@vAro ooV piong: IIAnpogopics yra Tov yxprjot
Cibacen® esmkalvppéva pe hemto vpuévio diokio 5 mg, 10 mg kan 20 mg
Ydpoyrwpikn Bevalempiin

AP aoTe TPOGEKTIKA 0AOKANPO TO QVAAO 0ONYILAV YPTONGS TPLV UPYIGETE VO TAIPVETE GVTO TO

PaPROKO, O1OTL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUG.

- Dvrdgte avtd TO EUALO 0N YDV Yprione. Towg ypelaotel va va to daPdoete Eava.

- Edv éyete mepartépm amopieg, pOTNOTE TOV YLOTPO 1] TOV PUPHOKOTOLO GOC.

- H ovvtayn yia avtd 10 edpuako yopnyndnke anokAeloTikd Yo, 6oc. Aev TpEnel va dOGETE TO
@apupako og dAlovc. Mmopel va Tovg TpokoAEsel BAGPT, aKOUA KOl OTOV TO CUUTTMOUOTE TOVG
glvar id1o pe ta d1kd Goc.

Edv mapatnpnoete kdmola avemiBount evépyela, Tapakaleice va evnuepmoete Tov yaTpd 1
TOV QOPHOKOTOL0 oaG. Avtd 1oyvel Kot yo kdbe mbavi avemBountn evépyelon mov oev
AVAPEPETOL GTO TTALPOV PVAAO 001 yLdV ¥prione. BAéne mapdypapo 4.

T ePLéyeL 10 Tapov GUAAO 00N YLOV:

T eivar o Cibacen® kot oo givat 1 xpron Tov

T mpémer vo. yvopilete mpv mapete o Cibacen®

Id¢ va mapete To Cibacen®

ITiBavég avemBOUNTEG EVEPYELEC

IMog va purdcoete to Cibacen®

[Tepreyduevo g ovokevasiog Kot AOEG TANpoPopieg

ousrwNE

1. T eivan To Cibacen® kan mowa givor n yprfion Tov
To Cibacen® eivar avactoléag Tov petatpenticod evivpov g ayyeotacivig (MEA).

To Cibacen® ypnoiponoteiton kupimg yio t Oepameio g VYNMARC apTNPLOKTC TiEoNG.

H vymAf apmprokn wieon avédvel 10 eOpTo epyasiog e Kopoldg kal Tov aptnpiov. Edv avtd
ovveyloBel yloo peydAo ypovikd ddotnua, pmopel vo mpo&evioel PAAPeg ota alpo@dpa ayyesio, TOv
EYKEPAAOVL, TNG KAPIHG KOL TOV VEPPDV LE ATOTEAEGLO EYKEPOAKO ENEIGOSI0, KOPILOKT| AVETAPKELN
N veppikn avemdpkew. H vymAn optnploxn mieon avédvel tov Kivouvo kapdlokadv kpicewv. Ta
wpoPAnpata ovtd givar Atyotepo mBavov va copfovv gdv 1 optnplokn mieon eAéyyetarl kaAd. Ot
OVOGTOAELG TOV UETATPENTIKOD evivUOL g ayyelotacivig (MEA) Bonbovv ctov éleyyo g vymAng
aptnprakng wieonc. [Motedeton 6Tt aVTA TO PAPLOKA SPOVV LE TOV ATOKAEICUO Ui0G OVGING GTO GO,
OV TPOKOAAEL TN GVOTOCT] TOV AUOPOP®V OYYEI®V. XV OTOTEAECUN QVTOV, YOAAPOVOLV Ta Oyyeio
KO LLELOVETAL 1] APTTPLOKT| TTEST).

To Cibacen® ypnoiponoteiton yio::

o Tn Oepameio g VYNANG APTNPLOKNG TigoNG (VTEPTAOTG).

o ®epomeion oe oocBevelg pe kapdlokn oavemdpkewo (advvopio ™G Kapddg Vo  OVTIANCEL
KAVOTOINTIKY T0cOTNTA aipatog oto ompa) (NYHA khdoeig II-1V), pe 1 xopig dtovpntikod.

o Tnv emPpdadovon g e&EMENg g xpOVING VEPPIKNG avendpkelog, o aobeveic pe kdbopon
kpeatwvivng 30-60 mL/min, TOv cLVOdEVETOL OO VIEPTOCT, KOl AEVK®UTovpio (Tapovcia
HEYOA®V TOGOTNTOV TP®TEIVNG (aABovpivng) oTa 00pa).

2. T npénser vo yvopilets npwy napete 1o Cibacen®

Mnv napete To Cibacen®



og mepintmon aAiepyiog oty VOPOYA®PIKN Pevalenpiln, oe 0mO00MTOTE AAAO AVOICTOAEN TOV

MEA 1 6€ omo10d9mote GALO 06 Ta GLGTUTIKG 0V TOD TOV Papudkov (PA. Tapdypapo 6)

€dv 0 ywIpdg 0OC, GOg eEVNUEPOOE OTL £yeTe dvoavelio Ge OPICUEVO GAKYOPM, OTMG OTN

AOKTOLN, EMKOVAOVIOTE LIE TOV YIOTPO GOG TPV TAPETE AVTO TO PAPUOKEVLTIKO TPOTOV.

ghv xete EUEOVIGEL CUUTTAOMOTO OTTOC GLPLYUOC, TPNEWO TOV TPOGMTOV, TOV YEIMDY, TOV

GTOLOTOC N TNG YAMGGOS, £vtovn @ayovpa 1 coPapd deppatikd eavOnuata e mponyoduevn

Oepaneio pe avootoréa tov MEA 1 k@molo péEAOG TG OKOYEVEWLG GOG EUPAVICE OLTA TO

CLUTTOUATA Y10 07T010dNTOTE AdYO (po Tafnon mov ovopdleTol oyyelooidnua).

eqv glote mave omd 3 unvav £ykvog (sivar emiong kalvtepo vo amopedyete o Cibacen® oty

apyn ¢ Komong - PAére napdypapo «Komen kot OnAacudo» maparkdt).

gdv €xete cokyap®On StofrTn M vePpPikn dvciettovpyia Kot AapPavete aywyn pe Evo eapUOKo

OV UEIDVEL TNV OPTNPLOKT TLEST Ko TEPLEYEL AACKIPEVT).

eqv €yxete AaPer | AapPdvete enl Tov TAPOVTOG TO CAKOLUTITPIAT / BakcapTdvn, Eva QAPLOKO

oV ypnolpomotleitor ywoo T Oepameicn evog TOHMOL  pokpoypoviag (YPOViaG) KOPSIOKNG

OVETAPKELNG 08 EVIAIKES, KOOMG 0 Kivouvog aryyelooidnuatog (toyeio ddyKwmon KOt omd To

dépLLOL OE Lo TEPLOYT] OTIMG O AULUOC) AVEAVETAL.

€4v maipveTE OTOLOONTOTE OO TO. AKOAOVOO PAPUAKA, O KIVOLVOG OYYEL00IdNUATOG UITOPEL Va

ovénosi:

- Paoekadotpiln, Eva appoko mov ypnooroteitat yio tn Oepameio g didppotag.

- DdppoKa Tov YPNCHOTOOVVTAL YIoL TNV TPOANYN TG ATOPPIYNG HOGYEVHOTOS OPYAVOL Kot
Y0 KOPKivo (TT.y., TEUSIPOALOVG, GLPOALOVS, Efeporiun).

- BulvrtayAumtivn, éva edpuoko mov ypnoiponoteital yio, tn Oepaneio tov dapnt.

Ipocdomou]oeis Ko TPOPVAAEELS
AnevBuvOeite ooV y10Tpd 1| 6TOV PappaKonold cog mptv mhpete to Cibacen®:

€qv €yete otévaon g aoptg (oTévaon Tov KHPLOV aoPOpov ayyeiov mov Eekivdel amd TV

Kapdld) N éxete €va mPOPANUO e TNV TTOPOYN OHLOTOS GTOVG VEQPPOVS GAG, TOL OVOUAleTo

GTEVIOT] TNG VEQPIKNG apTnpiog,

edv €xete AAAa KapdloKa TpofAnpaTa,

ey &yete veppikd mpofAnquota 1 vrofdAiecte og apokdBapon,

gdv vmoPdilecte oe agaipeon younAng mokvotntog Mmompoteivng (LDL) (Sadikacio

aQoipesNG TNG YOANGTEPOANG OO TO CLLLLOL PE LUNYAVILLQL),

€ €yete NTaTIKG TpoPAnpaTa,

€qv eiote og dloto pe mMEPLOPICUO GTO OAATL 1 YPNOLUOTOIEITE VIOKATACTOTA OAATOV TTOL

TEPIEXOVV KAAL0,

edv mioyete omd oyyelwwKkn vOoO TOV KOAAOYOVOL (VOGOC TOU GULVOETIKOV 10T0V), ONMMG

GLGTNHOTIKO £pLONUATMOON ADKO 1) GKANPOdEPLL,

€0V TPOKELTOL VO KAVETE YEPOVPYIKT EMEUPAON (CLUTEPIAAUPOVOUEVIG TG OSOVTIOTPIKNG

eméuPaonc) N emetyovoa Oepameio. Avtd cvpuPaivel eneld] kamow ovoarsbntikd pmropovv va

UELDGOLY TNV OPTNPLOKT GOG TEST KoL VO, EQPAVICETE TOAD YOUNAT 0pTNPLOKN TEST,

€qv glyate TPOGPATO EUETO N SLAPPOL | EYETE OLPVIATMOT,

e €xete cakyopmon dapntn,

€dv oxomevete vo AaPete Oepameia yio vo LEMGETE TNV OAAEPYIO GOG GTOVS VUYUOUG HEAGOHOV

Kot 6eNKaV (amevaicOntomroinon),

€0V EUPUVICETE OKOKKIOKVTTOPALLIO KOUT KOTOGTOAN TOL LVELOD T®V 0GTMV,

edv, evd AapuPdavete avactoleic MEA, avantolete iktepo M peydin avénon tov nroTikdv

evlipmv,

€4V AapPaveTe OTOLOONTOTE OO TO TOPUKAT® PAPUAKO TOV YPNoLuomotobvTal Yo T Oepameia

™G VYNANAG opTNPLOKNG oS!

- évav amokielotn vrodoyéwv ayyswotevoivng Il (ARBS) (emiong yvootd wg captdves — yia
mopadelypua Paicaptavn, TEAGOPTAVN, 1pPecoptdvn), Wwitepa €4V EXETE VEQPIKA
mpofAnuata mov oyetilovron pe dafnT.

- oOMOoKIpév

O ywtpdg oag pmopel va eAEéyEel T VEQPPIKN GOG AElTovpyio, TNV OPTNPLOKN GOG TIEST KOl TNV
TOGOTNTA T®V NAEKTPOAVT®V (T.). KAALO) GTO L0 GG GE TUKTH OLUGTILOTAL.
Agite eniong TAnpogopieg otnv mapdypago «Mnv napete to Cibacen®».
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- gbv elote povpog acBevig aEPKAVIKNG TPoélevong Kabmg €xete PEYaAVTEPO Kivouvo va
EUQAVIGETE OYYEL00ION O KO TO PAPLOKO OVTO UITOPEL VO Elval AYOTEPO ATOTEAEGLLATIKS Y100 TN
LEI®OT TNG 0PTNPLOKNG GOG TTieons omd OTL 6€ un pabpovg acbeveic.

Avyyerooionua

Avyyerooionpa (pio coPapr aAAepykn avtidpacn pe mPHEUO TOL TPOCHTOV, TOV YEAIDV, TOL
OTOUATOG 1 TNG YAMGGOG e SOuoKOAMA 6TV Katdmoon 1 TNV avamvon) &yl avapepbel og acbeveic mov
Aoppavovv Bepomeio pe avactoreic MEA, cvurepilapfavopévon tov Cibacen®. Avtd pmopei va
oupPel OMOONTOTE YPOVIKN OTIYUN Katd tn Owdpkelw tng Oepomeiog. Edv epopavicete tétola
coumtopata Oa Tpénel vo otopatioete vo maipvete o Cibacen® kot va deite apéowg évav yiorpo.

O ovvdvacpog tov Cibacen pe coakovumitpidn / Badcoptdvn avievdeixvotol e€attiag Tov avénuévon
Kvduvou ayyeloodnuatog. BAéne emiong mapdypago 4.

Eivor onpovtikd va ehéyyel o yatpdc cog v Tpoodd GOG GE TAKTIKES EMIOKEYELS Yo vo. PefotwBet
OTL 0VTO TO PAPLLOKO OPO CWSTA.

IIpéner va evnuepdoete 10 YaTpd cog v vopilete moc giote (1 pmopel va peivete) €ykvog. To
Cibacen® 8¢ cuvictdtal otV apyf TG YKLHOGUVNG Kot dev TTpémet vo AauPdvetor edv giote mavo
amd TPV pNvev €ykvog kabdg pmopel vo mpokaAécel coPapég PAAPeg oto popd cog €QV
ypnopomomdel oe avtd 10 6TAd10 (PAETE TOPdypapo «KOnon kot ONAacpuos) mopakiTo).

Hodra

Agv cuviotdrar 1 xprion tov Cibacen® oe moudid nhikiog kKt tv 7 e1dv 1| 6 peyoldtepa Toudid Tov
dev umopodv va Katamiovy Slokio 1 6€ ekeiva yia ta omoio 1 Socoloyio Tov £xel vrodoyiobei (Mg/Kg)
dev avtiotoyel oe kamola Sobéowun mepiektikdmTo TV diokimv. H Ogpoameion pe Cibacen® dev
owvIoTATOL 6€ Tadld pe puoud omepapoTikng dmdnong < 30 mL/min, enedn dev VLAPYOLY ETAPKN
Slobéoipa GTotYElD TOV VO TEKUNPLOVOLY [iol S0GOAOYIKT GUGTOCT] GE aVTH TNV oudda acbevav. Ot
pokpoypdvieg emdpdoeig tov Cibacen® oo Hyoc kot v avamTvén dev &yovv peketnOei.

H aoc@dielo kot N oamoTEAEGUOTIKOTNTO TOV ETKOAVUUEVOVY pe Aenttd vuévio diokinv Cibacen® dev
€xel TekuNPLobel oe TOdLA e KapOlaKT OVETAPKELD KOl TPOOSEVTIKT YPOVIO VEPPIKN OVETAPKELD.

Aldha @appaxe ko Cibacen®

Evnuepaoote tov yotpd 1] TOV QOPUAKOTOW0 GOG v maipvete, £xete TpoOcpata Thpel 1 Uwopel va
napete GAlo eappoka. H Ogpancio pe Cibacen® umopei va emnpeaotel oamd dAla pdpuoxa. O yiorpdg
ocag umopel va ypelocbel va adAdEel T 00T OVTOV TOV GAAOV QUPUAK®OV KOV vo AdPel GAAeg
TPOPLAAEELS:

AMo @hppoKa Yoo TNV VYNAR 0pTNPLOKh TECT GLUTEPIAAUPOVOLEVOV TOV  OTOKAEIGTOV TOV
vrodoyéwv ayyslotacivng II (ARB) 11 aloxipévn (BAéne emiong mAnpogopieg oty mopdypapo «Mnv
napete to Cibacen® ko «IIpoeldomoncels Kot TPOPLAGEELSY).

Xvuykekpyéva, anevBuvieite oto YiaTpd 1 T0 PAPUAKOTOLd Gag €6V TaipveTe £xeTe TPOGPATH TAPEL N
umopel va mapete kamolo amd to akdAovba eappao:
- OoupnTIKA (QAapUaKa Yo TNV OTOBOAR VYPDOV),
- AiBuo, éva edpuako mov ypnoiponoteital yio T Bepaneion optoUEVOV YOYLOTPIK®OV TaBNCEWY
Om®G KaTAOAYM, poavia,
- KOAMOGULVTNPNTIKA QAPULOKO OTMG GTPOVOAAKTOVY], TPLOUTEPEVT], AUAOPION, CUUTANPMUATO
KOAOV 1 VTTOKATACTOTO, AAAT®V TOL TEPLEYOLV KAALO,
- dryo&ivn (ypnoipomoteital yio Kopdtokd tpofAnpata),
- U1 OTEPOELDN OVIIPAEYLOVAOIN QAPUOKO (PAPLOKE Y0 TV OVIWUETMOTION TOL TOVOV) OMWS
aomipivn, PovTpoaivn,
- KUKAOGTOPivN, £VO OVOGOKATOGTAATIKO QAPUAKO TOV ¥PNGULOTOLEITOL Y10l TV TPOANYN NG
andppy”ng opydvov HETH amd HETAIOGYEVOT),
- mmapivn, £va @APLLOKO TOV YPTCLLOTOLELTAL Y10 TV apai®son TOV OipLTOG,
- QOPUOKOE, TTOL YPNCLLOTOOVLVTIOL Yo TNV TPOANYM ¢ omdppyng opydvov petd omd
UETAUOGYEVOT] KOl Y10, TOV KAPKIVO (7). TEUSIPOAUOVE, GLPOAUOVE, EREPOALLOVG),
- avTdlaPNTIKG @appoka (VGovAivn, pHeT@opuivn),



- GAaTO YPLGOV, 110ITEPA LE TNV EVOOPAEPLA Yoprynom (ypnotporotovvTat yia T Bepaneio g
PELUATOELDOVC 0pBpiTIdag),

- TPIKLKAIKA avTIKOTOOMATIKA, VOPKOTIKA, AVIIYUYOTIKE QOPLLOKOL,

- avTe&va papuoKa,

- ovumafopunTIKé eApLoKa,

- OAAOTOUPIVOAN, KLTTOPOOTOTIKOL 1  OVOCOKOTOOTOATIKOL TOPAYOVTEG, GULGTNHATIKE
KOPTIKOGTEPOELDN 1 TPOKOIVAUIOT,

- ovoicOnTIKA EAapUOKa.

- pOCEKADOTPIAT, £VOL PAPLOKO TOL YPTCLUOTOLEITHL Y10 VO GTOLOTHOEL 1] S1appOoL

- avactoreig MEA. Adéyo t0v avénuévou Kivouvou ayyelooidnuatog, 1 TauToxpovn ¥pnomn
ocakovumTpidng / Pakoaptavng pe to Cibacen avtevésikvortat.

- ovuminpopote  koAiov  (cvpmeptAopPovopévev  TOV  DTOKOTACTOTOV — (ANTOG),
KOALOGUVTNPNTIKA SLOVPNTIKA Kot GAAL QAPUOKO To 0Toio uopel va avEavouy TV TosoTNTo
Tov KoAiov oto oipa ocag (my. Tpyebompiun kot KO-TPOEALOAN Y0 AOWUMOEELS TOV
TPOKOAOUVTAL 00  Poxtiple, KUKAOGTOPIv (éva OVOGOKOTOGTOATIKO QAPUAKO  TTOV
YPNOOTOEITOL Yo TNV TPOANYM NG OmOPPWYNG HOCYELLATOS 0pYdvov), nmopivn (éva
(APLOKO TTOV YPNCILOTOLEITAL Y10l T Pel®mon Tov aipatog yio Ty Tpdinym BpouPmv)

To Cibacen® pg Tpo@1 Kot owvomrvevpat®on
- No omoguyete to owomvevuaT®ddn £mG OTov ocvpPovievteite to yaTpd coag. Ta
OLVOTVELLLOTMOT ITOPEL VO TPOKAAEGOVV LEYOADTEPT] LEIMOT TNG OPTNPLOKNG TTEGN 1 KOt VL
avénoovy v mbavotnta {dAng 1 Muwobopiag.
- Evnuepmote Tov Y10Tpo 1 TOV QUPUOKOTOL0 GO GV AAUPAVETE GUUTANPOUATO SLOTPOPNG TO
omoia TePLEYOLV KAAO.

Kinon kot Onhaopog
Edv eilote éyxvog, vouilete 6T pmopei va giote £ykvog 1 oxed14leTe Vo AmMOKTAOETE TAdl, {NTHoTE T
GUUPBOVAN TOL YITPOD GOG TPV TAPETE AVTO TO PAPUAKO.

Kvnon

O 11otpdg oag Oo cag supuPovréyet va otopotioete vo taipvete to Cibacen® tpotov ueivete éykvog M
poAg pabete Ot eiote £yvoc ko Oa oag cupfovidyet va Tapete dAlo edpuoko avti tov Cibacen®. H
xpnon Tov Cibacen® dev cuvictdtonl Katd To TP®OTO TPiUNVo NG ykvpocvvng. To Tpoidv de Oo mpémet
Vo ¥PNOLOTOLEITOL KOTA TO S€0TEPO Kot Tpito TPiUnvo g KOmong kabmg pmopel vo, TPOKAAESEL
coPopd TPOPALOTO GTO LOPO GOG EAV YPTCULOTOLEITAL PLETA TOV TPITO UAVA TNG EYKVUOGVVNG.

Edv peivete éykvog katd ) didpkeio g Oepomeiog pe to Cibacen® o mpémel va evnuepdoete 1o
Yiatpd 60¢ OUECWG,

Oniacuog

To Cibacen® mepva 610 unTpiKod yaa.

Edav Onidalete | mpokettan va apyiocete va Onhalete, evnuepmote tov yatpd ocac. To Cibacen® dev
GLVIOTATOL G€ PUNTEPEG TOL BNAGLovV Kot 0 YiaTpdg pmopel va emdéEel AAAN Bepameio edv embopeite
va Onldcete, Wwitepa edv T0 popd oag eival veoyevvnto N yevviOnke Tpowpa.

Oonynon kKo EPLGROS PNy avnpdTmv

Mmnopei va vidoete (dAn 6co maipvete to Cibacen®. Avto givar o mbavd vo copfet dtav apyicete va
naipvete o Cibacen® 1 apyicete va moipvete peyolvtepn d6on tov. Eqv vidoete {oAn 1 advvaypia,
unv odnyeite 1| ypnolonoleite epyoieion 1| Py ovec.

To Cibacen® ngpiéyer haxtoln

Av 0 yaTpdg oag, cag evnuépwaoe OTL Exete dvoavetia 6 OPIGUEVO CAKY PO, ETIKOIVOVIOTE LIE TOV
YTpO GO TPV TAPETE OVTO TO PUPLOKEVTIKO TPOTOV.

3. Mo va wapete To Cibacen®



ITGvtote vo moipvere T0 QAPUAKO OVTO OVOTNPA GOUEMOVO LE TIC 00NYiEG TOL YOTPOV M TOL
QOPULOKOTOL0V 00G. AV £xeTe AUEIPOMES, POTAOTE TOV YLOTPO 1| TOV PAPLOKOTOLd GOc. Mnv aAldEeTe
1 6ocoAoyia 1| oTapOTHoETE TN Ogpameia ywpPig v EVIUEPDOETE TO YIUTPO GOG.

Atopo pe vynin aptnplokn mieon cvyva oev arsBdvovial countdpato. Apketol pumopel vo vimBovy
@LGLoAOYIKA. Elval moAd onuovtikd va AapPAavete 10 @ApLOKO 0VTO GOUEMVO e TIG GUUPBOVAEC TOV
YOTPOV GOG MOTE VO £YETE TO KOADTEPO OMOTEAEGHOTO KOl VO, LEIMGETE TOV Kivouvo ovembountwv
evepyelmv. Tnpeite ta pavtefo Le To Y1aTpO GO OKOUA Kol oV ooBivesTe KAAd.

Na Oupdote 6TL 00T6 T0 PApRaKo dev Oa Bepamedsel TV LVYNAN OPTNPLOKN TECT GAC, AV KOl UTopel
va Pondnoet tov éleyyd e Katd cvvémela, mpénel va cuveyioete va T0 TOipVETE GUUPOVO UE TIC
001 yiec, Qv OEAETE VO PHEIMCETE TNV OPTNPLOKT TLECT] GOG KOL VO, T1) OLOTIPTCETE YOUNAT.

I'evikd, n Bepameia apyiler pe ™ pikpoTEPT dOON KOl OTN GLUVEXELD 1] S0GOA0YI CLEAVETUL GTUSIOKA.
O ywtpog cag Ba cag ypdwyet T younAotepn dvvartn d6om Yo TiG avAayKes oG, Tov Oa maipvete pia
@opa N 000 POPES TNV NUEPQ.

Afyn Tov PUpPpraKov
Kpivetor okémpo va maipvete to eappokd cog vy idta dpo Kabe nuépa 1o mpoi.
To Cibacen® pnopei vo Aappdaveton Tpiv, Kotd 1| LETH TO TPOHYELLOL.

Yréptaon

H cvvictdpevn apywkn d6om yia acbeveig mov dev maipvouv Betalidkd dtovpntikd eival 10 mg pia
@opa v Nuépa. H docoroyia umopel va avénbei péypt 20 mg v nuépa.

Koatd ) didpketa g Bepaneiag cog, 0 YIuTpog 060G UTOPEL VO ovamposapoOceL T 0061 oag avdioyo
HE TNV avTomOKPIoT| TG OPTNPLOKNE GOG TECTG.

H ovvoln nueproto d6on pmopet va dwopebel eite o pia 1 o€ dvo docelg v nuépa. O YoTpodg cog
00 cag el mota eivat 1 KEAVTEPN Yo EGAG.

Av avtipetonilete mpofAnuarta oTovg veppoic, Oa mpémel vo 10 cuINTNoETE UE TO YLOTPO GUG TPV T
Bepancia pe o Cibacen®. Mnopei va yperdleote younrotepn doon.

Ocpameio KAPOIAKHS AVETAPKELNS

Evplikeg

INa ™ Oepameio kapdlokng avendpkelog kpivetan okdmuo va maipvete o Cibacen® kdto and v
enifreyn Tov yaTpov cag. To TpdTo d1oKi0 TPEMEL VO TAIPVETAL GTO LUTPEIO TOV YIOTPOD GOG KOl GTN)
OUVEYELD TIPETEL VO, EAEYXETAL 1) T{ECT] GOGC GO TO YLOTPO, TOLVAGYICTOV Yo pio ®pa. AOY® TOL
KIvOOVOL amOTOUNG LEl®ONG TG apTNPLOKNG TECTC OC AVTATOKPLOT GTNV TPMOTN 0661, acbeveilg mov
naipvouv Cibacen® yio mpdtn @opd Tpémnet va mapokorovhodviat oTeva.

H ovvictopevn apyikn 66on eivan 2,5 mg pia eopd v nuépa. H d6on pmopet va avénbei oe 5 mg
pio eopd v nuépa Petd omd 2 - 4 efOOUAdES, EAV TO, CUUMTOUATO TG KOPOIOKNG OVETAPKELNG OEV
&yovv avokovplofel emapkmg, VIO TV TPOHTOBeo 0Tl 0 0cBevig dev AVERTLEE GUUTTOUOTIKY
VIOTOON N GAAEG UM OTTOOEKTEC avemBOUNTEG EVEPYELEC. AVAAOYQ UE TNV KAVIKT avTOTOKPIoT, 1| 606N
umopei va avéndel mepartépw oe 10 Mg kou tehkd o 20 Mg pio opd v NUEPA 6€ KATAAANAQ
YPOVIKA S10GTHLOTA.

Ye aobeveic mov mAoyoLV OmO KopdloKN avemdpkeln pe kdbBapon kpeatvivng <30 mL/min, n
nuepnota 66om pmopei va ovénbei oe 10 mg, aAld n apykn yaunin ddéon mov yopnyeiton (2,5 Mg pio
©opa TNV NEPA) umopel va amoderybel PEATIO.

Tia ™y emPpadvven Ths eCEMENS TS POVIAS VEQPIKNG AVETAPKEIOS

Evilixeg

H cvuvictdpevn 60om yio pokpoypovia xprion yio v emPpadvovon g e£EMENG TG XpOVIOG VEPPIKTG
avembpkelog pe M yopic vréptaon eivar 10 mg pio eopd v Muépa. Edv amoarteitor mpochetn
Oepameia Yo TNV TEPALTEP® HEIDOTN TNG APTNPLOKNAG TLEOTG, WTOPOVY VO ¥PNCILOToIN0ovy Kol GAAa,
AVTIWTEPTAGIKA 6€ cuvdvaouo pe o Cibacen®.

Xpijon c& nlK1ouévoovs



H cuvnOng apykn d6on oy vaéptaon givor 5 Mg pio eopd v nuépa ta. omoia pmopet va avEndotdv
otadtokd o€ 10 mg.

Xpijon o¢ moidid

Houdid pe vaéptaon (Mhkiog 7-16 etdv, Bdpovc coporog > 25 k)

H ovvnong cvvictduevn d6on yio v évapén e Oepanciog pe to Cibacen® givon 0,2 mg/kg (éog
uéyotn 86om tov 10 mg o eopd mv nuépa). H docoroyia Ba mpémet va mpocapudletor avaioya
UE TNV avTamdKplon e apTnplokng méons. Adceig dvo tov 0,6 mg/kg (1 mov vrepPaivovv o 40
mg nuepnoing) dev éxovv peretndel o€ moidid.

Ta doxio Cibacen® de cuvictdviar 6 moudid nAkiog Katm Tov 7 €10V 1 6& PeYUADTEPO TOUSLL TTOV
dev umopohv va KaTamiovy S1oKio 1 6€ eKeiva yia Ta omoio 1] Socoloyia mov £xel vtodoyicobel (Mg/kg)
dev avtiotoyel o kamota dabioiun mepiektikoOTTo TV dokimv. H Ogpancia pe to Cibacen® dev
owVvIoTATOoL 6€ Tadld pe puoud omelpapaTikng dmdnong < 30 mL/min, eneidn dev VLAPYOLY ELAPKN
dwbéoua otoyyeion MOV Vo TEKUNPLOVOLY Wid dOGOAOYIKT) oVGTACT, G avth TNV oudda. Ot
pokpoypdviee emdpdoeig tov Cibacen® otnv avénomn kot v avémtvén dev xovv ueketndei.

H ao@dAeia Kot 1 amoTeAeouatikdTNTo TV enkaAvupévev e Aentd vuévio diokimv Cibacen® dev
€yel Tekpnplwbel o€ Tod1d e KOPSLOKT OVETAPKELN KOl TPOOOEVTIKY XPOVIO VEPPIKT AVETAPKELQ.

Eav napete peyarvtepn d6on Cibacen® amé tnv kavoviki

Emkowvoviote apéowg pe TOV ylotpd M TOV QOPUAKOTOWd GOC 1N TNYOIveTe dpécme oe éva
VOGOKOUEID. ZOUTTOUOTA OTI®G TOAD YOUNAN aptnplokn wieon, Katanin&ia, Andapyos, Bpadvkapdia
(apy6g Kapdakog puOUdC), Un PUOIOAOYIKA ETITESH NAEKTPOAVTMV GTO Qi[O KO VEQPPIKY| OVETAPKELL
umopel vo glvar ocvuntopoto vrepdoocoroyiog. Edv éxete coPapn LaAdda 1/xor Auwobupia,
EVIUEPDGTE TO Y1OTPO GO TO TAYVTEPO dSVVATO.

Eav Eeydoete va mapete To Cibacen®

Edv mapoaretyete pio 0661 00TOL TOL QAPHAKOL, TAPTE TN 0OCT| TOL TMOPUAEIPONKE TO TOYVTEPO
duvato. Edv givarl oxeddv n dpa yio v endpevn 8001 GOG, TAPUKAUYTE TN d00T TOL TopaAeipOnie
KOl GTT) CUVEYELD TAPTE TNV EXOUEVT 0OGT GTY) GLVNOIGUEVN Dpa.

Mnv mépete dSumAn 666N Yo va avamANpOGETE T 8001 ToL EeYdcaTE.

Edav otapatiocte va maipvere to Cibacen®

Mn otopotdte v ayoyn. Emikowvovhiote pe tov yiotpd N TOV QUPUOKOTOLd GOC TPWV TO
otapatnoete. Edv éxete meplocdtepes EPOTICELS GYETIKA LE TN YPTOT] AVTOV TOL POPUAKOV, POTNOTE
TOV YTpO 1] TOV POPLOKOTOLO GOG.

4. MBavég avemOBOuNTES EVEPYELEG

"Onmg 60, ToL PAPLOKE, ETCL KOL 0VTO TO QAPLOKO UTOPEL VO TPOKOAECEL avemIOOUNTEC EVEPYELES AV
ka1 6gv Tapovcldlovtal 6€ OAOLG TOVG AVOPMOTOLG,.

Eév mopatnpijoete kamowo. avemBountn evépyeld, EVIILEPMOOTE TO YLOTPO 1| TOV QUPUOKOTOLO
60S. AVt woyvEl Kol Y10, KGO avemOOUNT evEPYELD. OV OEV AVUQPEPETOL GTO TTOPOV QUALO

0dn YLV yprione.

Yrapatiete vo maipvere 1o Cibacen® ko emoke@Osite apéomg évav ylatpd v gp@ovicsts
KAmoleg 0o TIG TOPUKATO aveTOOUNTEG EVEPYELES O1 OTTOiES pmopel va sivan cofapéc:
- €av epeovioete o coPfopn oviidpoorn mov ovoudletor ayyswooidnua. To onueio pmopel va
nmeptAapPdvouy:
- Eapvikd TPNEYLO TOV TPOCHTOV, TOL AQHOD, TOV XEMMOV 1 TOL 6TONOTOS. Avtd umopel va
SVOKOAEWYEL TNV AVATTVON 1) TNV KATATOOT).
- éav é&yete aioOnuo moAudv (ypryopol N akovovietolr Kopdiokol maAuot), mévo oto otboc

(omBayyn) N kapdiokn TPOGPOAT.



- glv guopavioete NTATIKE TPoPARHATH OTWS NTATITION (PAEYLOVI] TOV NIATOG), IKTEPO 1 NTOTIKN
prapn.

- eav gpeoavicete coPopd deppotikd eEavonuata (cvvopopo Stevens-Johnson).

- &0v eupavicete PAEYUOVY] TOV TOYKPEATOG 1) OTOio UTOpPEl VoL TPOKAAEGEL GoPopd TOVO GTNV
KOWALA KOt TNV TAATY TOL cuvodeveTal pe aicOnpa adiabeciag.

AlAeg coPapég avemBounteg evépyeleg TEPIAAUPAVOVY CUATOAOYLKG TPOPALATA TTOV avapEPON KOV

pe avaotoAeic tov MEA 6nmc:

- XounAd aptduod epubpav apoceapiov (avouie). To onueio Teptiapfdavouy aictnuoa kdémwong,
yAoud Oépua, YPRYOPO N OKOVOVIOTO Kopdwokd puvlpd (aicbnupo moApdv), kot oicOnuo
AOYOVIAO LOTOG,

- XapnAd aptOud 6Aov Tov TOTOV TOV AEVKGOV apocealpiov. Ta onueio tepthappdvouy avénuévo
apOpd LopdEemv, Yo TAPASELY L0 OTO GTOMO GO, GTO OVAN, GTO AQLLO KOl GTOVG TVEVLOVEG,.

- XopnAd apiBud apometodMmv oto oipa oag. To onuela mepriapfdvovy €0KoAn onuovpyia
UOADTOV Kol pLvopporyieg.

Alhegg mOBavig avemOUuNTES EVEPYELES:

Yoyvég

- IMovoképalog

- Zd&An

- OpbBoctatikd couTTOHOT

- 'ECaym

- Biyag

- ZVUTTOUATO AOTU®ENS TOV OVAOTEPOV OVOTVEVGTIKOD
- Tootpevrepikn dwotapayn

- E&avOnua

- EpuBpoémra tov déppatoc (epvbnpua)
- ®ayovpa (kvnoudc)

- Avtidpoaor potogvarcOnociog

- Xvyvovpia (moAlakiovpior)

- Konwon

Xrévieg

- Avnvia

- Nevpwomta

- HopoeOnoia (un eucloroyikég acOnoelg)
- YmvnMa

- OpbBootatikny voTOoT

- IIévog 610 Bdpaxa

- AxovovioTol Kapdlokoi mwaApol (appoduia)
- Adppown

- Avoxouotnta

- Nowrtia

- 'Epetog

- Kotuoxog movog

- Agpuotiko eEavonua (Tépptya)

- TI6vog otig apBpmoelg (apBparyio)

- @leypovn Tov apbpmncewv (apbpitida)

- TIévog otoug pog (poakyio)

- AbvEnon tov aldTtov ¢ ovpiog Tov AlpATOg
- Av&non g Kpeatvivng Tov opov

oAb omavieg

- Alatopoayn g yevong

- Kovdobviopa ota avtid
- Negpikn dveiettovpyia.



Mn yvooTéG

- AMepyiKég avTIdpaoElg

- Avénuéva ernineda kaAiov 6To aipa

- IIpn&o tov Aemtov gviépov

- Emdeivoon mc yoplaong (deppatonddeio mov mpokodel epuBpéc, KVNOUMOIES POAMIMIELS
TAAaKeS, cLVNOMG OTO YOVOTO, TOVG AYKMVES, TOV KOPUO KOl TO TPLYMOTO TNG KEQPUANG)

Epyootnproxkd soprijpota

Onwg cvpPaivel kor pe dArovg avaotoreig Tov MEA, pikpéc avénoelg tov aldtov g ovpiag Tov
aipatog (BUN) kot tng kpeotviving Tov opov mapatmphnkay o < 0,1% tov acBevov pe 181omadn
vréptoon mov ElaPav Cibacen® wg povobepameio, o1 omoieg NTaV AVAGTPEYILESG HE TN SLKOTH TNG
Oepanciog. Avénoeig eivar mbavotepo va cupPovv og acbeveic mov maipvouy TaVTOYPOVA S10VPTTIKA
N o€ acBeveig e 6TEVOON TN VEPPIKNG 0pTNPIOG.

Ava@opd avemOOuUNTOV EVEPYELOV

Edv mapatnproete kdmolo avemBountn evépyela, EVIUEPDOTE TOV YLOTPO 1] TOV (OPLUKOTOLd GOG.
Av10 1oy0et kot Yo Kabe mhavn avemBountn evépyela Tov OV OVAPEPETOL GTO TAPOV POUAAO 0ONYIDV
yphone. Mmopeite emiong vo avoaeépete avembounteg evépyeleg amevbeiag, péow tov EBvikon
Opyaviopod @apudrkov, Mecoyeiov 284, GR-15562 XoAapyodg, ABnva (tni: +302132040380/337,
eo&: +302106549585, 1otdtomog: http://www.eof.qr).

Méow ™G avagopdg avemBountwv evepyeldv pmopeite va Pondnoete ot GLAAOYY TEPIGGOTEPWOV
TANPOPOPLDY GYETIKA LLE TNV ACPAAELD TOV TOPOVIOC POPUAKOV.

5. Idg guidcocte o Cibacen®
To @dppako avtd TPETEL VO, PUAAGGETOL GE PEPT TTOL OeV TO PAETOVLY Kot dev TO POEvVOLY Ta TALdLdL.

Noa unv ypnoiponoleite avuTd T0 QAPUOKO HETA TNV MUEpOUnvia ANENG MOV OVOQEPETAL GTNV
€0MTEPIKN Ko eEMTEPIKN cvokevacio. H nuepoumvia AREng eivatl n televtaio nuépa tov pipvo mov
ovVoQEPETOL EKEL.

dvidocoete oe Oepuokpocio pkpotepn tov 30°C poakpld amd v dueon £kbeon 610 PO TOV NALOL
KoL TNV vypooia.

Mnv metdte @AapuoKo ©T0 veEPO TG OMOYETELOTNG 1 OTO OWKlKA amoppipote. Pomote tov
(QOPUOKOTOLO GOG Y10 TO TG VO TETAEETE TAL PAPLOKO TOV OEV YPNCIUOTOLEITE To. AVTA To HETPa Bal
Bonbnoovv otV mpoctacio Tov wepPdAiovtog.

6. Iepreydpevo TS GVOKEVAGINGS KOl AOUTES TANPOPOPIES
T epréyer to Cibacen®

Emxoaioppéva pe Aentod vpévio dtokia Tov 5 mg (dyotopovpeva)

- H dpaotici ovcia eivar ) vdpoyrmpikn Bevalempiin.

- Toa dAlo ovototika givon Aerosil, Avicel PH 102, Kikélaio vdpoyovmpévo, Aaktdln povoddpikiy,
Apvro apofocitov, IToAvBvvromvpporidovn XL, YrpoueAloln, Zidnpov o&eidio xitpvo (E 172),
IoAvaBvievoyivkoin, Tarkng, Trtaviov dro&eidio.

Emwkaloppéve pe hemtd vpévio diskio v 10 mg (un dvyyotopodpeva)

- H dpaotikn ovcia etvar 1 vopoyrmpikn Bevalempiin.

- To dAla cvotatikd givon Aerosil, Avicel PH 102, Kiélato vdpoyovopévo, Aaktoln povobdpikn,
Apvro apafoocitov, IToAvBvvromvpporddvn XL, Yrpouelholn, Zidnpov oeidio kitpvo(E 172),
IMoAvaBvievoylvkoin 8000, Titaviov dio&gidio.

Emkalvppéva pe Aemto opévio owokio tov 20 mg (un dyotopodueva)
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- H dpaotikn ovsia givor n vdpoyAwpikn Bevalempiin.

- To dAha ovotatikd sivar Aerosil, Avicel PH 102, Kikéloio vdpoyovouévo, Aaktdln povoddpikmn,
Apvio apapooitov, IToivfvvrorvppordovn XL, YrpopueAholn, Zidnpov o&eidio epubpd (E 172),
Zdnpov o&eidio kitpvo (E172), [Tolvaburevoyivikoin 8000, Tarkng, Titaviov do&eidro.

Epgavien tov Cibacen® kan mepieyépevo g cvoksvaciog

Atokio emkadoppéve pe Aertd vuévio Tev 5 mg (dyyotopodueva):

Qoe1d1] dioKia Y¥POUOTOG avoryToh KiTpvov, aueikvupTo, Yopoyuéva Kot arnd Tig dV0 TAEVPEG, HNKOLG
nepimov 11,2 mm, mhdtovg nepimov 5,6 mm, wayovg mepimov 3,3 mm, Bapovg mepimov 192 mg. Kabe
Kovti mepiéyet 28 diokia, Tomobetnuéva oc 2 blisters tov 14 diokimv 1o kabéva.

Aokio emukoAvppévo pe Aertd vpuévio tov 10 mg (un diyyotopovuevay):

2TpoyYvAd dSiokio, ypdHOTOg oKOVPOL Kitptvov, erappd apeikvpto, dapétpov mepimov 8,1 mm,
néryovg mepimov 3,6 mm, Bdpovg wepimov 187 myg. Kdbe wovti mepiéyet 14 diokia, tomobetnuéva oe 1
blister.

Atokio emkaivpéva pe Aemtd vuévio tov 20 mg (un Sty0TOUOVUEVA):

ZTPOYYLAL O10KioL YPOUOTOC OvOLYTOV TOPTOKOM, EAQPPA apeikvpta, dapétpov mepimov 8,1 mm,
néyovg mepimov 3,6 mm, Bapovg mepimov 182 mg. Kabe kovti mepiéyet 14 dioxio, Tomobemnuéva og 1
blister.

Kéroyog adcrog kuokrogopiog kot [lapaockevactiig

Katoyoc Adsiog Kvkropopiag
Viatris Healthcare Limited
Damastown Industrial Park
Mulhuddart

Dublin 15, DUBLIN

IpAavdio

Tomkéc Avtinpécmnog otny EALGS
Viatris Hellas Ltd,

A. Meooyeiov 253-255,

154 51 Néo Yuyko, Adnva, EALGda
TnA.: 210 0100 002

IMopaockevaotic
Madaus GMBH, Troisdorf, I'eppavia

To mapév pviro 0dNyLOV YprioNG eYKPiONKE T1a TEAEVTAIX POpd TOV DePpovdpro 2024



