MepiA MowrokoAAou Aibakropiknic Aiarpifn
Ofua:

«AlgpElVON TNC AOQAAEIOG KAl QTTOTEAECHUATIKOTNTAG TOU QUPHAKEUTIKOU OKEUGOHOTOG
AKETUA-QOTTOPTIKOG TTPWTEIVIKOS aidnpog (iron protein acetyl aspartilate) og ouvduaguo e
QUAAIKO 0EU (calcium folinate pentahydrate) oe aoc@eveig pe Kapdiakn QAVETTAPKEIX Kal
o1dnportrevian.

Eicaywyn. Mepitou 1o 50% Twv aaBeviv pe kapdiakr averrapkeia (KA) mapouoiagouv evoeia
o1dApou. Paivetal OTI OF ATBEVEIC Pe ETTNPEACKEVN TUTTOAIKN AgITOUpYia TTapouaiagouv
pEYOAUTEPN £vBEIa OIBAPOU PE HEYOAUTEPN TIBAVOTNTA EPQAVIONG AVAINIAg KOl TIEPAITEPW
emBapuvong TN kapdiakrg Aeimoupyiag. O1 TeAeuTaieg kateuBuvTApleg 0dnyieg ESC 2021 yia tnv
KapSIaKr AVETTAPKEIX ouVIOToUV TIEPIOSIKN Slepelivnan OAwy Twy acBevv pe KA yia avaipia kal
¢vdeia o18Mpou WE YEVIKA aipartog, eeppitivi opou kair TSAT(Class IC).

MeBoSoAoyia. Qa cuptrepIAn@BoUV cuvoAikd 100 aoBeveig pe Kapdiakr aveTTAPKEIT Kal
TEKUNPIWPEV EVBEIQ OIBAPOU, aTTd TOUG OTTOIoUG o1 Pev 50 Ba £XOUV ETTNPEATHEVO 1) HEIWHEVO
kAGopa e€wBnong (EF<49%), evw ol GAhol 50 Ba gival pe Siatnpnuévo kKAaoua egwnang
(EF=50%) kan SiacToAikA BucAeitoupyia. H ouoToAIKN AeiToupyia Tng apioTeprig KolAiag Ba £xel
TEKUNPIWOET UTTEPNXOKaPSIOYPAPIKA EVIOE Tou TEAEUTAiOU 3 urivou aTrd TV £TTIAOYN Twy aoBevwy.
H évdeia 1dripou Ba dlamoTwveTal Pe Ta emireda @eppiTivng opou < 100 ug/l. OAor o aoBeveig Ba
AapBavouv Tnv BEATIOTN QAPHOKEUTIKA aywyr Kapdlakng aveTTapKEIag Kal Ba TTPETTEl va eival
oTaBepoi KAIvIKG TTpIv TV éviaén Toug. H epyaaTnpiakn kai KAIVIKA eTravekTipnaon Ba
TTpaypaTotroinei oToug 3 Kal 6 PAVES Kal N CUVEXION TNG aywyng Ba e§aptnBei atmo Ta eTriTeda
PEPPITIVNG Kai aipoogaipivig. O1 acBeveig Trou Ba emAeyolv Ba AapBdavouv atmo Eva Ewg duo
@iaAidia Twv 15 ml Gykou To oKeUaoWa, TO OTToio aTroTeAei ouvBuacoud iron protein acetyl asparti-
late kai calcium folinate pentahydrate TTou 10 KaBéva €’ autwy TTapéxel 40 mg oToIXEIWDOUG
a1dnpou kai 0,185mg QUAAIKOU 0&E0G.

IKOTTOC TNE MEAETNG. AlEpelivnon TNG QOPAAEING KAl ATTOTEAETUATIKOTNTAG EVOG VEOU
(PAPPAKEUTIKOU OKEUAOPATOS O OTI agopd TNV BeATIWaON TNG CUPTITWHATOAOYIaG, TNG IKAVOTNTAG
yIO AoKnNon, TNV eMidpacr oTov apiBud vOoNAEIWY, TOU OKETUA-QOTTAPTIKOU TTIPWTEIVIKOU O1dnpou
HE QUAAIKO OfU Ot aoBeveic e KapdIaKn aveTrdpkela atadiou |-l pe eTTnpeacpévn f PeIwPEVN
ouCTOAIKA AeiToupyia Tng aploTepri kolhiag (LVEF<49%), kaBuwg kal g aoBeveig pe kapdiakn
aveTrapkeia kal dlatnpnuévo kKAaoua e£wnong (LVEF250%), katd Tnv apxIkr ekTipnon kal oe 3
MAVEG KQI BUAVEG TO QVWTEPO ATTO TNV EvVapén TNG Xoprynong.

Ymoyn@iog AISaKTwp:

Aéutpog Mapkog, Kapdiohdyog EmipeAnTtrig B Mavemotnuiakig KAivikng ETrelyoviwy
MepioTtarikwy M.I.N «ATTIKOV ».

TpipeAng EmTpotri:

1. Eutuxia MoAulwyoTtrouAou, Etikoupog KaBnyriTtpia Emeiyoucag latpikig EBVIKOU kai
KatrodioTpiakou Mavemotnuiou ABnvwy.

2. lwavvng Napiong, KaBnyntrig Kapdiohoyiag EBvikoU kal KatrodioTpiakou MavemoTnyiou
ABnvwv.

3. lyvariog Oikovopidng, Kabnynrrig Kapdiohoyiag EBvikou kai KatrodioTpiakou lMavemmoTnuiou
ABnvwv.



Abstact
Subject:

“Safety and effectiveness in treatment with oral soluble combination of iron protein acetyl
aspartilate with calcium folinate pentahydrate in patients with heart failure and iron defi-
ciency”.

Introduction. Approximately 50% of patients with heart failure (HF) present with iron deficiency. It
seem that in patients with reduced ejection fraction or systolic dysfunction display more iron defi-
ciency, which increases the possibility of the anemia presence, and further heart function aggrava-
tion. The latest ESC 2021 guidelines for heart failure recommend periodic blood examinations,
which include complete blood count exam, serum ferritin and TSAT, for all patients with heart fail-
ure and iron deficiency (Class IA).

Methodology. One hundred patients with heart failure and proved iron deficiency will be included
totally, which are separated to fifty patients with reduced and moderate reduced ejection fraction
(LVEF< 49%) and fifty patients with preserved ejection fraction and diastolic dysfunction
(LVEF>50%). Systolic function should be evaluated by echocardiography examination which has
been applied at least 3 months before patients’ eligibility. Furthermore, levels of serum ferritin <
100 mcg/l can be used as iron deficiency criterion. Clinical stability and optimal medical heart fail-
ure treatment are appropriate for all patients. Laboratory and clinical reassessment will be taken
place at 3 and 6 months. Treatment continuing will be decided if levels of ferritin and hemoglobin
are off target. Iron deficiency treatment comprises one or two 15 ml vials with oral soluble combi-
nation of protein acetylaspartilate with calcium folinate pentahydrate. One of these vials delivers
40mg elementary iron and 0,185mg folinate acid.

Purpose. Searching for safety and effectiveness of above-described treatment in patients with
both impaired systolic left ventricular function and NYHA class I-Ill or diastolic dysfunction, related
to their clinical situation improvement, ability to exercise and need for hospitalization as much ini-
tial assessment as 3 or 6 months evaluation.
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