LEGOFER®
(Iron Proteinsuccinylate)

1. MPOZAIOPIZMOX TOY ®APMAKEYTIKOY ITPOIONTOX

1.1. Ovopaoia
Legofer® AidAvpo mooiuo e cuokevasio piog 66ong 800 (40Fe**)mg/15ml vial.

1.2. XovOeon

Apaotiki] oveia: [Ipoteivoniektpikdg Zidnpog (Iron Proteinsuccinylate).

"Exdoya: Awlopoa copPrtoing 70%, mpomvuievoyAvukoAn, peBviectépag tov mopaddpo&uPevioikon
vatpiov (E219), mpomvieotépag tov mapaidposuPevioikod vatpiov (E217), Pektioticd yevong
blackberry (wepiéyel TpomuAEVOYAVKOAT), VOTPLOVYOG Gakyapivr), VOPOEEidLo Tov vaTpiov, kekabaupuévo
VOmp.

1.3. ®appoxkoTeyvikn popoen
Avdopo TOGo 68 cuokevasio poag 66omC.

1.4. IIeprekTIKOTNTO GE OPUGTIKI] OVGIO
Ka0e puaridio Legofer® tov 15ml nepiéyet 800mg iron proteinsuccinylate mov icodvuvapodv pe 40 mg
Fe®.

1.5. Ileprypagn] - Xvokevacio
Kovti pe 10 1§ 20 mhaotikd @oAidie HDPE tov 15ml.

1.6. ®appoxofepamevtiKn KaTnyopio
Avtiovoyuko.

1.7. Kéroyoc adciog Kvkhogpopiag
ELPEN A.E. ®appokevtikny Bliounyavia, Aswe. Mapabodvog 95, 19009 Tucéput Attikig.

Tomkog avrimpoomnog Yo Tnv Kvnpo
COSTAKIS TSISIOS & CO. LTD, TnA.: +357 25343150

1.8. Mapackevaotic
Italfarmaco SA, Madpitn, lonavia.

2. TITTIPEIIEI NA I'NQPIZETE I'TA TO ®PAPMAKO I1OY XAX XOPHI'HXE O I'TATPOX XAX

2.1. 'evikég A po@opieg

To dpactikd cvotatikd tov Legofer®, o mpwteivonkektpikog cidnpog, eival £ve c1dnponpwreivicd
oLUTAOKO OV TEPLEYEL 5% TpLobevi) 6idnpo cuvdedepévo oe niekTpvAiwpévn Kaleivn.

M, 0mo TIg KUPLOTEPES PUOIKOYNUIKES 1OLOTNTEG AVTNG TNG OPYOVIKNG EVMOTG TOV OldNPoL gival 0Tl
kafilavel oe 6&wvo pH (<4), aAld emavadiaivetoan g vynidtepo pH (>8). Adym avtig g 1010t TaG, 0
oidnpog mov mepiéyetan oto Legofer®, ydpn ot ovdeon pe v TpmTEiv, TAPUUEVEL TPOCTUTEVUEVOS
amo TNV VOPOYAWPOTENTIKY] OPACT] TOV YAGTPIKOD VLYPOV KO, KOTA GUVETELN, OEV TPOKUAEL YEVIKA TIg
Pramticég emdpacelc 6To PAEVVOYOVO TOL GTOUGYOV.

O cidnpoc anerevbepmveTor 6T0 dMAEKAIAKTUAO Kol 6T viAoTda, omov 1 avénon tov pH kdavelr v
€vooTn Kol TAAM €OAALTN, EVO EMTPENEL Tr OlAGTOCT TOL TPMTEIVIKOD TEPPANUOTOS OO TO
maykpeotikd évlopa. H évoon dev dtoomdton amd Ty meyivn, vdpoAdeTol OUmG amd TNV TayKpeaTivn o
ovdétepo pH.

O cidnpog yiverar S0OECIUOC Yo PVOIOAOYIKT AOPPOENOT Kol 0odNKELON oTa, SLAPOPU UEPT TOV
oMUOTOC, Ue Thon otabeponoinong ywpig va mopepPaiiovtal vynAég ocvykevipmoels. H amoppdenon
kot Oepamevtiky dpdon tov Legofer® dev emnpedleton and avénoeig tov pH 670 yastpikd vypo.



2.2 Evositag
Ocporevtind: L10MPOTEVIKES OVALLIEG OTOLNGONTOTE CUTIOAOYIOG KO GLONPOTEVIKEG KATAGTAGELS.
Lpogvloxtixa: Eyxopooovn (pali pe guAiikd o&0) Kot PETA amd YOOTPEKTOLN].

2.3 Avtevositeg

Kdabe pn odnpomevikni avarpio eKtdg dv vVIapyovV omdAvTeG vOEiLels Yo cuvimapEn cdmpomeviag.
Edwcotepo 1 yoprynon tov Legofer® avtevdsikvutol oe xpovieg opoAvTikés avauuieg (pecoyelokn
avolpio, OPETAVOKVLTTOPIKG cVUVOpoua), GONPOPANCTIKES ovalpies, avalpieg amd ypovia VOGN LOTA,
YOOTPOOMIEKOOUKTUMKO EAKOG €V gvepyein, yaoTpoppayia, (AEYLOVAOOE TAONGEIS TOL EVIEPOL
(eAxkmoM KoAitda, voco tov Crohn) mov givar og £€apon Kot NATIKY Kippwon pe avénuévn evamoddeon
G1LO1POL GTO NTTOP.

Emiong o¢ vrepevaichncio oto 6idnpo 1 ta didpopa dALo cLGTATIKA TOL okevdcpatog (PA. map. 2.4
“Idwaitepeg [Iposidomomoeic ko [popuiaéelg katd ) Xpnomn™) Kot otny dyiun SepUaTikn TopeLpic.
To mpoidv etvar aKATAAANAO Y100 TOVG TAGYOVTES OO KANPOVOLLKY| dvcave&ia ¢povkTolng.

2.4 Iowitepeg TPOELOOTOU|GELS KOl TPOPVAGEELS KATA TN (pion

2.4.1. Tevikd: H yopnynon 1ov oKevAGpHoTOG dev TPEMEL va vtepPaivel Tovg 6 punveg, eKtog amd v
TEPIMTOOT GLVEXOVG aLOppayiog, Uvoppayiag 1 EYKLHLOCHVIC.

Eivar moAd onuovtikd wpwv tn Oepomeio pe omotodnmote ckedaoua cidnpov va kabopiletar To aitio g
GONPOTEVIKNG avalpiog kot vo amokieiovtal cofapd vrokeipevo aitia (T.y. YooTpikég SoPpmoelc,
KOPKIVOG Ty £0G EVIEPOV).

H yopnynon odnpov amd 10 GTOU0 UTOPEL VO EMOEWVAOGCEL TN OPPOLe. GE OGOEVEIS LE PAEYLOVAOON
VOGNUOTO, TOV €VTEPOL (EAk®OM KOAiTIdN, VOGo tov Crohn), cvvdpouo dvcsoamoppdenone. Ilpocoyn
axoun yperaletal oe 0GOEVELS LUe OTEVOGT] TOV EVIEPOV KOl EKKOATMLLOTOL.

H epgpdvion okovpov-padpmv Kompdvmy dev amotelel ortio S10KOTNG TG XOPNYNONS TOV PUPHAKOL.

H Oepamneio pe o10Mpovy0 GKELACUATO UTOPEL VO, XPOUATICEL TO KOTPOVO, LODPO. ZVVIGTATOL 1) SIKOTN
NG XOPNYNONG TOV PUPUAKOL GE TEPITTMOT EUPAVIONG cOPap®V GLUTTOUATOV dusavesiag.

To Legofer® mepiéyet mpoteiveg YUAIKTOC Kol TPETEL VOL YPNGILOTOIEITOL [E TPOGOY OO GTOMO LUE
dvcaveio oTig TpwTEiveg YaAokTog, KaOdg Umopel vo Tpokarécel OAAEPYIKEC OVTISPAGELC.

2.4.2 Hhamxwopévor: Xe nlkiopévovg acbBeveic dev amouteiton €0k pvOpon tov 6060AoyLKoD
GYNMOTOC.

2.4.3 Kinon: H yopfiynon tov Legofer® evdeikvotor w¢ mpo@uiaktikny aymyf katd m Sidpkeia g
Konong.

2.4.4 Talovyio: Mrnopei va yopnynOel kot katd tn S1dpKeLd TG YOAOLYIOGC.

2.4.5 Modwa: To akpiPég 60G0A0YIKO oyfLa Y10 TG OVAPEPETOL GTNV TOPAYPAPO “Aocoroyia”.
2.4.6 Eridpaocn otnv wkavétnto 0dfqynons kot xeipiopov pnyovnpatov: To Legofer® dev emdpa
GTNV IKAVOTNTO 00N YNOTG KOl XEIPIGHOD UnyovUdT@Vv.

2.4.7 Idwitepeg mposidomomocels Yo to, mepreyopeva £kdoya: To Legofer® mepiéyet pebvrestépa kot
wpomuAeotépa Tov Tapaiidpoéufevioikod vatpiov (parabens), moL UTOPEL VO TPOKOAEGOVY GALEPYIKES
avtdpdoelc (mbavmg dyipes, EMPBPadvvOUEVOD TOTOV) Kot GOPPITOAT.

To mpoidv etvar AKOTAAANAO Y100 TOVG TAGYOVTEG OO KANPOVOUIKT| dvcave&io ¢povkTolng.

To Legofer® dev mepiéyet Lhyopn kat eivon katdAAnio yio dropa pe dtofrm.

2.5. Ahimiemopaceig pe aAho QaPROKO 1) 0VGIES

Na un ovyyopnyeitan pe dyepkanpoin. H amoppdenon tov and 1ov 6TOUNTOC GLONPOV UEIMVETOL OO
Ta dAato Tov payvnoiov kKot acBectiov, Ta aviidSiva (Vo yopnyeitan e d1opopd TOLAGYIGTOV 2 WpDOV),
To. ToyKpeatikd Eviopa Kol TN YOAESTLPAUIVI Kot ow&AveTor omd cuyyopnynon ookopPikod o&éoc.
AVTIOTPOO®G 0 OO TOV GTOUATOG GIONPOG UEUDVEL TNV AmoppOPNCT TOV KIVOAOVAV, SlPOCOOVIKMV,
KUTTOPOTOEIKMY, TNG EVIOKOTOVNG, TEVIKIMAaUiviG, pioedpovatng, Aefobupolivig (va yopnysiton pe
dpopd tovAdylotov 2 wpdv) Ko whoavag g Asfoviona. H amoppdenon tov amd To0v 6TOUATOG
GLONPOL UEIDVETOL OO TIG TETPUKVKAIVES (VO YOPNYOUVTOL UE SLAPOPE TOVAGYIGTOV 2 WPOV) KUl TOV
YELdAPYLPO Kol AVTIOTPOP®S. O 0md TOL GTOUNTOC GIdNPOS AVTAY®VILETOL TNV VTOTAGIKN OpACT] TNG
uebvAvtoma, evad cvyyoprynon tov pe MEA® upmopel vo, gvigivel Tov gpebicrd TOV YOGTPEVTEPIKOD
BAevvoyovov.



H aAlomovptvodn av&avel v evamdBecn Tov 610 Amop o€ KppwTikovg aodevels. H yAwpappevikdin
umopel va emPpadvvel TV avIomoKplon ot odnpobepaneia.

Ovoiec mov dnuovpyodv cuumhoKa pe GidNPo (OTWS POGPOPLKEH, PLTIKA Kot 0EoAKkd) OV TEPLEYOVTOL
GTO POYDOGILO AOYOVIKEG KOl EIVOL GLGTATIKA TOV YAANKTOG, TOV KAPE KOl TOV TGAYL0V, OVAGTEALOLY TNV
amoppOPNGN TOL GLONPOV.

2.6 Aocolroyio kar TPpOTOG YOPNYNONS

To Legofer® yopnyseitar amd 10 6TOUO KATE TPOTIUNGT TPLV 0T TOL YED LT,

Evijakeg: 1-3 guaridia tov 15ml (tov 1codvvapody pe 40-120mg Fe*?), mnv nuépa xopnyodueva ce 00
docelC.

Houdia fapovs katw twv 40kg: 1-1Y5 eradidio Tov 15ml (mov icodvvouel ue 40-60mg Fe™), tv nuépa
YopNyovLEVO Gg dVO dOGELC.

Hlouda fapovs avew twv 40kg: Aocoloyia OT®G TV EVNMK®V.

2.7 Yrepdocoroyia - Aviipet@mion

Koazd ) ddpkela tov mpdtov 6-8 opdv ard v Aqyn vrepPorkng d0o1g aAdTt@v G1d1pov, 0 acBevig
UTopel VO TOPOVCLAGEL EMYOOSTPIKO GAYOC, vovutio, £UETO, O1GPPOlN KOl CLLOTELEST) TO OmOio
GLVOdEHOVTOL GLYVA amd LIIVNALL, EYPOTNTE, KVAVOGT), KoTamAn&la puéypt kot kopo. H Ogpaneio mpénet
va apyicel 660 TO SLVOTOV MO YPIYOPO KOL GUVIGTATAL 1] YOPTNYNON EVOG EUETIKOV, UETA TN XOPNYNoN
TOV 07010V TOAVO VA YPELoTEL TADGT GTOUAYOV, KAOMG Kot KATAAANAT vTooTnpikTiky Bepomeio. TmA.
Kévtpov Anintpidcewv: 210 7793777.

2.8 AvemOounTeg evépyereg

To Legofer® yivetor moAd kaAd avektd. Evdéyetar dumg vo gppaviotovv: Navtio, Spetot, entyactpikd 1
KOWAOKO @GAyog, dtdppolo 1 dvokotMdtnta. Xvvhbwg glvar cuvdpton ¢ d0coA0yiog Kol Guyva
VIOY®POVV e TN peimon tng d6one. AMepyikéc avTdpdoelg ival oAy omdvies. Xe Ppéen et amd
AYM VYPAOV LOPPAOY G1O1PoL Uropel va mapatnpnOel paid ypdomn Twv 0d0vVI®V.

Ava@opd avemOOunTOV gvepyELOV

Edv mapatnpnoete kdmotlo avemBountrn evEpyeld, EVIUEPMDGTE TO YIOTPO 1| TO POPUAKOTOLO GOG. ALTO
woyvel kol yuo kdBe mbavn avemBountn evépysio mov OV aVAPEPETAL GTO TAPOV UALO 0dNYIDV
yphons. Mmopeite emiong va avapépete avembounteg evépyeieg amevbeiag otov EOvikd Opyavioud
Papudxov (Mecoyelmv 284, 15562, Xohapyos, ABnva, Tni.: +30 213 2040380/337, www.eof.gr) 1
ot Papuaxevtikég Ynnpeoieg g Kdnpov, Yrovpyeio Yyeiog, CY-1475, www.moh.gov.cy/phs, Fax:
+357 22608649.

Mécm g ovagopdc avembountmv evepyeudv umopeite vo Pondncete ot cvAAoyn TEPICCOTEPOV
TANPOPOPLDY GYETIKA LLE TNV ACPAAELD, TOV TOPOVTOG POPLAKOV.

2.9 Tvpémer va yvopilete otV TEPIATOGT TOV TAPUAENWYOTE VO, TAPETE KATOLX 000

Edv moparetyate va mapete pio 66om Oo mpénel va AdPete tn d6om avt To TayvTEPO duvatd. Edv,
opmg mAnowalel n dpa ywo Ty enoduevn d6on un AdPete  66om mov mapoieiyate, dAld cuveyiote
Kavovikd tn Ogpaneio. Mnv dimhacidalete Tig 00GELC.

2.10 Hpepopnvia MEng Tov Tpoidvtog
Avaypapetol 6TV €EMTEPIKN KOl ECOTEPIKT] GVOKELAGIO. L€ TEPITTMOGT TOL M MUEPOUN ViR avTh EXEl
TapENOEL UV YPNCUYLOTOIGETE TO TPOTOV.

2.11 Idwitepeg TpoPLAAGEELS Yo TN GOAAEN TOV TPOIOVTOG
To Legofer® diatnpeiton o Ogppoxpacio mepidiriovtog puéypt 30°C.

2.12 Hpsgpopnvia tehevtaiog avadeopnong tov gvirov 0dnytdv: Ioviog 2023

3. HAHPO®OPIEX I'TA THN OPGOAOI'IKH XPHXH TQN ®APMAKQN

o To @apurako avtd 60G TO EYPAYE 0 YLOTPOS GOG LOVO Y10, TO GUYKEKPLUEVO 10TPIKO 6o¢ TPOPANUL. Ay
Oo mpémel va 1o Oivete o GAAa GTOPO M VO TO YPTCIUOTOIEITE Y100 KOOl GAAN TAbnon, yopic
TPOTYOVEVMDS VO £XETE SLUPOVAEVOET TOV YlTPd COG.
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e Edv xotd 1t owdpkelo tng Oepameiog ep@aviotel KATOo TPOPANUA PE TO QAPUOKO, EVNUEPDOTE
AUESMC TO YLOTPO 1 TO PAPLOKOTOLO GOG.

o Edv éxete omowodNmote £pOTNUATIKA YOp® OO TIG TANPOPOPIES OV OPOPOVY TO QAPLOKO OV
Aappdvete N yperdlecte KaAOTEPT EVUEP®OT Y10 TO WTPKO Gag TPOPANUa, un diotdoete va {ntnoete
TIG TANPOPOPIEG AVTEG ATTO TO YITPO 1) TO PUPLOKOTOLO GOG.

e [0 va elval omoTeAesUOTIKO Kol AGQPOAAEG TO PAPLLOKO TTOV Gag xopnynonke Oa wpénetl va Aappdavetot
GOV, LLE TIG 001YieC TOV Gag HOONKaV.

e [0 TNV ac@dAEld cog Kol TNV vyEia cog ivar amapaitnto va doPacete pe Tpocoyn kb minpopopia
OV 0.POPE TO PAPLLOKO TTOV GOG YOPNYTONKE.

e Na un dwatnpeite To eappaka 6to Aovtpd, 610TL N {Eotn Ko 1 vypacios UTopel vo. GALOIDGOVY TO
(APLLOKO KoL VO TO KATOoTHooVY eTPAaPés yia Tnv vyela Goc.

o Al0TnpNoTE TO PAPLOKO GTOV OPYLKO TEPIEKTY] TOVG.

e No unv kpatdrte edpuoio mov dev ta ypeldleste TAEOV 1 Tov O Exovv ANéetL.

o [0, pLeyoAdTepn aGPAAELD KPATHOTE OAO TO PAPLOKO OE OCPOUAEC LEPOG LOKPLA OO TOL TTALLOAL.

4. TPOIIOX ATAGEXHX

Ztnv EAMGSa to Legofer® yopmysitat pe wotpikr) covaym.
v Kompo yopnyeiton kot xopic 1otpikn cuvtay.

IIpoidv kaTomy aosioc tne Italfarmaco Spa, Italy.




