTtnudtev ekvépmong I-Neb mov sival eEomhMopéva, pe
dioko emmédov 1oyvoc 10 Nrav mapdpolo PeTaED TV SIAVUATOV Y10 EI0TTVOT LE ekvepmTh Ventavis
20 pikpoypoppdapia/ml (xpvod mpdypoppe) kot Ventavis 10 pikpoypappdpio/ml (Lo mpdypoppo)
(OnA.: mepinov 2 pikpdueTpa), ardd pe ToybtepPN Yopnynon otav ypnouonoteitan to Ventavis 20
piKpoypoappdplo/ml.

H 660m mov yopryeitar and to cvotnua I-Neb AAD eréyyetor amd Tov Baiapo eapudkov o
ouvdvacud pe évay dioko eréyyov. Kdbe Baiapog poprakov ival ypoUaTiKd KOSIKOTOUIEVOS Kot
€xet éva ioKo EAEYYOL LE TNV OVTIOTOYN YPOUATIKY] KOIKOTOINoT).

Ventavis 10 uikpoypouudpio/ml diddvuo. yia siomvon) ue exkvepwt (pboiyya tov 1 ml)
Koatd v évapén g Bepaneiog pe Ventavis pe to svotnuo I-Neb, n tpdn ionvedpevn 66on npénet

va givon 2,5 pikpoypoppdpio iloprost 0nwe yopnyeiton 6to £APTNHA GTOUATIKNAG TPOCAUPHOYNS TOV
EKVEQMT YpNoonoidvTag votyya Tov 1 ml tov Ventavis 10 pikpoypappdpio/ml. Edv avtr 1 66om



glvat KaAd avext, 1 docoroyio Oa wpémel va av&avetal oto 5 pikpoypappdpio iloprost
YPNOWOTOIOVTOS pOotyya Tov 1 ml Tov Ventavis 10 pkpoypappdpro/ml kot vo dtatnpeitar otn d60m
oTh. L€ TEPIMTOON YUUNANS 0voyNG TNG 06oNG T®V 5 pikpoypappapiov, n 66on Ba tpénet va
peumveToL oTa 2,5 pukpoypoppdpia iloprost.

AvTOC 0 EKVEQMTNG TOPAKOAOLOEL TOV TOTO AVOTVOT|G Y1 Vo KaBOPIGEL TO YPOVO TOALLOD
O0EPOADLATOC TTOV ATOLTELTON Y10 T XOP YN oM TNG TPOPLOGUEVIC OdoNG TV 2,5 1)

5 wikpoypappopiov iloprost.

Tt 8601 2,5 pikpoypappopiov Tov Ventavis 10 pikpoypoppdpio/ml, ypnowonoteitol o OGhopog
QOPUAKOV LE TO KAEIGTPO KOKKIVOL YpdHOTOC Hall Le ToV KOKKIVO O1oKo eAEYYOL.

Mo ™ d6on 5 wkpoypappapiov Tov Ventavis 10 pikpoypoppdpro/ml, ypnopomoteitor o Odhapog
(QOPUAKOV LE TO KAEIoTPO PP ypdpatog pali pe Tov popf dicko eréyyov.

INa kB cvvedpia eiomvomv e 1o I-Neb AAD, 1o mepieyduevo pog evotyyag pe 1 ml Ventavis

10 pkpoypoppdpra/ml, pe 500 £yypopuove doktvAiong (AevKo - KiTpvo), LeTaPEPETOL 6TOV OGN0
(OPUAKOV aKPPOS TPV TN XPTOT).

, I-Neb AAD i
Doppokey | Eyypopog Extipopev
TIKO daKTOMOG Aocoroyio | Kisiotpo , oG povog
TPOIoV Qvoryyag Oaidpov Al(’SKOQ ELOTIVONG

. eLEYy oV
PUPNEKOV

Ventavis qﬂ)mﬂ“ Tov 1ml 2,5 ug KOKKIVO kOKkKvog | 3,2 min
10 pg/ml AevKdG - KiTptvog :

SoctoAog 5ug Hof Hop 6,5 min

Ventavis 20 xpoypouuapio/ml 016/.0ua 1o, E16TVON UE EKVEPWTH

Movo acbeveic Tov dotnpovviotl ot 061 TV S PKPOYPUULOPInY KOl 01 07010l £(oVV
EMOVEIALUEVO, TTOPOVGLACEL TAPATETUUEVOLS X POVOLE s10Tvon g te To Ventavis 10
piKpoypappdpo/ml, to omoio Oa pwopovoe vo 0dNYNGEL 6 EAMTT EIGTVOT, LTOPOvV Vo, BewpnOodv
KatdAANAOL Yo addayn oto Ventavis 20 pikpoypappdpio/ml.

Eivat amopaitntn n otevn enifreyn amd tov Ogpdmovia yrotpd o€ nepintmon aAloyng omd o
Ventavis 10 wkpoypappdpia/ml oto Ventavis 20 pukpoypopudpio/ml dote va gAéyyetar n o&eio
avoyn mov oyetileTan e to ypnyopdtepo pubuod aneievBépmaonc tov iloprost pe  dmAdoia
GLYKEVTPOOT).

AVTOG 0 EKVEQOTNG TUPOKOAOVOEL TOV TUTTO AVOTTVOTG Yial VO, KaBOPIGEL TO YPOVO TOAUOD
OEPOADIOTOG TTOL OTOLTELTOL Y10l T YOPNYNON TNG TPOPLOUIGUEVNC SOOTG TOV 5 UIKPOYPALLOPIDY
iloprost.

Tt 8601 5 pikpoypappopiov Tov Ventavis 20 pikpoypoppdpio/ml, ypnoyonoteital o 6GAopog
(QOPUAKOD LLE TO XPLGO KAEIGTPO ¥PVCOV XPpOUATOG Lol He TO XpVcd dioko eAEyyov.

INoa k60e cuvedpia elomvoav pe 1o I-Neb AAD, to Ttepieyduevo pog eootyyog pe 1 ml

Ventavis 20 wikpoypapudpia/ml pe 300 £yypopovg daktuliong (KiTtpivo - KOKKIVO), LETUPEPETOL GTOV
0daAapo eapudkov akpiac Tpwv amd T xpnon.

Evy0mu0 I-Neb AAD
Do puoKEVLTIKO TIPOROL ; ;
T00I6Y OaKTOAL0L Aocolroyia | Kisiotpo AicKo
P Qooryyag Oarapov IS
. erEY OV
QaprdKov
Ventavis dvoryyo tov 1 ml
20 we/ml KlTpvog - KOKKIVOG | 5 ug YPLGO YPLGOG
HE SOKTOALOG




. Venta-Neb

"Exetl amoderyBel 6T 0 TpopodoTovpevog and pratapic popntog eKvePMTNG vIepyov Venta-Neb sivol
KaTAAANAOC Y10, TN xopnynom tov Ventavis 10 pikpoypappdpio/ml S1GAvpe yio E16TVoN LE EKVEQMTN
(pvoryya tov 2 ml). H petpnbeica MMAD 1rng otaydvog Tov aepoAbUaTog nTav 2,6 LIKPOUETPA.

Koatd v évapén g Bepameiog pe Ventavis pe Venta-Neb, 1 tpotn elomvedievn d00m mpEmeL va,
givan 2,5 pkpoypoppdpio iloprost 6mwe yopnyeitar 6to e£APTNUA GTOUATIKNG TPOCAUPUOYNC TOV
EKVEQMTT YpNOILOTOIDOVTAG POGTyYa Tmv 2 ml tov Ventavis 10 pkpoypappdpio/ml . Edv avti 1 66om
glval KoAd ovektn, 1 6ocoloyia Ba Tpémel va avEdvetor ota 5 pkpoypappdpia iloprost
ypNowomoldvag evotyya tv 2 ml tov Ventavis 10 pikpoypappdpio/ml kot va dotnpeitat 6t d6om
T, X TEPITT®ON YoUNANG avoyng TG 006NC TV 5 piKkpoypappapiov, ) 66om Oa Tpénet va
HeumveToL 6Ta 2,5 pkpoypoppdpia iloprost.

IMo kaBe cuvedpia elomvodv pe o Venta-Neb, to mepieyduevo pog eootyyog pe 2 ml Ventavis
10 wkpoypoppdpro/ml pe 800 £yypmpovg daxtvriovg (Aevkd - pol) petapépetatl otov OdAapo
QOPUAKOV TOL EKVEPMTY] AKPPMG TPV T YPNOT).

Mmropodv va. Aertovpynoovy d0o mpoypduuoTa:

P1 IIpoypappa 1: 5 pikpoypappdpio SpacTikig ovciag 6To eEAPTNLLO GTOLATIKNAG TPOGOPUOYNG,
25 khKAot gl6TVON|G.

P2 Ipoypappa 2: 2,5 Kpoypappdaptla Spactikig ovciog 6To e50pTnIa GTOUATIKNG TPOCUPUOYNG,
10 kdKlot elomvonc.

H em\oyn| tov mpopuBicpévou mpoypdpupatog yivetot amd 1o yotpo.

To Venta-Neb npotpénet Tov ac0evi) va 1omvedoel pe éva omTikd Kot Eva MyNTiKO ojid. ZToLoTd
LETA TN YOPNYNOMN TNS EK TV TPOTEPWV PLOUICUEVTG dOOT|G.

Mo ™ Ay tov Bértiotov peyébovg otaydvag yio tn yopnynon tov Ventavis 10 pupoypoppdpro/ml
OLAV LA Y10l EIGTIVOT LLE EKVEQPMTN, TTPETEL VO XpnoiponomBel o Tpdoivog puOetc. [a
AemTopépelec, avaTpéETe 0TO £YYEPIOI0 0dNYL®Y TOL eKvemT Venta-Neb.

@appokevtikd |'Eyypopog Aodon iloprost 6to | Yrohoywopévog ypovog
TPOIOV daKTOAOg eEaptnpua ELOTTVONG
@Yoryyog GTOPOTIKNG
TPOGUPUOYNG
Ventavis 10 Cooryazml -, 5, 4 min
pg/ml Agvids - pog S5ug 8 min
dakTOA0g

Ao cvoTnuoto EKVEQMOONG

H amoteleopatikdtnTa Kot 1 avoyr| Tov glonvedpevov iloprost, dtav yopnysitot pe GAANL GUGTALOTOL
EKVEPOONC, TO OTTOL0L TPOCSPEPOVY JLAPOPETIKA YUPAKTNPICTIKA EKVEPOONC TOV iloprost, dev Eyouvv
amodelyDet.

4.3 Avtevoeitag

—  YmepevausOnoio otn 0paoTIKn 0VGI0 1] GE KATO0 00 TO EKJ0Y0 TTOL UVAPEPOVTAL GTIV
Topaypapo 6.1.

—  Kotoaotdoeig 6mov o1 emdpdoeic Tov Ventavis 6To aloTeTAALN 0vEAVOLY TOV Kivauvo
apoppayiog (T.y. evepyd TEXTIKA EAKN, TPAVLLML, EVOOKPOVIOKT CpLoppayia).

—  XoPapn otepaviaio vosog 1 aotabng ot Oayym.

— 'Epgpaypo tov pookapdiov £viog Tmv Tpornyovuevay EEL Unvav.

—  Kopdiokn avendpkelo [ avTippomovpeVT, av OgV €ival VIO GTEVY] WITPIKT TOPAKOAOVON o).

—  XoPapég appubpies.

—  Ayyelwokd eyke@oiikd copfapata (T.y. Tapodikd 1GYAIKO ETEIGOO10, EYKEPUAIKO ETEIGOOI0)



EVTOC TV TPONYOLUEVAV 3 UMVOV.

—  Ivevpovikn véptacn A0y PAEBOUTOPPAKTIKNAG VOGOV.

—  Xvyyeveig 1 emiknreg PorPiotkéc avopaiieg pe KAVIKG oMUavTIKEG dlaTopayég oTn
Agrtovpyia Tov pookapdiov Tov dev oYeTILOVTOL [UE TVEVLOVIKT VITEPTOOT).

4.4  E01Kég TPOELOOTOMGELS KON TPOPVAAEELS KATA TN Yp1jon

H ypnon tov Ventavis de cuviotdtol o€ acbevei e aoTad TVELLOVIKT VTEPTACT, LE TPOYMPMUEV
avemdpkelo ¢ 0eE1dg Kapdlds. Xe Tepintmon ndEivong TG averdpkelag tng 0e&lag kapdiog, Oa
npénel va eEetachel ) tepinTtmon petdfoaong oe GAAL POPUAKEVTIKG TPOTOVTAL.

Ymotoon

H aptnproxn mieon Oo mpémel va eAéyyeton pe v évapén tov Ventavis. Xe acOeveig pe younin
GUOTNHOTIKT apTNPLOKT Tieon Kot o€ acbeveig pe opbootatiki vodTaon 1 ToL Aappdvovy
(QOPUOKEVTIKG TPOTOVTA TOV EIvVOL YVOGTH OTL HELOVOVV TO, ENIMEDA TG APTNPLOKNG Tigomg, Oa Tpémet
va Aappavetor pépipuvo mote vo Tpolapdvetal ) mepotépm vIoTaoT). Agv Tpémet va Eekiva
yop1ynon tov Ventavis o€ acOeVELS Lle GVGTOAIKN OPTNPLOKT Tigon UiKpOTEPN od 85 mmHg.

Ot ytpoti Ba mpémet va gival eViLepOL MG TPOGS TNV TUPOVGIN TOVTOYPOVAOV KOTUCTAGEMV N
(QOPUOKEVTIKAOV TPOIOVIMV TOV UTOPEL VO, avENGOLY TOV KIVOUVO TNG DTOTOGCTG KOl TOV GUYKOTTIKOV
eneleodiov (PA. mapdypaeo 4.5).

2VyKomn

To TveLUOVIKO ayYELOOUGTAATIKO ATOTELEGIN TOV EIGTVEOUEVOD 1loprost eivar Bpayeiog didprelag
(piog €wg 600 @POV).

H ovykonn givan éva kotvd soumtopa g idtog g aoBévelag Kot pmopel enione va cupPei vmod
Oepaneio. AcBeveic pe 160Top1Kd MmoBupdV oYeTILOUEVOV [LE TVEVLOVIKT] VITEPTOCT) TPEMEL VL
amo@gvyoLV KAOe Lopen acuviBoug EvTaong, Yo TaPASELY Lo KOTA TN SIUPKELN COUATIKNG AOKNONG.
Mropei va gival oPEAEG Ol EI6TVOEC TPV Amd Tr COUOTIKN doknon. H avénuévn eppdvion
Mmofupiog umopei va avTavokAd Oepamevticd KEVA, OvETUPKT| OTOTEAECUATIKOTNTA T)/Kou
yeWPoTéPevon ¢ acbévelog kot Oo Tpémel va e€etaletan 1 avaykn TPOGAPUOYNG /KO GALOYNG TNG
Oepamnciog (PA. mapdypaeo 4.8).

AcOeveic pe TadNGELC TOV AVOTVELGTIKOD GLUGTHLLOTOC

H eiomvon tov Ventavis pmopel va gvéyetl tov kivovvo mpdxinong fpoyy0onaciov, sdikd o acbeveic
ue Ppoyykn vrepavtidpootikdtnta (PA. Tapdypagpo 4.8). EmmAéov, to 6pelog Tov Ventavis dev £xel
amodelyBel oe aobevelg pe cuvumapyovG XPOVIa AToEPAKTIKY Tvevpovoradeia (XAIT) kot cofapd
doBua. Acbeveic e cuvundpyovoec oeieg mvevpovikég Aouméelg, XAIl kot cofapd dodpa Tpénet vo
TOPOKOAOVOOVVTOL TPOGEKTIKA.

IIvevuovikn eAeBOATOQPAKTIKN VOGOC

Ta ayyel0d10GTAATIKA TMV TVELLOVIKMV 0y YEIOV UTOPEL VO ETOEVAOGOVY CNUOVTIKG TNV
KopdloyyeloK KaTdotaon Tov achevav pe Tvevuovikn eAefoamo@paktikny voco. Edv epeoavietovy
onueio TvevpoviKod odNpHaTog, Oa Tpénet va AneOel vToYn N TOAVOTNTA GYETILOUEVIC TVEVUOVIKTG
eAefoamoppaKTIKNG VOcOoL kot 1| Bepameia pe To Ventavis Oa npénel va dtokomet.

Awokonn tng Oepaneiog

e mepintmon dtKonng g Beponeiag pe to Ventavis, o Kivouvog gatvopévov oéelag emdsivmong dgv
umopel va amokAgilotel enionua. Ga mpénet vo AdpPAVEL YOPO TPOCEKTIKN TAPUKOAOVONGN TOV
acBevoug otav otapatnoetl | Oepomeia pe e1omvoés Tov iloprost kot Oa wpémet va peletnOei n
TEPIMTOOTN EVOALOKTIKNG Oepameiog o€ Papid acOeveis.



Neepikn N NroTikn SusAgttovpyia,

Agdopéva, and evooAéPia yopnyoduevo iloprost £dei&av 6tL 1 kGOapor tov iloprost peimveTol oe
aocBeveic pe nratikn ducAettovpyio Kot o acfeveic e veppikn avemdpkela mov ypetdlovral
aipokdaBapon (PA. mopdypapo 5.2). ZuvioTATol TPOCGEKTIKY TITAOSOTNGT TG APYLKNG SO0TG
YPNOOTOIDVTAG YPOVIKE SaoTOTO LETAED TV 006cemv 3-4 wpmv (PA. Tapdypapo 4.2).

Emninedo yAvkding otov 0pd

Hopatetapévn yopnynon omd tov otopatog iloprost clathrate g GkOAOVG Y10 SAGTNUO EBG EVOG
£TOVC GLUGYETIOTNKE [E EAAPPDOG avENUEVa Ttimeda YALVKOLNG oToV 0po €Ml voTIKOV (Mov. Agv pmopei
VO OOKAEIGTEL 1) TEPITTOOTN VO IGYVEL AVTO KOl Y10 TOVG AVOPOTOVG GE TEPIMTMOOT TAPATETOUEVNG
Oepamneiog e Ventavis.

AvemBountn ékbeon oto Ventavis

IMoa va ehayrotonomBei n mbavomta TV)aiag £kBeonc, cuvieTtdtal 1| xpior Tov Ventavis pe
EKVEQMTEG OV S1BETOVY CLGTNHATO EVEPYOTOINGNG HECM TNG El6TVONG (0tmg Breelib 1 I-Neb) ka1 m
St pnon KaAov aeptopod Tov dpov. Neoyvd, Bpéen kot £YKveg Yovaikeg dev TPEMeL va ekTifevTon
oto Ventavis Hécm Tov aépa Tov TEPPAAALOVTOC.

Eroon pe to dépua Kot to natio, Awn ord 1o oTOuo

To Ventavis dtGAvpa yio EI6TVOT (e ekve@mT dev Ba mpémel va EM0gL oe emoen Ue TO dEPLO. KO TO,
pdrie. H Aqym tov dtoddpatog Ventavis amd 1o otop0 TpENeL va amoeevyeTal. Katd t didpkela g
GUVEDPLUG TOV EICTVOMV, TPEMEL VO ATOPEVYETOL 1] LACKO TPOCMTOL KAl VO YPNCLULOTOLEiTAL LdVoV
éva, eEAPTNIOL CTOUOTIKNG TPOGOPIOYNG.

To Ventavis mepiéyst obavorn

To Ventavis 10 pukpoypoppdapio/ml mepiéyet 0,81 mg aikoding (abavoing) og kébe ml, wov givar
oodvvaun pe 0,081 % w/v. H mocotta 0,81 mg adlkooing o 1 ml avtod Tov pappdakov givol
eoduvaun pe Ayotepo omd 1 ml prdpag 1 kpaoiov.

To Ventavis 20 pkpoypoupdpro/ml epiéyet 1,62 mg aikodAng (abavorng) o kdbe ml, mov eivor
wodvvaun pe 0,162 % Bapovg avd 6yko (w/v). H mocdétmta 1,62 mg aikooAing o 1 ml avtod Tov
QOPUAKOV givar toodvvaun pe Aydtepo omd 1 ml prdpoag 1 Kpao1ov.

H pikpn mosotta TG 0AKo0ANG 6€ avTo TO ApLOKO dev Oa £xel a&loonUeimTEG ETOPACELS.

Allayn otov ekvepmtn Breelib

Yrdpyovv mepropiopéva drobéoipa dedopéva oXeTIKA e TN xpnomn tov ekvepmtn Breelib. [
aoBeveic ot omoiot aAAGLoVY amd o EVEALOKTIKT) CUGKELT GTOV EKVEQ®TY Breelib, 1 mpmtn e1omvon
npémel va yivetor pe Ventavis 10 pikpoypoupdpro/ml (eootyyo tov 1 ml) to omoio yopnyel

2,5 pikpoypappdpio iloprost 6to e£GpTNIO GTOUATIKNG TPOCAUPUOYNS KOL VIO GTEVN WLTPIKN
TopaKoAovONoN Yo va, S106QaAIGTEL OTL 1) TaXVTEPT EIGTVON TTOL Yopnyeitan omd To Breelib givon
KaAd avextn. H mpdn d6om pe ta 2,5 pukpoypappdplo Oo tpénet vo yiveror axkdpo Kot ov ot acBeveic
glyav non otabepomombei e 5 KPOYPOLUAPLL EICTVEOLEVE, LIE U0 EVOALUKTIKT) GUGKEVT] (PA.
Tapdypopo 4.2).

4.5  Alremoplosig e GALo QUPROKEVTIKG TPOTOVTO KOl GALES pop@ég arlinieniopaong

To iloprost evdéyetat va evioyhoel T SpAoT) TOV AyYEOSUGTOATIKOV KOl TV OVTIVTEPTACIKMV
TOPAYOVTMOV KO GTI] GLVEXELN VO EDVOTOEL TOV Kivouvo yia vtdtaon (PA. mapdypoeo 4.4). Zvvictdton
TPOCOYN GE TEPITTMOT GLYYOPNYNOoNG Tov Ventavis e GAAOVE OVTIVTEPTAGIKOVG 1)
OYYELOO0OTAUATIKOVG TOPAYOVTEG, KOOMG EVOEYETAL VOL ATTOLTEITOL TPOGOPLOYT] TG OOCNG.



A@ov to iloprost avaotéliel T AgiTovpyio T®V oponeTAAI®Y, 1 ¥p1IoN TOL Ul LE TIg TOPUKAT®
0VGiEg UTOPEL VAL EVIGYVGEL TNV AVO.GTOAN TOV AUOTETOAI®V OV YiveTot oo pécov tov iloprost
GUVETMG ALEAVOVTOG TOV KIvOLVO Yo apopparyio
®  OVTUINKTIKE, 0T
0 nmapivn,
O 07O TOV GTOUOTOC OVTUTNKTIKG (EITE KOVUAPIVIKA EITE AUECA),
® 1 GALOVG OVOCTOAEIG TG CLGCMPELOTNG ALLOTETOAIWDVY, OTTMG
0  OKETLAOGUAIKLAIKO 0D,
U1 GTEPOELDN AVTIPAEYUOVDON QOPLOKEVTIKE TPOTOVTAL,
U1 EKAEKTIKOL OVALGTOAELG POCPOIECTEPAOTG, OTMG 1) TEVTOSLPLAAIVT|
eKAextikol avaotoleic pwopodieotepdonc 3 (PDE3), dnwg
othootaldAn 1| avaypeAidn, TIKAOTISIVN,
KhomdoypéA,
avaoTtoieic g YAvkonpwteivng 1Ib/1la, 6mmg
" guretEaun,
= enneParion,
= Tipoe1avn
0 Jep1Ppotion

OO0OO0O0o0o0O

YVVIOTATOL TPOGEKTIKN TOPAKOAOVON O 060VAY ToL AapPavouy avTImNKTIKG 1 GAAOLG AVOCTOAELG
TNG CLGGMOPEVOTG ULUOTETUAIWOV, COLPOVO LE T GLVIOT LLTPIKT TPAKTIKY.

EvdopAiéPia £yyvon tov iloprost dev €xetl emidpacmn oVTE 0T EOPUAKOKIVITIKT TOAAATADY dOCEWDV
d1yo&ivng omd Tov GTOUATOG OVTE GTN PUPLOKOKIVITIKT] GLUYYOPTYOVLEVOD IGTIKOD EVEPYOTOUTH TOL
TAacpvoyovov (t-PA) og acBeveic.

[Toapot dev Exovv delaybel KAMVIKEG LEAETEC, in Vitro PEAETEG TTOV JLEPELVNGAV TNV OVOCTAATIKN
dpdion tov iloprost o1 dpactikdOTnTa TV EViOH®Y ToL P450 arckdAvyav 4Tt dev Ba mpémet va
OVOUEVETOL OMUOVTIKT] OVOGTOAT TOV UETAPOAIGLOD QUPUAK®OV LECH TV EVEOI®V 0VTAOV amd TO
iloprost.

4.6 Tovipétnra, kOnon ko yorovyio

T'vuvaikeg pe duvatdtnto. TEKVOTOIncNC

Ot yvvaikeg pe dvvatotnTo TeKvomoinong Oa Tpémel va ¥pnoYLOTOI0VV OTOTEAEGLATIKA
AVTIGLAANTTTIKG, pHETPOL KOTA T S1dpKet g Oepaneiag pe Ventavis.

Kinon

Ot yovaikeg pe mvevpovikn vaéptacn (ITY) o pémet va amovyovy TV eykupochvy Kabmg pmopel
Vo 001 YNGEL G amEANTIKN Y1 T (0N emideivmon g vocov.

Meléteg oe {da Exovv dei&el emdpacelg otnv avamoapaynyn (PA. Tapdypago 5.3).

Eivar mepropiopéva to kKAvikd dedopéva oyetikd pe ) xprion tov iloprost oty éykvo yovaiko. Av
ovpPel eykopocivn, Aapfdvovag veoyn To SLVNTIKOG OPEROG Yo T UNTEPA, 1| Xp1on Tov Ventavis
KOTA TN O1dpKeELn TNG EYKVIOGUVIG popel va eEgtaletal, Ldvo LeTd amd mposekTiky a&loAdynon
0PELOVG-KIVOHVOL, GE EKEIVEG TIG YLVaiKEG TTOL Ba EMAEEOLY VO GLUVEYIGOLV TNV EYKVLLLOGUVT] TOVG,
PG, TOVG YVOGTOVG KIVOUVOG TNG TVEVLOVIKNG VTEPTACNS KATA T O1APKELN TNG KUNONC.

Oniacpdg

Agv givarl yvooto gdv to iloprost/ot petaforitec amekkpivetan 6to avBpdmivo yéda. [Todd yopunid
emineda iloprost 610 YoAo TapatnpnOnKay ce apovpaiovg (PA. apdypapo 5.3). O duvntikdg Kivovuvog
v T0 Bpépoc mov OnAdlel dev umopel va amokAEIGTEL Kot EIvOL TPOTWOTEPO VO ATOPEVYETAL O
Onraopog kotd ™ didpketa TG Bepaneiog e Ventavis.



Tovémo

Meléteg oe {da dev Exovv deilel PraPepn emidpaocm Tov iloprost 6tn yoviotnto.

4.7 Emopacelg 6TV tKavOoTITO 001YN61)S KO YEPIGHOD P ovi|pdTtoy

To Ventavis €xgl oNUOVTIKY ETXIOPOOT] GTNV IKAVOTNTO 001 YNGNE KOL YEIPICUOD LUNYOVILATOVY Yo
acBeveic mov epeavilovy VTOTUCIKA CLUTTOUOTO OT®S JAAN.

IIpocoyn Ba wpénet vo aokeital kotd v Evapén g Bepaneiog péypt va KaboploTodVv 0TolEGONTOTE
EMOPAGELC GTO GTOLLO.

4.8 AvemOvunteg evépyeleg

IIepiinymn Tov TPo il ac@dieiog

Ext6¢ 100V TOTIK®V €MOPACEMY TOL TPOKOATOVY AMO T YOPNYN o™ Tov iloprost HEG® €1GTVONG, OTMG
Pryxoc, ot avemBounteg evépyeteg pe to iloprost oyetilovtal e TIC PUPUAKOAOYIKES IOOTNTES TOV
TPOCTUKVKALVAOV.

O1 o ovyvd Tapatnpodpeves o KAVIKES dokipéEg avemBopnteg evépyeteg (220%) mepthapfdavouvy
ayyelodactorn (cuumepthapfovopévng e veotaong), keparaiyia kat fryo. Ot mo cofapéc

aveTIBOUNTEG EVEPYELEC NTAY LITOTOCT), AUOPPAYIKE ETEIGOSN KOt BpOyyOCTAGLOG.

Kotdroyog avemlBountmv evepysidv

Ot avemBOuNTEC EVEPYELEG TTOL OVAPEPOVTAL TUPOKAT®O Paciloviatl oe apHpoloTiKd dedOUEVH KAMVIKDY
peAetdv amd kKAvikég dokipéc eaong I ko I pe 131 acbeveig mov Aapfdavouv 10 QapUoKELTIKO
TPOTOV KOl GE OEOOUEVA O TNV TAPAKOAOVONGT TOV PUPIAKOVL LETA TV KUKAOPOPIQ TOL GTNV
ayopd. Ot cuyotnTEg TOV aveEmBVUNTOV eVEPYEIDV 0pilovTal g ToAD cuyvég (>1/10) kot GuyVvEg
(=21/100 émg <1/10). Or avemBOUNTES EVEPYELES TOV TAPOVGLACTIKAY LOVO KOTE TNV PLETEYKPLTIKN
TOpaKoA0VON T Kal Yo TIG 0Toieg dev Umopel va eKTIUNOEL 1| cuYvOTNTA Od T SEdOUEVH TV
KAMVIK®V SOKIUMV, VAL KOTYOPLOTOINUEVES VLG TO «ZVYVOTNTO U YVOCTY.
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Evtoc ka0 katnyopiog cuxvotntog ELQAvVIoNS, ot avembBOuNTeG EVEPYELEG TaPATIOEVTOL KOTA
oBivovca celpd coPapdtnrag.

K0l KOTOOTAGELS TNG
0900 yop1iynong

Kotnyopia/opyaviké | Iloid ovyvég Yoyvég Mn yvooTtég
cUOTI O (=1/10) (=1/100 ¢mg <1/10) (dgv pmopovv va.
(MedDRA) ekTiun0o0v pe Paon
10, d10.0<o1na
ogoouéva)
AwTapayés Tov Ayoppayikd ®popPonevia
ULLOTOUTIKOV KoL EMEoOSI0*S
TOV AEPQPIKOV
GUGTINOTOG
Awtapayés Tov YnepevarcOnoia
OVOGOTOUTIKOD
CULOTNNOTOS
Awtapayés Tov Kepoaiodyio Z6&n
VELPLKOV
OVLOTNNOTOS
Kaporokéc Tayvxapdio
owuTapoyég AicOnuo Ttolpov
AyyeloKkég Ayy£103100T0AN AuoBopia® (BA.
owuTapoyég E&dyelg nopdypago 4.4)
Ymotoon*
Awtapayéc Tov Avoopopia 6T0 Avomvola Bpoyy6éomaopog™ (BA.
OVOTVEDGTIKOD omBog/0mpakikd Ddapvyyoropuyyikog Tovog | mapdypago 4.4) /
GUGTILOTOG, TOV GAyog Epebiopog tov Aopon Suprypog
0®pakae KoL TV Bryoc
LEGOOMPAKLOV
Awtapayéc Tov Novtia Aldppora Avcyevcia
YOGTPEVTEPLKOD éUETOC
Epebionédg tov otdpatog
KOl TNG YADGGOC
cupumePLaUPaVOLEVOL
TOVOL
Awtapayéc Tov E&avOnua
0£pPNOTOS KUl TOV
VT0OOPLOV 16TOV
Awtoapayéc Tov [T6vog ot
LVOCKEAETIKOD yYva0o/Tpiopdc
GULOTILOTOS KOl TOV
GUVOETIKOD 16TOV
Tevikég Swotapayés | Iepipepucod oidnua’

*"Eyovv ovapepOei anetntikd v tn {1 kov Bavameopa TepLoToTIKA.
§ PA. mopdypago «Ileptypaen emdeypévav avemBOUNT@V VEPYEIDV

Teprypaon emreypévav avemBdunTtOv EVEPYELDV

Ayoppayikd engioodin (kuping emictaln kot aiudTTueT) HTaY TOAD GLYVA, OTMOG AVAUEVOTAY GE OVTO

Tov TANBLG O acBevdv e vynAn avaioyio acBevdv 6TOVG 0TOIOVG GLYYOPNYOVVTAL AVTITINKTIKA. O
Kkivduvog atpoppayiog propet va etvat avEnpévoc o€ achevelc 6Tovg 0moiovg GuYYopPNYovVTOL
duvnTikol avaoTOAEIG TNC GCLGGMPELONG ALOTETAAIOV 1 avTiEnKTIKG (PA. Tapdypago 4.5). Ta
BovaTnEopa TEPIOTATIKA TEPIAAUPAUVAY EYKEQPOAKT KOl EVOOKPOAVIOKT] OLUOPPOYia.
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H ovykon gival ouyvd cdhuntope g idtag g vooov, oA pmopei va cupfel kot kotd T didpKeto
g Oepaneiog. H avénuévn epodvion cuykonng umopel vo GUGYETIOTEL e TNV eMOEvVOT TG VOGOL 1
TNV OVETOPKT ATOTEAEGLATIKOTNTA TOV TPoiovToS (PA. Tapdypopo 4.4).

2116 KAMVIKEG SOKIHEG, avapépOnke meplpeptko oidnua oto 12,2 % tov achevdv mov Aapupoavay
iloprost kat 6to 16,2 % tv acBevav mov Aapupavay sucovikd eapuako. To Tepipepikd oidnua ivol
£€va, ToAD cLyvO cOUTTOUA TG 110G TS VOGOV, aALd pmopel va cuuPel Kot KoTd Tn ddpKeLa TG
Oepaneioc. H gpodvion mepipepiicod odNHOTOG UTOPEL VO GUGYETIOTEL LE TNV EMOEIVOGT TG VOGOL 1)
TNV OVETOPKT ATOTEAEGLATIKOTITO TOL TPOTOVTOC.

Avopopb mOavoloyoduevov avemOOuUNTOV EVEPYELDY

H avagopd mibavoroyoduevov avemdOuntov evepyelmy PETH amd T yopnynon aoslog kukiopopiog
TOV QUPUAKELTIKOD TPOIOVTOG eivan onpavtiky. Emitpénet  ovveyn mapakorlobnon g oxéong
0PEALOVG-KIVODVOL TOV PUPHOKEVTIKOD TPOIOVTOC. ZNTEiTaL 0O TOVG EXAYYEALATIEG LYELOG VO
ovVaQEPOVY OTOLEGONTOTE THAVOAOYOVIEVES OVETIOVUNTEG EVEPYELEG LEGM TOV £0VIKOD GLGTNLATOG
ovapopdg Tov avaypdeetot oto [Hopdptua V.

49 Ymepoocoroyia

ZUUTTOUOTO

Avaeépbnkay tepimtocelg vrepdocoroyiag. Ta countdpota g vepdocoroyiog oyetioviat Kupimg
HE TNV ayYE0010GTOATIKY dpdon Tov iloprost. Ta GUUTTOUATA TOV TOPATNPOVVTIOL GUYVE LUETE TNV
vrepdocoroyia etvar 1 (AN, N kKepararyia, n €Eaym, n vavtio, Kot 0 TOVOG ot Yvabo 1 oty TAAT.
Evdéyeton emiong va gpoaviatel vrdtaot, avénon g aptnplakng tieons, fpadvkapdia 1 tayvkapdia,
£LETOG, d1APPOL KOl TOVOS GTA AKPAL.

Awoyeipion

Ed1k6 avtidoto dev eival yvooTd. ZuvieTAtol S10KOTT| TG cuvedPiag TV EICTVOOV, TOpoKoAoLOoN
KoL AyM LETP®V 0VOAOYMG TOV GUUTTOUATOV.

5. DOAPMAKOAOTI'TKEX IAIOTHTEX

51 ®@oppokodvvopikés 1010TNTEG

Doppokobepanevtikn katnyopio: AviifpopfwtiKol Tapdyovies, OVAGTOAEL GUCCOPEVONG
opomeTarinv, eEarpovpévng g nrapivig, kwdwkoég ATC: BO1ACT 1

To iloprost, To dpaoTtiKd cuoTaTKO TOL Ventavis, gival éva cuvleTIKO 0VAAOYO TNG TPOSTAKVKAIVIG.
"Exovv mapotnpnOei in vitro o1 akOAovBeG @apUOKOAOYIKEG EMOPACELG:

. AvacTOM TNG GLEGMPELONG AUOTETOA MY, TNG CVYKOAAN GG ALLOTETOMMV KoL TNG
avtidpaong omelevfépmong
o Awotol) aptnpdiov kot prePLdioV

. ADENON TG TPLYOEWDIKNG TLKVOTNTOG Kot LElMON TNG AENUEVG OYYELOKTNG JOTEPATOTNTAS TOV
TPOKAALOVVTOL A0 SUUECOAUPNTEG OTWG 1) GEPOTOVIVI T} 1] IGTOLIVI OTN HKPOKLKAOQOpPia
. Atéyepon Tov evioyeVoHS VOIOADTIKOD dUVALLIKOD

Ot opHOKOAOYIKEG EMOPACEIC LETA TNV €1GTTVOT TOV Ventavis givo:
Aeon ayYEL0010GTOAT TOL TVEVLOVIKOD OPTNPLAKOD SIKTOOV e ETOKOAOVOEC, ONUOVTIKEC BEATIOCELG

TG TVELHOVIKNG APTNPLOKNG TECTG, TNG TVELLOVIKNG OYYEWOKNG OVTIGTAONG KOl TG KOPIIOKNAG
TOLPOYNG, KOOGS Kat TOL KOPeSHOD o€ 0EVYOVO TOV PEIKTOV PAEPIKOD aiplaToc.
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e pio puKpn, TOXOOTOMUEVT], SITAG-TVEAT, ELEYXOUEVN UE EIKOVIKO PAPUOKO HeEAETN 12-gfdopddmv
(mn doxwun STEP), 34 acBeveic mov éhafav bosentan 125 mg d00 Qopég nuepnoimg Yo TOLAAYIGTOV
16 ePdopadeg, o omoiot NTav 6€ oTAOEPT AUOSVVAULIKT KOTAGTAON TPy amd TV Evtaln ot eAéT,
avéyTnKay TNV TPochnkm Tov glomvedpevov iloprost otn cvykévipwon tov 10 pikpoypappopiov/ml
(¢mg 5 pikpoypappdpla 6 pe 9 popég v Nuépa Katd ™ dudpkela Tov frav Evmvior). H péon

glomved eV NuepN oo S0on NTaV 27 HKPOYPOLLAPLY KOl 0 LEGOC 0PLOUOG EIGTVOMV TV NUEPA NTAY
5,6. O o&gleg avembounteg evépyeleg oe acheveic mov Adpupavay tavtdypova bosentan kot iloprost
NTOV GOUPOVES LLE AVTEC TOV TAPUTNPNONKAY TNV HEYOADTEPT EUMEIPin TG PAoNG 3 HEAETNG OF
aoBeveic mov EaPav povo iloprost. Aev pmopel va Pyet a&lOmIOTO CLUTEPUGLOL GYETIKA JLE TNV
OTOTEAEGATIKOTNTA TNG GLYYOPNYNONG, KAODS T0 HéEYeBOC TOv JElYIATOG NTAV TEPLOPIGUEVO KOL ™)
UEAETT ElYE PIKPT] OLAPKELQL.

Agv vdpyovy d1aB€c OEGOUEVO KAVIKOV SOKIIOV TOV VO GUYKPIVOLV ALECOH GE TAPUTIPNCELS Y10l
ToVg 1d10vg acbeveic TV o&eia AUOSVLVOUIKT AVTATOKPIoT LETA amd EVOOPAEPLO YOp1YNOT) TOV
iloprost pe eketvn petd v g1omvon| Tov iloprost. Ot aprodvvapikés 110t TeS TOL TOpOTNPNONKAY
VTOONAGVOLV 0&gla avTUTOKPIoN LE TPOTIUNGT TNG OPACNC TNG EICTVEOLEVG YOG OTO
TVELOVIKE aryyeia. H mvevpovikn ayyelod1taoTaATIKY Opaon Tng Kabe glomvong dlatnpeital pio £mg
V0 dpec.

Qo1600, 1 TpoPrentikny afio aVTOV TOV 0EEWV ALLOOVVOLUK®V dedopévav Bempeitan meplopiopévn
S10TL 1| GUEST OVTOTTOKPLoT) 08 CLOYETIETAL GE OAEC TIG TEPMTMGELG UE TO UAKPOTPODEGLO OPELOG TNG

Oepameiog e to glomvedevo iloprost.

AmnoteleopotikdTnTo 68 EVAMKEC acOEVEIC LE TVELUOVIKT VIEPTAGCT)

Mio, ToyooTOMUEVT], SITAG-TVEAT, TOAVKEVTPIKY], EAEYYOUEVT LE EUKOVIKO apuako edong 111 perétn
(Study RRAO2997) dieénybn oe 203 evidikeg acbeveig (etomveodpevo iloprost otn cuyKEVIPWOOT TOV
10 pikpoypappapiov/ml: n = 101; eikovikd edppoako n = 102) pe otabepn) TVELLOVIKE VTEPTACT).
Ewomvedpevo iloprost (1] eiovikd @apuoko) Tpootédnke oty oywyn Tov acbevoic, n onoia propovoe
VO GUUTEPILOUPAVEL VO GUVOVOGHO AVTUTNKTIKMV, AYYEOIOOTUATIKAOV (). OVIOY®OVIGTH SO0V
Ca'™), drovpntikd, 0Evyo6vo kot daktvAitido, aAld oyt PGI2 (mpostaxvkhivn 1 avdroyd tg). 108 and
ToVG acbeveic dSlyvOoTNKOY e TPMTOTOOT TVELHOVIKY VITEPTAOT], 95 dtayvdoTnkav pe dgvtepomadn
TVELUOVIKY] VTEPTACT, OO TOVG OTOI0VG 56 GyetioTnKav pe ypdvia Opoufoeuporkn voco, 34 e voco
TOL oLVOETIKOD 1670V (TepthapPavopévor CREST kot oxAnpodéppotoc) kat 4 Bempndnke 0Tt
oyetilovTav Le PUPUOKEVTIKG TPOTOVTA OVACTOATIKA TNG 0peéng. Ot TYéG avapopdg tng 6AETTNG
doxyaciog fadiong avédei&ay Evav péTplov Pfadpol Teplopiopd g Aoknong: oty opudda Tov
iloprost, o pésog 6poc Ntav 332 pérpa (d1dpecoc: 340 uETpa) Kol GTNV OLASM TOV EIKOVIKOD
QOPUAKOV, 0 HEGOg Opog Tov 315 pétpa (d1dpuecog: 321 pétpa). Xtnv opdda tov iloprost, ) didpeon
nuepnota elomvedpevn 66om Nrav 30 picpoypappdpa (amd 12,5 g 45 pikpoypappdpro/nuépa). To
TPWOTOYEVEG ONpEl0 aE0AOYNONG TOL OPIGTNKE V1o, VT TN LEAETN NTAV VO GUVOVAGLEVO KPLTHPLO
OVTOTOKPIOTG AmOTEAOVUEVO amd Pedtioon otnv wkavoTnTa Yo doknor (6Aent dokipacio Padionc)
ot 12 gfdopddec amd tovidyiotov 10% oe cOYKpion pe TIg PACIKES TIHEG, KAl KAAVTEPEVOT| KOTA
tovAdytotov o NYHA katnyopia otig 12 Bdopnddec oe cuykpion pe Tig Pacikés TILEG Kot un
eMOEIVOT TNG TVELLOVIKNC VIEPTACNC 1} Bdvato omotednmote mpv Tig 12 gfdopnddes. To mTocootd
TV acbevov pe avtandkpion oto iloprost frav 16,8 % (17/101) ko 10 avticTolyo T0606Td GTNV
opdoa Tov giKovikov gappdiov ntav 4,9 % (5/102) (p = 0,007).

2V opdda tov iloprost, n péon amdKAion omd ™ faotkn ypouur HeTd amd 12 efdouddeg Oepaneiog
oty e&dhentn andotact Padicpotog rav o avénon 22 pétpov (-3,3 pétpa otnv opdda Tov
EIKOVIKOD QUPLAKOV, dEV €YoV KoToypapel dedopuéva yio Bavdtovug 1| aAla otoygio mTov Agimovv).

Xy opdoa tov iloprost, | kornyopia katd NYHA Beitiddbnke oto 26 % 10V acBevdv (sikovikd
eapuako: 15 %) (p = 0,032), ntav apetdpfinm oto 67,7 % tov acbevodv (eucovikd eapuaxo: 76 %)
Kot emdevoinke 610 6,3 % TtV acbevov (siovikd papuako: 9 %). Erepufotucég arpoduvapikég
TAPAUETPOL EKTIUNONKOY oTNV apyn Kot petd amd 12 gfdopddec Oepameiog.
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H avéivon piog vroopddog €de1&e 6t dev TapatnpnOnke OepoamenTikd amotélecpa OTOS cuyKpidnKe
LLE TO EIKOVIKO QAPLOKO GTNV 6AETTN doKiacia fAd1oNG GTNV VITOOUAdH TOV UCOEVDV e
dgVTEPOTAON TVEVLLOVIKT] LITEPTAOT).

Mo, péon avénon otnv 6ientn dokipacio Badiong 44,7 HETpeV amd TV apyIK LECT TIUN TOV

329 pétpwv, oe GUYKPLON LE TNV AUy TV -7,4 LETPOV omd TV LEST apyIK) TN TV 214 pétpov
GTIV OHAS0 TOV EIKOVIKOD QOPUAKOV (Oev £xovv Kataypapel dedopéva yio Bavdtovg 1 GAAa oTotyeia
7oV Agimovv), Tapatnpndnke oy vrooudda TV 49 acbevav pe TPOTOTAON TVEVUOVIKT VTEPTACN
oL Aappavay aywyn swonvedpevov iloprost yio 12 gfdopadeg (46 acbeveic 6Ty OLAdA TOV EIKOVIKOD

QOPUAKOV).

Towwarpikde tAnbvoudc

Aev &xer de&ayBel pedétn pe to Ventavis og Toudid |Le TVELLOVIKT VIEPTOOT).

52  ®appoxoKivnTIKEG IOIOTNTES

Amoppdonon

Orav 1o iloprost atn cvykévipwon tov 10 kpoypoppapiov/ml yopnyeitol péocw 16TVoOVY G
aofeveic e mvevpovikn véptaot 1 vylelg eBehovéc (d6om Tov iloprost 6To €EAPTNUA GTOHOTIKNG
TPOGOPUOYNG: 5 HKPOYPALLAPLA): XPOVOG EIGTVONG LETOED 4,6 — 10,6 AeMTAOV), KOTA TO TEAOG TNG
GUVEDPLOG TV EICTVOMV TOPATNPNONKOV HEGEG AVOTATES GVYKEVTPMGELS GTO TAAGCLL TEPITOV
100 émg 200 mucoypappdapioe/ml. Ot GUYKEVIPAOOCELS AVTEG LEIOVOVTOL PE YPOVOLS NUILONG LETAED
5 ko 25 Aemtdv mepimov. 30 Aemtd £m¢ 2 dpec LeTd TO TEAOG TNG EIGTVONG, TO iloprost dev givat
aVIVELGIUO GTO KEVTPIKO dtopéptopa (Oplo TocoTikomoinong 25 mikoypaupdpia/ml).

Koatavoun

Agv &povv de€oyOel peAéTec PLETH OO EIGTVON.

Metd and evdopAEPLa £yyvon, 0 PavoUEVIKOS dYKOG KOTAVOUNG otadepnig Katdotoong ntav 0,6 £mg
0,8 1/kg o€ vyeig ebehovtéc. H ok déopevon tov iloprost amd Tic TpmTEIVES TOL TAACUATOG Eivart
ave&aptntn amnd 1 cvuykévipmon o€ Kiipoka amd 30 éog 3.000 mkoypappdpio/ml kot TocdTTES

nepimov 60 %, ek TV onoiwv T0 75 % opeiheTon g SEGLEVON OTN AEVKOUATIVN.

Buouetaoynuotioude

Agv &xovv de€aybel peléteg yia va diepevvnbeti o petafolopdc tov iloprost LeTd amd €1GTVON TOL
Ventavis.

Metd and evdopAEPia yoprynon, to iloprost petafolriletor o peydro Babud péowm B-ofeidmong g
KapPoEuAtkng TAevpdg TG aAboov. Agv amekkpiveTar avairoim 1 ovcia. O kOprog petaforig
glvat 1o tetranor-iloprost, To omoio Ppicketar 6Ta 0Vpa VIO eAeVOepT Kot cuvelevypévn popon. To
tetranor-iloprost givol @appokoroyucd adpavég, OTmg paivetal ond mepapota pe {da. AToteAécHATO
omd PEAETEG in vitro amokaAVTTOVY O0TL 0 eEapTdEVOS amd To CYP 450 petaforiopoc nailer poévo
piKpd poro oto PlopeTacynuaticid tov iloprost. AAAeg in vitro peléteg mbavoroyovv 0Tl 0
petafoiiopdg tov iloprost 6Tovg TvedOVES Elval TaPOHO10G HETA amd EVOOPAEPLA Yoprynon 1
€10TTVOT).

AmoPBoin

Agv &povv de€oyOel pehétec PeTd amd E1GTVON.

e a00eveig [le PLOIOAOYIKT VEQPIKN KOl NTTOTIKY Agttovpyia, 1) d1éfeon Tov iloprost petd amod
eVOOQAEPLa Eyyvon yapakINpileTal OTIC TEPLGGOTEPEG TEPITTMOGELS OO £VO TPOPIA dVO PAcEWV, LE

pécoug ypdvoug nuLmng 3 émg S Aemtdv ko 15 émg 30 Aentmv. H ohkn kdBapon tov iloprost givan
nepinov 20 ml/kg/min, to omoio deiyvel eEmnmatiKn cLVEICPOPE oToV peTafolopd tov iloprost.

14



"Eyve o perét woolvyiov paldv pe xpion *H-iloprost o€ vyieic. Metd omd evdopréBia éyyvon,
avAKToN GLUVOAIKNG padievépyetlag eivatl 81 % kat ot avTioTOLEC AVAKTIGELG GTO 0VPO KOl TO,
Kompova givat 68 % xat 12 %. Ot petoPoiriteg amofdrioviot 0o To TAUCUO Kot To. 00pa G 2 PACELS,
Y TG 0moieg Exovv VIOAOYIGTEL XpOvoL NG Tepimov 2 kot 5 mpdv (TAdcpa) kot 2 kot 18 opov
(ovpa).

DapuokoKvnTiKEC 1010TNTES LETA T Y PHON SL0POPETIKMOV EKVEQOTAOV

Exvepwrnc Breelib:

Ot poppoKOKIVNTIKEG 1010TNTEG TOL iloprost diepguvniOnKay G pic TUYOLOTOUNEVT], S10GTAVPOVUEVT|
peAémn pe 27 acBeveig, otabepovg oto Ventavis 10 pukpoypappdpia/ml eilomvedpevo pe I-Neb, petd
TNV €16TVOT LoViC 600NC 2,5 1| 5 tkpoypappapiov illoprost ypnopomoidvag Tov ekvepmt Breelib 1
tov ekveptn I-Neb AAD. Metd v giomvon| avtdv Tov docemv e to Breelib, o1 péyioteg
oVYKEVTPMGEL; 0TO TAAGUA (Crmax) Kot 01 cuoTnpatikég ek0€celg (AUC (0—tiast)) avéndnxay avaloyucd
Le TN d60M).

Ot Cpnax kKot AUC (0—tiase) petd v glomvon| 5 pukpoypappapiov iloprost mov yopnyndnkov g
Ventavis 20 pikpoypappdpio/ml ypnoporowwvog to Breelib itav katd 77 % kot 42 % avtictoryo
VYNAOTEPES GE GVYKPLOT LE TNV EIGTVOT TNG id1ag ddomg ypnouonoidviag to Ventavis

10 wikpoypappdpioe/ml kot to cvomue I-Neb AAD. Ot Cax kot AUC (0—tiast) TOL iloprost petd v
glomvon pe to Breelib tov, 001060, ko0 EVTOG TOV EDPOVE TILMY TOV TOPOTNPNONKE LUE TO
Ventavis 10 pikpoypappdpioe/ml xproilomoidvtog GALOVG EKVEPMTEG GE OL0POPETIKEG HEAETES.

Exvepwrnc 1-Neb AAD

O1 QopHOKOKIVITIKES W10TNTES VIO TIC E01KES GUVONKES LEAETNG TOV TOPOTETALLEVOV YPOVOL
EI0TVONC, S1EPELVIONKAY GE L0l TUYALOTOINLEVT, SLOGTAVPOVUEVT] LEAETN e 19 vyieig evihikec
GvOpeC LETG TNV E16TTVOT HoVAV docemv Tov Ventavis 10 pikpoypappdpio/ml kot

Ventavis 20 kpoypapudpioa/ml (86on 5 pikpoypappopiov iloprost 6to eEGptno GTOUOTIKNG
TPOGOPLOYNC) YxpNnoonmoldvag Tov I-Neb. ITapatnpndnkay cuykpicies cuoTUATIKES EKBECELG
(AUC (O—t1as)) ko mepimov 30 % vymAotepes LEYIOTEG GVYKEVIPDOGELS GTOV 0PO (Crmax) HETE TNV
glomvon tov Ventavis 20 pikpoypappdpio/ml g cdykpion pe to Ventavis 10 pikpoypappdpio/ml, to
01010 TV GOUPOVO LLE TOV TOPOTNPOVUEVO UIKPOTEPO XPOVO EIGTVONG Le yp1on Tov Ventavis 20
piKpoypoppdplo/ml.

Aot e1dkoi TAnBvcuol

Negpirxciy BAcfn

e po LeAETn pe evooeAEPia Eyyvon tov iloprost, acBeveic e veppikn avendpkelo TEAMKOV 6Tadiov
mov vtoPdAlovtal o€ dtadeimovca apokaBopon EAiveTal OTL £X0VV GNUAVTIKA YAUNAGTEPT] TN
KkdOapong (néon CL =5 £ 2 ml/Aento/kg) amd 611 mapatnprinke og acbevelg e veppikn ovemdpkela
7oV dev vofdriovian og drodeimovca apokdBapon (uéon CL = 18 £ 2 ml/Aento/kg).

Hromirn fAafn

Emedn 1o iloprost petaforileton o peydio Pabud amd to Nrop, To ETimEdN TOL PAPUAKOV GTO

T douo emnpedloviot oo aALAYEG GTIV NTOTIKY Agttovpyio. e pio LeAETN pe evOoeAEPLa xoprynon,
eEMednoay amoteAéGOTO TOV apopovcay 8 acBevels, ol omoiotl Emacyay amd Kippmon Tov Nratog. H
uéon kabopon tov iloprost vroroyiotnke e 10 ml/Aento/kg.

Dolo
To @OAo dev £xel KMVIKT GUGYETION LE TIG POPUOKOKIVITIKEG 1O10TNTEG TOL iloprost.

Hlirkiowouévor
Ol QopUAKOKIVITIKEG 1O10TNTEG 08 NMKIMUEVOVG aobevels dev Exouv depevvndet.

15



5.3 TIIpoxlvikd dogdopéva yia TNV d6@drELd

2voTnuotikn ToékoTnTo,

e peréreg ofelag toikotnTag, EPamas evooPAEPLES Kot 0md TO oTOHN 0OGELS TOL iloprost mpokdAiesov
coPapd copnToduate dnAntnpiacng 1 0avato (evoopiéPia xopnynon) o€ 00G0A0YiEC TOL TV SO
ta&eic peyébouvg mhvo amd v evooeréPia Bepamevtikn doom. Aapufdvovtag vIoYN TNV LYNAN
(QOPLOKOAOYIKT dPACTIKOTNTO TOV iloprost Kot T amOAVTEG SOGEIC TOV OTOLTOVVTOL Yo
OepamevTikovg 6KOTOVS, TO AMOTEAEGLOTO TOV AapPdvovtal o pehéteg ofeiog To&koOTNTOG dEV
VTOINADVOLV Kivouvo 0&ElDV avemBOUnNT®V evepyelmv o€ avlpmdmovg. Ommg NTav avapevOIEVO Yo
L0 TPOGTUKVKAIVY, TO iloprost TpokdAece aodVVOIKEG ETOPATELS (0yYELOOOOTOAY, EpLOPOHTNTA
TOV OEPUATOG, VITOTOOT], CVOGTOAN] TNG AELTOVPYIOG TMV OUOTETAAI®V, AVATVEVOTIKY] SUCKOAIR) Kot
yevikd onpeia dnintnpiaong 6nwg anddeio, datopayés PudicHatog Kot GAANYES OTIC GTACELS TOV
OOUOTOC.

2oveyng evooeAEPLa/vTodopia £yyvon Yo ¥povikd ddoTnia £0¢ 26 EBOOUASMV GE TPOKTIKE KO U
TPOKTIKE, o€ enmineda 06cemV oL Eemepvovoay Katd 14 émg kot 47 popég Tnv avOpdmivy
Oepamevtikn, cvotnuatiky ékbeon (pe Paon to eninedo 6To TAAGUA) dEV TPOKAAESE TOEIKOTNTO
omotovdnmote opydvov. [apatnpnOnKay HOVOV avaIEVOUEVES POPLLOKOAOYIKEC ETIOPAGELS OTWC
vdTaoT, EpLOPOTNTA TOV FEPLATOG, SOVGTVOLM, OVENLEVT KIVITIKOTNTO TOV EVTEPOV.

e o LEAETN XPOVIODV EIGTVOMV GE apovpaiovg yia 26 gfdouddec, 1 vynAoTepn emtedéiun 600 TV
48,7 LKpoypOoUUapiov/KIMO/MUEpO avayvopiotnke ¢ To ‘eminedo 6Tov dev mapotnpnonke
avemBOpunt evépys’ (NOAEL). Ot cvotnuatikég exbéoeic Eenépacay Tig Oepamevticéc ekBéoelg
TOL avOPOTOL UETE TNV E16TTVON KOTA GUVTEAEGSTEG v TOL 10 (Chax, cmpevtikn AUC).

Evdgyouevn yovotofikdtnto, oyKoyéveon

In vitro (Poktnplokég, e KOTTOPO ONAACTIKOV, Le avOpOTIVO AEUPOKVTTAPA) KOL i Vivo PHEAETEG
(doxpacio pkpomupva) Yo YovoToEikég emOPAcEL; Oev £xovv Tapdyet kapio EvOeign yio
gvogyouevn petarlagloyéveon.

Y& EAETEG OYKOYEVEDTG LE OPOLPAIOVG KoL TOVTIKI OEV AP TP OTKE EVOEXOLEVT] OYKOYEVETIKN
dpdiomn tov iloprost.

Avomopoywykn to&ukoloyio,

e peréteg euPpooto&kdTTag e apovpaiove, 1 cvvexng evooeAéPia xoprynon iloprost odMynoe e
AVOUUAIEG G LOVIPEIS PAALYYEG TV EUTPOGOIOV TOdMDV GE PEPIKA VEOYVE ympic eEaptnomn and T
doon.

AvTég o1 odhayég dev BempolvTan TEpUTOYOVES EMOPACELS, OALA GYETICOVTOL KOTA TAGH THaVOTNTA
pe kaBvotépnon g avantuéng Tov TpokaAieitol and To iloprost Katd TV Oy opyavoyEVEsT AOY®
OLLOOVVOLUK®V OAALOIDGE®V GTNV EUPPLOTAAKOVVTIOKT] Lovada. Agv TapatnpnOnke dotapoyn e
LETOYEVVITIKNG OVATTTUENG KO TG AVATOPOYOYIKNG OOd00TG GTOVG ATOYOVOUE TTOV LEYGAAWGAV,
VTOSEIKVVOVTOG OTL 1] TOPATNPOVUEVT] KOOBVOTEPNOT GTOVG APOVPIOVS OVTIGTAOUIGTIKE KOTA TN
OLIPKELD TNG LETAYEVVNTIKNG OVATTUENG. € GUYKPIOIUEG HEAETEG EUPPVOTOEIKOTNTOG GE KOVVEALD KO
mONKoLG Oev TapaTPNONKAY TOUPOLOIES OVOLOATEG 0T SAKTVAN 1] GAAEC LOKPOGKOTIKES AVOUOAES
OGNV 0.0pT] COUATIKN SOUT OKOUO Kol LETO atO CUAVTIKE VYNAdTEPQ EMiTEd D dOOTG, TOV
vrepéfavay Katd moAréG popég TNV avBpmmivn d6o).

2T0VG apovpaiovg mapatnpnnKoy yaunAd enineda anékkplong Tov iloprost Kaun Tov petafoAltmv
010 yoha (Mydtepo and 1% g evooréPia yopryodpevng d6omg tov iloprost). Agv mapatnpnonke
dloTapayn TNG LETAYEVVITIKNG CVATTUENG KOl TG VOTAPAYOYIKNG 0mddoons o€ {da Tov eKTédnKav
KOTA TN O1dpKeLa TG YaAovyiog.
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Tomkn ovoyn, evarcOntomoinon €& ema@ng Kot EVOEYOUEVN OVTILYOVIKOTNTO

e LEAETEG EIGTTVOMV LE aPpOoVPaiong, 1 YopNyNnon evog oynuatog iloprost e cuykévipmon
20 pkpoypappdpro/ml yio Sidotnpa £og 26 gfdopddmv dev TpokdAese TOTIKO EpEOIGUO TG
AVATEPNG KAl KATMTEPTG AVOTVEVGTIKTG 0500.

Mia perétn deppatikng evorcnromoinong (e£€taon PeEYIOTONOINGNC) Kot pio LEAETY OVTIYOVIKOTNTOG
o€ WOKd yo1pidia dev £de1&ay evde OUeEVO gvailchnTomoinomng.

6. OAPMAKEYTIKEXZ IIAHPO®OPIEX

6.1 Koataloyog ekdoymv

Tpopetapdin (trometamol)

A1Bavorn 96 %

XAwprovyo vatplo

Ydpoyrwpikd 0&D (yio pyBuiom tov pH)

Evéoyo 0dmp

6.2 AovpPatotnTeg

ElMetyel peletdv oyetikd pe ) oupuPatodtnta, 10 TopoOV QUPLOKEVLTIKO TPOTOV 08V TPETEL VUL
OVOUELYVOETOL LE BAAD POPUOKEVTIKA TTPOTOVTAL.

6.3 Audpxera Cong

Ventavis 10 pucpoypauudpio/ml StdAvpa yio E16TVon LE EKVEQMTN
4 ypovia.

Ventavis 20 pucpoypauudpio/ml StdAvpa yio E1GTVON LE EKVEQMTN
5 ypovio.

6.4 Idwitepeg TPoPLAAEELS KOTA TN PVAUEN TOV TPOTOVTOG

Agv vdpyovv edKéC 0dNYieg dLOTPNONG Yo TO TPOIOV QLTO.

6.5 ®@VHon KOl GVOTUTIKA TOV TEPLEKTN

Ventavis 10 pikpoypoppdpro/ml S1dAvpa yio EL6TVON HE EKVEQOTI|

o Duotyyec yopnrTikotntog 1 ml, dypopeg, yuvdiveg tomov 1, mov mepiéyovv 1 ml Staddpatog yio
€10TVOY| L€ EKVEQMTT), KOOIKOTOMUEVES [UE VO £YYP®UOVG SaKTVAIOVS (AEVKO - KiTpvO).

o Ovoyyec yopnTKoTNTag 3 ml, dypopeg, yodiwvec tomov I, mov mepiéyovy 2 ml dteAvuaToC yio
EI0TVON LE EKVEPMTT), KOOTKOTOMUEVEG E OVO EYYP®UOVG dOKTVAIOVG (AevKd - pol).

Dooryyes ue 1 ml draldparoc yra eiomvon ue exvepwti (yio ) ypiion tov Breelib 1 1-Neb AAD):
2VOKELOGIES OV TTEPIEYOVV:

® 30 pvoryyec
® 42 pvoryyec
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[MoAvevokevacieg mov TEPLEYOVY
¢ 168 (4 x 42) pvoiyyec
¢ 168 (4 x 42) puoiyyec cvokevacpéveg pali pe oet avalooipwv Breelib (mov mepiéyet
1 e&dptnua otopaTikng mpocappoyns kat 1 8dAapo popudakov).

Dooryyes pe 2 ml draldporog yra siomvon ue exkvepwt (yio. ™ ypron tov Venta-Neb):

YVOKELOGIES TOVL TTEPIEYOVV:
® 30 pvoryyec
¢ 90 pvoryyec
¢ 100 @voryyeg
© 300 @voryyeg

[MoAvovokevacieg mov mepLEyovv
¢ 90 (3 x 30) pvoryyeg
¢ 300 (10 x 30) pvoryyeg

Ventavis 20 pikpoypoppdpro/ml Sidivpa yio EL6TVON HE EKVEQOTI

o Duotyyeg yopnrikotntog 1 ml, aypopeg, yodiiveg tomov 1, mov mepiéyovv 1 ml Stoddpatog yio
€10TVOT| L€ EKVEQMTT), KOSIKOTOMUEVES UE VO £YYP®UOVS SaKTLAIOVS (KiTptvo - KOKKLVO).

Dooryyes ue 1 ml draldporog yra siomvon ue exkvepwt (yio. ) ypron tov Breelib 1 1-Neb AAD):

2VOKELOGIES TOVL TTEPIEYOVV:
® 30 pvoryyec
® 42 pboryyec

ITolAvovokevacieg Tov TepiEyovv
¢ 168 (4 x 42) pvoryyeg
¢ 168 (4 x 42) pvoiyyec cvokevacpéveg pali pe oet avalooipov Breelib (mov mepiéyet
1 e€dptnpa oTORATIKNG TPOGApPUOYNS Kot 1 BdAao eapudakov).

Mmropei va unv KoKAOQOPOLY OAEG Ol GUGKEVAGIEC.
6.6 Idwitepeg TpoPULAAEELS mOPPIYNS KOl GAAOG YELPLONOG

INo kéBe cuvedpia slomvomv, TO TEPLEXOLEVO HIaG avOLYHEVIC QUGTYYaG Ventavis mpémetl va
LETAQEPETAL TANPMG GTOV OAAALO TOV PAPLLAKOL AKPPDS TPLY TN XPNoN.

Metd and kaOe cuvedpia avamvodv, kGbe VITOAEPA SIOAVUATOG HECH GTOV EKVEP®TY Oa Tpémel va
amoppintetal. EmmAéov, ot odnyiec yioo v vylevn katl Tov KaBopiopd Tov EKVEPMOTN TOV TOPEXOVTAL
otd TOVG KATOOKEVAOTEG TG CVOKEVTG TTPEMEL VA, AKOAOLOOVVTOL TPOGEKTIKAL.

Kda0e aypnoyomnointo poaprakentikd Tpoidv 1 DTOAEUUN TPETEL VO OTOPPITTETAL GOUPDVE, LUE TIG
KOTO TOTOVG 10YDOVGEG OYETIKEG OLUTAEELS.

7. KATOXOZX THX AAEIAYX KYKAO®OPIAX
Bayer AG

51368 Leverkusen
Teppovia
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8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX
Ventavis 10 pikpoypoppdpro/ml Sidivpa yio EL6TVON HE EKVEQOTI

EU/1/03/255/001
EU/1/03/255/002
EU/1/03/255/003
EU/1/03/255/004
EU/1/03/255/005
EU/1/03/255/006
EU/1/03/255/007
EU/1/03/255/008
EU/1/03/255/011
EU/1/03/255/013

Ventavis 20 ikpoypoppdapra/ml S1Glopo Y10 E167TVOT] P EKVEQOTIH
EU/1/03/255/009

EU/1/03/255/010

EU/1/03/255/012

EU/1/03/255/014

9. HMEPOMHNIA INPQTHXE EI'KPIZHX/ANANEQYXHY THX AAEIAX
Hpepounvia mpdtng éykpiong: 16 Zemtepppiov 2003

Huepounvia tekevtaiog avavémong: 26 Avyovatov 2013

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepn TANPOPOPLIKA GTOLYEID VIOl TO TAPAV POPUAKEVTIKO TPOIOV elvar 6100£01L0 GTOV SIKTLOKO
t6mo To0v Evponaikov Opyavicpod oppdkov: http://www.ema.europa.eu.
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A.

ITAPAPTHMA 11

ITAPAXKEYAXTHY YIIEYOYNOX I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IEPIOPIEMOI XXETIKA ME TH AIAOGEXH
KAI TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IEPIOPIEMOI XXETIKA ME THN AX®AAH

KAI AITIOTEAEXEMATIKH XPHXH TOY
®APMAKEYTIKOY ITPOIONTOX
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A. TAPAXKEYAXTHX YIIEYGYNOZX I'TA THN AIIOAEXMEYXH TQN ITAPTIAQN

Ovopa kat d1e06vven Tov TOPUCKELAGTH TOL £ival LITEVHLVVOC Yo TV ATOOEGUEVCT) TOV TOPTIOWY

Berlimed S.A.

Francisco Alonso 7

Poligono Industrial Santa Rosa
28806 Alcala de Henares
Madrid

Iomavia

B. OPOI'H OI IEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokeLTIKO TPOIOV Y10 TO 0TTOI0 OmaLTEITAL TEPLOPIOUEVT TPk cuvTayn (PA. TapdapTnua I:
[epiinym tov Xopoaktnpiotikedv tov [Ipoidvtog, mapdypapog 4.2).

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAX KYKAO®OPIAX
o Ex0¢og1g meprodikig mapakorovdnong g ac@aierag (PSURSs)

Ot anaitioelg yio v vrofoAr towv PSURS yia to ev Ady® @appokeutikd Tpoidv opilovial otov
KatdAoyo pe T nuepounvieg avagopds s Evoong (katdroyog EURD) mov mapatifeton otnv
mopaypapo 7, Tov apbpov 107y, tng odnyiag 2001/83/EK kot kaOe enaxodlovdng entkaponoinong
OT®G ONUOCIEVETAL GTIV EVPOTOIKT] OIKTLOKT TOAN Y10, TO PAPLLAKAL.

A.  OPOI'H HEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEXMATIKH
XPHZIH TOY ®APMAKEYTIKOY ITPOIONTOX

. Yyéoro Awoyeiprong Kivovvoo (XAK)

O Karoyog Adelag Kvkiopopiag (KAK) Oa die&aydyet Tig amaitodpueveg SpacTtnploTnTES Kot
TaPEUPACELS PAPUOKOETOYPOTVIOTG OIS Tapovatdlovtal 6To cuppmvndéy ZAK mov
nmapovotdleTar oty evotnta 1.8.2 ¢ adetog KukhoPopiag Kot 0TolEcONTOTE EMUKOAOVOES
gyKekpipéveg avabempnoelg tov TAK.

‘Eva emkaiponompévo LAK Oa npénet va katotedet:
e et omd aitnua Tov Evporaikod opyavicpod Oopudkoy,
®  OTOTEONTOTE TPOTOMOLEITAL TO GUGTILA JAXEIPLONG KIVOVUVOL, EOIKA (O ATOTELEGLLO. AYNG
VEOV TANPOQOPIDV TOV UTOPOVV VO ETIPEPOVY CLLOVTIKT] GAAYT GTN 0XECT] 0QEAOVG-
KIvOOVOL 1 G ATOTEALEGILO TNG EMITEVENG EVOG OTLLOVTIKOD OPOGTIUOV ((QPOPUOKOETOYpOTYION
N eAoy1oToTOINGN KIvdUVOD).
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIEHMANXZH
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ENAEIZEIZ ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
EEZQTEPIKH XYXKEYAZXIA

30 ®YXIITEX ME 2 ML

90 ®YZITTEX ME 2 ML

90 3 x30) ®YXIITEX ME 2 ML
100 ®YXITTEX ME 2 ML
300 ®YZIITEX ME 2 ML
300 (10 x 30) ®PYXZIITTEX ME 2 ML

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Ventavis 10 uikpoypappdpio/ml S1GAVLO Y10 EIGTVON LE EKVEPOTN
Iloprost

(2. TYNOEXH XIE APAXTIKH(EZ) OYZIA(EX)

1 ml dwwdvpatog mepéyet 10 pikpoypappdpro iloprost (g iloprost trometamol).
Kda0e pooryya pe 2 ml Stoddpatog mepiéyet 20 pikpoypappdpia iloprost.

3.  KATAAOI'OX EKAOXQN

"Exdoya:
TpOpETAUOAN (trometamol), atBavorn 96 %, yAwplovyo vatplo, VdpoyAwPLKo o0& (Yo pOBUGT ToV
pH), evéoyo vdwp.

| 4. DOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

AtdAopa Yo EITVOT) e EKVEPMTY.

30 gvotyyec pe 2 ml

90 gpvotyyeg pe 2 ml

[HoAvovokevaoio: 90 (3 x 30) pOotyyes pe 2 ml
100 @voryyeg pe 2 ml

300 @voryyeg pe 2 ml

[MoAvovokevaoio: 300 (10 x 30) pvoryyeg pe 2 ml

[5. TPONOX KAI OAOX(OI) XOPHTHEHE

Xpnon oo ELGTVOTG.
AWPAcTe T0 PUALO 0INYIOV ¥PNONG TPV OO TN XPNOT).
INa xopnynon ne tov Venta-Neb.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, TV onoia dev PAETOVV Kot dev Tpoceyyilovv T TOLSIA.
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[ 7. AAAH(EZL) EIAIKH(EX) IPOEIAONOIHZH(EIT), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEYX OYAAEHX

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHHOAEIMMATQN [TOY NPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOQY THX AAEIAYX KYKAO®OPIAX

Bayer AG
51368 Leverkusen
Teppovia

12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/03/255/001  [30 x 2 ml]
EU/1/03/255/006 [ 90 x 2 ml]
EU/1/03/255/007  [90 (3 x 30) x 2 ml]
EU/1/03/255/002  [100 x 2 ml]
EU/1/03/255/003  [300 x 2 ml]
EU/1/03/255/008  [300 (10 x 30) x 2 ml]

13. APIOMOZX ITAPTIAAX

[Moptida

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHEZHE

‘ 16. TTAHPO®OPIEX XE BRAILLE

Ventavis 10 pikpoypappdpia/ml, 2 ml

17. MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A16d100T0TOC YPOUU®TOS KOdKAG (2D) Tov pépet Tov TEpIANPBEVTO LOVASTKO OVOYVOPLOTIKO KMOKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
EXQTEPIKO KOYTI XQPIX BLUE BOX

YYXKEYAXIA ME 30 ®YZIITEX XE XAPTINH XYXKEYAXIA ME 90 (3 X 30) ®YXITTEX
ME 2 ML

YXYXKEYAXIA ME 30 ®YXIITTEX XE XAPTINH XYXKEYAXJIA ME 300 (10 X 30)
OYXIITEX ME 2 ML

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Ventavis 10 wikpoypoppdpia/ml S1GAVUA Y10 EIGTVON LE EKVEQOTN
Iloprost

[2. LYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

1 ml dwedvpatoc mepiéyetl 10 pukpoypaupdpra iloprost (wg iloprost trometamol).
Kabe pootyya pe 2 ml Stoddpatog mepieyet 20 pikpoypappdpio iloprost.

3.  KATAAOI'OX EKAOXQN

"Exdoya:
TPOUETAUOAN (trometamol), aiBavorn 96 %, yAwprovyo véTplo, vOpoyAmpikd 0&L (Yo pOBLuGT ToV
pH), evéoyo Howp.

| 4. DOPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

AlAvpo Yo EITVOT LLE EKVEPMT.

30 pvotyyeg pe 2 ml. Mépog molvovokevaciog, dgv pmopovv va movAnbovv Eeympiotd.
Mépog morlvovokevaoiog tov wepLEyel 90 uvoryyeg pe 2 ml.

Mépog morlvovokevaciog wov wepiEyel 300 pvoryyeg pe 2 ml.

[5. TPONMOX KAI OAOX(OI) XOPHTHEZHZ

Xpnon S ElTVOTG.
AwBdote To GUAAO 0INYIDV YPNONG TPV AT TN YPNON.
I"a yopnynon pe tov Venta-Neb.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na pvidooetar o€ 0éom, TV ozmoia dev PAETOLY Ko dev Tpooeyyilovy Ta Taidid.

| 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY) |
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8.  HMEPOMHNIA AHEHE

AHEH

| 9. EIAIKEX XYNOHKEYX @PYAAEHX

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON IMPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Bayer AG
51368 Leverkusen
T'eppovia

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/03/255/007  [90 (3 x 30) x 2 ml]
EU/1/03/255/008  [300 (10 x 30) x 2 ml]

| 13. APIOMOZX ITAPTIAAX

[Moptida

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

DopHAKEVLTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LTPIKT) CLVTOYT.

| 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Ventavis 10 pikpoypappdpio/ml, 2 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAZX (2D)

Agv epoppodletar.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

Agv gpapuoletar.
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
EEZEQTEPIKH XYXKEYAZXIA

30 ®YXIITEX ME 1 ML
42 ®YXIITEX ME 1 ML

168 (4 x 42) ®YZIITEX ME 1 ML)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Ventavis 10 pikpoypappdpia/ml, S1GADUO Y10 ELGTVOT| UE EKVEQMT
Ioprost

[2.  TYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

1 ml dwwivpatog mepiéxet 10 picpoypappdpro iloprost (g iloprost trometamol).
Ka0e pdoryya pe 1 ml drodvpatog mepiéyet 10 pukpoypappdpio iloprost.

| 3. KATAAOI'OX EKAOXQN

"Exdoya.:
TpopeTapoin (trometamol), atBoavorn 96 %, yAwplovyo vatplo, vdpoyAwplko o&H (Yo pOBGT Tov
pH), evéoyo vdwp.

| 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

AlGAvpO Y100 ELGTIVOY| LLE EKVEQMTN.

30 pvotyyec pe 1 ml

42 pvoryyeg pe 1 ml

IMoAvcvokevacio: 168 (4 x 42) eboryyeg pe 1 ml

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXEHX

Xpnon dto. eleTVoTC.
AwPaote T0 PUALO 0INYIOV XPNONG TPV OO TN XPNOT).

IMa yopnynon ue tov exkvepwt Breelib 1| tov ekvepmt 1-Neb.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puidooetal o€ 0éon, TV onoia dev PAETOVY Kot dev TPoceyyilovy Ta TULOA.

| 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8.  HMEPOMHNIA AHEHE

AHEH

| 9. EIAIKEX XYNOHKEYX @PYAAEHX

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON IMPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Bayer AG
51368 Leverkusen
T'eppovia

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/03/255/004 [30 x 1 ml]
EU/1/03/255/011 [42 x 1 ml]
EU/1/03/255/005 [168 (4 x 42) x 1 ml]

| 13.  APIOMOZX ITAPTIAAX

TToaptida

| 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Ventavis 10 pikpoypappdpio/ml, 1 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOX TPAMMQTOX
KQAIKAZX (2D)

A163106T0TOC YPOUU®TOC KddKag (2D) mov pépet Tov TepAN@BEVTo, LOVASTKO 0VOYVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIZ ITIOY ITIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
EEZEQTEPIKH XYXKEYAXIA

168 (4 X 42) ®YXIITEX ME 1 ML XYXKEYAXMENEX MAZI ME XET ANAAQXIMON
BREELIB

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Ventavis 10 pikpoypappdpia/ml, S1GADUO Y10 ELGTVOT| UE EKVEPMTH
Iloprost

[2.  TYNOEXIH IE APAXTIKH(EZ) OYZIA(EX)

1 ml dwwdvpatog mepéyet 10 pikpoypappdpra iloprost (g iloprost trometamol).
Ka0e pootyya pe 1 ml Stoddparog mepiéyet 10 pikpoypappdpio iloprost.

3.  KATAAOI'OX EKAOXQN

"Exdoyo:
Tpopetapoin (trometamol), otBoavorn 96 %, yAwplovyo vatpro, vdpoYAwPLKO 0&L (Yo pOBGT ToV
pH), evéoyo vdwp.

| 4. DOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO |

AtdAopa Yo EITVOT e EKVEPMTY.
IToAvovokevacia: 168 (4 x 42) evotyyec pe 1 ml cvokevacuévee poli pe oet avolooipov Breelib
(mov mepiéyet 1 e&apTnua GTOUATIKNG TPOoaPUOYNC Kot 1 OdAmpno gapudakov).

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Xpnon S eleTVoTC.
AwPaote T0 PUALO 0INYIOV XPHONG TPV OO TN XPNOT).
IMo xopnynon ne to Breelib.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXZEITIZOYN TA ITAIAIA

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev Tpooeyyilovv Ta Todid.

| 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY) |

8.  HMEPOMHNIA AHEHE |

AHEH
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHHOAEIMMATQN [TOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Bayer AG
51368 Leverkusen
Teppovia

[12.  API®MOX(OI) AAEIAY. KYKAO®OPIAX

EU/1/03/255/013  [168 (4 x 42) x 1 ml] ovokevacuéva poll pe o€t avorooipmv Breelib (tov
meplExel 1 eEApTNUN GTOUATIKNG TPOGapoYNg kot 1 BdAapo apudakov).

| 13.  APIOMOX MAPTIAAY

Moprida

| 14. TENIKH KATATAEZEH I'lA TH AIAGEXH

| 15.  OAHTIEX XPHIHZ

‘ 16. MAHPO®OPIEX XE BRAILLE

Ventavis 10 pikpoypappdpia/ml, 1 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAZX (2D)

A163106T0TOC YPOUU®TOC KDdKaS (2D) Tov épet Tov TepANEBEVTO. LLOVASTKO OVOYVOPLOTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
EXQTEPIKO KOYTI XQPIX BLUE BOX

YYXKEYAXIA ME 42 ®YZIITEX XE XAPTINH XYXKEYAXIA ME 168 (4 X 42)
OYXIITEX ME 1 ML

YYXKEYAXIA ME 42 ®YZIITEX XE XAPTINH XYXKEYAXIA ME 168 (4 X 42)
OYXIITEX ME 1 ML XYXKEYAXMENEY MAZI ME XET ANAAQXIMQN BREELIB

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Ventavis 10 wikpoypappdpia/ml, AtdAvpe yio e16Tvon Ue EKVEQ®TN
Ioprost

[2.  LYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

1 ml dwwivpatog mepiéxet 10 pucpoypappdpro iloprost (g iloprost trometamol).
Ka0e pdoryya pe 1 ml dwodvpatog mepiéyet 10 pukpoypappdpio iloprost.

| 3. KATAAOI'OX EKAOXQN

"Exdoya.:
Tpopetapdin (trometamol), 0iBovorn 96 %, yAwplovyo vatplo, vdpoyAwplKo o&L (Yo pOBeT Tov
pH), evéoo vdmp.

| 4. OGAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

AlGAvpOl Y100 ELGTIVOY| [LE EKVEQMTN.

42 @voryyec pe 1 ml. Mépog moAvouokevaciog, 6gv umopohv va TovAnbodv Eeympiotd.

Mépog Tolvovokevooiog Tov wepiéyel 168 (4 X 42) gvoryyeg pe 1 ml.

Mépog morlvovokevaoiog mov wepréyel 168 (4 X 42) evoryyeg pe 1 ml cvokevaopéves poli pe 6et
avorlooipoy Breelib (mov wepiéyet 1 e€aptnpa ctopatikig tposappoyns kot 1 0aiapo
PUPRAKOD).

[5. TPONOX KAI OAOX(OI) XOPHTHXHE

Xpnon oo ELGTVOTG.
AWPAcTe T0 PUALO 0INYIOV XPNONG TPV OO TN XPNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euidooetal o€ 0éon, TV onoia dev PAETOLY Kot deV TPoceYYilovy T TULOA.

| 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

33



8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEYX @PYAAEHX

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON IMPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, E@OXON AHIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Bayer AG
51368 Leverkusen
T'eppovia

12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/03/255/005 [168 (4 x 42) x 1 ml]
EU/1/03/255/013 [168 (4 x 42) x 1 ml] cvokevacuéva pali pe o€t avolocipov Breelib (mov
mepiéxel 1 eEapTn e GTONATIKNG TPocapoyns kot 1 Bdlapo papudkov).

13.  APIOMOZX ITAPTIAAX

TToaptida

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DappokevTIKd TPOTOV Y10 TO 0TOT0 ATOITEITAL LTPIKT) GLVTOYT.

15. OAHI'IEX XPHXHX

16. TTAHPO®OPIEX XE BRAILLE

Ventavis 10 pikpoypappdpia/ml, 1 ml

17.  MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

Agv gpapuoletar.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

Agv gpapuoletar.
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YXTOIXEIQAEIX XYXKEYAXIEX

OYXIITA ME 1 ML

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX KAI OAOX(OI) XOPHTHIHE |

Ventavis 10 wikpoypoppdpia/ml S1GAVUA Y10 EIGTVOT LE EKVEQOTN
Iloprost
Xpnon ota. ELGTVONG

| 2. TPOIIOX XOPHIHZHZ |

| 3.  HMEPOMHNIA AHEHX |

AHEH

| 4. APIOMOX ITAPTIAAX

Moprtida

| 5. HEPIEXOMENO KATA BAPOZX, KAT' OI'KO'H KATA MONAAA

1ml

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YXTOIXEIQAEIX XYXKEYAXIEX

OYXIITA ME 2 ML

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX KAI OAOX(OI) XOPHTHIHE |

Ventavis 10 wkpoypoppdpia/ml S1GAVUA Y100 E1GTVON LE EKVEQOTN
Illoprost
Xpnon o, ELGTVONG

| 2. TPOIIOX XOPHIHZHZ |

| 3.  HMEPOMHNIA AHEHX |

AHEH

| 4. APIOMOX ITAPTIAAX

Moprtida

| 5. HEPIEXOMENO KATA BAPOZX, KAT' OI'KO'H KATA MONAAA

2 ml

6. AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
EZQTEPIKH XYXKEYAZXIA

30 ®YXIITEX ME 1 ML
42 ®YXIITEX ME 1 ML
168 (4 X 42) ®YZIITEX ME 1 ML

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Ventavis 20 wikpoypappdpia/ml SiGAvua yio 16TVON UE EKVEQOTN
Ioprost

[2. LYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

1 ml dwwivpatog mepiéxet 20 pucpoypappdpro iloprost (g iloprost trometamol).
Ka0e pdoryya pe 1 ml dwodvpatog mepiéyet 20 pukpoypappdpio iloprost.

| 3. KATAAOI'OX EKAOXQN

"Exdoya.:
Tpopetapoin (trometamol), 0iBovorn 96 %, yAwplovyo vatplo, vdpoyAwpiko o&L (Yo pOBeT Tov
pH), evéoio vdmp.

| 4. GAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

AlGAvpOL Y100 ELGTIVOY| LLE EKVEQMTN.

30 pvotyyec pe 1 ml

42 pvoryyec pue 1 ml

[MoAvovokevaoio: 168 (4 x 42) pvoryyes pe 1 ml

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Xpnon oo eleTVoTC.
AwPaote T0 PUALO 0INYIOV XPHONG TPV OO TN XPNOT).
T"a yoprynon e tov ekvepmtn Breelib 1 tov ekvepwtn I-Neb.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev Tpooeyyilovv Ta Toud1d.

| 7. AAAH(EY) EIAIKH(EX) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AHAPAITHTH(EY)
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8.  HMEPOMHNIA AHEHE

AHEH

| 9. EIAIKEX XYNOHKEYX @PYAAEHX

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON IMPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, E@QOXON AIIAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Bayer AG
51368 Leverkusen
T'eppovia

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/03/255/009  [30 x 1 ml]
EU/1/03/255/012  [42 x1 ml]
EU/1/03/255/0010 [168 (4 x 42) x 1 ml]

| 13.  APIOMOZX ITAPTIAAX

TToaptida

| 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Ventavis 20 pikpoypappdpio/ml, 1 ml

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A16d100T0TOC YPOUU®TOS KOdKaS (2D) Tov pépet Tov TepIANPBEVTO LOVASTKO OVaYVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
EZQTEPIKH XYXKEYAZXIA

168 (4 X 42) ®YZIITEX ME 1 ML XYXKEYAXMENEX MAZI ME XET ANAAQXIMQN
BREELIB

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Ventavis 20 uikpoypappdpio/ml S1GADLO Y10 EIGTVOT HE EKVEPOTN
Ioprost

(2. TYNOEXH IE APAXTIKH(EZ) OYZIA(EX)

1 ml dwwdvpatog mepiéyet 20 pucpoypappdpro iloprost (g iloprost trometamol).
Kda0e pooryya pe 1 ml Stoddpatog mepiéyet 20 pikpoypappdpia iloprost.

3.  KATAAOIOX EKAOXQN

"Exdoya:
TpOpETAUOAN (trometamol), atBavorn 96 %, yAwplovyo vatplo, vdpoyAwPIKo o0& (Yo pOBIeT ToV
pH), evéoo vdwp.

| 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

AlGALLO Y100 ELOTIVOT] LLE EKVEQMTN.
IMoAvovokevacio: 168 (4 x 42) pdoryyeg pue 1 ml cvokevaocuéves poli pe o€t avarwcipumv Breelib
(mov mepiéyel 1 e&aptnpo GTOUATIKNG TPOoapUoYNS kot 1 BdAmpo poppriakov).

[5. TPONMOX KAI OAOX(OI) XOPHTHZHX

Xpnon S ElTVOTG.
AwBdote To OUALO 0INYIDV YPNONG TPV AT TN (PN ION.
[Ma xopnynon ne to Breelib.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euidooetal o€ 0éom, TV onoia dev PAETOLY Kot deV TPoceYYilovy T TULOIA.

[ 7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHHOAEIMMATQN [TOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Bayer AG
51368 Leverkusen
Teppovia

[12.  API®MOX(OI) AAEIAY. KYKAO®OPIAX

EU/1/03/255/014  [168 (4 x 42) x 1 ml] cvokevacpuéva pali pe oet avolosiuny Breelib (o
mepExel 1 eEApTNUO GTOUATIKNG TPOGapoYNS Kot 1 OdAapo eoapurakov).

| 13.  APIOMOX MAPTIAAY

Moprida

| 14. TENIKH KATATAEZEH I'lA TH AIAGEXH

| 15.  OAHTIEX XPHIHZ

‘ 16. TAHPO®OPIEX XE BRAILLE

Ventavis 20 pikpoypappdpia/ml, 1 ml

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAZX (2D)

A163106T0TOC YPOUU®TOC KddKag (2D) mov épet Tov TepAN@BEVTO. LOVASTKO OVOYVOPLOTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
EXQTEPIKO KOYTI XQPIX BLUE BOX

YXYXKEYAXIA ME 42 ®YZIITEX XE XAPTINH XYXKEYAXIA ME 168 (4 X 42)
OYXIITEX ME 1 ML

YXYXKEYAXIA ME 42 ®YXIITEX XE XAPTINH XYXKEYAXIA ME 168 (4 x 42) ®YXIITEX
ME 1 ML XY2XKEYAXMENEX MAZI ME XET ANAAQXIMQN BREELIB

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Ventavis 20 wikpoypoppdpia/ml S1GAVUA Y10 E1GTVOT LLE EKVEQOTN
Iloprost

[2. LYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

1 ml dedvpatoc mepiéyet 20 pukpoypaupdpia iloprost (wg iloprost trometamol).
Ka0e pootyya pe 1 ml dStoddpatog mepiéyet 20 pikpoypappdpio iloprost.

3. KATAAOI'OX EKAOXQN

"Exdoyo:
Tpopetapoin (trometamol), ctBavorn 96 %, yAwplovyo vatpro, vdpoYAwPLKo 0&L (Yo pOBGT ToV
pH), evéoyo Howp.

| 4. DOPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

AlAvpo Yo EITVOT e EKVEPMT.

42 pvoryyec pe 1 ml. Mépog moAvcsuokevaciog, dev umopodv va movAnBodv Eeympiotd.

Mépog morlvovokevaoiog mov weptéyel 168 (4 X 42) gvoryyeg pe 1 ml.

Mépog morlvcvokevaciag wov wePiEyel 168 (4 X 42) voryyes pe 1 ml cvokevaopéveg poli pe oetT
avorooipoy Breelib (mov mepiéyer 1 eEaptnpa ctopatikig tposappoyns kot 1 0aiapo

PUpPRAKOV).

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXEHX

Xp1on S0, eleTVoTC.
AwPaote T0 PUALO 0INYIOV XPHONG TPV OO TN XPNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, TV onoia dev PAETOVV Kot dev Tpooeyyilovv Ta TOLddL.

[ 7. AAAH(EZT) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI ATTAPAITHTH(EX)
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| 8.

HMEPOMHNIA AHEHX

AHEH

| 9.

EIAIKEX XYNOHKEYX @PYAAEHX

10. TAIAITEPEX TIPO®YAAZEIX I'TA THN AITOPPIYH TQN MH
XPHXIMOITOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIIOAEIMMATON IIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Bayer AG

51368 Leverkusen

T'eppovia

| 12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/03/255/010 [168 (4 x 42) x 1 ml]
EU/1/03/255/014 [168 (4 x 42) x 1 ml] cvuokevacpéva poli pe o€t availocipov Breelib (tov
mepéxel 1 eEapTn e GTONATIKNG TPOcapoYns kot 1 BdAapo papudakov).

| 13.  APIOMOZX IIAPTIAAX
TToaptida
| 14. TENIKH KATATAEH I'lA TH AIAGEXH

DappokevTIKd TPOTOV Y10 TO 0TOT0 ATOITEITAL LTPIKT) GLVTOYT.

| 15.

OAHI'IEX XPHXHX

| 16

ITAHPO®OPIEX XE BRAILLE

Ventavis 20 pikpoypappdpia/ml, 1 ml

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX. — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

Agv gpapuoletar.

18.

MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

Agv gpapuoletar.
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YXTOIXEIQAEIX XYXKEYAXIEX

OYXIITA ME 1 ML

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX KAI OAOX(OI) XOPHTHIHE |

Ventavis 20 wikpoypoppdpia/ml S1GAVUA Y10 EIGTVOT LE EKVEQOTN
Iloprost
Xpnon ota. ELGTVONG

| 2. TPOIIOX XOPHIHZHZ |

| 3.  HMEPOMHNIA AHEHX |

AHEH

| 4. APIOMOX ITAPTIAAX

Moprtida

| 5. HEPIEXOMENO KATA BAPOZXZ, KAT' OI'KO'H KATA MONAAA

1ml

6. AAAA XTOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX

44



®Vviro ooV ypiong: IIAnpogopiss yro Tov yp1otn

Ventavis 10 pikpoypoppdpro/ml S1dAvpa Yo E16TVOT NE EKVEQMOTI]
Iloprost

AP AOTE TPOGEKTIKG OAOKANPO TO QPVAAO 0ONYLOV YP1CNGS TPLY UPYIGETE VA YPNGLUOTOLEITE AVTO

TO QOPRAKO, OLOTL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10, GG,

- ®uAdGEte avTd TO PUALD 03N YOV YPNoNGS. Towg ypelactel va To dafdoete Eavd.

- Edv éyete mepartépo amopieg, p@TNGTE TOV YOTPO, TOV QUPHOKOTOLO 1| TOV VOGOKOUO GOC.

- H ovvtoyn yuo avtd 10 eapuoako yopnynonke anokAEIGTIKA Y10 60c. AgV TPENEL VAL SDCETE TO
QapuoKo o€ GALOVG. MTopei va Tovg TpoKaAEGEL PAGPT, aKOMO Kot 0TV T onueio TS acOEveldg
TOVG €tvan 1010 [LE TaL O1KA GO,

- Edv mapotnpnoete kamola avemtBountn evépyeia, EVIUEPMGTE TOV YIOTPO, TOV PUPUAKOTOLO 1 TOV
VOGOKOWO GaG. AVTO oYVEL KOt Yio KaOe Thavn avemBountr evEPYELD TOV OEV AVOPEPETAL GTO
POV EUALO 0dNYLmV ypnons. BAéme moapdypapo 4.

T Tepréyer To mTapév pvALo 00N YLOV:

1. T eivar o Ventavis kot wota givot 1 gp1ion Tov

2. T mpénet va yvopilete Tpv ypnouonomoete to Ventavis
3. [Tog va ypnoorotoete 1o Ventavis

4, [TBavég avemBounteg evépyeteg

5. [ag va puidooete To Ventavis

6. [epreydpeva g cvokevaciog Kot Aoimég TANpoPopieg

1. Th eivon To Ventavis kot woia givon ) ypion Tov

T givon 1o Ventavis

H dpaoctiki ovsio Tov Ventavis givai to iloprost. Mipgitat o UGIKT 0VGi0 TOL COTOG TOL AEYETOL
nmpootakvkAivn. To Ventavis avactéAdel Ty avemiBountn andepatn 1 6Tévoon ToV Apopopov
ayyelov Kot eMTPENEL TN POT} TEPICCOTEPOL AILOTOG LEGM TOV OPTNPLDV.

IMowa givar 1 xpiion Tov Ventavis

To Ventavis ypnotponoteitat yio t Oepaneio péong cofapodtntog TEPIMTOCENDY TPOTOTAOOHS
nvevpovikng véptaong (PPH) og evijlikeg acbeveic. H PPH eivan pia kotnyopio mvevpovikng
vréptacng 6mov 1 artio NS VYNANG wieong Tov aipatog dev ivarl yvoorti. [Ipoxkettan yio o
KOTAOTOOT OTTOL 1) THECT TOV GHUATOG EIVOL TTOAD DYNAT GTO GLLOPOPA YYEID, AVAUESH GTNV KOPOLA
K0l TOVG TVEVLOVEG,

To Ventavis ypnoiponoteital yio ) Bertioon g wovotntag Yo doknomn (1 iavotnTo EKTEAECTG
COUOTIKNG OpaoTNPIOTNTG) KOl TOV CUUTTOUAT®V.

Iog Aertovpyei 10 Ventavis
Ewonvéovtag to ekvépopa, petapépetol To Ventavis 6Tovg TVEDOVES OTTOL UTOPEL VoL AELTOVPYNGEL

O OMOTEAECUATIKA 0TIV apTnpia peta&d e kapdids Kot Tov mvevpovov. H Bektiopévn pon aipotog
odnyel oe KaAvTEPN TTaPoyN 0EVLYOVOL GTO GMUM KOl LELWUEVO BApoc otV KOpOLd.
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2. Tvrpémer va yvopilete mpiv ypnoipomonjcete To Ventavis

Mnv ypnoiporouicete To Ventavis

* oz nepintoon airepyiag oto iloprost 1] 6 0TO100NTOTE AALO OO TO GLGTUTIKY AVTOD TOL
QopUAKoL (OVAPEPOVTOL OTNV TAPAYPOPO 6),
® £Gv OLuTPEYETE KIVOUVO VU ERQPUVIGETE ALPOPPAYIO — Yi0 TOPASELYLOL, EAV EYETE £VOL EVEPYO
£\KO0G TOV GTOLAYOV N TOV TPATOV TUNUUTOC TOV AEXTOV EVIEPOV (EAKT dMIEKOSAKTOAOV), €4V
VTOQEPETE QO PLGIKO TPAVUATIOUS (TPAVUA), OV SLUTPEYETE KIVOVVO EVOOKPOVIOKNC
oupopparyiag,
o £av &yete mPOPANpA KapoLds, OTMC
0  TTOYN PO TOV QULLOTOG TTPOG TOVG HOEC TNG Kapdlds (coPapn otepaviaio vOGOo 1| aoTodN
ot Bdayym). Ta countopata propet vo teptroppdvovy tdévo oto otiboc,
0  kapdloKN TPOGPOAN eVTOc TV TeEAeLTAI®V EEL UNVAY,
0 advvaun Kopold (Un avIppomTovUEVT KAPIIOKT OVETAPKELD) 1 oToia dev ival VIO oTEVN
LOTPIKT TopaKoAoVON O,
0 coPapd aoTadn Kopdlakd TaAUO,
0 sldttopo TV BaABidmv Trng Kapdlds (€K YEVETNG N EXIKTNTO) TOL TPOKOAEL AVETOPKN
Aettovpyia TG Kapdlag (LN oYeTILOUEVN LE TVEVIOVIKT VEPTAOCT)),
® EQV EIYOTE EYKEPUMKO EMTELGO010 EVTOC TOV 3 TEAELTUIMV UINVOV 1) AL cupPdy Tov peimoe
TNV TOPOYN TOV OULLOTOG TTPOG TOV EYKEPUAO (T.). TOPOOIKO 1GYAUIKO ETEIGOI0),
® EQV 1] TVELHOVIKY] 60G VTEPTOOT 0QEILETOL 6€ amOPpain 1] otéveon AEPag (prePin
OTOQPOKTIKY VOGOC).

IIpog1d0mTou|GELS KUl TPOPUAGEELS

AmevBuvleite 610 Y10TPO, TO PAPUAKOTOLO 1] TO VOGOKOUO GOG TPOTOV YPTCLUOTOMCETE TO Ventavis:

e H eionvon tov Ventavis pnopel va gvepyonowoet Suokoiiec otnv avamvon (BA. mapdypago 4),
€101kd oe acBeveic pe Ppoyydomacuo (Eapviko GPIEO TOV HUGV GTA TOLYDOUATO TOV UIKPOV
OEPAYWYDV) KOl GLPLYUO.

Evnuepdote tov yiotpd cag av £xete pia Aoipwsén Tov aveopdvev, cofapd dodpa 1 ypovie
mvevpovoraoea (ypdvio amoPpoKTiKn Tvevpovorddeia). O yiatpdg cag Ba cog Tapakorovdel
TPOGEKTIKAL.

e H migon 1ov aipatig cag 0o eheyyOei mwpv amd T Ocpameio kon dv givar TOAD yopnin
(k6T and 85 mmHg yio v dve Tiun) tote N Oepamneia e To Ventavis d¢ Oa mpénet va
Eexvnoet.

o ['evikd, Ba ypelaotel va Tpocilete 1010iTEPA VO TPOSTAONGETE VO ATOPVYETE TA
OTOTELECROTA TNG YOG TTigonc, OTtmg 1 AutoBupia kot 1 {aAn:

0 Evnuepmote tov yotpd oag av maipvete GAAN QAPLOKA YIOTL 1] GUVOVAGUEVT ETIOPUOT] LE
T0 Ventavis Umopel va PELOoEL TV apTNploKh cog mieon Kt GAA0 (BA. TapakdTem «Alda
QapuoKka kol Ventavisy).

0 Zrtabeite 6pOiot apyd 6tav onK®VeSTE amd KOPEKAEC N TO KpePArTL.

0  Av éyete tdom yuo Mmobupia Kabdg onkmveste amd to KpeRATt, umopei va fondnoet ov
TaipveTe TV TPMOTN SO0 NG NUEPOS GOG EVA E10TE OKOUA GTO KPERATL.

0 Av éyete v téon yio MoBu UK ETEGOOL0, ATOPVYETE TNV EVIOVH COUOTIKY
TPooTadELd, Y10, TOPAdELY O KOTE TN O1APKELN PLGIKNG Aoknone. Mmopei va gival
YPNOULO Vo elomvedoeTe Ventavis mpuv.

o AuoBupkd engio6d10 pmopei va opeilovtal oty VIokeipevn achévela.

o Evnuep®oTe TOV Y10TpO GOG 0V XEPOTEPEVCOVY. AVTOC/aVTN Uropel va AaPel vtoyn va
TPOocoupUOGEL TN 600N 0OG 1] VAL AALAEEL TNV YWY COC.

o Avumo@épeTe 0o pia maOnon advvIuS KapPoLds, 0Tmg 0£E10 KOPOLOK AVETAPKELD, KAl
vid0eTe 0T 1] 060EVELD GOC YEPOTEPEDEL, EVILEPDGTE TO Y1OTPO GaG. Ta cuunTOpATA [TopEl
va TeptiAapfavouy Tpriéito ota ToOdlo Kol GTOVG AoTPUyGAOVG, Aayaviaoa, aichnuo TaAudy,
O GLYVN 0VPN T T VOYTO 1] OldT AL

o O yuwrpds cag Ba e€etdoet To gvdeydevo aAlayng g Bepaneiog Gog.
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® AV TOPOVGLAGETE OVOKOAID GTIV AVATVOT], BPYETE aipa KoV 1W0pOVeETE VAEPPOIIKE, AVTE
RTopEl va givar onuadta 6TL £YETE VEPO GTA TVEVUOVIL 60G (TVELLOVIKO OIONUA). ZTOUATAOTE
va ypnoonoleite To Ventavis kot EVIUEPDOTE AUECHS TO YIATPO GO,

e Avtdc/avtn Oa yaget yo tnv artio Kot Oo TapeL To KOTAAANAG LETPAL.

o Av éyete NTOTIKG Tpofrpata 1] ToAD cofapd veQpika Tpofiprata IOV aTOITOVY
apokafapon, evnuep®oTe TOV Y1aTpd coc. Mmopel Babpuaio va pneite otnv
oLVTAYOYPAPNUEVT] 600 N vV GO¢ cuvTayoypoendel xauniotepn door Ventavis amd Tl GTOVG
dArovg acbeveig (BA. Tapdypago 3 «Ildg va ypnoiponomcete To Ventavisy).

Enra@1 Tov Ventavis pe to 6éppa 1 katdmwoon tov Ventavis
e  MHN agnoete didAvpo Ventavis va £pbel oe emopn pe To dEpUa Gag N To LATIO GOC.
Av avtd ovpPet, EefydAte To déppa ) Ta LaTIo ApES®G e dpBovo vepo.
e  MHN meite N} Katameite to dtdlvpa Ventavis.
Av to katomieite kot AdBog, mieite ApBovo vePO Kot EVIUEPDGTE TO YIOTPO GOC.

owora ko £gnpor
H acpdiein kot anotedeopatikdtto Tov Ventavis o€ modid niwciog émg 18 etdv dgv £xovv
TEKUNPLOOEL.

Allo @appoxa ko Ventavis

Evnuepmote Tov y1aTpd 1 TOV QOPUAKOTOL0 GG €AV YPTOLOTOLEITE, EYETE TPOCPUTA YPTCLLOTO|CEL
N Umopel va YpMCLLOTOMGETE AAAD QAPLLAKA.

To Ventavis Kot LePIKA QAPLOKO PUTOPEL VO, ELQOVIGOVY AAANAETIOPACT] OVAAOYQ LE TOV TPOTO TOV
AELTOLPYOVV GTOV OPYUVIGUO GOG.

Evnuep®dote 10 yotpd GoC oV TOUPVETE:

o (DOappaKa TOL YPNCLUOTOIOVVTOL VIO TV OVIILETMTICT TG VYNANGS Tigong 1] Kapolomdfsiac,
OTmG
0 Pnra ovaotoleis,
O VITP®OON 0yYEIOO0GTUAATIKA,
0 avaotoAeigc MEA —petatpentikon evOUOL ayYEOTEVGIVIG).
H wieon| cag pmopet va mécel mepartépo.
O ywotpog oag pmopel vo aALGEEL T 600T).

o DEpUOKY TOV APALOVOLY TO aipd 1] avasTérlovy Ty ANEN TOL aipaTog, Teptlapupdvovtal
®  OKETLAOGUAIKVAIKO 0ED (ASA - Lo QOPLOKELTIKT OVGi0 OV PpioKeTal 6e TOALA PAPUOKO 1)
onoia kotefalel Tov TupeTod Kot avakoveilel tov movo),
nmopiv,
KOLHOPIVIKA OVTUTNKTIKE, OTT¢ 1 Bapeapivi N 1 9EVIPOKOLLOVN,
U1 GTEPOELDOT OVTIPAEYLOVDIT QAPLOKOL,
UM EKAEKTIKOL OVOGTOAEIS POOPOIIESTEPAONG, OTMG TEVTOEIPLAAIV
ekhektikol avactoieic poopodiestepdong 3 [PDE3], 6nwg otloctaldin 1 avaypelion
0 TwhAomdivn,
0 Khomdoypéin,
0 avaotoAgig g YAvkompwteivng IIb/Illa, 6mmg
" gumct§udpnn,
= enneiPorion,
= Tpo@IPavn.
0 depPpotion
O ywtpog cag Oa cog Tapaxorovdel TpoceKTiKd.

IIpwv Tdpete 0MO100MMOTE PAPLAKO, POTAGTE TO YITPO 1| TO PAPUAKOTOLO GAG, TOL O100ETEL
TEPIOCOTEPEG TANPOPOPIES Y10t PAPUAKE [LE TOL OTTOL0L B0l TTPETEL VOL TPOGEYETE | VO ATOPEVYETE, OTOV
¥pNoyLomoleite To Ventavis.
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To Ventavis pe Tpo@1 Kol 1oto
H tpoen 1 10 016 dev avapévetar va ennpedoovv to Ventavis. Qot660, Oo Tpémel va amopevyeTe
AW TPOENG 1] TOTOV KATA TNV ELCTVON.

Kinon

o Edv naoyete améd mveupoviki vaépTact), amopuYETe va PEVETE £YKVOGC, KAOMG 1) €YKLUOGUVN
0o propovioe va, 0dNyNoEL o€ EMOEIVOON TNG KATACTOGNC GOG KOl VA Vot oKOLOL Kol
amelnTikn yo ) {on coc.

o Edav pmopeite va peivete £yKvog, xpnolonoote aSlomiot avTicVAANYN ard TV ®po Tov Ba
Eextvnoete ) Bepamneio Kot Katd T didpkela g Oepaneiog.

o Eav giote £ykvog, vopilete 611 propei va giote £YKV0G 1] 6Y£01GLETE VO ATOKTGETE TOLOL,
EVIUEPDOTE TO Y10TPO oo apéowc. To Ventavis mpémetl va YpnoLLomoleital Kotd tn didpkelo
NG EYKVHOGHVNG LOVO €AV O YLOTPOS GOG OMOPACICEL OTL TO EVOEYOLEVO OPELOG VTTEPGKEMEEL
TOV EVOEYOUEVO KiVOUVO Y10 €0GG KO Vi TO EUPpvo.

Oniaopdg

Agyv gival yvooto edv to Ventavis tepvael 6to untpikd yaio. O duvntikdg kivouvog yia to Bpépog mov
OnAadet dev pmopel vo amoKkAeIGTEL KOl VOl TPOTILOTEPO VAL ATOPEVYETOL O ONAAGHOG KOTA TN
diapketa TG Bepameiag pe Ventavis.

ZNTOTE TN GUUPOVAT TOV YIOTPOV 1 TOL POPUAKOTOLOD GOG TPV TAPETE OTOLOONTOTE PAPUAKO.

Neoyva, Bpéen kou £YKveg Yuvaikeg ogv TpEmel vo fpickovTal 670 1010 OMNATIO 0G0 ELGTVEETE TO
Ventavis.

001yNoN Kot YEPIGPUOS POV RATOV

To Ventavis HeI®VEL TNV apTNPLOKT TIECT Kol EVOEYETAL VAL TPOKUAEGEL IAlyyo 1 {AAN o€ pepikd
dTopaL.

Mnv odnyeite ko un xepileote epyaieio | UNYAVALATO AV VIOBETE OVTA TO OTOTEAEGILATO.

To Ventavis wepiéyer a@avorn

To Ventavis 10 pukpoypoppdapio/ml nepiéyet 0,81 mg adkoding (abavoing) oe kébe ml, wov eivon
1oodvvaun pe 0,081 % w/v. H mocdmra 0,81 mg aAkooAng oe 1 ml avtod Tov Qopuakov gival
160d0vaun pe Atydtepo amd 1 ml pmdpag 1 Kpaciov.

H pikpn mosdtnta TG 0AkoOANS 6€ avTd TO ApuraKo dev Ba €xel a&loonelmTeg EMOPAGELS.

3. Hacg va ypnoypomonjcere 10 Ventavis

H évapén tng Bepamneiog pe To Ventavis mpénet va yivetor povo and yatpd Eunelpo ot Bepamneio g
TIVEVLOVIKT|G VITEPTOAOTG.

1660 mpémer va 16TVEETE KL Y10, TOGO OLAGTINO.
[évrote va ypno1HOTOLEITE TO QAPHLAKO QVTO AVOTNPAE COLE®VA LE TIG 0dNYiES TOL YoTpoL cag. Edv
£xete auPPoAiES, pOTAOTE TOV YIUTPO GOG.

H d60n tov Ventavis kot 1 d1dpketa tng Oeponeiog mov ivar cmot yuo cog, £pTaTaL 0md TNV
katdotoon coc. O yitpog cag Oa cog GuUPOVAELSEL, PNV AALAEETE TN GUVICTOUEVT dOCT YWPIG Vo
ovpPovievteite TpdTa TO YOTPO GO,

Mmopohv va. xp1eonotnfoy SlapopeTiKol EKVEPMTEG Y10, T yoprynor tov Ventavis. Avdloyo pe

TOV TOTO TNG GVOKEVTG TOV ¥PNOUOTOLEITOL KOt Tr 066M TTov cuvtayoypageital, eivarl katdAinio ta 1
N 2 ml Tov Ventavis 10 pikpoypappdpto/ml.
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. Exve@otig Breelib

Eav apyilete ™ Bepamneio pe Ventavis 1 edv aALGeTe 0O [0 EVOALAKTIKT] GUGKELT, 1] TPDTY GOG
glonvon Oa eivon pe Ventavis 10 pikpoypappdpra/ml (pOotyyo tov 1 ml pe Tovg Gompovg Kot
Kitpvovug daxtoiovg. Edv aveybeite kadd avtiv tn 6001, 1| EmOUEVT €10TTVOT| 60¢ Oa eivan pe to
Ventavis 20 pikpoypappdpio/ml (¢ootyyo pe Kitpvo Kot KOKKIVO SakTOAL0). O TPENEL Vo GuveyioETE
LE T 0601 oVTH.

Edv dev pmopeite va aveybeite tnv eionvon Ventavis 20 pikpoypappdpro/ml, angvbovleite otov
ywTpd 6o, 0 onoiog propei vo anoocicst 0tt Ba mpénetl va mhpete Ventavis 10 pikpoypappdpio/ml
@Voryyo Tov 1 ml).

O ngprociétepor avBpmmor Ba £xovv 6 £mg 9 cuvedpies elomvodv KaTd T drdpkea T Nuépac. Mia
ocvvedpia elomtvomv e To Breelib cuvnBoc diapkel mepimov 3 Aemtd.

O ywtpdg oag Oo emPréner ) Oeponeio cag otav apyilete va ypnoponoieite Ttov ekvepmtr Breelib
MOOTE VO O106PUMOEL TOC OVEYESTE KOAG TN 00GT KL TNV TOYVTNTA TG EICTVONC.

. Exvepotig I-Neb AAD (@beryyo tov 1 ml pg dompo kar kitpivo daxtdrio)

Ievikd, 6tav apyilel n Bepaneia pe Ventavis, n TpdTN 10TVEOLEVT] 0OON TTPEMEL VO ELval

2,5 wkpoypappdpia iloprost dmwg yopnyeital oto £apTno CTOUATIKNG Tposapproync. Edv aveybeite
KaAd oot T 0601, N d6oM Ba Tpémel va avédvetal oTa S pkpoypappapia iloprost kot Oa Tpémel va
ovveyioete pe T d6om avtr|. Edv dev umopeite va aveybeite m d6omn 5 pikpoypappapiov, n doon Ba
TPEMEL VAL LELDVETOL OTA, 2,5 LUKPOYPOLLUAPLOL.

O teprocétepor GvOpmmor Ba £xovv 6 £mg 9 cuvedpies EIGTVOMY KATA T SIAPKELD TNG UEPAS.
Mia cvvedpia elonvomdv cuvnbog dwapkel tepimov 4 £wc 10 Aentd pe to 1-Neb AAD, avédioya pe
3001 oL £xEl GLVTAYOYpAPNOEL.

. Exvepotig Venta-Neb (¢voryya tov 2 ml pe dompo kor pol daxtdrio)

T'evikd, otav apyiCel n Oepaneio pe to Ventavis, n tpdt sonvedpevn ddon mpémet vo givat

2,5 wkpoypopuudpia iloprost 6mwe yopnyeitar 6to £apTnHo GTOUATIKNG Tpooapuoyne. Edv aveybeite
KoAQ avtny T 6601, 1 d60om oag Ba mTpénet va avénbei ota 5 pikpoypappdpla Kot Bo Tpémetl va
ovveyioete pe ) 06on avtn. Edv dev pnopeite va aveybeite tn 660m tv 5 pikpoypappoapiov, n d6om
Oa pémetl va pelwbei ota 2,5 PKPOYPALLAPLa.

O teprociétepor GvOpomor Ba £xovv 6 £mg 9 cuvedpies E16TVODY KATA TN SEPKELD TNG NUEPAS.
Mia cvvedpio etonvomv pe to Venta-Neb cuvnbwmg dapkei tepimov 4 £w¢ 10 Aemtd, avdioyo pe
3001 o €xEl GuVTOyoYpaPNOEL.

Avdroya pe Tic eEatopkevpéveg avdykes, To Ventavis umopei va ypnoyomomet yio pokpoypovia
Oepomeio.

Edv &gete veppika | nratika wpofiporta
Agv vapyetl ovaykn aAloyng g 00omng o€ acbeveig pe o N pETpla veepikd tpoPAnuata (acbeveig
ue kaBapomn kpeatviving >30 ml/min).

Edv éxete moAd coPapd veppikd mpofAnpota kat xpetdleote apokabopon i edv £xeTe NIATIKA
TpoPAnHata, 0 yroTpds cog Oo Kabiepdoel Yo 6o 6Tadlokn ¥p1on Tov Ventavis Kol KoTd TG0,
mBovotnta Oa Gog GuvTayoyPaENCEL AlydTepeg 00GELG ava NUEpa. Eekviote T Oepameio
glonvéovtag 2,5 pikpoypappdpia iloprost ypnoiponoidvag @voryya tov 1 ml

Ventavis 10 wikpoypappdpia/ml (ue ToV Gompo Kot KiTptvo SaKTOAL0). XPNGILOTOLEIGTE SIUGTALOTO
petaéd tov 80cemv 3 — 4 wpav (avTioToryel o€ xoprynon 6 opég TNV NUEPA TO UEYIOTO). XN
GUVEXELD, O YIOTPOG OUC UTOPEL LLE TPOCOYT| VO GUVTOUEVGEL TO SOGTALLATO, LETAED TV dOCEMV,
avaroya Pe To TAG avEyeote TN Bepameio. Av 0 Y1aTpdg 060G ATOPAGIGEL TEPATEP® AHENGT TNG 0OCMG
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£0¢ 5 pkpoypoppapia, 0o Tpémel miAl va emAeyobV apyikd Stuotnpato Hetald Tav d0cemv 3-4 opmv
Kot vo. cuvTopevBohv avaAioya pe To ThG avéxeote T Beponeia.

Edv vimbete 6T 1 dpdiom tov Ventavis givar gite vrepfolikd 1oyvpn| gite vrepPolikd advvaun,
EVIIHEPDGTE TOV YLOTPO 1] TOV QUPUIKOTOLO GO,

Zntote amod To Ylotpd oag vo oag Pondnoet kamolog va e£otkelmbelTe e T XP1OT TOL EKVEPMTY].
Agv mpémel va petofeite oe GALO EKVEQMTY Y®PIg va cupuPovAievteite 1o Bepdmovta yaTpd Gog.

Iog va swonvéeTe

T'a kdBe cuvedplia eloTvo®V, TPEMEL VO Yp1oLplonoteite ta véa euotyya Ventavis. Akpiadg
TPV aPYICETE TNV EICTVOT, GTAGTE TN YLAAIVY QUGLYYO. Kot pi&Te TO d1dAvpe 6ToV BGAQLO TOV
TPoopileTal Yio TO PAPLOKO AKOAOVOMVTAG TIC 001 YIiES YPIONG TOL EKVEQMTY.

Axolovbeite TPoceKTIKA TIG 00MYiEG TOL GLVOOEHOVY TOV EKVEQPMTT, 011G TIG 0dNYieg OYETIKA
LLE TNV VYLEWVT] Kot TOV KaBopiopo Tov EKVEPMTY.

IIpéner mdvtote va ypnoonoteite To Ventavis akpifdg COLUPOVA LE TIG 0ONYIES TOV YIATPOV GAG.

e To ddivpo Ventavis 10 pukpoypoppdpia/ml yio EL0TVON LE EKVEQOTN EIGTVEETAL UE YPTION
TV eEKVEQMOTOV (gite To cvotnua Breelib, To chomua Venta-Neb 1 1o oo I-Neb AAD)
IOV GLVTOYOYPOPEL O Y10TPHC GO,

o O ekve@®TNG LETOTPETEL TO SLAALLLO Ventavis 6 EKVEPMLO, TO OO0 EICTVEETE OO TO
oTOO.

e T Vv elomvon Ba TpEmEL VoL XPNCYLOTOINGETE EVa EEAPTNILO GTOUATIKNG TPOCAUPLOYNG DOTE
va amo@evydei n eman Tov Ventavis pe To d€po 6ag. M1 ¥p1CILOTOTGETE PACKO
TPOGMITOV.

e AxolovBnote mpoceKTKd OLEG TIG 0dNYieC TOL cLVOdELOLVY TOV EkveQ®TY. Edv éxete
apeBoAiec, pOTNOTE TO YLOTPO 1 TO PUPLOKOTOLD GOC.

o  KdaBe vrdreypo dStohdpotog Ventavis mov amopUEVEL GTOV EKVEPMT LETE TNV EIGTVOT TPEMEL
va amoppintetal (PA. mapdypago 5).

Agpilopog dopoatiov

Befarwbeite 611 10 dwpdtio oto omoio kavete ) Oepameio pe o Ventavis aepiletar. AAAa dropa O
umopovoav va ektedovv katd Adbog oto Ventavis pécsm tov aépa Tov dmpartiov. Idaitepa veoyva,
Bpéon kat £ykveg yovaikeg dev Oa mpénet va Ppickovial 610 1010 dmpdTio 660 elonvéeTe To Ventavis.

. Breelib

I'epiote Tov BdAapo poppdkov pe Ventavis akpipag mpv ) xpnon. ['a v mAnpwon, akolovdfote
TIC 00N YiEG YPNONG TOL EKVEQMTN.

Aéon iloprost oto

. E )

Yvokevn DAPPLAKEVTIKO TPOTOY Séapmua’ K:nu(x)uavog ’
GTONUTIKTG APOVOC E16TVOI|G
TPOSAPUOYNS

Ventavis 10 ug/ml (pdoryya
Breelib tov 1 ml pe dompoug ko 2,5 ug 3 hentd
KITPIVOLG SOKTOALOVG)

. I-Neb AAD

1.  Axpidg mpv apyiceTe TV EIGTVOT, GTAGTE Kol OVOIETE TN YLAAVT] PUGLYYO. OV TEPLEYEL
duivpa 1 ml, n omoia épet Vo Eyypwpovg dukTvAiovg (Aevkod - Kitpvo), kot pi&te OAo 1O
TEPIEYOUEVO GTOV OAAMLO TOV EKVEPOTN TTOV TPOOPILETUL Y10 TO PAPLOKO.

2. H mpopubuiopévn d6om mov mapéyetot amd to cvotnua [-Neb AAD gléyyeton amd to OGAapo Tov
PUPUAKOV g GVVIVACUO e Evav dioKo eA&Yyov. Yrdpyovv 600 Baiapol papudKov e

50



SLPOPETIKT YPOUATIKT Kodikoroinon. ' kdbe OdAapo poapprdakov, vapyel Evog diokog
EAEYYOL LE TNV OVTIGTOYN YPOUATIKT KOIIKOTOINoN:
e ['a 1 d60M 2,5 mkpoypappapiov, ypnoyoroteitol 0 OGALUOC POPUAKOD 1E TO KAEIGTPO
KOKKIVOU 1pOpotog poli pe Tov KOKKIvo 0iocko erlEyyov.
e Tt d60m 5 pkpoypappapiov, ypnoomoteital o 0AuL0g oppdKoL pE TO KAEIGTPO
prop ypoportog poli pe tov pof dicko eréyyov.

3. EAéy&te to ypodpa tov BoAdIoL TOV POPUAKOD KOl TO YPOUN TOV dIGKOV EAEYYOL DGTE VAL
BeParwbeite 6TL £xete AaPet v cvvtayoypapnuévn d6on. Oa TpEmel va. Exovv Kat To dVO TO id10
YPOU, EITE TO KOKKIVO Y10, T 006N TOV 2,5 puKpoypoupapiov gite To pop yio mm d6on TV
5 wkpoypappopiov.

Yvokevn Aéon iloprost oto Extipopevog (povog €16mvor|g
£CapTNO GTOPATIKIG
TPOGUPROYNG

I-Neb AAD 2,5 WKPOYPOULAPLOL 3,2 min
5 kpoypappdpio 6,5 min

O TopakdTo Tivakag TopEYEL Lo TEPIANYN TV 00N Y1dV YpfHong tov I-Neb yia tig 600 cuykeviphoelg
Tov Ventavis:

I-Neb AAD
S(:)[;z\(’msmmé 'Egg:,w:og duxTOMOg Aosohoyic ;((:»;;c'::;o Atoxoc
’ RO " eLEYYOV

poappaxov
Ventavis Dooryya 1 ml 2,5 g KOKKIVO KOKKIVO
10 pg/ml AgVKOG - KITPVOG SOKTOALO
He S pvog S s ug Hop wop
. Venta-Neb

1. AxpiPag Tpv apyicete TV €1GTVON, GTAGTE TN YUOAVY OGLYYO. TTOV TTEPLEXEL dStdAvua 2 ml, 1
omoio EPEL dVO EyYPOUOVG daKTLAIOVG (AgVko - pol) kot pi&te OA0 TO TEPIEXOEVO GTOV BdAMLO
TOV EKVEQPMTI OV TPOOPILETAL Y10 TO PAPLOKO.

2. Mmopodv va AEITovpynGovy d00 TPOYPELLLLOTOL:

3. O ywtpdg oag o mpocappocel To Venta-Neb ato npoypappo mov ypeldaleste Yo vo TOPETE T
5001 ov €xel cuvtayoypaen el Yo €G0S,

o  PlIIpéypappa 1: 5 pkpoypoppdpia SpacTikig oVciog 6To eEAPTNIO GTOUATIKNG
TPOGOPIOYNG, 25 KOKAOL EIGTVOTC.

o P2 IIpdypappa 2: 2,5 LIKPOYPOULAPLY OPUCTIKNG OVGIAG 6TO EEAPTNILO GTOLOTIKNG
npocapuoyng, 10 kokiot elomvong.

4. Tlpémel va (pnOUOTONGETE TOV TPACIVO PLOIGTN Yo Vo emTVYETE TO PEATIOTO PEYEBOC GTOYOVOG
yio, T yoprynon Tov Ventavis.

i Aodon iloprost 6to €dpTnpa , i i
X E
VOKELT GTOaTIKAC TPOGAPIOYTC KTIHAREVOG YPOVOS E16TTVOTC
2 ' 4 mi
Venta-Neb ,5 umpoypau’p(xpw m¥n
5 HKpoypappapLo 8 min

IMo Aemtopépeleg, mopakaiovue SLOPAGTE TO EYYELPIOI0 0ONYIDV TOV EKVEPOTN 1| POTHOTE TO YIOTPO
oG,
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Eav ypnowpomomocete peyolvtepn 0001 Ventavis 0wd TNV KAVOVIKI)
H ypnon peyarvtepng mocotntag Ventavis amd TV Koavovikn Uropel va odnynoet o€ Lorddo,
TOVOKEPOAO, EEaym (KOKKIVIGHO TOV TPOG®OTOL), vovtio (aicOnua adiabeciag), mévo ot yvabo 1
oTNV TAGTY.
Mropei va gpeavicete emiong pio peioon 1 pio avénon oy aptnpilokn wieon, Ppadvkapdio
(petopévn kapdiakn cuyvoTnTa), Torvkapdia (aENUEVN Kapdlaky cuyxvotnTa), ELETO, d1dppota. Av
ovuPei kdtL amd avtd dtav £xeTE YPNOLOTOMGEL TEPIoGOTEPO Ventavis an’ o1t npene:

®  OTOUOTNOTE TNV GLVEDPIN ELGTVODV

®  SVNUEPDOTE TO YTPO GOG
O ywtpdg cag Oo cag mapaxorovbei kot Bo avTIHETOTICEL OTOOONTOTE GUUTTOUATA TPOKVTTOVY. AgV
€lval YVOOTO GLUYKEKPIUEVO OVTIOO0TO.

Eav Eeyaoete vo ypnoipomocete To Ventavis
Mnyv mépete OImAN SO0 Yo va avamAnpaoete T 60om mov Eegydoate. Pothote to yiatpd cog Tt
TPEMEL VO KAVETE.

Edv otapatioete va ypnoponoieite To Ventavis
Edv otapatioete 1 embopeite vo otapatioste ) Oepaneia, culnToTe TO TPAOTA LLE TO YIOTPO GOG.

Edv éxete meprocdtepeg pMTNGELG GYETIKA LLE T YPTOT ALTOV TOL POPUAKOV, POTHGTE TOV YATPO,
TOV QAPLOKOTOLO 1| TOV VOGOKOLO GOG.

4, MOavég avemBOuNTES EVEPYELEG

Onwc 6Ma o pdppoKa, £T61 Kol 0VTO TO PAPLAKO UTOPEL VO TPOKAAEGEL OVETOVOUNTEG EVEPYELES, OV
Ko 6gv TOpoVGLAlovTal 6€ OAOVG TOVG AvEPMOTOLC.

Ot tapokdto coPapéc avemOBOuNTES EvEPYELES LTopel Vo cLPOVV. TNV TEPITTOON QLTH
EVNUEPDOTE TO YOTPO GOG OUECHG.

oAb ovyvég (Umopel va emmpedoovy mepiocdtepa amd 1 ota 10 dtopa):

o Awoppoayikd emelcdda (kupiwg pvoppayia (emictaén) kot Pryxag pe aipo (apodntuon))
pumopel va cupovv moAd cuyvd, edkd av Aappdvete exiong eapuaKa yio Ty opoinon
Tov aipatog (avtimnktikd). O kivdvvog apoppayiog propet va gival avénuévog o
ac0eveic 6TOVG OTTOIOVE YOPTYOVVTAL TAVTOYPOVA OVOGTOAELG TG CLGCMPEVOTG
apomeTorov 1 avtnktikd (PA.eniong mapdypaeo 2). IToAd omdvia, Exovv avapepOel
BovaTnEopa TEPIOTATIKA GUUTEPIAOUPBAVOUEVIC OLLOPPOYING GTOV EYKEQOAO
(eYKEPAAIKNG Kol EVOOKPAVIOKNG apoppayiog).

Yoyvég (umopet va emnpedoovy €mg 1 ota 10 dropa):

e H AumoBvupia (cvykonn) givor éva cOuntopa g idtog g acdévelag, aAld propel emiong va
ovpPel katd ) ddpkela tng Bepameiag pe to Ventavis (PA. exiong mopdypapo 2
«IIpogidomooelg Kot TPOPLAGEEISY, Y10 GUUPOVAES GYETIKA LLE TO T UTOPEITE VO KAVETE Y10 VOl
TO OTOPVYETE OVTO).

o  Xounin aptnploxn mieon (vwodTOoN)

Mn yvooTtég (6ev pmopodv va ektiunBovv pe Bdon ta dwabéoiua dedopéva):
e Bpoyyoonacpog (Eapvikd oeiEo TV VOV GTU TOLYMOUATO TOV HIKPOV OEPAYMYMV) Kol

ouptypog (PA. emiong v mopdypoo 2 «I1pogidomomcels Kol TPoPLAAEELS).

MopatiBevrar mo kdtw o1 Tapevépyeleg PAGEL TG TOAVOTNTOS VO ELPOVIGTOVV:
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oAb ovyvéc: pnopel va enmpedoovy nepiocdtepa and 1 ota 10 dropa
o J1eblpLVOT TOV ALOPOP®V ayyei®mV (ayyelodlactoAn]). Ta copntdpota uropei va givar €Eaym 1
€pLOPOTNTA TOL TPOGHOTOV.
dvopopia oto otbog / Tdvog oTo 6ThoC
Prixag
TOVOKEPOUAOG
vavtio
TOVOG GTO YOVl / GTAGLOL GTOVG LVEG TOL GOYOVIOD (TPIGIAC)
TPNELLO TV AKpwV (TEPLOEPIKO 010 LLaL)

Yoyvég: unopet va enmnpedoovy émg 1 ota 10 droua
e TpofAquato otV avomvon (S0oTvola)
Cakn
EUETOG
duappota
7TOVOG KATA TNV KATATOooT (QopvuyyorAapuyyikog epediondc)
£peBIGUOG TOV AOLOV
£peDIGUOG TOV GTOUNTOC KO TNG YADOGOSG GUUTEPIAAUPAVOUEVOD TOVOL
eEavonua
YPYOPO YTOTNHA TNG Kapdudg (Toyvkapdio)
aicOnpa ypryopwv 1 Suvatmdv KTOToV TG Kapdlig (aictnuo Taipumv)

Mn yvo6Tég: 1 cuyvotnTo dev pmopet vo, ektiun0el pe fdomn ta Stabéoiua dedopéva.
¢ ueimon tov apBpov TV aonetaiiov oto aipo (Bpoppomevia)
e vrgpevocnocia (m.y. arliepyio)
e Jdwtoapayn otn yevon (dvoeysvcio)

Alrec mOavég avemOOuNTEG EVEPYELES
o IIpn&yo, Kupimg TV 0OTPAYAA®OVY KOl TGV KATO AKP®V, AOY® KOTAKPATNONG VYPOV
(TepLpepid oidnua) etvar £va TOAD cuyve cOUTTOUO TNG 10106 TNG acBévelag, aAAd propel vo
ouuPel kot katd T ddpkeln TG Oepomeiog e Ventavis.

Ava@opd avemOOunTOV evepyELOV

Edv mapoatnprioete kdmola avemBountn evépyela, EVUEPMOTE TOV YIOTPO GAC. AVTO LGYVEL KOl Yid
Kk@0e mBav avemBOUNTn EVEPYELR TTOV OEV AVAPEPETAL GTO TAPOHV PUALO 0ONYIDY Ypriong. Mmopeite
emiong va avoaeépete avemBountes evépyeteg angvbeiog, LESm TOV EBVIKOD GUGTHUATOG OVAPOPAS TOV
avaypaeetor oto Hapapmua V. Mécm ¢ avapopds avemBOUNTOV EVEPYEIDYV UTOPEITE VA,
BonOncete 6T CLALOYN TEPIGGOTEP®V TANPOPOPLDV GYETIKA UE TNV OCPAAELN TOV TOPOVTOG
QOPUAKOV.

5. g va puidooete To Ventavis

To @dppoko ovTo TPETEL VO, PLAACCETOL GE PLEPT) TTOL deV TO PAETOVY KOl dEV TO POEVOLY TO TOdLA.
Na pn ypnoiLonoteite 0vtd T0 PAPHOKO UETE TNV NUePOUNVia ANENG TOV AVOPEPETAL GTO KOLTI Ko
611 PUCLYYA.

AvT6 T0 PUPUAKEVTIKO TPOIOV OV amULTEL E101KEG GLVONKEC Yo TN EOAAEN.

Kda0e vroreppa dtoidpatog Ventavis mov amopéVEL GTOV EKVEQMTI LETA TNV ELGTVOT TTPETEL VO
omoppinteTal.

Mnv metdite @APUAKA GTO VEPD TNG OTOYXETELONG N GTO OKLoK(A aroppipata. Potiote tov

(POPLLOKOTTOLO GOG Y10 TO DG VO TETAEETE TAL PAPLLAKO TTOL JEV YPTOIUOTOLELTE T AvTd T péTpa Ha
Bonbnoovv oty mpoctacio Tov TepPdAiovtog.
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6. Iepreyodpevo TG cvokeLAGiOGg KO AowTES TANPOPOpPieg
T epréyer To Ventavis
H dpaotiki] ovcoia givan to iloprost.

1 ml dwedvpatog mepéyet 10 pikpoypappdpro iloprost (g iloprost trometamol).
Kabe pooryya pe 1 ml mepiéyet 10 pkpoypoppdpio iloprost.
Ka0e pdoryyo pe 2 ml mepiéyet 20 pikpoypoppdpia iloprost.

Ta dAho ovotaTiKd gival TpopeTalOAn (trometamol), aBavorn, yAwplovyo vATpLo, VOPOYA®PIKS 0EH
v p0Ouion tov pH, kat vésyo Vowp.

Epg@évion tov Ventavis kol aepieyopeva TG 6VGKELAGILOGC:

To Ventavis givatl éva S100y£G, Aypopo SIGAVUN EKVEQMTH Y10 E16TTVON UE ToV ekve@T Breelib,
I-Neb 11 Venta-Neb.

To Ventavis 10 pkpoypappdpio/ml datiBetar o dypopeg eOGyyeS, Tov mepiEyovy gite 1 ml gite
2 ml 1AV VIO EIGTVOT| UE EKVEQMTY.

To Ventavis 10 pkpoypoupdpio/ml dratifetor otig axoiovbes ovorevooicg:

o  ®votyyeg 1 ml yio ypion pe toug ekvepmtég Breelib 1 I-Neb:
0 Xvokevacio mov weptéyel 30 1 42 puctyyeg yio yprion Ke Tov ekvepmt Breelib kot
I-Neb.
0 IloAvovokevacio mov mepiéyel 168 (4 x 42) puotyyeg yio ypnoT LE TOV EKVEPMOTN
Breelib ka1 I-Neb.
0 Ilolvovokevacio mov Tepiéyel 168 (4 x 42) pvoryyeg e oet avolmoipmv Breelib (mov
nepEyetl 1 eEGpTna GTOHOTIKNG TPoGapoyns Kot 1 BdAapo eappdakov).
Ot @Voryyeg mov mepiéyovv 1 ml eivar emonuacpéveg pe 000 Eyxpouovg daKTLAIOVG (AELKO -
KiTpvo).

o  ®voryyeg 2 ml yio gprion pe to Venta-Neb:
0 Xvokevaocia wov mepEyet 30, 90, 100 13 300 evoryye.
0 IloAvovokevacio mov mepiéyet 90 (3 x 30) 11 300 (10 x 30) pvoryyec.
O1 gpOotyyeg mov mepiéyovv 2 ml givan emonpoacuéveg pe 600 Eyyxpmpovs daxtuiiovg (Aevkod - pol).

Mmropel va unv KukAo@opoOv OAEG 01 GUCKEVAGIES.

Kéroyog Aderog Kvkhogopiog:
Bayer AG

51368 Leverkusen

I'eppavia

Mopoackevaotig:

Berlimed S.A.

Francisco Alonso 7

Poligono Industrial Santa Rosa
28806 Alcala de Henares
Madrid

Ionavia
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IMoa omoladnmote TANPOPOPIo, GYETIKG LLE TO TAPOV PAPUAKEVTIKO TPOTOV, Topakaleiche va
amngvBuvbeite otov Tomiko avtimpdsmmo tov Katdyov tng Adetag Kvuhopopiag.

Belgié / Belgique / Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Buarapus

Baiiep bearapus EOO/Q
Ten. +359 02-424 72 80
Ceska republika

Bayer s.t.0.

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\rada

Bayer EALGg ABEE

TnA: +3021061 87 500
Espaiia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer HealthCare

TeEI(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
Kvmpog

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 Hungéria 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
Rominia

SC Bayer SRL

Tel: +40 21 529 59 00
Slovenija

Bayer d. 0. o.

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

Tel: +421 2 59 21 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 wapdv UAAO 00N YIOV Yp1ioNS avaBewp1Onke Yo TELEVTAIO POPE GTIG

Agmtopepn TANPoPoOpLaKd GTOLYEID Y10 TO TPOTOV 0L TO Elvar dStaBéoia 6ToV SIKTLOKO TOTO TOV
Evponaikod Opyoaviopod Oapudkov: http:/www.ema.europa.eu. YApyovv niong cOVOEGHOL UE

AheC 10TOGEAIDEG TTOV APOPOVV oTaVIEG achéveleg kat Oepameieg.
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O wAnpogopicc mov axorovBoOV amrev@vvovtar povo o€ erayyeipatieg vysiog:

Odnyieg ¥pNoNGS KOL YEPIGLULOV

Ot acBeveic Tov £yovv otabepomombel pe T ypNom eVOg EKVEPMTN dEV TPETEL VA, KAVOLV yp1om
AoV ekveQ®T, YOPIG TN oTEVN emiBAeym Tov Bepdmovta 10tpod, Kabmg Exel amoderydel OTL
SLOPOPETIKOL EKVEPMTEG TAPAYOVY OLEPOAVLOTA [UE EAAPPDG SLOPOPETIKA PUOLKE YOPOKTNPLOTIKA KOt
Umopel va £xouv TaydTEPT YOPNYNoN Tov dlaAvpatog (PA. mapdypapo 5.2 g [lepiAnyng tov
Xapaxtnpiotikav tov [Ipoidvrtog).

I'a va ehayiotomon el n TBoavoTnTa TVYOLOG £KBECNC, CLVICTATAL 1] SLOTHPTOT KOAOD AEPICLLOV TOV
YDPOVL.

. Breelib
Otav ypnoiponoieite tov ekve@ti] Breelib, akolovbnote Tic 0dnyieg ¥p1iong mov mapEyovial Le

GUGKELT].
I'epiote Tov OdAapo poppdakov pe Ventavis akplpog Tptv ) xpnon.

2V6KEVN DUPROKEVTIKO TPOTOV Aoon iloprost 6to Extipndpevog
egaptnpua APOVOG E16TTVOT|G
GTOPOTIKNG
TPOGUPROYNG

Ventavis 10 mcg/ml
Breelib (dpVotyya tou 1 ml pe
GoTPOVG Kot KITPVOUG
SOKTOMOVG)

2,5 meg 3 min

. I-Neb AAD

To ovotua I-Neb AAD givat éva gopntd cHoTNHO EKVEPMOTN XEPOG LE TEXVOLOYIN TAALOUEVOL
TAEYLOTOC. AVTO TO CUGTNIA TOPAYEL oTAYOVIdL e T PonBeta vepy®v, ®OGOVTAG TO dLdAvLLO
dopéoov evog mAéypartog. O exveptg I-Neb AAD €yetl amoderyBel 6Tt ivar KatdAANAog Yo T
yopnynon tov Ventavis 10 pkpoypappdpro/ml (pootyya tov 1 ml pe dompovg kot Kitptvoug
OOKTOALOVG).

H perpnbeico MMAD ¢ otaydvag Tov agpoidpatoc ntav 2,1 pkpdpetpa.

AVTOG 0 EKVEPOTNG TOPUKOAOVOEL TOV TOTTO AVOTTVOTG Yo Vo KoBopiceL To ¥pOVo TAAUOD
0.EPOADOTOG TTOVL OOLTELTOL YiaL TY] YOPNYNON TNG TPpopLOUIGUEVT d6oNG TV 2,5 1)

5 wkpoypappapiov iloprost.

H d6om mov yopnyeitan omd 10 ovotnua I-Neb AAD eréyyetar amd Tov OdAapo pappiKov o
ouvdvacud pe évav dioko ehéyyov. Kabe Bahapoc @appakov eival ypoUOTIKA KOIKOTOUEVOS Kol
€xet Evav dioko eAEYYOL LE TNV OVTIGTOLYN YPOUOTIKT KOIKOTOIN o).

e [0 d60M 2,5 mkpoypappapiov, ypnciuomoteital 0 OAANUOG PUPUAKOL LLE TO KOKKIVO
KieioTpo pali pe Tov KOKKIVO 3i6Ko AEYYOV.

e [0 060M 5 mKpoypappapicy, xpNoLUOTOLEITOL 0 BAAULOG PAPUAKOL LE TO KAEIGTPO pop
xpopatog poli pe tov pof dicko eréyyov.
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INa ka0e cuvedpia elomvodv pe to I-Neb AAD, to mepieyopevo piog evotyyag pe 1 ml Ventavis, pe
dV0 EyypOUOVG dOKTLAIOVG (AEVKO - KiTpVO), LeTAPEPETOL GTOV BAAALO PapUAKOoL AKPIPDS TPV TN
xpfion.

T UGKELT Aéon iloprost oto eEaptnpa Extipopevog ypovog
n GTONUTIKNG TPOGAPNOYNG E10TTVONNG
I-Neb AAD | 2»0 Hucpoypoppapto 3,2 min
5 pkpoypappapio 6,5 min

O mapokdto Tivakag Topéyet po Tepiinyn tov odnyumy xpiong tov I-Neb yio to Ventavis:

I-Neb AAD
(I)(l[.).p'l(lel)TlKO nyp(ouog 6aKTOMOG Aocoroyia | Khgiotpo oo
TPOIGY pdoryyas fahapov oK0S
, LYY OV
Quppdxov
_ Y 1 ml 2,5 ug KOKKIVO KOKKIVO
Ventavis 10 pg/ml x“‘“ﬂ“ o .
EVKOG - KITPIVOG SUKTOMOG | 5 o nop pop

. Venta-Neb

"Exet amodeyBei 611 0 Tpopod0TOVpEVOG amd praTapio popnTog ekvepmThg vtepxov Venta-Neb sivor
gmiong katdAAnAog yia ™ xoprynon tov Ventavis 10 ukpoypappdpia/ml. H uetpndeica MMAD 1ng
GTAYOVOG TOV agpOAVpTOC Ta 2,6 tukpouetpa. [ kdbe cepd elomvomv, TO TEPLEXOUEVO UIAG
@votyyag mov mepi€yetl 2 ml Ventavis 10 pukpoypappdpio/ml StdAvpa yio EI0TVOT [LE EKVEQMOTN Kot
glval emonUacuévn e dV0 EYXpmUoVS dSakTLALOVG (Aevkd - pol) petapépetat oTov BAANLO PaPLLAKOD
TOV EKVEQMOTN AKPPDS TPV TN YPNOoN.

Mnopovv va AEITOLPYNGOLY JVO TPOYPAULLOTOL:

o Pl IIpdypappa 1: 5 pukpoypappdpilo SpacTIKiG 0GOS 6TO EAPTNIO CTOUATIKNG TPOCUPLOYNG,
25 KOKAOL EICTVONC.

o P2 IIpdypappa 2: 2,5 pkpoypoppdpio 0pacTikng ovciog 6to eEAPTNUC GTOUOTIKAG TPOGOPLOYNG,
10 kKot elomvonc.

H emioyn tov mpopubicpévov mpoypappatog yivetor amd o yoTpo.

To Venta-Neb npotpénet Tov ac0evi va e16mvedoel e éva omTikd Kot £va NYNTIKO GTLLo. ZTOUoTd
LETA TN YOPNYNON NG €K TOV TPOTEP®V pLOcuévng do6ongc. o ™ Aqyn tov BérTiotov peyéboug
oTayovog yio T yopnynon tov Ventavis, Tpénel va ypnoLonomdei o Tpacsivoc puOuiotg.

IMo Aemtopépeleg, mopakaiovue avaTpEETE 0TO EYXELPIOI0 00NYIOVY TOV ekvemT Venta-Neb.

2voKevn Aoon iloprost 6o Extipdpevog ypovog e16mvong
eCapTNO GTOPATIKIG
TPOGUPUOYNG
R 2,5 kpoypapudpio 4 min
Venta-Neb 5 pKpoypappapio 8 min

H amoteleopatikotnta Kot 1 avoy Tov lomvedpevon iloprost, dtav yopnyeitot pe GAAOVG EKVEPWOTEC,
01 00101 TPOGPEPOVY SLAPOPETIKA YULPAKTIPIOTIKE EKVEQPMONG TOV d1aAd0TOG iloprost, dev Eyovv
oamodeyet.
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®Vviro ooV ypiong: IIAnpogopiss yro Tov yp1otn

Ventavis 20 pikpoypoppdpre/ml S1dAvpa Yo E16TVOT PE EKVEQOTI]
Iloprost

AP AOTE TPOGEKTIKG OLOKAN PO TO QVAAO 0ONYLOV YP1ONGS TPLY UPYIGETE VA YPNCLUOTOLEITE AVTO

TO PAPRUKO, OLOTL TEPIAAPUPAVEL CNUAVTIKEG TANPOPOPIES Y10, GUG.

- DordEte avtd TO EUARO 0dNYIBY Yprions. Towg ypelaotel va to daPdcete Eavd.

- Edv éxete meportépo amopieg, poTNGTE TOV Y10TPO, TOV QUPLAKOTOLO 1| TOV VOGOKOUO GOC.

- H ocvuvtoayn v avtd 10 ¢appako yopnynonke amokAEIGTIKA Yid 6oG. Agv TPEMEL VO ODCETE TO
Qapuako o€ aGAAovg. Mmopel vo Tovg TpokoAécel PAAPT, axoOpa Kot OTav To, oNUeia TG
ac0éveldg Tovg givat id1a pe ta Sk GOg.

- Edv mapatnpioete Kamolo avemBOunTn evEPYELD, EVILEPMDOTE TV YLOTPO, TOV PAPUOKOTOL0 1
TOV VOGOKOUO GaG. ALTd 1oY0EL Kal yio KEOE mBavi| avemBountn evépyelo TOv €V AVAPEPETOL
G7T0 TTOPOV PUALO 0dNYIDV YpNong. BAére moapdypago 4.

T Tepréyer o mTapév evAro 00N YLOV:

1. T eivar To Ventavis kot woto €ivot 1 gp1ion Tov

2. T mpénet va yvopilete mpv ypnoonomoete to Ventavis
3. [Twg va ypnoyoromoete To Ventavis

4, [MBavég avemBounteg evépyetleg

5. [aog va pvidooetae To Ventavis

6. [epreydpeva g cvokevaciog Kot AOEG TANpoPopieg

1. T eivan To Ventavis kot wowa gival 1) yprion Tov

Th eivan To Ventavis

H dpactiki ovsia tov Ventavis eivar to iloprost. Mipgitot pia puotkn ovcio Tov GOUATOG TOV AEYETUL
nmpootakvkAivy. To Ventavis avactéliel Ty avemiBountn andepain 1 6TEVEOOT T®V AUULOQOPOY
aYYELOV KoL ETTPENEL TN POT TEPIGGOTEPOL OHLOTOC HECH TV APTIPLOV.

Mo givan n yp1jon Tov Ventavis

To Ventavis ypnoionoteital yio tn Oeponeio p€ong cofapodtnTog TEPUTTOCEDY TPMTOTAHOVS
nvevpovikng véptaong (PPH) oe evijlikeg acBeveig. H PPH etvon pia katnyopio Tvevpovikng
VIEPTOOTG OTOL 1| oTict TNG VYNANG TieoMS Tov aipaTog dgv ivar YvooT).

[IpoéxetTar o pio KaTdotaon 6mov 1 mEST TOL AilaTOoC £ivol TOAD VYNAN GTa aoPopa. ayyeio
AVALEGO GTNV KOPOLE KOl TOVG TVEVHOVEG.

To Ventavis ypnoponoteitot yio tn PeATiOON TG IKOVOTNTOS Y10, GoKNon (1] IKOVOTNTO EKTEAEGNC
COUOTIKNAG dpacTNPLOTNTAG) KOl TOV CUUTTOUATOV.

Iog Aertovpyei To Ventavis

Eionvéovtag to exkvépopa, petapépetal To Ventavis 6Tovg TVEDOVES OOV UTOPEL Vo AELTOVPYNOEL
O OMOTEAECUATIKA OTNV apTNpio HETaEY TG Kapdlds Kot Tov mvevpovov. H Bektiopévn pon aipotog
odnyel e KaAvTEPN Tapoyn 0EVYGVOL GTO GO KOl LELWUEVO BApoc TV Kopdld.

2. T péner vo yvopilete mpy ypnoyoron)cete To Ventavis

Mnyv ypnoipomouicste To Ventavis
o Yg mepintmon ariepyiog oto iloprost ] o€ omo100MmOTE GAAO OO TAL GUGTATIKA CLTOV TOV
QaPUAKOV (OvaQEPOVTAL GTNV TAPAYPUPO 6),
o Eav owutpéyete kivouvo va ep@avicete arpoppayio — yio mopdostypa, edv Exete Eva evepyd
€AKOC TOV GTOUGYOV 1} TOL TPATOV TUNLOTOC TOV AETTOD EVIEPOVL (EAKT] SOEKASAKTOAOV), EQV
VTOQEPETE A0 PLGIKO TPAVUATIOUO (TPAVUA), OV SUTPEYETE KIVOVVO EVOOKPUVIOKNG
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opoppayiag,
o Eav éyete mpopfinpa kapdrde, 6mwg:
- TTOYN PO1| TOVL AiNATOG TTPOG TOVG LHEG TNG Kapddg (coPapn otepaviaio voco 1 actadn
ot Bdayym). Ta countodpata propet vo teptrappdvovyv ndévo oto otibog,
- Kopdokn TpocPorr EvIog TV TeEAEVTAIOV EEL UNVAY,
- adUvoun Kopdld (Un avTppoToOUEVT] KOPIIOKN AVETAPKELR) 1) OTToia OEV €ival VIO GTEVT|
WTPIKT TopokoAovonon,
- cofapd actabn KapdlKd ToAUO,
- elMdttopa Tov BoAPidov g Kapdldg (€K YEVETNG ] EXIKTNTO) TOL TPOKAAEL AVETOPKN
Aettovpyia TG Kapdlag (LN oYETILOUEV LLE TVEVLLOVIKT VEPTAOCT)),
o Eadv giyote eyke@alko €n€166010 EVTOS TOV 3 TEAEVTOIMV PUNVOV 1] GALO cLUPEY oL peiwae
TNV TOPOYN TOV OULOTOG TTPOG TOV EYKEPAUAO (T.). TOPOOIKO 1GYAUIKO ETEIGOI0),
o Edav n avevpoviki 60g véptact opeiletal o€ and@pain 1 6tévoon ALPas (eAefn
OTOQPOKTIKY] VOGOG).

IIpog1domTou|6ELS KO TPOPUAGEELS
AmevBuvbeite 610 Y10TPO, TO POPLOKOTOLO 1| TO VOGOKOLO GOG TPOTOL Y¥PNCULOTOMGETE To Ventavis:

— H eiomvon tov Ventavis pnopel va gevepyonoost Suokoiies otnv avamvon (BA. mapdypapo 4),
€101kd oe aoBeveic pe Ppoyydomacio (Eapvikod cPIEO TOV LGV GTA TOLYOUATO TOV UIKPOV
aepoywymv) kot cvptypnd. Evipepmaote tov yiatpd cog av Exete pio AoipmEn Tov TIvevpévoy,
oofapo aoOpa 1 xpévia Tvevpovomadero (ypovio amoPpaktiky Tvevpovoradeia). O ylotpdg cog
Oa coc TapakoAovOEl TPOCEKTIKA.

—  H wieon tov aipatég cog 0a eheyyBel wprv amd ™ Oepameio Ko v givar woAd yopunig (kdtm
amd 85 mmHg yo v dve Tipn) 1ote 1 Bepaneia e To Ventavis oe Oa mpénel va Eekivioel.

—  Tevikd, Ba ypelaotel vo apocEEeTe 1WO10ITEPD VO TPOSTUONGETE VU ATOPVYETE TA
0ToTEAEGHATO TG YOPNANG Tigong, Omwc N AmoBvpia ko 1 CoAn:

® Evnuepmate Tov y1aTpd 00g oV ToipveTe GAAL QAPIOKA YIOTL 1) GUVOVAGUEVT] ETIOPACT| LLE TO
Ventavis pnopel vo HELDOEL TNV 0PTNPLOKT| oag mieon Kt AL (BA. mapakdTo «AAO QALK
Kol Ventavisy).

e Y100cite 6pBot apyd dtav onKmOVESTE Omd KAPEKAEC 1] TO KPEPATL.

o Av &yete Tdom Yo Amobupio Kabde onkdveote omd o KpePdti, umopei vo fonbnoet av
TOIPVETE TNV TPMOTN OGN TG NUEPAG GOG EVOD EIGTE OKOUA GTO KPERATL

o Av &yete TNV TGO Y10 MoV UIKA €TEIGOAL0, OTOPVYETE TNV £VIOVI] COUOTIKY TPOCTAOEL, Yo
Topadetypo Katd T Stipkela LOIKNG doknong. Mropel va givan ypnoipo vo elonvedoete
Ventavis mtptv.

- AutoBouikd enelcodto umopel va opeilovion oty vokeipevn acbévela. Evnuepdote tov yrotpod
o0 oV YEPOTEPELGOVV. AVTOC/aVTH Hopel va AdPet vedyn va Tpocapudcel T 66n cog N va
aAlager v ayoyn cog.

- Avoumogépete amé pia 1dOnon advveung Kapoldas, 6mmg d0eE1d KapoOlUKI| AVETAPKELD, KL
i00eTE 6T 1| 060EvELN GUCS YEPOTEPEVEL, EVILEPDOTE TOV YIOTPO GaG. T GUUTTOUOTO PToPEl
va weptiapfavovv TpHEo ot TN Kol GTOVG AoTPOydAovs, Aaydviacua, aicOnua TaAudy, o
ovyvi o0pnon  voyta 1 oidnpa. O yatpdg cog Ba eEetdoet To evdeyduevo aAlayNG TG
Oepamneiog coc.

- AV TOpovoLICETE OVGKOALN 6TV avamTvo], PriyeTe aipa Ko/ W0p®OVETE vTepfoikd, ovTa
Umopel va givar onpaota 0t £xeTe veEPO 6T TVELUOVIO GUG (TVELOVIKO OidNUA). ZTOUATAOTE
Vo ypnoylonoleite To Ventavis kol EVIUEPADOTE AUECHS TO YUTPO Gag. AvTtog/avt Ba yacel Yo
Vv artio Kot O TépeL To KaTAAANAo LETPAL.

- Av &yete NaTIKG TpoPfAnpate 1 oA coPapd vEQPPIKE TPOPINPATA TOV ATEITOVY
apokadapon, evnuepMOTE TOV Y10TPO Gag. Mmopei Babuaio va pmeite otnv cuviayoypagnuévn
d6on 1 va cag cuvtayoypaendel yauniotepn do6on Ventavis amd 0T1 600G AAAOVG acBeveic (PA.
mopdypaeo 3 «Ilog va ypnoomocete o Ventavisy).
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Ema@n Tov Ventavis pe 1o déppo 1] katdmoon Tov Ventavis

e  MHN agnoete didAvpo Ventavis va €pbel og emaen pe to dépua oog N T Patie 6oc. Av avto
ovuPet, EePydite To dépua 1 To patio apécmg pe dpbovo vepo.
MHN mieite 1 katamieite to diddvpa Ventavis. Av to kartamieite katd AdBog, meite apbovo vepd
KOl EVILEPADGTE TO YOTPO GOG.

Howwd ko Epnpor

H acpdleio kot omotelecpatikdTta oV Ventavis o€ maidld niikiog émg 18 etdv dev Exouvv
Tekunprooet.

Ao @dppoxa kot Ventavis

Evnuepaote 10V Y10TPO 1] TOV QUPRAKOTOL0 6UG £V PNCYLOTOLEITE, EXETE TPOGPATO
YPNOYLOTOGEL 1] PUmopel va, yprolponomoete Ao appoka. To Ventavis kot pepikd gappoka
UTOPEL VO ELOOVIGOVV OAANAETIOPAOT] AVAAOYOL LLE TOV TPOTO TOL AELTOVPYOVV GTOV OPYAVIGUO GOC.

Evnuepoote 10 y10tpd GOC OV TOIPVETE:

o DEpPUOKE TOV YPNCLOTOIOVVTAL YL TV AVTILETMMION TNG VYNNG Tieons | Kapdlomwadelac,
OT®g
0 Pnta ovaotolels,
O  VITP®OON AYYEIOOOCTAATIKA,
0 avaotoAeigc MEA —petatpentikol eviOUOL ayYE0TEVGIVIG).
H wieon| cag pmopetl va técel mepartépo.
O ywtpdg oag pmopel vo aArdEet tn doom.

o DEpUOKE TOV APALOVOLY TO aipd 1] avacTérlovy Ty ANEN TOL aipaTog, Teptlaupdvovtal
®  OKETLAOGOAIKLAKO 0&D (ASA - o QopUAKEVTIKN ovoia. oL PpiokeTol o€ TOAAE @apLLOKa 1)
omoia katePfalel Tov Tupetd Kot avakoveilel Tov TOVo),
nmopiv,
KOVUOPIWVIKG OVTITINKTIKA, OT®G 1 Pappapivi 1 1 @EVIPOKOLUOVY,
U1 GTEPOELDOT OVTIPAEYLLOVDIT QAPLOKOL,
U1 EKAEKTIKOL OVOGTOAEIS POOPOIIESTEPAONG, OTMG TEVTOEIPLAAIV
exhektiKoi avaotoieic poopodiestepdong 3 [PDE3], 6nwg othoctaloin 1 avorypelion
0 Twhomdivn,
0 KAOTOOYPEAT,
0 avacTtoAeig g YAvkompmteivng [Ib/111a, émmg
" U,
= entpiPoation,
= TpoPIPavn.
0 JdepPpotion
O ywtpdg cag Ba cog mapakorovdel TPOGEKTUKE.

[pwv whpete 0OTO100MTOTE PAPUAKO, POTNGTE TO YIOTPO 1| TO PAPUAKOTOLO GAG, TOV dlafETEL
TEPLOCOTEPEG TANPOPOPIES Y10l PAPLLAKO. LE TO OO0 B0l TPETEL VOL TPOGEYETE 1) VO AMOPEVYETE, OTOV
ypnoonoleite To Ventavis.

To Ventavis pe Tpo@1 Kol 10to
H tpo@n 1} T0 mot6 dev avapévetar va ennpedoovv 1o Ventavis. Qot660, Oo mpémel va amopevyeTe )
AW TPOENG 1 TOTOV KATH TNV EICTVON.

Kinon

o Eav maoyete amé Tveupovikn vIEPTAGT), AToQUYETE VO LeEVETE £YKLOG, KOOMG 1 €yKupocvvn Ba
UTOPOVOE VO 001 YNOEL G€ EMOEIVMOT TG KATAGTACTG GOG KO VO EIVOL KOO KOl ATEANTIKN Y10l
™ (on coc.

o Edv pmopeite va peivete £yKvog, xpnooroote aSlomiot avTicVAANYN ard TV ®po Tov Ba
Eexwvnoete T Bepameia kot katd ) dibpkea g Beponeiog.

60



o Eav gic0¢ £ykvog, vopilete 0T pmopei vo. £l £ykvog 1] 6Y€0LALETE VO UTOKTIOETE TALOL,
EVNLEPMOTE TO Y1TPO cag apécmc. To Ventavis mpémet vo ypnoLOTOLEITOL KOTA TN SIEPKELD TNG
EYKVLOGUVNG LOVO EAV O YITPOG GOG ATOPUCICEL OTL TO EVOEXOUEVO OPEAOG VTIEPTKEAILEL TOV
evoegydLeVo Kivouvo Yo €60¢ Kat Yio To EUPPuo.

Oniraopodg

Agv glval yvootd €dv to Ventavis mepvdel 6to untpikod yaio. O SuvnTikog Kivouvog yia to BpEpog mov
OnAadet dev pmopel vo amoKAEIGTEL KO VOl TPOTILOTEPO VA, ATOPEVYETAL O ONAAGIOG KOTA TN
duapkela g Bepamneiog pe Ventavis.

Zntote T GLUPOVAY TOV YITPOD 1] TOL PUPUAKOTOLOD GOG TPOTOV TAPETE OTOLOONTOTE PAPLLOKO.

Neoyvd, Bpépn kon £YKveg Yovaikeg dgv mpémel va Ppickovtal 670 1010 dOPATIO 060 E1GTVEETE TO
Ventavis.

Oy oN KoL LEPLOROS PNYEVAVY

To Ventavis LeldVEL TNV 0pTNPLOKT TiESN Kot EVOEYETUL VO TPOKOAESEL TAtyyo 1) (OAN o€ LepIKd
dTopo.

Mnyv odnyeite kau pn xepileote epyalreio | pNyoveS ov VIOBETE AT TO, ATOTEAEGLOTO.

To Ventavis wepiéyer o@avoin

To Ventavis 20 pucpoypoppdpro/ml mepiéyet 1,62 mg aikooAng (a@avorng) o kdbe ml, mov eivar
oodvvaun pe 0,162 % w/v. H mocdtta 1,62 mg aAkoding oe 1 ml avtod Tov pappdkov givot
oduvaun e Ayotepo ond 1 ml prdpag 1| Kpaoiov.

H pikpn mosodtta TG 0AkooAng 6€ avtd To pApraKo dev Oa £xel a&loonpeimTeg EMIPACELS.

3. I®g va ypnowpomonicete To Ventavis

H évapén g Bepaneiag pe to Ventavis tpénet va yiveror povo omd yratpd Eumelpo otn Bepameio tng
TIVEVLOVIKT|G VITEPTOAOTG.

IIéo0 npémer va e16TVEETE KOl Y10 TOGO drdoTNNO

[Tavtote va YpNOYOTOLEITE TO PAPLOKO AVTO AVOTNPA COLPOVA LLE TIG 0OTYIES TOVL YIOTPOV Goc. Edv
éxete ap@lPoiiec, pmTNoTE TOV Y1TPd OO,

H d60m tov Ventavis kot 1 d1dpketo g Oepomeiog mov ival cmot yuo cag, £apTaTaL 0md TNV
katdotoon coc. O yitpog cag 0o cog cuppfoviedost. Mny aAldEeTe T CLUVIGTOUEVT dOGT YWOPIS VA
cuppovievteite TPOTA TO YATPO GO,

Mmopolv vo. xp1ouonotnfovv Slapopetikol ekvePMTES yia T yoprynon Tov Ventavis 20 pg/ml.
o Exvepotiig Breelib

Edv apyilete tn Oepaneio pe Ventavis 1| edv aAAG{eTe amd o EVOALOKTIKT GUOKELN, 1| TPDTY| GOGC
glomvon| Ba etvan pe Ventavis 10 pucpoypappdpro/ml (evotyya tov 1 ml pe dompo kot kitpvo
daxtolo. Eqv aveydeite kadd avtiv n 6601, 1 emduevn elomvon oag Ba givon pe to Ventavis

20 pkpoypoppdpro/ml (ootyyo pe KiTpivo Kot KOKKIVO dOKTOAL0). O TPETEL VO GUVEXIGETE UE TN
doon atn.

Edv dev umopeite va aveybeite v elomvonr] Ventavis 20 pikpoypappdpio/ml, axevboveite otov

YwTpd 60C, 0 0moiog pmopet va amopacicel 0Tt B Tpénel va mapete Ventavis 10 pikpoypappdpio/ml
@votyya Tov 1 ml).
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O teprocoétepor avBpomol Oa £xovv 6 £mg 9 cuvedpieg sloTvodY KT TN drdpreln TN NuEpag. Mia
ocuvvedpia glomvodv pe 1o Breelib cuvBwmg dtapkeil mepimov 3 Aemtd.

O ywtpog oag Oa emiPrénct T Oepaneio oag dtav apyilete va ypnolponoleite tov exvepmtr Breelib
MOTE VO, S10CPIAIGEL TOG AVEYESTE KAAX TN 6OGT KoL TNV TOOTNTO TNG EICTVOTG .

o  ExvepoticI-Neb AAD

Kobng eravenupéva mopovcidcate Topatetalévoug ypovoug Bepaneiog e E16TVOEG e TO
Ventavis 10 wkpoypappdpia/ml (pootyyo tov 1 ml pe Gompo kot kitpvo aktHA0), 0 Y1oTpd 6og
amogdotoe vo aAld&el og Ventavis 20 pikpoypappdpio/ml.

To Ventavis 20 pukpoypoppdpio/ml el tn dumhdoia cvykévipoon tov Ventavis 10
pikpoypoppdpioe/ml. H dpactiki ovoio uropet vo anehevbepwbel mo ypryopa 6Tovg TvedlLOVEG GOC.
O ywtpog oag Oa emPAénel T Oepomeio cag edv yiver adlayn omd o Ventavis 10 pikpoypappdpio/ml
o1o Ventavis 20 pukpoypappdpio/ml dote va EAEYYEL AV AVEXESTE KOAQ TNV VYNAITEPT GLYKEVTP®ON.

Oa wpémel va, xopnynote T 000m 6 £mg 9 POoPEC TV NUEPQ, AVAAOYO LE TIG OVAYKEG KOL TNV VoY)
Kk@0e aTOpOL.

Avaroya pe Tig e£oToKeLIEVEG avAYKeS, TOo Ventavis umopel va ypnoiponombet ylo pokpoypovio
Oepomeia.

Eav gyete veppixa 1 nmozika mpofliuoto.

Agv vrapyetl ovaykn Tpocapproyng tng 06ong o€ acbeveig pe o 1 HETPLO VEPPLKE TPOPAI LT
(aoBeveic pe kdBapomn kpeatvivig >30 ml/min).

Edv €yete moAd coPapd veppikd mpoPfAnuota Kot ¥petdleote apokadopon 1 edv EYETE NIATIKA
TPOPANLOTA, O YITPOC GO Ba KablepMTEL Y10 G0G GTASIOKN ¥PNioN ToL Ventavis Kol KoTd Taco
mOovOTNTA O GO CLVTAYOYPAPNGEL AYOTEPES OOGELS ava NUEPA. EEKvioTe T Bepomeia
glonvéovtag 2,5 pkpoypoupdpia iloprost ypnoonowdvrog Ventavis 10 pikpypoppdpio/ml (gootyya
tov 1 ml pe dompo kot kitpvo daKTOA0). XPNOYOTOMOTE SIGTHHATO HETAED TV d0GE®V 3-4 mpdv
(avtioToyel og yopnyNnon 6 opEc TV NUEPA TO PEYLGTO). XT1 GLVEXELD, O YLOTPOG GOG UTOPEL e
TPOGOYN VO GUVTOUEVGEL T SLUGTHILATO LETAED TWV SOCGEWV, AVAAOYQ LLE TO TOG OVEXEGTE TN
Oepomeio. Av 0 Y10TpOG GOG OMOPUGIGEL TEPAITEP® 0OENGT TNG dOGNG £WG S pKpoypapudpla, Oo
TPEMEL TAA VO, ETAEYOVV 0pyIkd StaoTpHoTo HeTall Tov d0cemv 3-4 wp®dV Kol Vo cuVTOpELBoHV
avaAoya Le To TOC avEYEoTe TN Bepamneia.

Edv vimBete 6t1 1 Spdiom tov Ventavis givar gite vaepfolikd 1oyvpn| gite vaepPolikd advvapn,
EVI|LEPDGTE TOV Y1IATPO 1] TOV QUPIIKOTOL) GOC.

Pwtote 1o yatpd oag va cog fondnoet kdmolog va, eoikelnbeite e T xpnoT TOV EKVEQEMTY. Agv
npénel va petaPeite og AAAO EXVEQ®TI Y®PIG va cvupfovAgvteite To Bepdmovta ylaTpd cog.

[®g va svonvéeTe
I'o kaBe cuvedpia el0mVODY, TPEMEL VAL YP1CILOTOLELTE e VEQ QUGLYYo Ventavis. AKpBadg
TPV aPYICETE TNV EICTVON, OTAGTE T1] YOOAMVT] PVGLYYO KOl LETAPEPETE TO SIIAVUA 6TO BGAQLO

7oV mtpoopiletar yio To PAPLOKO 0KOAOLODVTOC TIG 00N YIEG XPNOTG TOV EKVEPMOT.

AxoAovbBeite mpooekTikd TIG 00MYiEG TOL GLVOSEVLOLV TOV EKVEPMTN, 101G TIG 0ONYiEg OYETIKE
LE TNV LYIEWVN KoL TOV KABOPIGHO TOV EKVEPMOTT.

EmumAéov, arxolovbeite dhec Tig 0dnyieg oYETUG e TNV VYIEWVT Kol TOV KOOOPIGUO TOV
EKVEQPMTY] TOL GLVOOEVOVY TOV EKVEQMTN.
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[péner navrote va ypnoiponoleite To Ventavis axpifdg cOUQ®va Le TIg 00MYieg TOL Y1OTPOL GOG.

- To dudivpa Ventavis 20 puicpoypappdpio/ml yio el6Tvon He EKVEQMTI EICTVEETOL LLE (PTIOT) TOV
EKVEQMOTAOV TOV GOG CLVTAYOYPAPNGE 0 YLTPOG Gog (ite Tov exvepmtn Breelib gite tov
ekvepmt I-Neb AADO ekvepmtig petatpénet 1o didAvpo Ventavis o EKVEQ®LLO, TO 0010
glonvéete omd 10 GTONA.

- Mo v elomvon Bo Ttpémet vo xpnoonotoete £va EAPTNILO GTOUOTIKNG TPOGAPUOYNG DOTE
va amo@evydel  emar| Tov Ventavis pe 1o d€ppa coc. Mn ¥pNOUYLOTOGETE LAGKN TPOCHTTOV.

- AxolovBnoTe TPOGEKTIKA OAEG TIG 00NYiEC TOL GLVOOEVOVY TOV EKVEQMTN. Edv €yete
ap@PoArieg, pOTAGTE TO YIATPO 1 TO POPLUKOTOLO GOGC.

- Kabe vrddeppa dtoddpatog Ventavis mov amopEVEL GTOV EKVEQMTY] PETA TNV EIGTVOT TPENEL VO,
amoppintetot (PA. mapdypaeo 5).

Agpiopdc dopatiov

Befarwbeite 611 10 dwpdtio oto omoio kavete T Oepamneio pe o Ventavis aepiletar. AAda dropa O
umopovoay va ektefovv kot AdBog oto Ventavis pésm tov aépa Tov dwpatiov. [dwitepa veoyvd,
Bpéon ko £ykvec yovaikeg dev Ba mpémet va Ppickoviot 6To 1610 dwpdtio 660 elonvéete To Ventavis.

° Breelib

T'epiote Tov Bdhapo pappdiov pe Ventavis akpimg tpv T xpnon. [a v mAnpwon, akolovdnote
TIC 00N YiEg YPNONG TOVL EKVEQMTN.

Aéon iloprost oTo
. E ,
YvoKevn D upPOKEVTIKO TPOTOVY séap‘rnua’ K:nu(x)usvog i
OTOMUTIKIG APOVOS ELGTTVOT|G
TPOGUPPOYNG
Ventavis 20 ug/ml (pdoryya
Breelib tov 1 ml pe kitpvoug Ko 5 ug 3 hentd
KOKKIVOUC S0KTOALOVG)

I-Neb AAD

1.  Axpidg mpv apyicete Vv giomvon, mdpte tn eootyya Ventavis 20 wikpoypapudpia/ml pe tnv
KITPIVN - KOKKIVN YPOUOTIKT KOIKOTOINGN, GIACTE TN YUAAVT QUGTYYa Kol LETOPEPETE OAO TO
mepleyopevo tov 1 ml oto ¥pvod BGLao ToV EKVEPMOTN TOL TPOOPILETAL YO TO PAPLAKO.

2. H mpopubuiopévn d6om mov mapéyetat amd tov ekveemtn I-Neb AAD eléyyetat amd to Bdiapo
TOV QUPUAKOL GE GLVOLAGHO LE £vOl dICKO EAEYYOV.
I'oa to Ventavis 20 microgam/ml (66om 5 pikpoypappepiov), ypnoonoteital o Odiapog
(OPUAKOV 1E TO YPVoo KreioTpo pali pe To ypvcd dicko eréyyov.

3.  EM\éyEte 10 ypdpa TOL BOAGLOV TOL EOPUAKOV KOl TO YPOLA TOV dioKOoL EAEYYOV DGTE VO
BePormBbeite 0T1 ExeTe APl TNV cuvTayoypaPNUEVN OGN

Oa pémet va £0vV Kot T S0 TO 1510 YPDLLa.
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Kobng o exkvepmg I-Neb AAD umopet va ypnotpomomBet yio to Ventavis 10
pikpoypappdpro/ ml kot to Ventavis 20 pikpoypoappdpro/ ml, o mapoakdto mivakog oidet pio
epiAnym TV 0dNydv ypriong tov I-Neb ya 11g 600 cvykevipmoels tov Ventavis:

DoppoKevTIKO Pvoryye / , , ; I-I\!eb AAD,

POV Xpmgurwrm Adon Kieiotpo Oaiapov | Aiokog
dakTOAMOL QopRAKOv eAEYY OV

Ventavis 10 q)l')cswya 00 1 ml 2,5ug KOKKIVO KOKKLVO

pikpoypappaplo/ml ggﬁfgflgfp oS 5pg Hop Hop

Ventavis 20 ®dvoryya tov 1 ml

pikpoypappdpio/ml | Kitptvog-KOKKIVOG Sug YPLGO YPLGO
OOKTOMOG

IMo Aemtopépetleg, mopakaAovie SLOPACTE TO EYYEPIOI0 0ONYIDV TOV EKVEPOTN | POTHOTE TO YIOTPO
o0G.

Eav ypnowomonjoere peyardtepn 6066m Ventavis amd Tnv Kovoviki
H yprion neyarvtepng d6ong Ventavis omd TV KOVOVIKY Prnopel vo odnynoet o {aidda, Tovoképaro,
£Eaym (KOKKIVIoUA TOL TPOoOTOV), vavTtia (aicOnua adiabesioc), mdvo otn yvabo 1 oty mAdT .
Mropei va gpeavicete eniong pio peimon N pio adénon oty aptnplaxn tigon, Ppadviapdia
(Lelpévn KapdLOKT] GLYVOTNTA), TAXLKAPSIK (ALENUEVN KOPOLOKT GUYVOTNTA), EUETO, dtdppotd.. AV
ovpuPel KATL amd avtd 6Tav EYETE YPNCLOTOGEL TEPIGGOTEPO Ventavis am’ OTL Empene :

® GTOUOTNOTE TNV cLVESPIN EIGTVODV

® SVNUEPMOTE TO YIATPO GOG

O ywtpog oag Ba cog mTapakorlovdei Kot B0 AVTILETOTIGEL OTOIUONTOTE GLUTTAOUATO TPOKOTTOVY. AgV
€lval YvooTO GUYKEKPILEVO AVTIOOTO.

Eav Eeyaoete vo ypricilpomocete To Ventavis
Mnyv mépete SImAN S00T Yo va ovaTANpAOcETE T 600m mov Eeydoate. Potiote to yatpd cag Tt

TPEMEL VAL KAVETE.

Eév otapoatiocete va ypnoiponorcite To Ventavis
Edv otapatioete 1 embopeite va otapoatioste ) Oepaneia, culnTioTE T0 TPAOTA LIE TO YLOTPO GG,

Edv éxete meprocdtepeg epMTNGELG GYETIKA LLE T YPTOT QLTOV TOL POPUAKOV, POTHGTE TOV YATPO,
TOV QUPHLOKOTOL0 1] TOV VOGOKOUO GOLG.
4, MOavég avemOopnTES EVEPYELEG

Onwc 0Aa o pdppoKa, £T61 Kol 0VTO TO PAPLAKO UTOPEL VO TPOKAAEGEL OVEMBVOUNTEG EVEPYELES, OV
Kot 6gv TOPOVGLALoVTaL GE OAOVG TOVG AVOPMITOVC.

Ot tapokdto coPapéc avemBOunTeg evépyeteg wropel vo cupfodv. LTV TepinT®on oVt EVILEPDCTE
TO Y1OTPO GOG AUECOC.
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oAb cvyvég (Umopet va enmnpedoovy mepiocdtepa amd 1 ota 10 dropa):

Ayoppayikd engioodia (kuping pvoppayia (enictadn) kot fyog pe aipo amd tnv
ovVOTVELSTIKY 000 (apdTTLON)) HIToPEl Vo, GLPOVV TOAD GLYVE, €101KE av AapPavete emiong
oapuoKa yo TV opainon Tov aipatog (aviumkrikd). O kivovvog apoppayiog propel va ivot
avénuévog oe 060gveilg GTOVG 0TO10VG GUVYXOPNYOVVTOL OVAGTOAEIS TG CLGCMPEVCNG
apometadiov 1 aviurnktikd (BA.eniong mapdypago 2). [ToAd ondvia, £xovv avoepepOet
Boavatneopa TEPIGTATIKA QLOPPAYioG GTOV EYKEPAAO (EYKEPUAIKNG KOl EVOOKPOVIOKNG
ooppayiag).

Yoyvég (umopet va emnpedcovy émg 1 ota 10 dropa):

e H Amobvpia (cvykonn) givor Eva cOurTopa g 1ot Tg achévelag, aAld pmopel emiong va
ovuel katd ) ddpkela tng Bepameiag pe to Ventavis (PA. exiong moapdypagpo 2
«IIpoe1domoncelg Kot TPOPLAGEEIS», Y10 GUUPOVAEG GYETIKG. LLE TO TL WITOPEITE VO KAVETE Y10, VL
TO OTOPVYETE OVTO).

o  Xounin aptnptloxn wieon (vwodToon)

Mn yvootég (6ev umopel va extiunei pe faon to dtebéoipa dedopéva):
Bpoyyoonaopog (Eapvikd oei&io Tov Hudv 6To TOLY®UOTE TOV KPOV OEPOYMYMV) KOl GUPLYHOG
(BA. emiong v mopdypapo 2 «I1pogldomooELg Kot TPOPLALEELSY).

[apatibevror mo kbt ot Topevépyeleg Paoet Tng mBavOTNTOG VO ELPAVIGTOVV:

IMoAd ovyvéc: pnopel va emmpedoovy mepiocdtepa and 1 ota 10 dropa

e Jehpuvon TV aoopmv ayyeiwv (ayyelodiaotoAn). Ta copntopato propel va givarl EEaym 1,
€pLOPOTNTA TOL TPOGMOTOV.

dvuepopia 6to otnbog / TOVog 6To 6TNROOG

Brixas

TOVOKEPUAOG

vavtio

GVOG 0T0 GaYOVL / GTOGUOTL GTOVG HOEG TOV Gayovio (TPIoUOC)

TPNEO TOV AKP®V (TEPLPEPIKO OidM L)

Yoyvég: umopet va emnpedoovy émg 1 ota 10 dropa

mpofAuata oty avamvon (dvomvola)

Can

EUETOG

dappota

TOVOG KOt TNV Kotdmoon (papuyyoAapuyyiKoc epedicudc)

gpebiopdg Tov Aapov

epebiopdg Tov GTONATOC KO TNG YADGGOS GUUTEPIAALBOVOIEVOL TTOVOL
eEhvOnuo

YPNYOPO YTOTN O TNG KOpOdG (Toyvrapdio)

aioOnuo ypryopov 1 Suvatdy KTOTmv e Kapdldg (aictnpa moAnoy)

Mn yvooeTég: 1 cuyxvotnTa dev pumopel vo ekTiun el pe Baon ta dabéoyia dedopéva.

. peiwon Tov aplBpod tov aoneTariov oto aipa (Opoufomevia)
. vepevotoneia (m.y. aAlepyio)
. dwatapoyn ot yevon (dvoysvoia)

Addeg mBavEg avemOVUNTES EVEPYELEG

o IIpn&yo, Kupimg TOV AOTPAYAA®OVY KOl TOV KATO AKP®VY, AOY® KOTAKPATNGNG VYPAOV (TEPIPEPIKO
oidnua) etvar £va ToAd cuyvd coumtopa TG id1ag g aohévelag, aArd pmopel va copfel kon
KaTd TN Sdpketn TG Bepaneiag pe Ventavis.
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AvaQopd avemOounTOV evepyELOdV

Edv mapatnproete kdmola avemBountn evépyela, EVIEPMOTE TOV YIOTPO GaS. AVTO IGYVEL KOl Yo
KkéBe TOaVY avemBOUN TN EVEPYELD TOV JEV AVAPEPETOL GTO TAPOV PVAAO 0N YLDV Ypnoms. Mropeite
eniong va avoaeépete avemBounteg evépyeteg amgvbeiog, LEcm TOV EBVIKOD GUGTHUATOG OVOPOPAS TOV
avaypaeeral oto Hapdptuo V. Méow tng avagopds avemfopuntov evepyeudv Lmopeite va
Bonbnoete 61N GLALOYN TEPICGOTEPWOV TANPOPOPIDOV CYETIKE LLE TNV AGPAAELN TOL TAPOVTOC
QOPUAKOV.

5. Iog va uiaccete To Ventavis

To @appako avtd TPEMEL VO PUAACOETAL GE PEPN TTOL OgV TO PAETOVV Kot dev TO POAVOLV Ta TALO1E.
No pn ¥p1oIHoToLEiTe QVTO TO PAPLOKO LETE TNV Nepounvia AENG TOL AVOPEPETOL GTO KOVTL Kot
oTN PUoLYYo. AVTO TO PApUAKO OeV amuttel 101KEG 0N yieg PLAAENC.

Ka0e vrodeypo dtoddpatog Ventavis Tov amopéVEL GTOV EKVEPMTI LETE TNV EIGTVOT TPETEL VL,
oamoppinteTal.

Mnv metdite PAPLAKO GTO VEPO TNG OMOYETEVCNC 1 0T OIKIOKE, amoppitata. POTHoTE TO QOpUAKOTOLO
GOC YLOL TO TAOG VO TETAEETE TOL PAPLLOKO TTOV OEV Ypnoipomoteite mo. Avtd ta pétpa Bo fondncovy
GTNV TPOCTAGIN TOL TEPPAAAOVTOC.

6. Iepreydpevo. TG CVOKEVOGING KOl AOTES TANpOPOpPies
T epréyel To Ventavis

. H dpaostiki) ovsia givan 1o iloprost.
1 ml SroAdpoatog Tepiéyet 20 pikpoypappdpia iloprost (wg iloprost trometamol).
Kda0e pooryya pe 1 ml mepiéyet 20 pukpoypappdpro iloprost.

. Ta dAho cvoTaTiKA €ival TpoueTaoAn (trometamol), aiBavorn, yAwplovyo vatplo,
VOpoYAmP1Kd 0&D yio puBuiomn tov pH, kat evécipo Homp.

Epg@évion tov Ventavis kol mepieydpeva TG 606KeLOGI0C:

To Ventavis givai éva S100Y£G, Axpopo £0¢ EAAPPMG VITOKITPIVO SIAAVLA Y10, ELGTVOT] LLE TOV
exvepmtn Breelib 1 Tov ekvepatn I-Neb.

To Ventavis 20 pkpoypoppdpro/ml dwotiBeton o dypopeg doryyeg (yoail tomov 1), mov mepiéyovv
1 ml Stddvpa yio 16TVON| LE EKVEQMTH.

To Ventavis 20 purpoypopudpio/ml drazieror otig eén¢c ovokevaoies:
—  Xvokevaocio mov mepiéyet 30 1 42 euotyyeg Yo yp1ion Ue Tovg ekvepatéc Breelib kot [-Neb .

—  TToAvovokevacio mov mepiéyel 168 (4x42) puotyyeg yio xprion Ke Tovg ekvepmtég Breelib ko I-
Neb.

—  IMolvovokevacio mov mepiéyet 168 (4 x 42) pootyyeg pe o€t avarnoipmy Breelib (mov mepiéyet
1 e&aptnua GTOUOTIKNAG TPOGAPUOYNS Kal 1 OGAapo poprakov).

O1 pVoryyeg mov mepiéyovv 1 ml givon emonpoacpéves pe 600 £yypopovg daktviiovg (kitpvo -
KOKKLVO).

Mmnopei va pnv Kokho@opodv OAEG 01 CUCKEVOGIEG.
Karoyog docrog kuokrhopopiag:
Bayer AG

51368 Leverkusen
Teppavia
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Hepaymyoc:

Berlimed S.A.

Francisco Alonso 7

Poligono Industrial Santa Rosa
28806 Alcala de Henares
Madrid

lomavia

I'a omoladmoTe TANPOEOPia GYETIKA LE TO TOPOV POPUAKEVTIKO TPOidV, TopaKoieiche va

oamevBuvleite 6TOV TOMIKSO AVTITPOGMTO TOV KATAYOL TNG GOELNG KUKAOPOPTOG.

Belgié / Belgique / Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbarapus

baiiep bearapus EOO/]
Ten. +359 02-424 72 80
Ceska republika

Bayer s.r.0.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45-4523 50 00
Deutschland

Bayer Vital GmbH

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

Bayer OU

Tel: +372 655 8565
EA0LGoa

Bayer EAMGg ABEE

Tna:  +3021061 87 500
Espaiia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer HealthCare

TeI(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
Kvzpog

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 Hungaria 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
Rominia

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 2 59 21 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 wapov ULAo 00N YOV yp1ioNS avaBewp1Onke Yo TELEVTAIL POPE GTIG

Aentopepn TANpopoplaKd otoryeio yio To Tpoiov avtd eival S1BEcia GTOV SIKTLOKO TOTO TOL
Evponaikov Opyaviepod @appdkmv: http://www.ema.europa.eu. YTApYOLV ENIGNG GUVOEGHOL UE
Ahec 10T00EAIDEG TTOV APOPOVV OTAviEg achEveleg kat Oepameieg.

O TAnpo@opicc mov aKkoAovB0VV arevOVVOVTIL PHOVO GE ETAyYEANATIES VYELOG:

Odonyieg rpfong Ko yEpiopov

Ot aoBeveic mov Exovv otabepomombet pe T ¥p1oM EVOG EKVEQMTN dEV TPEMEL VO, KAVOLV XPToN
dAhov ekvepmT, YOI T otevN emiBieymn tov Bepdmovta 10Tpod, Kobmg Exel amoderydel 0T
SLOPOPETIKOL EKVEPMTEG TAPAYOVV OLEPOAVLOTA UE EAAPPDG SLOPOPETIKA PUGLKE YOPOKTNPLOTIKA KOt
UTOpPEL VoL £XOVV TOVTEPT YOPNYNON ToL dtaAdpatog (PA. mapdaypapo 5.2 g [lepiAnyng tov
Xoapaxtnpiotikadv Tov [Ipoidvrtog).

I'a va ehayiotomon el n TBovotnTa TVYOig EKBECNC, CLVIGTATOL 1] SLOTHPNOT KOAOD AEPICLLOD TOV
YDPOVL.

. Breelib
Orav ypnoiponoieite tov ekvepatn Breelib, axolovdnote Tic 0dnyieg ypnomng mov mapéyovtat e

GUGKELT].
T'epiote Tov Bdhapo pappdiov pe Ventavis akpimg Tptv T xp1on.

Yvokev| DUPROKEVTIKO TPOTOV Aoon iloprost 6to Extipndpevog
egaptnpa APOVOG E16TTVOT|G
GTOPOTIKNG
TPOCAUPUOYNGS

Ventavis 20 mcg/ml
(pvoryyo tov 1 ml pe
KiTpvo Kot KOKKIVO
S0KTOAL0)

Breelib 5 mcg 3 min

I-Neb AAD:

To ovomua [-Neb AAD givat éva @opntd cHGTNHO EKVEPOTN YEPOG LE TEXVOAOYIN TAALOUEVOL
TAEYHOTOG. AVTO TO CUGTNLO TOPAYEL oTaryovidla pe T Pondela vepnywv, ®BdVTag To dStdAvua
SopPESOL VOGS TAEYLOTOG. AVTOG O EKVEQPMTIG TOPAKOAOVOEL TOV TOTO AVATVOTG Y1, Vo KaBopiceL TO
APOVO TAAUOD OEPOAVIOTOC TOV QTALTEITOL Y10l TN XOPTYNOT TG TPopLOGUEVTS 3OO C TV

5 pikpoypappapiov iloprost tov dtedvpatog ekvepmt Ventavis 20 pukpoypappdpio/ml (eoctyya tov
1 ml pe kitpvo Ko KOKKIVO dOKTOALO0).

H ovokevn ekvépmong yopnyel 5 wikpoypoppdpto iloprost 6to e&dptnuo oTopaTikng Tpocapuoyne. H
petpndeica MMAD 1tng otaydvog Tov agpoAdpotog eivon peta&d 1 kot 5 pikpopétpmy.

Koata ™ ypnomn tov cvoetiuatog I-Neb AAD, npénel va akolovBovvtal ot akdAovbeg odnyieg.

H d60n mov yopnyeitan omd 10 cvomuae [-Neb AAD ehéyyetar omd T0 OdAapo QupriKov o€
cuvdvacuod pe évav dioko eréyyov. I'a kdbe BdAapo popprdkov, vdpyel £vog dioKog EAEYYOL LE TNV
avTioToym YPOHOTIKN KOdkoroino.

INo k60e cuvedpia elomvodv pe 1o [-Neb AAD, to Ttepieyduevo pog eootyyog pe 1 ml
Ventavis 20 wikpoypappdpia/ml, n onoia pépet 500 Eyypmpove daktuliovg (Kitpvo - KOKKIVO),
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UETAPEPETOL OTOV KATAAANAO OGAAUO QOPUAKOL TOV EKVEQPMTY WE TO XPLGO KAgioTpo pali pe to
YPLGO dloko aKPLBMG TPLY TN XPNON.

Agdopévov 611 0 ovotnua I-Neb AAD propei va ypnoyomomBei yio to Ventavis
10 pwcpoypappapro/ml kot to Ventavis 20 pikpoypappdpio/ ml, o Topokdto Tivakos Tapeyet o
cuvoyn TV odnyldv ypnotn tov I-Neb yia 11g 2 cuykevipmaoelg tov Ventavis:

I-Neb AAD
(I)a[')';rmksmmo (,I)UGW'Y‘I / . Aocoloyia Kieiotpo Oardpov Aiokog
TPoidV £Yypopotl daKkTOHAI0L QuppaKov eréyyov
®voryyo tov 1 ml 2.5 ng KOKKIVO KOKKIVO
Ventavis 10 owyeTo
Kpoypoppaplo/ml Aevids — kitpivog 5ug
K daktOAog pop pop
Ventavis 20 dvoryya Tov 1 ml
pikpoypappdpio/ml | kitptvog — KOKKIVOG Sug YPLGO YPLGO
SOKTOAI0G

H oamoteleopatikdTnTO KOl 1 0vOYT TOL EIGTVEOLEVOL iloprost, dtav yopnyeital e GAAOVS EKVEPMTEG,
01 0TT0101 TPOGPEPOVY FLAPOPETIKA YAPAUKTIPIOTIKA EKVEQPMANG TOV dlaAbaTOC iloprost, dgv Exovv

amodelyDet.
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