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.2KOMNOY

KaAwoopidoupe TNV npwTtoBouAia Tou Ynoupyeiou Yyeiac (YY) avapopikd ye Tn dianiotwon
TNG avAykng Béoniong evog véou EBvikou PubBuioTikoU MAaiciou via ta Mapdywya Aiyatog
(MNpwTteiveg MAdoUATOC). 'EXOVTAC WG NPWTAPXIKO OTOXO0 TNV UNOOTAPIEN TOU KPIioIHoU €pyou
Tou YY, B€toupe pe 17O Napodv &yypapo undPn oag TIC NPOTACEIC OXETIKA Ue TO VEOo EBVIKO
MAaiocio yia Ta Napdywya Afpatoc. OI npoTAcEeIg €ival ANOTEAECUA CUVIIANOPPWONG PE TOUG
EKMNPOOWNOUG TWV ACOEVWYV, TNV IATPIKA KOIVOTNTA KAl TN pappakoBiounxavia. ZuvioTouv Jid
TEKUNPIWUEVN SECUN EVEPYEIWY, N onoida nnyddel and TIG NON EMITUXWG EPAPUOLOPEVESG KAAEG
MEAKTIKEC AAAWYV EUPWNATKWV XWPWV, AduBdavovtag undyn 1o XUoTnuad Yyeiag TNG Xwpda Pag
Kal TIC AVAYKEG TOU. XTOXOG TwV NPOTACEWV €ival, dPpevog, N diacPpAAion TNG ENAPKEIAG TWV
Mapaywywv AigaTog Kal, apeTépou, n NMpodonion TN Anudoiag Yyeiag, woTe va ano@euxdboulyv
Mmoaveég Kpiolhueg eAAEIPEIC KAl va unv TEBE( og KivOuvo n dueon Kal anpdéokonTtn npdéocacn
neploodétepwy and 21.000 acBevwyv oTn xwpad Pag, téoco Rpaxunpddeocua (2026) dco Kal
peoconpdBeoua (ta endueva €tn).

Ta NMapdywya Aipatoc¢ diagpoponololvtal andAuta and TIC AOINEC KATNYOPIEC PAPUAKWY,
YEYOVAG NoU UNodnNAWVEITNY avAyKn eIBIKAC pUBUIoNG. Qg eKToUTOU, N dIacPAAIcN TNG ENAPKEIAG
TOUG KAl TNG NpdcRaong Twv acOevwyv andiTel TNV UIOBETNON KAl EPAPUOYN SIAPOPONOINUEVWY
MOANITIKWV CE OXEoN UE TNV PAPUAKEUTIKA MOAITIKA TWV PAPUAKWY KOIVOTNTAG. AKOoAouBouv
onuavTikd dedouéva, Ta onoia TeKUaipouv Tn diapoponoinon Twv NMapdywywv AiuaTog:
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II. AIAOOPOMOIHXH NAPATQTQN AIMATOX ANO TIx AOINEX
KATHTOPIEL OAPMAKQON

>ToV akOAouBo nivaka ol BacikdTepeg dlapoponolncelg HeETAEU TwV MNMapaywywyv AiuaTog YE KAACOIKA
QAPUAKEUTIKA pdpIa.

Kpimhplo NMapdywya NMAGcuarog KAaocoikd ®apHaKeUTIKA Mépia
MowTn UAN AvBpwnivo nAdoua and uyieic eBeAOVTEG XNUIKEG EVWOEIC N CUVOETIKA udpia
nou napdyovTdl OTO EPYACTAPIO
AuvaTtdTnTta Aev gival epIKTA N dnuioupyia TexvnToU NAACUATOG N MapdyovTal NARPWS OE EPYACTAPIO
ouvBeong napaywywy Tou UE XNUIKNA N BIOTEXVOAOYIKNA oUvBeon
AvAyKkn 130 - 1.000 dwpeéc NAAouaTog via €vav acbevi Aev anairouvTtal dwPEEC - napaywyn
dwPNTWV eTNCIWG avaAdywg To voonua (BA. MapdpTnua, UE XNUIKA ouvBeon
MAdouaTOG Aidypauua T)iiv
Aldpkela 7 - 12 yrivec and Tn cuAAovh £€wc Tn didBeonY (BA. >UVNOwWG RdOUAdEC N Aiyol UAVEG
NAapaywyng MapdpTtnua, Aidypauua 3) avdAoya Pe To poéplo
Anodoon MoAU xaunAn n.x. andé 1.000ml nAdouaTog > ~4-8g YynAn andédoon pe duvatdtnTa
napaywyng v-opaipivng (BA. MapdpTtnua, Aidypauua 2) MAdIKAG NAPAYWYAG
KéoTog 57% TOU KOOTOUG OXETICETAI PE TIG NPWTEG UAEG KAl TN 14% TOU KOOTOUG OXETICETAI
NAapaAyYwWYNG diadikacia napaywync (BA. Mapdptnua, Aldypau. 3) v pe NpWTeC UAeC/diadikacia
EvdeiEeig > ndvieg nabnoeic & aneiAnTikA via Tn {wn voonuara,’ EupuU ¢pdopa nabnoswy, Ye apiBud
XWEIC eVAANAKTIKEG Bepaneiec’ (BA. MapdpTnua, EVAANOKTIKWYV EMNIAOYWV
Aidypapu. 1)
BioAoyikn BioAoyikd npoidévTta pe uPnAn noAunAokoTnTa Mikpd pdpIa, CUVABWG PE YVWOTA XNUIKA
Quon (NPWTEIVESG, AVOCOo®AIPIVES, NAPAYOVTEG NNENG)? douN Kal oTaBEPN PAPPAKOKIVNTIKA
Kivduvol / EEdpTnon and endpkeia dwpewyv, NOAUNAOKOG EAeyxog  Alyotepn e€EdpTtnon and eEwTepIKoUg
MEOKANCEIG via 100¢/naboydva, uPnAd KOCTOG napdyovTeG, NPOKANCEIC KUPIWG OTNV

TOEIKOTNTA KAl AVEMIBUUNTEG EVEPVEIEG

[II. TTAPATQIA AIMATOY: ANTAPAITHTA OAPMAKATIA
THN EE KAITHN NATKOXMIA YTEIA

. ZNUAvTIKOG aplBudc Mapaywywy AipaTtog? cupnepliAaupBdvovTtal otov KatdAoyo “Union list of critical medicines”*Vi
nou €&&dwoe n Commission pe Tov Eupwnaikd Opvavioud dapudkwy Kal Twv MpoioTauévwyv PApUAKEUTIKWY
Opvyaviouwyv (HMA). O kaTdAoyog NepIEXEl PAPUAKA TWV OMNMOiwV N CUVEXNAG NAPOoxXN BewpeiTal NPoTEPAIOTNTA OTNV
EE. BonBd Ta cuoTAUATA UYEIOVOUIKAG NEPIBAAPNG va AsiToupyoulv Kal va ano@elyouv coBapég BAGREC oToUg
acBeveig.

. O1 avoocoopalpiveg nepiAauBdavovtal Téco otov «Mpodtuno KatdAoyo Bacikwv dapudkwv» Tou Maykdouiou
Opvyaviouou Yyeiac (WHO)" 6c0o Kal oTov KatdAoyo TwV “Kupiwv BepaneuTIKWV opddwv» (MTGs)' otnv eToIudTNTA
AVTIMETWMIONG Kpioewv” Tou Eupwnaikol Opyaviouou ®apudkwyv (EMA) avayvwpilovral SnAadn, wg anapaitnta
PAPUAKA YIA VA KAAUPOUV OUCIWNSEIC BEPANEUTIKEG AVAYKEG.

1. evdeikTikd AlyoppodiAia A & B, Néoog von Willebrand, KAnpovouikn Ayyeiooidnua (HAE), Mpwtonadng kai Asuteponadng Avocoavendpkeia (PID/
SID), Xpoévia ®Aeyuovwdng NoAupiloveupondBeia (CIDP), MoAuegoTiakn KivnTIKA veupondBeia (MMN), I1Id1onabng BpopBonevikn nopeupa (ITP), vécog
Kawasaki, Guillain-Barré Syndrome, éAAeiyin AApa-1 AvtiBpuivng (AATD) k.a..

2. Human prothrombin complex, Coagulation factors VIl and XlII, Human Hepatitis B Immunoglobulin, Immunoglobulins, Albumin and Clotting factors
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V. YOIXTAMENH KATAXTAXH - AIEONQY & XTHN EAAAAA

Kpithplo
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AIEOVRG

YNOAEINETAI TWV AVAYKWY TWV CUCTNUATWV
uyeiag. H napaywyn otnv Eupdnn unoAsineTai
Katd 38% Tng ugioTdpevng ¢AtnongY (BA. Ma-
pdpTnua Mivaka B).

AUENON 6% £TNCIWG YVIA NPWTEIVEG NAACUATOG,
9% yia avoocoo@alpiveg'’ (BA. MapdpTnua, Al-
aypapua 4)

ApauaTikin  avgnon (2022): Eupwnn +26%,

HIMA +15% i

ApIBudc xwpwyv B€onicav & uloBéTnoav no-
AITIKEC Nou a) evBappuvouv Tn dnudoia Kal
1I0IWTIKA  oUAAoOYN nAdopatog, B) avantio-
OouVv VEéec unodopéc nAaocuagaipeong &
V) au&dvouv Tnv anodoTIKOTNTA TWV UPIOTALE-
VWV CUCTNHATWV.

AUENnoNn nieong otnv aAucida e@odiacuou,
UPNASTEPO KOOTOG NPWTWYV UAWV

Baivel au§avouevn oe xwpeg EE kal dieBvwgYi,
(BA. MapdpTtnua, Aldypauua 5,6 & 7)

AUENON €wg 55% oe NOAANEG xwpeg EE evdel-
KTIKA avapépovTal: AuoTtpia, Kinpog, Toexikn
Anpokpatia, FTaAAia, Fepuavia, ITaAia, lonavia,
Aetovia, AiBouavia, OAAavdia, NMoAwvia, Pou-
yavia, AoBakia, Xoundia, kal Hvwuévo Baoi-
A€l0.

ApIBUSOC KpATWV naykooding, & otnv EE
e€aipolv Ta Mapdywya MAdopaTog and un-
XAVIOHOUG «AUTOUATWY EMICTRPOPWV» N PEIW-
VOUV ONUAVTIKA TIC APVNTIKEG EMINTWOEIC TWV
ePAPUOLOUEVWYV LETPWYV, EVOEIKTIKA AVAPEPO-
vTal: BéAyio, Pouuavia, MopTtoyaAia, IpAavdia,
Toupkia & HMA.

Anpdoia & ISIWTIKA CUAAOYN PJE CUCTNUATIKA
npooypduparta. Avantuén vEwv KEVTPWYV NAA-
ouagaipeong, enévduon oe TeXVoAovia Kal
au&non anodoTIKOTNTAG. Kaundvieg evnuépw-
ong, KivnTpa dwpedg, OoTPATNYIKEG YIa endp-
Kela. EmMdiwEn autovouiag XwPeg evioxUuouv
TN cUAAoyYN yia KAAubn ZAThoNg.

EAAGSa

dopeigs, AcBeveic kal EY (latpoi) avagpépouv du-
oxepn npoécPBacn & neplopicuévn dlaBeciudTNTA
Oepanelwv NMAAoUATOC: YEIWUEVEG DOCEIC, EKTETA-
Uéva doCOoAOVIKA dlacTAUATA £VioTe dnuloupyouv
a) SpAUATIKEG CUVONKEG™ & B) avAyKn NPOCPUYNG
o€ nio danavnpég Bepaneieg (NAacuapaipeon).*

Aev undpxouv dnudoia dlabéoiya dedopéva.

Aegv ugioTatal napaywyn Mapaywywyv NAGouaTog

Asv undpxouVv NOAITIKEC/UETPA EvBAPPUVONG CUA-
Aoyng nAdouatog. EAAeIPNn evnuépwaong Kolvou.

Ynap&n EANeIPNG avoocoo@alipivng (PaAIlvVOUEVO TNG
«AvoooopaIpivng Tou TPOHOU»), avAykKn nMpoo@u-
VNG og nio danavnpég Bepanegieg (MAacuagaipeon).

H EAANGDa pe Bdoel dnuoocisupéva oToixeia 2020
(66 kg/million), BpiokeTal kaTw and Tov MO tng EE
(78 kg/million) & oTic xapunAdétepeg Béosic Tng EE,
nx. ES (@116kg/million) & IT (111kg/million)¥,
[(BA. Mapdptnua, Aidypauua 5 (2020), 6 (2016-
2018) & 7 (2023)]

Ta NMapdywya Aiuatog kal Ta euRoAia e€aipouvTal
TNG avaTigoAdynong yia Adyouc npodoniong Tng
dnudoiag uyeiag Kal diacpdAiong TNG enAPKEIAG
TWV €V AOYW PAPPAKWY YIA TIC AVAYKEG TwV acBe-
VWV JE anoTéAecpa n ex factory Tiun Toug va napa-
uével kabnAwpévn (ue e€aipeon Tov AUYOUOTO TOU
2024).

Aev upioTatal BecpoBetTnuévn e€aipeon and Toug
UNXAVICUOUC «QUTOPATWY EMIOCTOOPWV». L& HEUO-
VWMPEVEG NEPINTWOEIG KAl KATA NEPINTWoN EVTIACCO-
VTAl 0 KAEIOTOUG npouUnoAoyiououc, yeyovog nou
dev e€aopalilel a priori Tnv e€aipeon Toug and Tov
uNxaviopd autépaTng enioTpoPng (clawback) kai Ta
SIAQOPA EiIdDN UNOXPEWTIKWY EKNTWOEWV (rebates).

Mndevikég dwpeég NMAAOPATOC KATA KEPAANY (BA.
MapdpTtnua, Aldypaupa 10). Aev ugiotatal ISIWTIKA
OoUAANoyN. Aev upioTaTal NAAICIO YIa KAPNAVIEG evn-
Uépwong, KivnTpa dwPedg, OTPATNYIKEG yia endp-
Kela / emdiw&n autovouiag.

3. Ané Tnv nAeupd Tou EOMYY, enicnuaiveTtal 611 eival mBavo va yivetal npoo@uyn o€ eVAAAAKTIKG BEPANEUTIKA HECA, TO KOOTOG Twv onoiwyv Sev gival
KATAYEYPAUUEVO N NPOCSIOPICHEVO

4, Z0upwva Pe TNV 1IaTpIKA KolvoTnTa a) Kataypdgovtal onuavTikEG eANEIDEIG OTIG eVOOPAERIEG Bepanegieg Nou agopouv O&eia NEPICTATIKA, EVW N KATAGTACN
oTIG unoddpieg Bepaneieg, NoU APoPoUV XPOVIA NEPICTATIKA, gival cap®S KAAUTEEN, B) EniNA£ov, n xpnon papudkwy ekTog evdeifewyv (off-label) ota
dnpdoia voookopeia Bewpeital uPioTng onpaciag, og avtiBeon pe Ta IDIWTIKA VOOOKOUEIQ, ONou N NPAKTIKA auTh dev e@apudeTal KAl O ACOEeVEIQ
anooTtéAAovTal oTa dnpdcia voookopeia. y) H EAAeIYn avocoopaipivng €xel odnyACEl TNV UPAVICN TOU PAIVOUEVOU MOU ANOKAAEITAl «avocoo®alpivn
TOU TPOHOU», AOY®W TNG CNUAVTIKOTNTAG TNG OTN BEPANEUTIKA AVTILETWMNICN GOBAPWY NEPICTATIK®YV.
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Ta 9 ota 10 Aitpa NAAOUATOC KAACUATOMNOIOU-
vTal otnv Eupwdnn and Tov I131wTIké Topga (BA.
MapdpTtnua, Aidypapua 11)

AuoTpia, Toexia, M'epuavia kar OQuyyapia cu-
VEIOCPEPOUV OTNV NEPICOOTEPO and To 55% Tou
OUVOAIKOU MAQOPATOC MOU OCUAAEYETAI OThV
Eupwnn yia xpnon otnv Kataokeun Mapayw-
vwV MAAouaTOG. AUTEG OI IDIEG TECOEPIG XWPEG
€ival QUTEG EMITPENOUV TN CUAAOYN NAACUATOG
KAl EMITPENOUV TNV XPNUATIKA anolnuinon Twv
dotwv (BA. MNapdpTtnua, Aldypauua 12).

EAAGSa

Agv u@ioTaTal NAdICIO N OXEJI0 YIA IDIWTIKA KAQ-
ouaTtonoinon MAdouaTog

Aev ugioTaTal NAdiclo 1 ox£€310 VIa IBIWTIKA CUAAO-
v MAdouatog n anolnuiwon dotwyv MAACHATOC

V.H OMNTIKH TON EMIAEKOMENQN ©OPEQN, IATPON & AZOENON
[lATHN MEPIOPIXMENH AIAQEZIMOTHTA OEPANEION NAAYMATOX
2TH XQPA MAY

ZUP@WVA JE TNV IATPIKA KOIVOTNTA:

a) Kataypd@ovTdl onuavTikEG eAAeieIg oTIG evdopAERIec Bepaneieg nou apopouv ofeia NeEPICTATIKA,
EVW N KATAOTAON OTIG UNoddpleg Bepaneieg, Nou a@opouv XpAVIda NEPICTATIKA, Eival capwg KAAUTEPN,

B) EmnAgov, n gupeia XpAonN TwV NAPAYWYWY AiUATOC OTNV AVTIUETWNION NARNBoug voonudTwy &I18IKA
oT1a dnudoia voookouegia Bewpeital uPioTng onpaciag, o avTiBeon Pe Ta 1I01IWTIKA VOOOKOoUEia, dnou
N NPAKTIKA auTn dev €PApPPOLeTAl Kal 01 acBeveiG anooTEAAOVTAI OTA dNPOCIA VOCOOKOUEIQ.

V) H éMeidn avoooo®aipivng NPoKAAei dIaxpoviKA €évTovn avnouxia oTnv 1IaTPIKA KOIVOTNTA KAl OTOUG
aoBeveig, Aoyw TNG CNUAVTIKOTNTAC TNG OTN BEPANEUTIKA AVTIMETWNION CORAPWYV NEPICTATIKWY (EYIVE
avagpopd ws «avoooodaipivn TOU TOOUOU»).

H éAAeldn napaywywyv aigatog €Xel wg avand@eUKTN CUVENEID TNV MPOOCPUYNA O EVOAAAKTIKEG
BepaneuTikéG nNapeuRAcEelg, NPOKEIYEVOU va JIAC@PAAICTEI N CuvéXIon TnG Bepanesiag Twv AcBevwv.
QoT1600, 0 EBVIKOG Opyavioudg Mapoxng Ynnpeoiwv Yyeiag (EOMYY) dev diabéTel eni Tou napodvTog
enapkn dedouéva avapopikd PE TIC OEPANEUTIKEC NPOCEYYIOEIC NOU UIOBETOUVTAl WC UNOKATACTATA TWV
Bepaneldv pe napdywya aipaTog, oUTE KAl YIa TO OXETIKO KOoToC avd nepintwon. EninAéov, dev undpxel
CAPNG €IKOVA WC NPOC TNV EKTACN KAl NOIKIAIA TwV €v AOYw EVAAANAKTIKWV NPAKTIKWV. Katd cuvéneia,
KaBioTaTal AVEPIKTOG O AKPIBNAG UNOAOYIOUOG TNG EVOEXOUEVNG OIKOVOMUIKNG eniBdpuvong nou NEokUNTEl
and TIC eAAEIPEIC NAPAYWYWY AiUATOG.
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VI.TIPOTAZEIX

TUpPwWVa pNETO ApBpo 168 Nap. 1 ZAEE kai To dpBpo 35 10U XApTn OcpeAindwy AIKAIWUATWwY TNG EUpwnaikng
‘Evwong, Ta KpAdtn TnG EE npénel va e€aocpalidouv uPnAd eninedo npooTaciag TNG UYEIiag Twv avepwnwy
KATA TOV KABOoPIoHUO KAl TNV epapuoyn OAwWV TwV MOAITIKWOV Kal SpAcEWV Toug. H id1a unoxp&won anoppécl
Kkal anod 1o dpBpo 21 nap. 3 Tou ZuvTAYUATOG.

Evéyel Tng napouciaong Tng Tpéxouoag katdoTtaong otnv EAAADa, sival emTakTikn n avdAykn va
eEaopaliooupe Tn dIABECIPATNTA TWV €V AOYW NPOoIdvVTwyY oTnv EAANVIKA ayopd Pe unépTaTo oTOXO TNV
npodonion TnG Anudoiag Yvyeiag pyéow Tng anpdokontng npdéocRaong Twv acBevwv otnvy EAAGSa oTa
neoiévTa auTtd.

H diao@dAion Tng npdoRacng Twv AcOevwyv OTIC ANAPdiTNTEG NOcAOTNTEC Twv [apaywywyv AiuaTtog
nEoodidel opéAn TOCO o€ 1IaTPIKO eniNEdOX VXY GO KAl O KOIVWVIKOOIKOVOUIKS €Minedo yia TA ZUCTAUATA
Yyeiag Kal Toug acBeveigy (n.X. heiwon Tou aplBuol TwV €TACIWV VOONAEINV KAl NUEPWYV VOONAEIAG
Twv acBevov, BA. Mapdptnua, Aldypauua 8), odnywvTtag NnapdAAnNAa ce anocuupopnon Tou EBvikou
YuoTtAuaTtog Yyeiag, yeyovog nou pe -andAutn- BeBaidtnta dev pnopei va eniteuxBei av ol acBeveiq
unoBepaneglovTtal h oTEPOUVTAI TV BEPAMEIWV TOUG.

Mpog uAonoinon Twv NpoavapepPBEVTwy wg XPEE napabétoupe cUANOYIKA TIG AKOAOUBEG NPOTACEIG NPOG
EVOWUATWON OTO VEO EBVIKS PuBuioTIkS MAdicio yia Ta Mapdywya Aiuatog NPOKEIMEVOU VA EKCUYXPOVIOTE!
Kal napakoAouBnoel 1Icd&ia Ta eupwnaikd NEdTUNA avapopdc:

A. Avafs®pnon TV epapHolOMeV®V MoAITIKOV AnoZndiwong Twv MNapaydywv Aigartog.

a) E@appoyn eEopBoAoYICUEVWY MOAITIKWYV OXETIKA e Ta MNapdywya AiuaTog a) yia TIC NEQINTWOEIC dNou
undpxel KaTayeypapuévn aduvauia npopnBeIag TNG XWPEAG ME eNAPKEIG NoodTnTeG (BACN TOU OXETIKOU
punxaviopou (BA. bullet B) kal Twv dedopévwy nou Ba npokuntouv and Mntpwa AcBeviv/EOVIKEG
MeAéTec (BA. bullet A), B) Tnv d16pBwoN TwV TIMWV AioTag oTnv EAAGDa dTav auTéC anokAivouv apvnTIKd
(eival xapnAdéTepeg) and auTéG nou npokunTtouv Bdon TNG ePpAPUOYNG KATAAANACA diapoponoinuévou
Kavova avaTigoAdynong.

B) Anuioupyia ye VOUOBETIKNA dIdTA&EN nayiou EexwploTol NnpdcBeTou npolnoAoyicuou (Hnapiveg, 2020)
via Katnyopieg MNapaywywyv Aigatog onwg via napddeiyua: y-opaipivn kal AABouuivn.

B. A§loAdynon npayHartik®Vv avayk®dv acbevav othv EAAGS3a Kal nmoooTikonoinon Tng undpxoucdag
andékAiong HETA&U ZAThONG KAl UPICGTAMEVNG NPOCPOPAS V-CPAIPIVAOV Kal AAAwV NMapay®dywv AigaTog.

a) A&ionoinon kal xpnon Twv diaBéciywy RWD péow dievépyelag KATAAANAG oxediaocpévwy EBVIKWY
MeAeTwv

B) Evepyonoinon Mntpwou AcBevwyv nou AauBdvouyv y-o@alpiveg® Kal anAonoinon TNG YRAPEIOKPATIAG
oTNV NPounBeId Toug.

Y) Anpioupyia pntpwwv acBevwyv Kai yia dAAa voonuata onou ol acBeveiq AauBdvouv Mapdywya
AiuaTtog (énou anaiteitarl)

. KaBGiépwon diadikaciag yia thv £€ykdipn, nPoAnnTIKA a&loAdynon ThG endpKelag Tov Mapaydywv
Aiygarog nou duUvaral va NPoHNOeUTEl h XpPdA Hag yia To(a) endpevo(a) £€Tog(n)

Anuioupyia pnxaviopou Bdon Tou onoiou Ba a&loAoyeital eyKaipwg (Nx TOUAAXIOTOV 6 PAVEG MPIV TO

TEAOG TOU €TOUG) and TIC EOVIKEG APXEC TO AV Ol NOCATNTEG Y-OPAIPIVWV Kal AABouuIvayv nou duvavTal

va Siabéocouv ol KAK/Tonikoi AvTinpdownol katd Tov enduevo(a) xpdvo(la) oTnv Xweda ENapkouV Vid ThV

KAAUYN TNG NPOUNBEIAC TNG XWEAS KAG.

A. ©éonion cUyXpovwV NOAITIK®OV nou 0a:
a) evBappuvouvV TIG dwpeE NAACUATOC HECW NAACUAPAIpEONG
B) emTpénouv TNV cUpNPagn dNUOcIou-IBIWTIKOU TOPEA VIa TNV Napaywyn MNMapaywywyv Aiuatog Kal
V) NPooeAKUOUV eNevOUCEIC OXETICOUEVEG ME TNV dnpioupyia KévTpwyv ZuAAoyng MAdouaTtog
(BA. MapdpTtnua, Mivaka A)

E. Evioxuon ocuvepyaciag Kal eykadidpuon pnxavicpou diaAdyou He diebveig Opyavicuoug (nx PPTA),
ToUu ZOEE aAAG Kal pe PapUAKeUTIKEG ETaIpEIiEG Nou €XOUvV EMNEIPia OThV NAPAYwWYh Kal diavoun
Napdywywv Aipgarog.

5. AeAtio Tunou Ynoupyeiou Yyeiag: https://www.moh.gov.gr/articles/ministry/grafeio-typoy/press-releases/6513-apofash-ypoyrgoy-
ygeias-basilh-kikilia-gia-th-xorhghsh-paragwgwn-aimatos-ap-039-eytheias-sta-panepisthmiaka-kai-idiwtika-nosokomeia
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VII. AITHMATIPOY THN NOAITEIA

AauBdvovtag unoyn TiC eI8IKEC Kal eEQIPETIKOU XAPAKTAPA NAYKOOUIEG UYEIOVOUIKEG KAl OIKOVOUIKEG
OUVONKECG Kal he aioBnua euBuvng anévavTl OToug AcBeVEIC TNG XWPAG UAg nou xpeldlovTal oTaBepdTnTa
oTh Bepaneia Toug, 0ag KAAoUUE Onwe eMNANPOeiTE Aueca Tou BEUATOCG KAl NPOREITE OTIC ANAITOUUEVEG
EVEPVYEIEC NPOKEINEVOU va eEaoPaAioTel N anpdokonTn NnpdoBacn XIAIAdwWY AcOeVWY OTN XWPEA UAG O
Bepaneieg nou npogpxovtal and MAdoua.

Me ekTiunon,

Kwvotavrivog MeTpdkng
AVTINPOEdPOC ZUANOYOoU PiAwyv AcBevwy pe MpwTtonaBeic AvoocoavendpKeIeg
& Maidiatpikne Avoooioyia (APMONIA)

Fe®pylog ToiByoUAng
KaBnynTting NeupoAoyiag EKIMA, AleuBuvtng B’ NeupoAoyikng KAIvikng EKMA, MIEN
«ATTIKON»

OAUuniog ManadnunTpiou
Mpodedpoc A.Z. Xuvdéouou PApUAKEUTIKWY Enixeiprnoewyv EANGSoc (ZDEE)

MixdAng Xeiywvag
[fevikog AleuBuvtng XOEE

Mapidavva KwvoTavTividn
Mevikn AleuBuvTpia EAANGDag, Kunpou & MAATag, CSL Behring

Mdkng Oikovéuou
Mpdedpoc & AleuBUvwy XUuRoUAog, Innovis Pharma

AnpnTpng Nanayewpyiou
Mevikdg AleuBuvting EAANGSag, Kunpou & MdaATag, Takeda

KwvoTtavTivog NMavayouAiag
AvTiInpoedpog, VIANEX
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Aldypapupua 1: Katnyopleg Mapaywywyv Aipatog kat ta Noorjpata ota omoia
Xpnotluoroouvtal we Ospaneisg

PDMP class

Conditions Treated

Alpha-1 Proteinase
Inhibitors:

Bleeding Disorders

Haemophilia A and B

Von Willebrand disease (VWD)

Rare clotting factor deficiencies
Bleeding from trauma
Over dosage of anticoagulants or bleeding-
causing toxic substances
Liver disease

Coagulation factors:

Alpha-1 antitrypsin deficiency (AATD)

Essential for blood clotting, (genetic emphysema)

used to treat genetic bleeding
disorders and surgical bleeding.

Protects tissues from enzymes
of inflammatory cells.

Immunodeficiencies
Primary (PID)
Secondary (SID)

Neurological diseases

Immunoglobulins:

Albumin:
Cardiac surgery
Liver disease

The major plasma protein, Severe infections

Essential for defense against Chronic ory demy regulating blood volume and Emergency and surgical medicine

h . . polyneuropathy (CIDP) S .

infectious agents and regulation R . providing many essential (shock, severe burns and during surgery)
of immune system; used to Acute ory demy ing non-oncotic functions.

treat genetic diseases with
defense deficits against foreign

polyneuropathy (Guillain Barré)
Multifocal motor neuropathy (MMN)

pathogens (e.g. viruses,
bacteria), as well as autoim-
mune and inflammatory
conditions.

Haematological
Primary immune thrombocytopenia
(ldiopathic thrombocytopenic purpura) (ITP)
Inflammatory diseases
Kawasaki disease

Cl-esterase inhibitor:

Controls spontaneous activation Hereditary angioedema (HAE)

of complement system as a part
of the immune system.

Hyperimmune Globulins:

Rabies, tetanus, hepatitis, cytomegalovirus,
varicella-zoster virus

Rh factor complicated pregnancies
Organ transplants

Prevention and treatment of
specific infections and other
indications.

Aldypapuua 2: To MAAoua Kol Ta GUCTATIKA TOU

Composition of blood and plasma
Percent of components that a litre of blood consists of

Blood Plasma 100.00%

- T~ 7% proteins

55% plasma

92% water

1% other

-
-
1
1
1
1
1
1
1
1
1
, 1
olution 1
1
1
1
1
1

44% red
blood cells
Albumin IgG Alpha-1  Anti- C-1inhi- VvWF FVII FVIII Other Total
thrombin bitor

Note: IgG = immunoglobulin G, alpha-1 = alpha- 1 antitrypsin, vVWF= von Willebrand factor, FVII/FVIII = factor VII/VIIl. The category ‘Other’ includes
fibrinogen, prothrombin, alpha-2 macro, FIX, FXI, and more. 1) White blood cells and platelets.
Source: PPTA (2020a) and Burnouf (2008)

Notes: 1) PPTA. httos://www.optaalobal.ora/plasma / 2) PPTA (2020a)
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Aldypaupua 3: Mapaywyn Mapaywywyv MAdopatog - AldpOpwaon Koéotoug & Xpovou
Mapaywyng o€ oXéon ME «KAAOOIKA» GAPMOAKEUTIKA Hopla

PDTs vs traditional pharmaceuticals: Cost of raw material and manufacturingis much higher & production more
time consuming’

43% higher costs of raw material and
manufacturing PDT vs traditional medicine

(a0

3-4x longer production times (+6-9 month) for
Plasma-Derived Therapies vs traditional pharma

57%
Traditional 3 months!
pharmaceutical industry —]
@ +6-9 months (3-4x) longer
production times PDT
14%
Plasma-derived
therapies industry
- 1
traditional Plasma derived 9-12 months
pharmaceutical Therapies

medicine
B Manufacturing and raw material costs

Sources: 1. Kluszczynskiet al., (2021) White Paper Key Economic and value considerations for PDMPs
Available at: https://www.vintura.com/news/white-paper-key-economic-value-considerations-plasma-derived-medicinal-products-pdmps-europe/
PDT: Plasma-derived therapy

AlGypauUa 4: PUBUOG avATttuENng Thg ayopdg MNapaywywyv Aipatog 1996-2022

Global supply of plasma therapies is not keeping up with growing patient need
26 Years of worldwide plasma proteins market growth (without recombinant products)

2022

nu
7.3% 2" All Others
1996

All Others Hyperimmune
Factor IX \
IVIG/SCIG
_ N 24% IVIG/SCIG
actor -
5%
Factor VIII
18%

1996 Market: $4.8 billion

2022 Market: $30 billion

Note: Pie charts are drawn to scale
OVERVIEW OF EUROPEAN PLASMA SUPPIY SITUATION, MRB Presentation, IPPC Meering Athens, Greece, April 17, 2024
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Aldypapupua 5: EU countries Immunoglobulin usage per capita 2020

EUROPEAN AVERAGE IG CONSUMPTION BY COUNTRY ¢« 2020
(Kilograms per Million Population)

Switzerland | 2
Belgium I 01
Denmark | O 6
Finland I, 7 3
Germany I 126

Spain I 16
ltaly I 1
EU Average 78

Greece NN -
Czechia N -2
Hungary I />
Poland I 33
Romania [l 9
Ukraine Il 7
Bulgaria 6 TSR,
Albania | 2 MRB

OVERVIEW OF EUROPEAN PLASMA SUPPLY SITUATION, Presentation by Marketing Research Bureau at IPPC Meeting,
Athens, Greece, April 17, 2024

Aldypappa 6

IGG CONSUMPTION IN SELECTED COUNTRIES 2016-2018

United States
Canada
Australia
France
Austria
Germany
Spain

Italy

New Zealand

Czech Republic

Greece

Russia
India

Thailand

MRB

50.0 100.0 150.0 200.0 250.0

“Plasma-Derived Medicinal Products (PDMPs) and Plasma Supply into the Future”, European Blood Alliance and
International Plasma and Fractionation Association (EBA-IPFA)”, AuoTtepvTtau, Kdtw Xwpeg, 14-15 lavouapiou 2020.

1l
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Aldypaupua 7: EU and non-EU countries Immunoglobulin usage per capita for 2023

IGs Per capita consumption 2023
(kg/million poulation)

Switzerland NN 505
Canada I 036
Norway [ 36
Denmark . 214
Finland I 008
Belgium NN 199
Austria I 07
Ireland I 105
Sweden I (03
France NN 103

Netherlands I 153
Germany I  5°

Spain NN 1SS
Italy I 152
Portugal NN 130
UK I 113
Israel NN oS
Slovakia I o6
Greece 79
Hungary I 3
Czech I -/
Poland N -3
Romania Il °

(0] 50 100 150 200 250 300

Analysis based on internal data

EVOeIKTIKO €ival TO YEYOVAc OTI N EAAADA enideIKVUEI SIAPKWGS PMIA KATA KEPAANY KATAVAAWOCN OE Y-OPaIPIVEG
(66 kg per million population)'i n onoia gival ocnuavTika XaunAdTePn and oNPAVTIKO ApIBUO XWPEWV TNG
Eupwnng, xaunAdTepn and tov Eupwnaikd péco 6po, aAAd Kal xwpwv Tou Eupwnaikol NéTtou énwe n
lonavia (116 kg per million population) kai n ItaAia (111 kg per million population) dnwg anotunwveTal Bdon
dnpocisupevwy oToixegiwv Tou 2020 (BA. MapdpTtnua, Aidypauua 5).

JUyKpivovTag Ta npdo@ata dnuocieupéva dedopéva (2020 BA. MapdpTnua, Aidypauua 5) ye avrioToixa
naAaiotépa dedopéva (2016-2018 BA. MapdpTnua, AIdypauua 6) NPoKUNTEl: d) ca®Nng au&non TnG Katd
KEPAANV KATAVAAWONG Y-OPAIPIVOV OE ONPAVTIKO apliBud XwpwVv TNG EE aAAd Kal nayKoouding, B) N Xxwpa
yag, Baon Twv epapuolopevwy NONITIKWYV, dev €Xel KATAoTel duvaTd va BEATIOOEI TNV BEoN TNG OXETIKA
Je TNV NpdoRacn o€ autd TA AVAVTIKATACTATA PAPUAKEUTIKA okeudopaTa (KaTd KEPAAAV KaTavAAwon
oe y-o@alpiveg: GR=52 kg per million population, ES=91 kg per million population, IT=79 kg per million
population). MaAioTta pe Bdon oToixeia Tou €toug 2023 (BA. MapdpTtnua, Aldypauua 7) n EAAADa éxel
UNOXWPENOEI MAEOV OTIG XAUNAOTEPEG BE0EIC TWV XwPwV TNG EE.

12
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ALQYPAUUA 8 ZNMAVTIKA KOWVWVIKOOLKOVOMIKA 0dEAN Kal HEion dATIAVWY UYELOVOMLIKNAG
nepi®aAPng and tnv Ospansia pe y-Zdapivn

Healthcare savings = 81,009 Socieeconomic gains

41,416

Health conditions Hospitalization Physician/ER visits Days on School/work  Total benefits Cost of 1I9G Net benefits
days antibiotics days missed

Note: Data is from the US. Costs of procedures is based on hospital billings. The cost of IgG is similar to that found in Boyle and Scalchunes (2008). Health
conditions include persistent otitis media, serious sinus and upper respiratory infections, viral infections, acute bronchitis, bacterial pneumonias, chronic
obstructive pulmonary disease, and bronchiectasis.

Source: derived by Copenhagen Economics from results in Modell et al. (2017) on the costs of treating a patient with immunoglobulin and the cost of not
treating a patient.

Aldypaud 9: TNUAVTIKA odEAN Kat and tnv Xxpriocn Napaywywv MNAdcpatog

Disease Treatment outcome
Increased life 1 Infection L | Rqsitivgly g
: ¢ t : imodifies disease:
_ expectancy _brevention % progression

Prim. immunodeficiencies

(PID)

Sec. immunodeficiencies

(SID)* Y ; . ) . )

CIDP e e e

TP for PID/SID

Haemophilia A and B

Von Willebrand
disease (VWD)

Hereditary
angioedema (HAE)

Alpha-1 antitrypsin
deficiency (AATD)

* Diverse causes e.g. infectious diseases and immunosuppressive medication - prevalence not estimated.
Note: European population estimated as 597 million, affected population calculated using prevalence mean values and prevalence for
adult CIDP population.

13
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Aldypappa 10: Katd kedpaAniv dwpeég NMAAoUATog avd Xxwpea otnv Eupwrn
(Altpa avd 1.000 katoikoug)

US: 113 litres per
1,000 inhabitants

Europe: 14 litres per
1,000 inhabitants

(0] 75

Donation volume (L/1000 inhabitants)

Aldypappa 11: IAdopa tou snefepydletal otnv Eupwmn 1.000.000 Aitpa Kal Tolg EKATO

2.3 (9%) 25.6 (100%)
23.3 (91% )

19% 19%
Commercial Non -profit Total
- Source plasma Recovered plasma

Source: MRB (2018), data from 2018
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Aldypappua 12: ‘'Oykog MAAdouatog yia KAaoudtonoinon avd xwpa otnv Eupwnn
(source and recovered Plasma)

Plasma for fractionation volume per country in Europe (source and recovered)

14,000
83 % of Europe total
12,000
9
o
o
% 10,000 e
5 e, e 1620 117977
€ : R U1V S B T
5 8,000 : {373 :.327._: -
> : e 1402 MU e
g : o . 1481 s T e
£ 6000 : s30T
- Do 92} oo i
5 4000 iizee2i ]
2,000
O L
> [} > © (] > C %2} O C [} -
c o = = i e = o c 9] aQ 8
© c ] =] c o o
£ & = g 9 ° 8 s 3 3 c 2
g " < 6 2 -
O} B ‘5 3
* * * z g u:,_|
24

*Collected plasma can only be used for PDMPs sold in the same country

Source: Plasma for Fractionation in Europe 2017_MRB; Eurostat (01-01-2017) accessed on 23/09/2019
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Mivakac A: Country cases - The combined Public/Private approach

STRIA CZECH REPUBLIC GERMANY HUNGARY
Population 88 million 11 million 83 million 10 million
Approach Combined system: Austrian Red Cross Combined system: Public blood/plasma The German system has three pillars, Combined system: National

collects plasma from whole blood
donations; direct plasma donation at
local level by Red Cross and private
sector plasma donation centers.

system from whole blood donations; direct
plasma donation at local private sector
plasma donation centers.

active in both whole blood and
plasmapheresis donation; Red Cross
collection centers; municipal and hospital
centers; private donation centers.

blood/plasma system from whole blood
donations; direct plasma donation at
local prrvate sector plasma donation
centers.

Public Plasma
system

Whole blood collection for transfusions
is exclusively public; by Red Cross and
national hospitals.

A small amount of plasma collection is
public.

Public system for blood collection -
reserved to blood banks and hospitals

Whole blood and plasma collection:
centers established at city, communal level
and in hospitals and by the Red Cross.

Government -run whole blood
collection.

Local plasma
donation
system

Plasma donors give in local centers;
owned by mix of international and
national companies.

Plasma donors give n local centers;
owned by mix of international and national
companies

Plasma donors give in local centers;
owned by mix of international and national
companies.

Plasma donors give in local centers;
wned by mix of international and
national companies

Local plasma
donation
centers

20 centers nationwide

50 centers nationwide

80 centers nationwide
Local donation centers in 11 Lander

35 centers nationwide

Legislation on
donation
frequency

- 50 plasmapheresis donations/year

- 3 donations in a 2-week period

- 2donations in 7 days

- 1donation in 72 hours

- Max 700 ml/donation (without
coagulant)

Plasmapheresis donation not more
than every 14 days

Max 650 ml/donation(without
coagulant)

- Not more than 151 /week/person
Total plasma donation/person/year:
max 251

- 60 plasmapheresis donations
in 12 months
- 2-day interval between donations

Between 650mI-850 ml per donation
(Depending on donor weight)

33 plasmapheresis donations

in 12 months

1 donation within 72 hours

- Max 800ml per donation including
coagulant

Total plasma
collected/
donated per
year

- 590,000 liters, in slight decline
- 67 liters per capita

- 500,000 liters
- 45 liters per 1000 inhabitants

- 3.1 million liters per year
- 36 liters per 1000 inhabitants

- 600,000 liters per year
- 41 liters per 1000 inhabitants

Incentives

Financial compensation implicitly
allwed. but financial profit explicitly not
allwed

Financial compensation allowed. capped
at €12 per donation to cover donor costs
(linked to minimum wage and varies per
year); can be deducted from personal
income tax.

Financial + non-financial compensation
authorized for local donation centers.

Financial compensation allowed -
capped at €10 per donation - linked to
minimum wage and can vary per year.

Observations

Liberal blood donation law. Allows
covering of doner expenses, and
similar costs as part of voluntary unpaid
compensation. Advertising for plasma
donation is allwed. Per capita collection
is highest in Europe, second to US,
globally.

Liberal plasma donation law. Donors can
be compensated fa both whole blood and
plasma donations. Non-compensation
allowed as well.

Plasma donation volumes in Germany are
relatively flat (not growing). Advertising fa

blood/plasma collection is allowed (not fa

compensation).

This national framework is a good
«ample of public/ private collaboration
to encourage stable donation of whole
blood and plasma in sufficient
quantities.

Plasma donation law fa local plasma
centers requires each donor to also
donate whole blood fa transfusion once
yearly, uncompensated.
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MNivakac B: Plasma supply vs Immunoglobulins needs & the EU deficit (2023)

Liters of plasma

70.000

60.000

50.000

40.000

30.000

20.000

10.000

| Liters collected
Liters required

42% Surplus

16%

43% Deficit
Deficit
66% 87%
Deficit Deficit
I
North America Europe Asia & Pacific Middle East-Africa Latin America

ONLY NORTH AMERICA (US) 1s SELF-SUFFICIENT IN PLASMA ON A REGIONAL BASIS,
ALL OTHER MARKETS RELY ON us COLLECTED PLASMA o FILL THEIR DEFICIT
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