OYAAO OAHTI'TQN XPHXHX



@viro oonylov ypiong: IIinpoeopics yia Tov ypriotn
Treprostinil/Tillomed 1 mg/ml, 2,5 mg/ml, 5 mg/ml, 10 mg/ml waiopa yra £yyvon

Tpempootiviin

AP aoTE TPOGEKTIKA OLOKANPO TO QVAAO 00N VLAV YP1ONGS TPLY UPYIGETE VO

APNOLUOTOLEITE OVTO TO PAPLOKO, OLOTL TEPLAGUPAVEL GNUAVTIKES

TANPOPOPIES Y10, GO,

- DdurdEte avTd TOo EUALO 0dNYIBY Yprione. Towg ypelaotel va to dofdcete Eava

- Edv éyete mepartépm amopieg, pOTAGTE TO YLOTPO GO,

- H ocvvtayn yia avtd 1o papproako xopnynnke omokAeloTiKd yio cog. Agv TpEmel
va dMGETE TO PAPUAKO o8 dAlovg. Mropel va tovg mpokaAéael BAGPT, akdpa Kot
OTOV TO, GLUTTOUATO, TNG AcOEVELAS TOVG glvar 101 pe Ta S1KA GO,

- Edv mapotnproete Kamolo, avemBountn evépyela, EVNUEPMDGTE TOV YIATPO, 1 TOV
QOPUOKOTOL0 GaG. AVTO oYVEL Ko Yio kdBe mhov avemBountn evépyela mov
dEV aVOPEPETAL GTO TOPOY PUALO 0INYIDV YpNiong. BAEme moapdypapo 4.

T Tepréyer 1o Tapév AL 00N YLOV:

T etvon to Treprostinil/Tillomed kot oo givan 1 yprHon Tov

T mpéner va yvopilete npv ypnoponomoete to Treprostinil/Tillomed
Iwg va ypnowomomoete to Treprostinil/Tillomed

[MBavég avemBOunTeg evépyeteg

g va puidooete to Treprostinil/Tillomed

[epreydpevo g cLGKELOTING KO AOUTEG TTANPOPOPIES

SNnE B

1. Tueivan To Treprostinil/Tillomed kot wova gival ) yprion Tov

Tu givan to Treprostinil/Tillomed
H 6paotikn ovsia tov Treprostinil/Tillomed stvor | Tpempoctividn.

H tpenpoctiviln avrkel og (o opado QapudKmy mov dpovy Ue TopOUolo TPOTO UE TIG
QLOIKEG TTPpooTakLKAiveS. Ot mpooTakvkAivee givol ovoieg e oppovikn dpdor, ot omoieg
LELOVOLV TNV TEST TOV OiUATOG YOAOPDVOVTOS T OLOPOPO. OYYELD KAl TPOKUAMVTOG TN
SloTOAY TOVG, 1 omola emTPEMEL TNV EVKOAATEPT pon} ToL aipatoc. Ot TPOoTUKVKAIVES
pumopobv, emiong, va cuppdirovv otnv Tpdinym g Bpdupwong Tov aipatoc.

Howo givon 1 ypnon tov Treprostinil/Tillomed

To Treprostinil/Tillomed ypnoytomroteitan yio tn Oepameio g 1610ma00VG 1| KANPOVOUNGIUNG
nvevpovikng aptnplakng vréptaong (ITAY) oe acBeveic pe pétpro cofapdtnta GUUTTOUATOV.
H nvevpovikn apmplokn vréptoon etvor pa Tdnon katd Ty omoia 1 apTnploK Gog mieon
glvol ToAD vyMAN ot apoEopa ayyeion LETAED TG KapOLag Kol TV TVEVUOVMV, TPOKAAMDVTOG
dvonvola, {aAn, KOTmor), Autobupia, ToyvToALio ] U1 GLGIOAOYIKO KaPdLOKO pOUG, ENpod
Bxo, Bopakikod Ghyoc Kot 0idNHo 6TOVG 0o TPAYAAOVG 1 6T TOSLO.

To Treprostinil/Tillomed yopnysgitor apyd ®wg cvveyng veoddpia (KAt omd 1o dEpUa)
£yyvon. Oplopévol acBeveic evogyetal va. Uy UmopovdV Vo, aveTOVY aUTN T XOPNynon
AOY® TOTTUKOD TTOVOL Kol 0101LaTog 6To ornueio £yyvong. O yiatpdc oag Ba anopacicel dv
umopei va, yopnynOei to Treprostinil/Tillomed pe cuveyn evéoeAéfia €yyvon amevbeiog
ot PAEPa pe TNV El0ay®YN €VOG KEVTIPIKOD PAERIKOV oAV (KabeThpa) TOv cLVOLETOL
og o eEmtepikn aviia. O yutpog cog o kabopicel mola givar  kaAVTEPT ETAOYN V1ol
€G0C.



Héc dpa 1o Treprostinil/Tillomed

To Treprostinil/Tillomed peicdver Ty mieon Tov AIPATOG GTIV TVELUOVIKY| 0pTNPid,
BeAitidvovtag T por| Tov aipatog Kot teplopilovtag Ty exifdapuvon tng kopdids. H Pedticoon
NG PONG TOL aipaTog 0dMYel o€ Pedtimon g Tapoyng o&uydvov 6Tov opyavicUod Kal peimon
NG KOTOTOVNONG TNG KAPIAG, Yeyovog Tov fondd tnv kopdid vo Aettovpyel mo
amoteleopatikd. To Treprostinil/Tillomed Peltidver Ta cupmtdpOTE TOV GYETILOVTAL [UE TNV
ITAY kot v ikavot)Ta AoKnong o acteveic e TeploploUEVESG SuVATOTNTES OPACTNPLOTNTOC.

2. Tvmpéner va yvopilete Tpiy ypnoiporouoete 70 Treprostinil/Tillomed

Mnyv ypnoiponouoete 10 Treprostinil/Tillomed:
- og mepintowon ariepyiog (vrepevatsOnoic) oV TPETPOSTIVIAN 1| GE OTOL00NTOTE
A0 OO TO GUGTOTIKE CVTOV TOV POPLAKOL (AVAPEPOVTAL GTNV TTAPAYPapO 6).
- &4v €yete J0YVMOTEL [E KTVELUOVIKT PAEPOATOPPAKTIKY] VOGO». TNV TaOnon
OLTH TO OLPOPOPO. ayyelo OV UETAPEPOLY aiplo OOUECOV TOV TVELUOVEOV GO
eupaviCouv oidnuo kot Opopupovug, yeyovog mov avEdvel T TEST GTO ALOPOPO.
ayyeio petadd g Kopoldg Kol TV TVELUOV@V.
- &av €yxete coPfopn nroTonadeio
- &Gv mhoyete amd KapdOKO TPOPAN AL, Y10 TOPASELYILOL:
*  Kopdlokn TPocsBoin (Epepaypra Tov LoKapdiov) Tovg televTaiong €61 Ve
*  cofapég petaforég otov Kapdlokd pvouod
*  cofapn otepaviaio Kopdlakn voco 1| actadn otndyyn
+ &yl dwyvootel kapdokn ovopoiio, dtwog PAAPN kapdiakng Barfidag mov epmodilet tnv
oo Agttovpyia Tng KapdLdg
*  OTOWONTOTE KOPSLOKY VOGO Yo TNV 0ol deV YOPNYEITOL POPUOKEVTIKY OOy 1 1
omoia dev PplokeTol LG GTEV WTPIKN TOPAKOAOVON O
- &hv datpéyete Wiaitepa LYNAO Kivouvo alpoppayiag — Yo ToPAdelyud, TAGYETE
oo EVEPYA EAKT GTOUAYOV, TPOVUATIGUOVG 1 GAAES OUOPPUYIKES KATOGTACELS
- &4v gppavicote eYKEPUAKO EMEICOO10 TOVG TEAELTAIOVG 3 UNVEG, 1| OTOLOONTOTE
AN SLoKOT TAPOYNG OHUOTOC GTOV EYKEPAAO

I poscdomou]osig Kot TPOPVAGEELS

AmevBuvieite 670 Y1aTpo Gog Tpv ypnooromoste to Treprostinil/Tillomed

- €Gv mhoyeTe Amd OTOONTOTE NTATIKN VOGO

- &v oag &xovy evnuep®oet 6Tt glote moyvoapkot (pe AME mévo and 30 kg/ m?)

- &6v mhoyete amd TN Aoipwén Tov 10V g avBpomivng avocoaverdapielag (HIV)

- &Gv n mieomn Tov aipaTog oTIc NTATIKEG PAEPEG Gag ivar vyNAn (TVAaio VTEPTOOT))

- &bv mhoyete ek YeVETNG amd KopdLaKT dlatapoyr] Tov EnNPEAleL T por} Tov
aipotog oty Kopdld

Koatd ™ didprera g Oepaneiog pe to Treprostinil/Tillomed, evnpepdote to yratpd cog:

- &4v n apmpilokn cog wieon pewmdet (vwdTaon)

- eldv aénbBodv TayEmc Ol OVOTTVEVOTIKEC OLGKOAEC N eppavicete emipovo Pryo
(owtd pmopel vo oyetileton e cuPEOPNON oTOVG TveLHOvVEG 1 doBua 1 GAAN
dwtapayn), svppovievdeite To YoTpo 60G ApécMG.

- elv gupavioete vrepPoAlKn arpoppayic, KOOMOC 1) TPETPOSTIVIAN LWTopel va avénoet
ToV Kivouvo, mpolapfavovtog To oynuatiopnd 0poufov oto aipo

- &4v exkdnhooete TLPETO EVM AAUPAVETE TPETPOCTIVIAT EVOOPAEPLO 1 €4V TO omuEio
evooPAéPrlag €yyvong mapovoidoel gpuBpotnta, oidnua M/kal TOVO oTNV AN,
eMEWON aVTO pmopel va etvar EvoetEn Aoipnméng



Adlda @appoxa kor Treprostinil/Tillomed

Evnuepdote Tov y1otpd 60G €0V TOIPVETE/XPTCLUOTOIEITE, £XETE TPOSPATO
TAPEVYPNOIUOTOMGEL 1} UTOPEL va TapeTe/ypnotponomoete dAla papuaka. Evnuepoote 1o
Y1aTpd GOG €AV TOUPVETE:

QAPUOKO OV  ¥PNOLLoTolovvVTOL Yo TN Oepameia g LvyYNANG mieong Tov  AipATOg
(avTomepTactkd eAapuoka 1 GALY 0YYELOOI0CTAATIKE)

QAPLOKO TOV YPNOLUOTOIOVVTOL Yio THV adénon g cvyvotntag ovpnong (Stovpntikd),
GUUTEPIAAUPAVOLLEVIC TG POVPOCEUIONG

@apuraka Tov gumodifovv ™ OpouPmon Tov aipatog (AVTITNKTIKA), OTwe TpoiovTa pe Baomn
mv Bapeapivn, v nroapivn 1 1o 0&eidio tov aldTov

OTOLOONTTOTE U1 OTEPOELDN AVTIPAEYLOVAOIN Pappoke (MEAD) (1., AKETVAOCAAKVALKS 0ED,
1povmpopaivn)

oapuoke Tov pmopel vo avENGOLY M Vo UEWOGOLV TNV dpAcn NG TPENPOSTVIANG (T.).
vepoBpolikn, prpapmikivny, tppuebompiun, Odepepactpdln, eawvtoivn, KapPapalemivn,
oawvoPapPrtain, Botavo St John’s Wort) kaBdg evoéyetal o yiatpodg 6aG Vo YPEOCTEL Vol

mpocaplocel ™ 06on Tov Treprostinil/Tillomed nov waipvete

Kinon ka1 Onioopog

Edv eiote éyxvog 11 Onidlete, vouilete 0Tl pmopel vo giote €ykvog M oyedualete va
amoktnoete Toudi, {ntnote T cLUPOVAT TOL Y1OTPOD GG TTPLY TAPETE AVTO TO PAPLOKO.

To Treprostinil/Tillomed dev cuvictdton dv €ioTe £YKLOG, GKOTEVETE VO, UEIVETE EYKLOG M)
&xete voyio 6T pmopei va €16TE £YKLOC, EKTOC GV AVTO KPIVETAL AITOPAITNTO OO TO Y1TPO
cag. Aev €xel KaBoploTel 1 AGPAAELD AVTOD TOL EUPUAKOD OTT SLAPKELN TG EYKVUOGVVIG.

H ypnon tov Treprostinil/Tillomed dev cuviotdtor katd to OnAaoud, ektdg €bv avtd
Kpivetal amapaitnto and 10 YaTpd GOC. ZVVICTATOL 1 Sl0KOT TOL ONAAGLOV €0V Gag
ovvtayoypaenOei to Treprostinil/Tillomed, kaBmg dev eivar yvwotd katd TOGO 0VTO TO
QAPLOKO OTTEKKPIVETOL GTO UNTPIKO YAACL.

H oaviicOAAnyn ovviotdtor avem@OAaKTe Katd 1Tn owdpkewo g Oepameiag e
TPEMPOCTIVIAY.

Oonynon ko EPLoROS pnyavnpdTmy

To Treprostinil/Tillomed pmopel va mpokohécel younin mieon aipotog pe CoAn 1
Mmobvupio. Xe avtiv TV TEPITTOON, UV 0ONYEiTE 1 YPNCLLOTOLEITE UIYAVALLOTO KOl
ovuPovievteite 10 YATPd GOC.

To Treprostinil/Tillomed mep1éyeL vatplo

Treprostinil/Tillomed 1 mg/ml s idivpa yva £yyvon

To @appaxo ovtd wepiéyel 74,16 mg vatpiov (KOPLo GLGTUTIKO GTO UAYEIPIKO/EMITPATECLO
ardty) og k6Oe raiidio Tov 20 ml. Avtd elvar .woddvapo pe 3,71% g péyog
GUVIGTOUEVNG NMUEPTOLUG SOTPOPIKNG TPOGANYTG VATPIOL Y10 VOV EVIAIKA

Treprostinil/Tillomed 2,5 mg/ml s1Giopa Yo £yyvon

To @apuaxo avtd wepiéyet 75,08 mg vatpiov (KOplo cvotatikd 610 payelpikd/emitpanéllo
ardTy) og k6Oe raiidlo Tov 20 ml. Avtd elvar .oddvapo pe 3,75% g péyog
GUVIGTAOUEVNG NMUEPTOLUG SOTPOPIKNG TPOGANYIG VATPIO Y10 VOV EVIAIKAL

Treprostinil/Tillomed 5 mg/ml iGiopa yia £yyvon
To @appaxo ovtd mepiéyel 78,16 mg vatpiov (KOPLo GLGTATIKO GTO UAYEIPIKO/EMITPATECLO
aldTl) og kGOe ELodidio Twv 20 ml. Avtd givar 1oddvapo pe 3,91% g uéylomg



GUVICTOUEVG NUEPNOLAG SLOTPOPIKNG TPOGANYNG VATPIOL Yo EVOV EVAALKO

Treprostinil/Tillomed 10 mg/ml diérivpa yra yyoon

To @appaxo avtd mepiéyel 75 mg vatpiov (KOPLo GLGTUTIKO 6TO UAYEIPIKO/EmTPaméClo OAATL)
o€ kaBe eloAido tov 20 ml. Avto givol iIcodvuvapo pe 3,75% g PHEYIOTNG CUVIGTOUEVNC
NUEPNOLUG SATPOPIKNG TPOGANYNG VATPIOL Y10l EVOIV EVIAKAL

3. Ilog va ypnoipomonioete To Treprostinil/Tillomed

[Tavtote vo ¥pnoyomoleite T0 PAPUAKO GVTO OVOTNPE COUPOVA WE TIG 0ONYIiES TOV
yiatpov cag. Eqv €xete appipories, potnote Tov Y101pd GOg.

To Treprostinil/Tillomed yopnyeitat pe cuveyn £yyvon, eite:
- vmodopia (KATm amd TO dEPU) HECH HIKPOL COAVA (COANVIoKOV) OV ToTobeTElTOL OTNV
KOWAL4 1} 6TO Unpod cag, N
- evoopAéPra péow evog cwAnva (kabetnpa) mov PBpicketal cuviBwe 6to Aapd, To Bmdpaka 1
T PovPovikn yopo.

Kot otig 600 meputdoelc, N TPETPOSTIVIAY yopnyeital S10UEGOD TOL COANVA LE POPNTNH
avTAio Tov tomobeteitan ££® amd To oMW GuG (EEWTEPIKEL).

[Ipwv @UyeTe 0md TO VOCOKOEID 1] TNV KAWVIKY, 0 YITpOg Bal GOG EVIUEPDCEL GYETIKA LE
TOV TPOTO TPOETOLAGIOG TNG TPEMPOGTIVIANG KOl LE TToto puOud TTpEmet va yopryeital n
TPEMPOCTIVIAN pe TNV avTAia.

Edv Eemibvere ™ ypoppn €yyvong eved givol cvvoedepévn, evogyeton vo, mpokAnOel
axovG10 VITEPSOGOLOYIN.

®a cag 60000V emiong TANPOPOPIES Y10 TO TADG VO YPOUOTOEITE COGTA TNV OVTALL Kol
TL VO KAVETE €0V OTAUOTACEL VO Agttovpyel. Ba cag movv, emiong, e OOV TPETEL VA
EMKOWVOVNOETE GE TEPIMTOOT EKTAKTNG OVAYKNG.

H tpempootividn apatdveton poévo dtav yopnysitor pe cuveyn evoopAePia £yyvon:

I'oe  evoopiéPra  éyyvon pe efotepikny @opnty ovrtiio: To dudhvpo  tov
Treprostinil/Tillomed mpémel va apoidverol €ite pe amooTEPOUEVO EVESIUO VOW®P 1
gvéaipo yAwprovyo vatpro 0,9% (dnwc mapéyeton amd o Y1Tpd Gag).

Evnlkec aocBeveic

To Treprostinil/Tillomed dwatifeton wg didlvpa yia €yyvon o€ popen 1 mg/ml, 2,5 mg/ml,
5 mg/ml | 10 mg/ml. O ywtpdc cog Oa kabopicel o pvOUO Ko T d6OT £yYLONG TOV
EVOEIKVLVTOL Y10, TNV TEPIMTOON GO,

YnépBapot acOeveic

Edv eiote vrépPaporl (Bapog 30% M meptocdTEPO 0md TO 10AVIKO PAPOC GOUOTOC), O
yiatpdg oag Ba kabopioetl TNV apyikn Kat TG emopeveg d0oelg Pdoel Tov WaviKoD BApovg
omuatog oog. Avatpélre eniong oty [apdypao 2, «I1Ipogdomotioelg Kot TpoQUAGEEIS.
Hlxuiwopévol

O ywatpdg coc Ba kabopicel 1o pLOUO Kol TN dOGT EyYLONG TOV EVOEIKVLVTAL Yo, TNV
TEPIMTOGT COC.

ITondid kar EenPor




Yrdpyovv nepropiopéva dStobéotpa dedopévVa Yo Tondld Kot Epoug.

IIpocapuoyn e 60GoA0YIOC

O pvBudg €yyvong umopel va PEIOVETAL 1] VO dDEAVETOL KOTA GTOHO PHOVO VO 10 TPIK)
gmTipnon.

O okomdg TG TPOGOPUOYNS TOov pvBpod £€yyvong esivor vo  kabopiotel  évag
OTOTEAECUATIKOC pLOUOG cuvtipnong mov Peltiovel Ta copntopoata ™ [HAY evo
EMUYLOTOMOLEL OTTOIECONTTOTE AVETIOVUNTEC EVEPYELEC.

Edv ta ocvumtopotd cog eviabBoov N edv ypewdleote mANpN oavamavon, N elote
TEPLOPIOUEVOL G KpePATL I Kapékha, 1 €AV OTOLUONTOTE PLGIKN OPUSTNPLOTNTA GAG
TPOoKOAEl SLGPOPIO. KOl TO CLURTOUATO GOG EKONADVOVIOL EVM OVOTOVECTE, UMV
avénoete t 6001 Go¢ YWPIG TN GLUBOLAT TOL YIATPOV GOC. AVTO TO PAPUAKO LITOPEL VO
unv enapkel TAéov yo ) Bepoameio Tng vOGOL cag Kot TOavOV Vo amonteitan GAAN aywym.
M ®¢ propov va amo@evyBovv ov arpatoyeveic LotpdEelg katd T Ospancia pe
EVOOPAEPLO YOPYNON TG TPEMPOCTIVIANG;

Onwg ovuPaivel pe OAeg T1g pakpoypoviee evoopréPieg Oepameiec, vapyel Kivovvog
EUPAVIoNg apaToyeveay Aoméewv. O yuorpdg cag Bo cog EKMAOENOEL TAC VO TO
onoPUYETE OVTO.

Eav ypnowponomoeete peyorivtepn 00on Treprostinil/Tillomed amé tTnv kKavovikn

Edv mapete xatd Adbog vrepPfolikn 6661 avTov TOV PUPUAEKOL, WITOPEL Vo ELPOVIGETE
vavtio, éueto, diappola, younAn optnprokn wieon ({aAn, ehaepd (dAn 1 AuwoBupio),
deppotikd e&avOnpata /Kot TovoKEQOAO.

Edv omoladnmote amd avtég TIG avTidpacEL EVTODEL, TOTE TPEMEL VO ETKOIVOVIGETE UUECMG
LE 10 YTpd 6aG 1 TO0 voookoLeio. O ylatpog cag eVOEXETAL VO, LELDMGEL 1] VO, SLOKOWEL TNV
€yyvon HéEYPL vo €£0QOVIGTOOV TO, CUUTTOUHATE cag. XN ovvéyela Ba apyiost oA 1M
yopnynon tov dAvpotog Treprostinil/Tillomed yio éyyoon oto eminedo d6ong mov Oa
mpoteivel o Yatpdg Gag.

Edv otapoatiosete va ypnowomoreite to Treprostinil/Tillomed

ITavrta va ypnoomoteite to Treprostinil/Tillomed coppwva pe T1g 09N yieg TOL YLTpOoL oG
N T0L €131K0D TOL Vocokoueiov. Mr dwokoyete tn Ayn tov Treprostinil/Tillomed extog
€6v 650G T0 GLGTNOEL O Y10TPOG GO,

Awpvidle Swkom| N EoEVIKEG WEWDOEIG TNG OOOMNG TNG TPEMPOCTIVIANG WUmopel va
EMOVOPEPOLY TNV TVELLOVIKY] GPTNPLOKY LIEPTOOT UE eVOEXOUEVN Tayelo Kol coPapn
EMOEIVOON TNG KOTAGTAUCNG GOC.

Edv éxete mepartépm amopieg oyeTIKA LE TN (P1ON ALTOV TOV PAPLAKOV PMOTHOTE TO YLUTPO
oG,

4. IMBavéig avemBounTeg evépyereg

Onwg 6Aa To. PApUHOKE, £TCL KOL GVTO TO QAPUOKO UTOPEL VO TPOKAAECEL AVETIOOUNTES
EVEPYELEG, AV Kal OgV TaPOVG1AlovTal GE OAOVG TOVG AVOPMTOLG,.

HoAb cvyvéc (umopet va emnpedoovy meplocotepa amd 1 ota 10 dropa)

*  J00TOAN QUOPOP®V ayyeiwV pe puBpiacn Tov dEPUATOG

*  ToOvVog 1 evaioOncia yopw amd To onueio yyvuong

*  AMOYPOUOTICHOG TOV SEPHATOG 1] LOAWMTES YOP® OO TO GNUELD Eyyvong
*  TOVOKEPUAOG

o deppotikd e&avOnpata




*  vovtia
*  Jdbppola
*  moOvog ot Yvabo

2uyvég (umopet va ernpedoovy éoc 1 ota 10 dropa)

* Cain

* adlofecio (EHeETOQ)

o ghaepd {dAn N AmoBupio AOY® YOUNANG apTNPLOKNG TECNC

*  KVNOMOG 1| EpLOPOTNTA SEPHOTOC

*  oldnuo oTO TEAUATA, TOVG AGTPAYAAOVE, TA KATM GKPO 1 KATOKPATN O™ VYPOV

*  QLHOPPAYIKA ETEIGOOLN, OTMG CLLOPPAYi OO TN HOTN, )G LE aipa, aipo 6To ovpa,
apoppayio oto 00 A, aijlo oTo KOTPOVA

o apBpadyia

*  pvoiyio

*  TOVOG OTO KAT® 1)/Kot 6T0 dved dkpa

Alec mbavéc avemBountec evEpyelec

Mn yvootég (n ovuyvotnta dev umopet vo ektyunBel pe faon ta dabéciua dedopéva)
o Loipmén oto onpeio £yyvong
* amTOGTNLO 6TO oNUEio £yyvong
e Lgiwon TV KuTtdpov TEne (opometdAia) oto aipa (Bpopporxvtraponevia)
eqpoppayia oto onpeio £yyvong
*TOVOG 6T, 0GTA

o depuatikd eEavOnuota pe omoyppaticpnd 1 eoykopata (knAdofratidndn e&avinuarta)

e L01mEN 10TV KAT® 0o To dEppa (KuTTOPiTIdN)
eVTEPPOAIKT AVTAN OGN OipLaTog amd TNV Kapdld mov odnyel o€ duokoria otV avamvon,

KOG, 010N 6T TOSLOL KOL TNV KOG AOY® KATAKPATNONG VYPDV, ETIUOVOS PYoC

Hpbdobetec avemBounteg evépyetleg oyeTiloueveg pe v evooeAEBia 086 yoprynong
e pAeypovi g eAEPog (BpouPoerefition)
e qpatoyevng Paxtnprokn Aoipmén (Baktnplopia)* (avatpééte oty moapdypoeo 3)
eonyoio (coPapn Baktnplakn Aoipmén Tov aipatog)

* €yovv ovoeepBel amentikd yio ) (on 1 Bavatnedpa TEPIGTUTIKG OUATOYEVODG
Paxtnproxng roinwdng

Ava@opd avemOOunTOV evepyEtdv

Edv mapatnproete kdmola avemBount evEpyeLn, EVILEPDOTE TO Y1UTPO GOC. AVTO 1oYVEL
Kot Yo ké0e mbovn avemBounT EVEPYELN TOV JEV AVOPEPETOL GTO TAPOV PVLAAO 0dNYIDOV
ypnone. Mmopeite emiong va avaeépete avemBounteg evépyeleg anevbeiag otov EOvikd
Opyavioud Qoppdkmv, Mecoyeiov 284, GR-15562 Xolapydg, Abnva, Tni: + 30 21
32040337, lototomog: http://www.eof.gr, http://www Kkitrinikarta.gr. Méow ¢ avapopdg
avemBounTov evepyelmv UTopeite vo fondnoete otn GLALOYT TEPIGCOTEP®V TANPOPOPLOV
GYETIKA LE TNV AGPAAELD TOL TAPOVTOC PAPLLAKOV.

5. og va gvracoete 10 Treprostinil/Tillomed

To @dpuoxo avtd TPETEL Vo PLAGGGETAL GE PEPT) TTOL dgV TO PAETOLV Kot dev TO PBAVOLY


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

TOL OO
AVT0 TO POPUOKEVTIKO TPOIOV deV amarntel Waitepeg cuvinKeg puAAENG.

No pn ¥pnoHomoleite ovTd T0 PAPUAKO PETO TNV NUepOUNVia, ANENG TOV AVOQEPETAL GTO
KoLTi KoL To PlaAido petd t AHEH. H nuepounvia Anéng sivan 1 tedevtaio nuépa tov
UAVA, TTOL OVOQEPETOL EKEL.

No pn ypnowonoteite avtd T0 QAPLOKO €AV TOPATNPNOETE ONOoldmoTe PAGPN oTO
OLOAIS10, ATOYPOUATIGUO 1) AAAEC EVOEIEELS OAAOIMOTG.

To QLoAid10 TPETPOSTIVIANG TPETEL VO, YPTCILOTOLELTAL 1) VO atoppinTeTan £vTog 30 nuepmdV
UETA TO TPDOTO AVOLYLLOL.

Kotd ™ ovveyn vmoddpia Eyyvon, mpénel va ypnouonombei éva doyeio (ovpryyo) un
OPULOUEVNG TPETPOCTIVIANG EVTIOG 72 0pdV.

Kotd m ovveyn evoopAiéfia Eyyoon HeE xpNoT EEDMTEPIKOV POPNTAOV OVIAM®V, TPETEL VO,
ypnoiponoteitan pio degapevr| (cHpLyya) apatdpéVNG TPETPOGTIVIANG EVTOS 24 @POV.
Touyov vTOAEMOUEVO apalOUEVO dALLN Do TPETEL VO amoppimTETaL.

IMa 0dnyieg oyetikd pe tn gpnon, avorpéére oty Evomra 3 «Ildg va ypnoonomcete to
Treprostinil/Tillomed.

Mnv zmtetdite @appoKo 6TO VEPO TNG ATOYETEVONG 1) 6TA O1KLoK( amoppippata. Potiote tov
(OPUOKOTOLd GOG Y0 TO TG VO TETAEETE TOL PAPLLOKA TOV dEV YpNCLLomOLEiTe . AvTd
ta pétpa Ba fonbnocovy oty Tpoctacio Tov mePPdAlovTog.

6. Iepregydpeva TS 6VOKELAGIOG KU LOUTEG TANPOPOPIEg

T nepréyer to Treprostinil/Tillomed

H dpaoctikn ovoia givarl 1) tperpootvikn 1 mg/ml, 2,5 mg/ml, 5 mg/ml, 10 mg/ml.

To dAha ovotatikd oto Treprostinil/Tillomed ivou:

VATp1o yAoprovyo, LETAKPETOAT, VATPLO KITPIKO, VaTpiov vOpoLeidio (Yo pvubuion tov pH),

VOPOYA®PIKS 0&D (Yo pvBLon Tov pH), KéWp Yo evéaiua.

Ep@avion tov Treprostinil/Tillomed kol Tepreyopeva. g 6VoKELOGIOG

Treprostinil/Tillomed 1 mg/ml dtdivpa yro £yyvon

Alowyég dypopo €oc eAaQP®G KITPvo SLAALUN, TPOKTIKE OTUAAAYHEVO OO OpaTd
COUOTIONN, TO 0010 TEPIEYETOL GE YVOAIVO QLOAISI0 HE EAAGTIKO T 00 Bpopofovtiio,
UE GPPAYIOT ad GAOVUIVIO Ko KITPIVO TAOGTIKO OITOCTOUEVO EMTMLA, TTOL TeP1EYEL 20 ml
SLADUATOG Yo £YYVOT).

Treprostinil/Tillomed 2,5 mg/ml didivpa yia éyyoon

Awyéc dypopo €0¢ EAAPPOC KiTpvo O1GALU, TPOKTIKA OTUAAAYUEVO Omd opoTd
COUOTIONN, TO 0010 TEPIEYETOL GE YVOAIVO QLOAISI0 HE EAAGTIKO TTOUO 00 Bpmuofovtdito,
HE GOPAYIOT OO GAOVUIVIO KOl UTAE TAOGTIKO OTOCTMUEVO EMITOLO, TOL TEPEYEL 20 ml
SloAdOTOG Yia £yyvoT.

Treprostinil/Tillomed 5 mg/ml iGiopa yia £yyvon

Awyéc Qypopo €m¢ EANPP®MG KITPVO OLGAVLUM, TPOKTIKG OmOALAYUEVO OTO 0poTa



ocmpatiow, To onoio mEPLEYETUL OE YVAAIVO PLOAidI0 pe ELAOTIKO T omd Bpmuofovtdrto,
LE GOPAYIOT a0 AAOVUIVIO Kol TPAGIVO TAOCTIKO ATOCTOUEVO EMLTMLOL, TTOL TEPE)EL 20 ml
LAV LOTOG Yol EYYVON.

Treprostinil/Tillomed 10 mg/ml dwdiopa yio £yyvon

Awyéc Qypopo €m¢ eAUPP®OG KITPVO OLGALUM, TPOKTIKG OmOALAYUEVO OTO 0poTa
oOMOTIOW, TO 0010 TEPIEXETAL GE YVAMVO PLAAIDIO0 [E EAUOTIKO TOUO Ao Ppmpofovutdrio,
pe cepaylon omd aAoLUIVIO Kol KOKKIVO TAAGTIKO ATOCTOUEVO EMIM®LA, TOL TePLEYeL 20 ml
SLoAOLOTOG Yo £YLo.

Ta @loAida eivarl cuokevaouéva oe EOTEPIKO KOVTL.
Méyeboc cuokevaociag:

1 proAidio/cuckevacio
Kartoyog Adsrog Kvkhogopiog ko Ilopackevaostiic

Karoyog Adsrog Kvkhogopiag

Tillomed Pharma GmbH
Mittelstralle 5/5a

12529 Schonefeld
Teppovia

IHopoackevaotig

MIAS Pharma Limited
Suite 2, Stafford House
Strand Road, Portrnarnock,
Co. Dublin,IpAavéia

Tillomed Malta Limited

Malta Life Sciences Park
L.S2.01.06 Industrial Estate

San Gwann, SGN 3000, MdaAta

Tomkog Aviirpoocmmog
BioARS Therapeutics A.E.
Kepacsovvtog 10

11528 Abnva, EALGda
TnA.: +30 210 7717598

AvT0 TO QUPPOKELTIKO TTPOioVY Exel eykpOel ota Kpdtn Mén tov Evponaikoy
Owovopkov Xapov (EOX) pe Tig axoérovOeg ovopaocies:

I'epuavia | Treprostinil Tillomed 1 mg / ml, 2,5 mg/ ml, 5 mg/ ml und 10 mg / ml
Infusionslosung

OMavdia | Treprostinil Tillomed 1 mg/ml oplossing voor infusie
Treprostinil Tillomed 2,5 mg/ml oplossing voor infusie
Treprostinil Tillomed 5 mg/ml oplossing voor infusie
Treprostinil Tillomed 10 mg/ml oplossing voor infusie

Iomavia Treprostinilo Tillomed 1 mg / ml solucién para perfusion EFG
Treprostinilo Tillomed 2,5 mg / ml solucion para perfusion EFG
Treprostinilo Tillomed 5 mg / ml solucion para perfusion EFG
Treprostinilo Tillomed 10 mg / ml solucién para perfusion EFG

EAMGOQ Treprostinil/Tillomed 1 mg/ml didAvua yio €yyvon




Treprostinil/Tillomed 2,5 mg/ml dihvpa yio Eyyoon
Treprostinil/Tillomed 5 mg/ml didAvua yio €yyoon
Treprostinil/Tillomed 10 mg/ml s idhvpa yio £yyoon

Aovia Treprostinil “Tillomed”

Iphovdia | Treprostinil Tillomed 1 mg/ml solution for infusion
Treprostinil Tillomed 2.5 mg/ml solution for infusion
Treprostinil Tillomed 5 mg/ml solution for infusion
Treprostinil Tillomed 10 mg/ml solution for infusion

To mapov eOALO 0dnyidv ypriong avabempnOnke yia tehevtaio popd otig 12/07/2024.
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