LEGOFER®
(Iron Proteinsuccinylate)

1. MPOXAIOPIZMOX TOY ®PAPMAKEYTIKOY ITPOIONTOX

1.1. Ovopaoia
Legofer® Awdlvpa moco ce cvokevacio piog d6ong 800 (40Fe™*)mg/15ml vial.

1.2. Xovleon

ApacsTiki] oveia: ITpoteivonlektpicog Zidnpog (Iron Proteinsuccinylate).

"Exdoya: Adiopo copfitoing 70%, mpomvdevoyAvkoAn, upebvieotépag tov mapatidposuPevioiko
vatpiov (E219), mpomviestépag tov mopaddpobufevioikod vatpiov (E217), Beitiotikd yedong
blackberry (mepiéyet mpomvievoylvkdin), varplovyog cakyapivn, vopo&eidio Tov vatpiov, kekobapuévo
VOwp.

1.3. ®oppoKoTeVIK HopQ1|
Aldvpa TOGYLO G CLEKEVATT (LG dOOTG.

1.4. IIgprekTIKOTNTO OE OPAGTIKI] OVGIA
Ka0e graridio Legofer® twv 15ml nepiéyer 800mg iron proteinsuccinylate mov icodvvapobdv pe 40 mg
Fe*s.

1.5. Ileprypan - Zvokevaocia
Kovti pe 10 1} 20 mhaotikd graridic HDPE tov 15ml.

1.6. ®appokodepamevtikig Katnyopio
Avtovoyuko.

1.7. Kdaroyog adsiog Kvkrhogopiag
ElAdda: ELPEN A.E. ®appakevtikn Blopnyavia, Aswe. Mapabodvog 95, 19009 IMiképut ATTikng.
Konpog: K. TEIZIOX & XIA ATA, T.O. 56495, Aepuecdg.

1.8. Mapackevaotc
Italfarmaco SA, Madpitn, Iomavia.

2. TI IPENEI NA I'NQPIZETE T'lA TO ®APMAKO II0Y XAX XOPHI'HZE O T'TATPOX
YAX

2.1. I'evikég mAnpo@opisg

To dpactikd cvotatikd tov Legofer®, o mpoteivoniektpikds oidnpog, eivarl éva cidnporpwteivikd
oOUTAOKO IOV TEPIEXEL 5% Tp1obevi) 6idNpo cuvdedelEVO GE NAEKTPLALOUEVT KACETVN.

Mo oo TIg KUPLOTEPES PUGIKOYTUKES 1OIOTNTEC AVTNG TNG OPYUVIKNG EVMOTG TOL GLONPOoV gival OTL
kab1lavel o 6Ewvo pH (<4), aldd emavadiodvetan o vYNAOTEPO PH (>8). Adym ovtig T™C 1W1dTNTAG, O
cidnpog mov mepiéyetan oto Legofer®, yapn otn cvvdeon pe TV TPOTEIVY, TAPAPEVEL TPOGTATEVUEVOS
Ao TNV VOPOYAWMPOTENTIKY OPAGCT] TOV YOGTPIKOD LYPOV KO, KOTO CUVETELN, 08V TPOKOAEL YEVIKA TIC
PAramticég emdpdoelc 6To PAEVVOYOVO TOL GTOUGYOV.

O cidnpoc anerevbepdvetal 6T0 dMIEKASAKTVAO KOl 6T VoTda, 0oL 1 avénon tov pH Kkavel v
£voon Kol TOAM €VOLAALTY, EVE EMITPEMEL TN OlACTACT TOV TPMTEIVIKOD TEPIPANUOTOC Omd To
maykpeotikd vlopa. H évoon dev dtoomdtarl amd v meyiv, DOPOoAVETAL OUMC OO TNV TAYKPEOTIVY
o€ ovdétepo pH.

O oidnpog yivetar SOEGULOC Yo QUGLOAOYIKT OTOPPAPNCT Kol amodnkevon oto ddpopa HUEPT TOV
oMUATOG, UE TAoN oTabepomoinong ympig va mapepfdiioviar vyniéc cuykevipmoels. H amoppopnon
kot Oepamevticy dpdon tov Legofer® Sev ennpedletar amd avénoceig tov PH 610 yaosTpikd vypo.



2.2 Evositeg
Ocpormevtind: L1I0MPOTEVIKEG AVULLUES OTOL0GONTOTE ATIOAOYIONG KOl GLOTPOTEVIKEC KATAGTACELS.
Lpogvloxtixa: Eyxopooiovn (pali pe @uAAIKS 0&0) Kal HETA ad YOS TPEKTOUN.

2.3 Avtevositeg

Kabe un cdnpomevikn avapio eKtog edv vdpyovy amoivteg evOei&elg Yoo cuvoTapén cldNPOTEVING.
Edikotepa 1 yopiynon tov Legofer® avtevdeikvoton oe ypovieg arpolvtikée avoupieg (LEGOyEIOK
avaipio, SPETOVOKVTTOPIKA GHVOPOUN), GLONPOPAOCTIKEG avallies, ovollieg omd ypovia VOGN UOTO,
YOOTPOOMOEKUOOKTUAIKO EAKOC €V evepyein, yaoTpoppayia, QAEYLOVOOES TAONGES TOV EVTEPOL
(ehkddn koAitda, vooo tov Crohn) mov givan og £€apon kot NItk Kippmon ue avénpévn evamdeon
G1O1POL GTO NTOP.

Emiong o vrepevaiotncia oto 6idnpo N ta d1dpopa GALe cLGTATIKA TOL okevdopatog (PA. map. 2.4
“Iduaitepeg [Ipoedomomoeig kot [TpoeuAdéelc katd tn Xpnon™) Kot 6Ty O SEPUOTIKY TOPeUPia.
To wpoidv givar aKATAAANAO Y10 TOVG TAGYOVTEG amd KANpovopkn dvcaveéio ppovkTolng.

2.4 1owitepeg TPOEOOTOM|GELS KUL TPOPVAAEES KATA TN Yp1IoN

24.1. Tevika: H yopnynon tov okevdcpnotog dev Tpémel va viepPaivel Toug 6 uRveg, EKTOC amd TNV
MEPIMTAOGT CLVEXOVG OLUOPPAYING, Uvoppayiag 1 €YKLLOGUVIG.

Eivar moAd onpovtikd mpv ) Oepomeio pe 0motodnmote okevacua odnpov vo kabopiletal 1o aitto g
GIONPOTEVIKNG avalpiog kol va amoxkieiovtal cofapd vmokeipevo aitio (.. YOUOTPIKES OUPPAOCELS,
Kapkivog wayéog viépov).

H yopnynon odnpov amd 10 6TOUN UTOPEL VO EMOEIVAOCEL T O1appole o€ acOevelg Ue PAEYLOVOON
VOON|UOTe, TOV eVTEPOL (EAK®MON KOAiTda, voco tov Crohn), chvdpopo dvcamoppogpnone. Ipocoyn
axoun ypetaletar o€ acbeveic Le GTEVOOT TOV EVIEPOL KO EKKOATMLOTO.

H gppdvion okovpov-padpov Kompavoy dev omoteAel artio S10KOTNE TS XOPNYNOTS TOL UPUAKOD.

H Ogpaneio pe o10mpodye GKELAGUOTO UTOPEL VO, XPOUOTIGEL TO KOTPUVE, LODPO. ZUVIGTATOL 1) O10KOTN
NG YOPNYNONG TOL PUPUAKOV GE TEPITTOOT EUEAVIGNC CORUPDOY CLUTTOUAT®V dvcaveéiog.

To Legofer® mepiéyet mpwteivec YIAOKTOC Kol TPETEL VO YPNGILOTOIEITOL [IE TPOGOYN OO GTOOL JE
dvcaveéio otic mpmTeives YaAakToc, KabhOC pmopel vo TpoKadécEL OAAEPYIKES AVTISPAGELC.

2.4.2 Huxwopévor: Xe nAkiopévovg acbeveic dev amoatteiton €01k pvOUIon Ttov S0GOAOYIKOD
GYNMOTOC.

2.4.3 Konon: H yopriiynon tov Legofer® evdeicvoton mg mpo@uioxtiky] aymyn Kotd T Stdpkeia g
Konong.

2.4.4 Talovyia: Mropei va yopnyn0ei kot Kot ™ SidpkeLo TG YOAOLYIOC.

245 Huword: To akpiPég 60GOA0YIKO GYNUE Y10 TOLOLO AVAPEPETAL GTNV TUPAYPAPO “Aocoroyia”.
2.4.6 Emidpoon otnv kavétnTe 0dfqynong kau yeipiopod pnyavypdatov: To Legofer® Sev emdpd
GTNV KOVOTNTO 001 YNGNG KOl XEPIGUOD UNYOVIUATOV.

2.4.7 Idwitepeg mpocidomomjoeig Yo ta mepreydpeva ékdoyo: To Legofer® nepiéyel pebulestépa kot
TPOTLAESTEPQ TOV TTapadpouPevioikod vatpiov (parabens), mov umopel va TPOKOAECOVY OAAEPYIKES
avtidpdoelc (mbavog Oyiee, emPpoaduvOoIeVoD TOTOV) Kol GOPPLTOAN.

To wpoidv givar aKATAAANAO Y10 TOVG TAGYOVTEG ad KANpovoukr dvcaveéio ppovktdlng.

To Legofer® dev nepiéyer {yopn ko ivon katdAAnio yia dropa pe StapiTn.

2.5. AMAemopacels pe GAho QEaPROKY, 1] 0VGIES

Na un ovyyopnyeitot pe dypepkamporn. H amoppdenon tov and tov 6TOHTOC GLOPOV UEIMVETUL 0
T GAOTO, TOL poyvnoiov kot acPeotiov, to aviioiva (Vo yopnyeital pe d1opopd ToOLALYIGTOV 2 ®P®V),
To. TOyKpeatike Eviupa Kot T YOAEoTUPAUiV Kot ovEdvetal amd cvyyopnynomn ookopPikov o&éoc.
AVTIGTPOQMC 0 OO TOV GTOUATOC GIONPOG UEIDVEL TNV OTOPPOPNOT TOV KIVOAOVAVY, SPOCPOVIKDV,
KUTTOPOTOEIK®DY, TNG EVIOKOTOVNG, TEVIKIMAaUivIG, pioedpovarng, Aefobvpolivng (va yopnysitan pe
dtapopd tovAdylotov 2 wpdv) kot Thavodg g Asfovidna. H amoppoenon 1tov amd Tov oTOUOTOC
GLONPOL LEWMVETOL OO TIC TETPOKVKALVEG (VO yopnyodvTal He dapopd TOLAGYIGTOV 2 WpAdV) Kal TOV
YELdAPYLPO Kol AVTIGTPOP®S. O amd ToL GTONATOG GidNPOg avTay®VvileTal TNV VTOTAGIKY dpdon NG
pebuAvtona, v ovyyopriynon tov pe MEA®D umopei vo evteivel tov gpebioud ToV YOOTPEVTEPIKOD
PAevvoyovou.



H aAlomovpivorn avéavel v evandbeon tov 6to Nrmop oe KippoTikovg acbeveic. H yAopappevicoin
uropei va emPpadivel TNV avtamokplorn 6t 61dnpobepaneia.

Ovaieg mov dnuovpyovV cOHUTAOKE UE GIOMNPO (OTMG POGPOPTKA, UTIKA Kol 0EUAIKE) TOV TEPLEYOVTOL
OTO PAYDOLUO ACOVIKG Kot €IVOL GLGTATIKA TOV YAAOKTOC, TOV KOPE KAl TOL TGAYIOD, OVOGTEAAOVY
TNV 0TOpPOPNOT) TOV GLONPOV.

2.6 Aocoloyia kor TPOTOG YOPNYNONG

To Legofer® yopnyeitan omd 10 61dM0 KOTh TPOTIUNON TPV 0mtd Tl YEVATOL.

Evijakeg:. 1-3 groidwa tov 15ml (mov 1codvvapodv ue 40-120mg Fe*), v nuépa yopnyodueva o
dvo dooels.

Haidia Bapovs karw tov 40kg: 1-1% eroAidio tov 15ml (tov 1codvvopet pe 40-60mg Fe*s), v
nuépa xopnyovEVO G 300 JOGELC.

Haidrg fapovg ave twv 40Kg: Aocoroyio OT®S T®V EVNAIK®V.

2.7 Yntepoocoroyia - AVTIHETOMION

Koatd ) ddpkeia tov mpdtov 6-8 @pdv amd tnv Ay vIepPoiikng 6661 GAUTOV GLO1POV, 0 0cOEVNG
pumopel vo TOPOLCLAGEL EMYAOTPIKO GAyog, vavtio, £UETO, OPpOol0 KOl OLUOTEUEST T Omoio
GLVOJEVLOVTAL GLYVA OO VIIVNALL, ®YPOTNTA, KLAV®ST, KatamAin&io péypt kot kopo. H Oepaneio npémnet
va. apyicel 660 TO0 SLVOTOV TO YPIYOPA KOl GLVIGTATOL 1) YOPNYNON EVOC EUETIKOD, LETA TN YOPNYNON
Tov omoiov mhavod va ypelactel TAOGN oToUdy oV, KaODS Kot KatdAAnAn vrootnpktiky Bepomeio. TnA.
Kévtpov AnAnmpidcewv: 210 7793777.

2.8 AvemO0OunTeg evépyereg

To Legofer® yivetotl modd kahd avektd. Evaéyetat dpwg va eppavictovv: Navtia, uetol, entyactpikd i
KOWAOKO GAyog, dibppota 1 dvokotmdtnta. Xuvnbwg eival cvvaptnon g docoAoyiog Kot cuyvd
VIOYWPOVV Ue TN Helwon Tng d6ome. AAAepyiKES avTdpdoelg etval Todld ombvieg. Xe Ppéon petd omd
AYM VYPGV Lope®V G1O1Pov pmopel va mapatnpniel eoid xpdon Tmv 036VI®V.

Ava@opd avemBOunTOV EVEPYELDV

Edv mapatnpnoete kdmolo avemBountn evépyela, EVUEPOOTE TO YTPO 1 TO PUPUAKOTOLO GOC. AVTO
woyveL Kol yuo. ke mbavr] avemBountn evépyeln mOL OEV AVOPEPETOL GTO TAPOV GUAAO 0dNYIDOV
xpons. Mnopeite eniong va avagépete avemBounteg evépyeileg anegvbeiog otov EBvikd Opyavioud
Qopudkov (Mecoyeiov 284, 15562, Xoiapyds, AOMva, TnA.: +30 213 2040380/337, www.eof.gr) 1
otig Dapuakevtikég Yanpeoieg tng Kompov, Ymovpyesio Yyeiog, CY-1475, www.moh.gov.cy/phs, Fax:
+357 22608649. Méow g avaeopds avembountov evepyelidv umopeite vo fondnoete otn cuAioyn
TEPICCOTEP®V TAT|POPOPLDV GYETIKA LLE TNV ACPAAELN TOV TOPOVTOS PUPULAKOV.

2.9 Ty npémer va. yvopileTe 6NV TEPITTOON OV TAPUALEIYATE VO TAPETE KATOLX OGN

Edv mopareiyote va mapete pio 06om Bo mpénel va Adfete tn 0001 avth to TayvTEpo dvvatd. Edv,
opmG mANcalel n ®pa yo TV emOpevn 60om un AdPete T d6om mov mapoieiyote, aALL cvveyioTe
Kavovikd tn Oegpaneio. My duthaciialete T1g 00GELS.

2.10 Hpepopnvia MiEng Tov TPoidvTog
Avaypapetal oty €£®TEPIKN KOl ECOTEPIKT] CLOKELOGIA. Xg TEPITTOOT OV 1] NUEpOoUNVia avTh Exel
TapEALOEL PNV YP1GILLOTOUGETE TO TPOIOV.

2.11 Iowitepeg TpoPuLAAEELS Y10 T QUAGEN TOV TPOIGVTOG
To Legofer® dotnpeiton og Oepuoxpacio nepiBdiriovroc uéypt 30°C.

2.12 Hpepopnvia tehevtaiog avaded®pnong Tov guiiov odnyiav: 10.6.2021

3. IAHPO®OPIEX I'lA THN OPOOAOTI'IKH XPHXH TQN ®PAPMAKQN

e To pdppoko avTd cag TO EYPUyE 0 Y1UTPOC GOG LOVO Y10 TO GUYKEKPLUEVO 10TPIKO GaG TPOPANL. Agv
0o mpémer va to divete oe GAAG. dTopo M| Vo TO YPNOLUOTOlEiTE Yo Kdmowa GAAN ThOnom, yopig
TPONYOLLEVMG VO £xeTE GLIPOVAEVOEL TOV Y1UTPO COLC.
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e Edv xotd 1t owdpkelo tng Oepameiog epeaviotel KOO0 TPOPANUA LE TO QPAPUOKO, EVIUEPDOTE
OUECMG TO YLOTPO 1 TO POPLLOKOTOO GOG.

o Edv éxete omolodnmote £pOTNUATIKA YOP® OGN0 TIG TANPOPOPIEC TOL APOPOVV TO (QAPHOKO TTOV
AapBdverte 1 ypelalecte KOAVTEPT EVNUEPMOOT] Y10 TO WOTPIKO GO¢ TPOPANLA, Un diotdoete va {ntnoete
TIG TANPOPOPIEG AVTEC OO TO YIOTPO 1) TO PAPUOKOTOLO GOC.

o [0 va, eivor 0TOTEAEGUOTIKG Kol AGQAAEG TO QPAPLOKO TTOV Gag xopnynonke Oa mpénetl va Aopupdavetot
GULPMVO, [LE TIG 00N YiEg OV oag d6OMKaAY.

e o Vv acedield ocag kol TV vyein cog sivor amapoitnto va Jwfdcete pe mpoocoyn kabe
TANPOPOPIN TOV OPOPA TO PAPHLOKO TOL GOG YOPTYONKE.

e Na un dwatnpeite To eApUake 6To AovTpd, d10TL 1 (€0t KOl 1 VYpacion UTopEl Vo, AALOIDOGOVY TO
QAPUOKO KO VO, TO KATOGTNGOLV eMPAOPES Yo TNV vYEin GOg.

o AlTnpnoTE TA PAPLLOKO. GTOV OPYLKO TEPLEKTY] TOVC.

o Na unv kpatdte edpuaxo tov dev to xpeldlecte mAéov N Tov o Exovv Anéet.

o [0, peyoA0Tepn acAAELN KPOTOTE OAN TO PAPUAKO OE OGQUAES LEPOG UAKPLE OO TO TOOLAL.

4. TPOIIOX ATAGEXHX

Ztnv EAMGSa to Legofer® yopnyeiton pe wotpixr| cvvayy.
v Kompo yopnyeitar kot yopig 1aTpikr] cuvtayn.

Ipoidv katomy adsiog tne Italfarmaco Spa, Italy.




