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@YAr0 ooNYIOV 1 piong: IIAnpogopiss yio To yprjotn

BETASERC éwokia 8 mg kon 16 mg
Bnraiotivn Sthdpoyrmpikn

AWPaoTE TPOGEKTIKA 0AOKANPO TO QVAAO 00NYIAV YPTONS TPLV UPYIGETE VO TAIPVETE GVTO TO

PaPRAKO, OLOTL TEPLAOUPAVEL CNUAVIIKES TANPOPOPIES Y10 GUG.

- ®vld&te avto To POAAO 0dNyLdV xprone. Towg ypelactel va to dofdcete Eava.

- Edv éyete mepartépm amopieg, pOTNOTE TO Y10TPO 1 TO POPUOKOTOLO GOC.

- H ovvtayn y’ avtd 10 @dppoko yopnynonke omokAEIoTIKA Yo 64C. Agv MPENEL VO ODGETE TO
oapuoko og dAlovc. Mmopel va Tovg Tpokoréoel PAAPN, aKOU KO OTOV TO COUTTOHOTO NG
0o0éveldc Toug givat 1d1o e T O1KA GO,

- Edv mopatnpnioete kdmolo ovemBountn evépyeild, EVNUEPOOTE TO YOTPO N TO QPUPUOKOTOLO GOG.
Av1o oyvel kot yroo kGBe mloavn avemBounT eVEPYELD TOL JEV OVOPEPETAL GTO TOPOV (QUALO
oonydv ypnone. Bhéne mapdypago 4.

T ePLEYEL T0 TAPOV GUAAO 00N YLOV:

T etvan To Betaserc kot oo iva 1 ypnom tov

T mpénet va yvopilete mpv mapete 1o Betaserc

Ilog va népete To Betaserc

IMBovég avemBOuntec evépyeieg

Ilwg va puAdoocete to Betaserc

ITepreydueva TG CLOKEVAGING Kol AOUTEG TAT|POPOPIES

ouarLNE

1. T eivan To Betaserc ko mowa givar n ypion Tov

T givan To Betaserc
To Betaserc mepiéyer Pnraiotivi). To Betaserc eivor évag TOMOG QPOPUAKELTIKOD TPOIOVTOG TTOL
ovopdleTon «ovaloyo 1oTapivng.

IIov ypnorpomoreitor 1o Betaserc
To Betaserc &yet 11 akolovbeg evdeileic:

Nocog Méniere - ta copuntduoTo AVTAS TG VOGOL TEPIAAUBAVOLV:

e aicOnpa {aAng (thyyog) kot aicOnpo adiabesiog 1 adbecio (vavtio 1| EHETOQ)
® KOLOOVVIGHO GTO AVTLA (EUPOEC)

® QTTMAELN OKONG 1] GLOKOALD, CLKONG.

AtoOnpo {oAng - mpokodeitol OTOV TO TUNUO TOV €60 OVTIOD TO OO0 EAEYYEL TNV 1GOppoTia, dev
Aertovpyel puotoroyikd (ovoudletal «AafuptvOikdc iltyyoo»).

[ ®g dpa To Betaserc
To Betaserc Pon0dd SigvkoAbvovTog TNV GLUOTIKT) POT) 6TO €6® OVTI, HEWDOVOVTAG TNV Onpovpyio,
mieong. To éow avti eivar éva amd ta dpyava Tov eivar vevBuva yio TV aicbnon Woppomiog oag.

2. Tvrpéner va yvopilete npv wapete To Betaserc

Mnyv wapete 10 Betaserc
- og mepimtmon ardepyiag (vmepevaictnoiog) otn Pntaictivn | 6€ omolodNToTE GALO OO TO
GLGTUTIKE OVTOD TOL PapPUAKOL (avapEpovtal otV Tapdypapo 6)
- edv o YywIpdg oag, oac €xel  ovoeépel OTL  €xete  emveEpOKkd Oyko  (ovopdleton
«QOLOYPOUOKVTMLO).
Mnv mdpete 10 Betaserc edv xdtl amd to mopamdve 1oyvel yioo ecac. Edv dev elote oiyovpot,
2



EVIUEPMOTE TO Y1aTPS 1) TO POPLOKOTOO Gag TPLY TapeTe To Betaserc.

Ipocdomou|osig Kot TPOPVAAEELS

AmevBuvheite 670 Y10TPO 1 TO PUPHOKOTOIO GOG TPV TApeTE TO Betaserc:

e &dv elyate mOTE EAKOC GTOUAYOV

e &dv &yete dobua.

Edv kdtt omd 1o mopamive ool Yo, €60¢ (| €av gV €10TE Giyovpol), EVIUEPDOTE TO YIOTPO 1 TO
Qopurakomold cag mpwy whpete to Betaserc. O ylotpdg cog pmopet vo 06AelL vo oag mapakolovOnoet o
61eva 000 maipvete to Betaserc.

o kor £enpor
Noa pn divete 10 Betaserc o moudid 1] epnpovg niciog Kot tov 18 etdv.

Alha @appoxo kon Betaserc

Evnuepaote 1o ylorpd 1 T0 QOpLOKOTOL0 GaG €AV TolpveTE, EYETE TPOGOAUTA TAPEL 1] UTOPEL VO TAPETE
dAla @dpuoka, axopo kot ovtd mov dev cog Exovv xopnyndel pe cuvtoyn Kot QOPUOKE GUTIKNS
TPOEAEVOTG.

Eivar 1dwitepa onpaviikd va evnpuepdoeTe 10 yoTpd 1 T0 QOPUOKOTOL0 GOG GE MEPIMTMGCT 7OV

TaipveTe KOTO0 a0 TO TOPUKAT® PAPLLOKL:

®  QVTUCTOMUWVIKA - avTd pmopel va peidoovy (Bewpntikd) v amotedespotikdtnta Tov Betaserc.
Emiong, To Betaserc pumopei vo, LEIMGEL TNV OMOTEAEGUATIKOTNTO TOV AVTUCTOULVIKDV.

e avaoTtoAeic ¢ povoapvo-o&elddong (MAQ) - ¥pNGILOTOIOVVTIOL MG OY®YR YO TNV KUTAOAWYN 1
™ voco tov Parkinson. Avtd ta edppaka pmopei va ovéncovy v Ekbeon oto Betaserc.

Edv ka1t omd To mopamdve oVt Yo, €60¢ (] €Gv Ogv €10TE Giyovpol), EVIUEPDGTE TO YTPO N TO
(PopuoKOTOLd oag TPy mhpeTe To Betaserc.

To Betaserc pe Tpo@1] kon 016

Mmnopeite va whpete 10 Betaserc pe 1 yopic tpoen. Qotdc0, To Betaserc umopei va mpokorécetl Nmieg
otopaykég dwtapayés (avapépovtor otnv mapdypago 4). Eqv to Betaserc Aappdveton pe tpogn
umopei va HEIwBoHV 01 GTOUAYIKEG SLAUTOUPOYES.

Kionon, Onkaopoc ko yovipdtnta

Edv elote éyxvog 1 OnAdlete, vouilete 611 pmopel va elote yxvog 1 oyedidlete va anoktinoete Toudt,

{ntote TN GLUPOLAN TOL YATPOV T} TOV POPLOKOTOLOD GAG TPV TAPETE AVTO TO PAPUAKO.

Konon

Agyv givon yvmooto gdv to Betaserc ennpedlel o ayévvnto popo:

e XYtapoatnote va AapuPdvete to Betaserc kot eviuepdoTe TO Y1aTpo 0aG GV peivete £€ykvog, vopilete
o011 pumopel va giote £€yKvog 1 oyed1dleTe VO ATOKTIOETE T,

e Mnv ndpete 10 Betaserc v giote €yKvog €kTOC €dv 0 YTpOG GOG €xel amopacioel Otl glvan
omopoitnTo.

Oniaouos
Agyv gival yvmoto €dv to Betaserc mepva oto avOpdmivo yaAa:
e Mnv OnAdoete edv Taipvete To Betaserc ektog €Gv Gag TO TTEL O YLOTPOG GO,

001yNoN Ko LEPIOROS PN AV LATOV

To Betaserc dev givar mBavov vo ennpedlel Ty tKavotnTo 001yNong 1 YEPIGUOD UNYOVIUATOV.
Qotdo0o, Boundeite mog o1 acbéveieg ya T onoiec Aapupavete ayoyf pe Betaserc (vooog Méniére 1y
iAMyyog) pmopel va cag kévouv va vimbete (dAn 1 adabecia kot propel va ennpedoovy Ty wavotntd

GOG Yo 00NYNON 1 YEPIGUO UNYOVILAT®V.

To Betaserc mepiéyer pavvirorn (E421)
Mmopel va, £yel L0 VITOKTIKY EVEPYELOL.



3. Iog va wapete To Betaserc

[Tavtote vo maipvete T0 PAPUAKO CLTO AVOTNPE COUPOVA LE TIG 0dNYieg TOL YiaTpob cag. Edv éyete
apelBoriec, poTNOTE TO Y1OTPO 1) TO POPUAKOTOLO GO,

o O ywtpog 0o mpocappoceL T 006N, AVAAOYA [E TNV TPO0dH Cag.
o Yvveyiote va AapPdvete 10 PapUAKO GOC. ATOLTEITOL EVa XPOVIKO OLAGTNHO LEXPL VO, apYicEL VO
dpaL KoL VoL pOVEL 1] AITOTEAEGLLOTIKOTITO, TOV.

Iog Aappaveror 1o Betaserc

o Karameite To diokio poli pe vepo.

e Mmnopeite va mdpete 10 Ookio pe N yopic Tpopr]. Qotdco, to Betaserc pmopel va mpokoAécel
Mg oTopoykee dratapaysc (avagépovtal atny mopdypoeo 4). Eav to Betaserc Aapupdverar pe
TPoOY| Umopel var HetwBovv 01 GTOUOYIKEG SOTAPaYEG.

I16co Betaserc mpémel va napete

To Betaserc eivan dtabéoipo o dvo meplextikodtteg: dokia 8§ mg kot 16 mg. H cvuvndng docoroyia
etvow:

e Betaserc d1okia 8 Mg — éva 1 dVo dokia TPELg PopEg TNV NUEPO.

e Betaserc d1okia 16 mg — picd 1 €va diokio TPES POPEG TNV NUEPDL.

Edv maipvete mepiocdtepa amd éva diokia kabe pépa, PLolpaoTe Ta S1oKio 6€ ioa YpoviKd dlocTHUATO
péca ot pépa. ['a mapdderypo, mépte éva diokio To mpmi kot £va to Ppadv.

[Ipoonabnote vo, AapPdvete 1o diokio cog v dwe dpo kabe pépa. Avtd Bo eacporicer 6T Oa
VILAPYEL 0TAOEPN TOGOHTNTA TOV PAPHUAKOL GTOV OpYovicpo coc. Emiong Ba fondncel va Bupdote va
TOPVETE TO PAPUAKO GOGC.

Edv napete peyarldtepn 0601m Betaserc amd Tnv Kavoviki
Edv &yete mbper peyardtepn nocdtta Betaserc amd v kovovikn, propel va aoBavleite adwabesio
(vawrtia), vvnAia 1 TOVo 610 oTOpdYL. Edv avnovynoete, ETIKOIVOVIOTE LIE TO YIATPO GG,

Eav Egyaoete va mapete To Betaserc

e Edav &eydoete vo mdpete pia doom, moporeiyte avtn tn door. [ldpte v emduevn 66om
ouvnOGUéVI Dpa.

e  Mnyv ndpete SumAn dOON Y10 VO AVATANPAOCETE T dOOT TOV EEYAoATE.

Edv otapoatioete va maipvere To Betaserc
Mnyv ctapatioete vo Aoapfdvete to Betaserc ywpig vo ETIKOIVOVICETE LE TO YIATPO GAG, OKOUN KOl
€dv aoboavieite kKolvTEPOQ.

Edv éxete mep1ocOTEPES EPOTNOELS GYETIKA LLE TN (PTOT] AVTOV TOV PAPUAKOV, POTNOTE TO YTPO N TO
QOPUOKOTOLO GOC.

4, IBavég avemBOUNTES EVEPYELES

Onwg 6o ta QappaKa, £T61 Kol 0vTO TO PAPUOKO HTOPEl VO TPOKAAECEL AVETMBOUNTES EVEPYELEG, OV
Kot dev mapovctalovtar e OA0VG Tovg avBpamove. Ot axdiovbeg avemBounteg evépyeieg punopel va
EUPAVICTOVV LIE TN ¥PTON ALTOV TOL POPUAKOV:

Alrepyikég avTidpdosig

Edv exonidoete aAdepyikn avtidpacn, dtakoyte T ANy Tov Betaserc kot ETKovmvioTte aUECHOS UE
ywtpo M amgvbovvieite oe vosokoueio. To cuuntdpato wropel vo Teptiiapfiavovy:

o gpubpod M popeo EAVOM O SEPUATOG 1) KVICUMDOEG OEPUN LLE PAEYHOVY

®  J1OYK®GT TOV TPOGMITOV GOG, TOV XEMMY, TNG YADOCGOS 1 TOL A0V GOg



e ueimon g apTnplaKng Tieomng

®  (AMOAELN CLVEIONONG

e JVOKOAlD GTNV QVATTVON.

Awkoyte ™ Myn Tov Betaserc kot emikowvoviiote apuéomg pe YoTpd 1 amevOuvlsite og
VOGOKOUELO, EAV TAPATNPICETE KATOLO UTTO T TAPUTAVED CUUTTOUATO.

Alreg avemOOuNTES evépyereg meprhapfavovv:

Yoyvég (emnpedlovv Ayotepoug omd 1 otovg 10 acbeveic)
e aicOnpa otopaykng adtabeciog (vavtia)

e Jdvomeyia

®  TOVOKEPAAOG.

Addeg avemOUUNTES EVEPYELES TOV £Y0VV avaPEPOEL pe T yp1on Tov Betaserc

e ’'Hmiec otopoykég Swtapayés Ommg aichnuo avokatomoovpos (EUETOG), TOVOS — GTOUMYOV,
doyKkmaon otopdyov (dtdtacn g kotiiag) kot eovokwmua. H ARy tov Betaserc pe tpoen pmopel
va fonBnoel 6ToV TEPLOPIGUO TOV CTOUAYIKOV TPOPANUATOV.

Ava@opd avemOOunTmVv gvepystdv

Ed&v mapatmpnoete kKamowo avemBountn evépyela, EVNUEPOGTE TO YIOTPO 1] TO PUPLAKOTOLO GOG. AVTO
woyvel Kot Yoo kiBe mbavr avemBOunNT evépyelo mov dgv avaPEPETAL 6TO TTaPdV PUAAO OdMYLDV
xpnons. Mmopeite emiong vo avaeépete avembounteg evépyeteg anevbeiag otov EOvikd Opyaviouo
Dopuakov, Mecoyeimv 284, 15562 Xolapyog, Adnva, Tni: 213 2040380/337, ®a&: 210 6549585,
Iototomog: http://www.eof.gr. Mécm tng avapopdg avemBountwv evepyeudv pnopeite va fonbnoete
GTN GLALOYN TTEPIGGOTEPMV TANPOPOPLDY GYETIKE LLE TNV AGPAAELD TOV TAPOVTOC POPUAKOD.

5.  Iag ve guidooete To Betaserc

o To @dppoKo aVTO TPEMEL VO GUAACGETAL O UEPT) OV OgV TO PAETOLV KOl OEV TO PTAVOLV TO
TOLO16L.

e Agv amautovvtol Wilaitepeg cuvONKeg POAAENC Y10 AVTO TO POPUAKEVTIKO TPOTOV.

o  DvAdoceTte OTNV OPYIKT) CLCKEVOAGIN Y10 VO TPOGTATEVETAL OO TO PWG,.

e No un ¥pNOWOTOLEITE QVTO TO PAPHOKO UETE TNV NUEPOUNVIO ANENG TTOV AVOQEPETOL GTO KOLTL
Ko otig koyéreg (blister). H nuepounvia Anéng eivar ) teElevtaio nuépa Tov PV TOL OVOQEPETL
eKel.

e Mnv metdte pApLOKO GTO VEPO TNG OTOYETEVOTNG 1 OTA OKOVTiO. PwTiote To poapuaKkonold cog
YO TO TG VO TETAEETE TAL PAPUAKO TOL OgV ¥PNCLUoTTOoLEiTeE . Avtd ta péTpa Ha fonbnicovv
otV TPocTacio ToL TEPPAAAOVTOG.

6. Iepreydpeva TS GVOKELUGTOG KUL AOUTES TANPOPOPIEg

T epréyer 1o Betaserc

- H dpactiky ovcion egivar 1 Sbhdpoyrwpikry Pnraictivn. Kdbe dwokio mepiéyer 8 1 16
yvootoypouuapto (Mg) dtvdpoyAmpikng Prnrtaiotivng.

- To dMo ovototikd eival wovttapivn pkpokpuotodhiky, povvitodn (E421), xuapucd o0&V,
KOALOELOEG AVLOPO TTLPITIO, TAAKNG KeEKABApUEVOG,.

Ep@dévion tov Betaserc ko wepieyépeva g cuokevaciog

e Ta dwokia Betaserc 8 mg eivar otpoyyvAd, eminedo, Aevkd €wmg vrolevka pe AoSgvpéva akpa.
"Exovv dtdpetpo 7 mm kai £xovv yopayUEVO ToV aptdud «256» ot pio TAsvpda.

e Ta dwokia Betaserc 16 mg givor otpoyyvdd, apeikvpto, StYOTOHOVUEVA, AEVKA MG VITOAEVKA LE
Ao&evuéva akpa. ‘Eyovv duiauetpo 8,5 mm kot Exovv yopayuévo tov apibud «267» kot otig 000
TAELPEG TNG Ypappng dryotounongs. To dwokio umopei va dwopebei og dvo ioa pépn.



e Ta dwokia Betaserc givarl diabéoyo oe cvokevacieg Tov 50 diokiov Tov 8 mg 1 60 diokiov ToV
16 mg. Eivat cvokevaopéva o koyéhec PVC/PVDC cppayiopéveg pe @OAAO aAovpviov.
Mmopel va, unv Kokho@opohv OAEC 01 GUGKEVOGIEC.

Kartoyog adciog kvkrho@opiog KOl TAPUCKEVAOTIG

Kdrtoyog adsiag kukAopopiog
Viatris Healthcare Limited
Damastown Industrial Park
Mulhuddart

Dublin 15, DUBLIN
Iphovdia

Tomkoc AvTimpOo®mTOg
Viatris Hellas Ltd

A. Meooyeiov 253-255
154 51 N. Yoyikd
Abnva, EALGSa

TnA.: 2100 100 002

IHopaockevaotng
OAMAP A.B.E.
Epyootdoio B,
AvBoloa ATtikng

Mylan Laboratories SAS
Route de Belleville,
Chatillon-sur-Chalaronne,
ToAlia

To mapév @vAro 0dNYLOV YpfioNS avabempOnke Yo TeELeVTAio Popa To XemTépfpro 2023
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@viro Oonyiov Xpiong: IIAnpoeopics yia Tov yprijotn
Betaserc® 24 mg dwuonelpoépeva 6To 6TOpHG dioKia

AdpoyAwpikn ntaiotivn

AP aOTE TPOGEKTIKA OLOKAN PO TO PVAAO 00N VLAV YP1ONGS TPLV UPYIGETE VU TAIPVETE GVTO TO

PaproKo, O10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 CUG.

- Ddvragte avto To EOALO 0N YDV Yprione. Towg ypelaotel va to dtufdcete Eavd.

- Edv éxete mepantépm amopieg, pOTNOTE TO Y10TPO 1] TO POPUOKOTOLO GOC.

- H cvvtayn vy’ avtd 10 gappoako xopnyndnke amokAEloTIKG Yio 60G. AgV TPEMEL VO SDGETE TO
Papuoko o€ dAlovc. Mmopel va Toug TPokaAEsEL BAAPT], AKOUA Kot OTOV TO CUUTTOHOTO TNG
acBéveldg Toug givor 101 pe Ta 1Kl cag,.

- Edv mapotnpfioete Kamoto avemBOunT evépyela, EVIUEPDGTE TO YIOTPO N TOV QUPLOKOTOLO
o0G. AT 1oyvet kot Yo kKaBe mhovi avemBOunTN eVEPYELN TOV OV OVAPEPETUL GTO TAPOV
@OALO 0dN YLDV xpnonc. BAéme mapdypapo 4.

To mTAnpec 6voua Tov apudkov cag sivon Betaserc 24 mg dwacmeipouevo 6to otopa dlokio. XTo
POV OUAAO 00T YLV YPNONG YPNOLOTOLEITOL TO cuvTunuévo dvoua Betaserc 24 mg ODT
(OroDispersible Tablet).

T tepréyer 1o mTapév AL 00N YLOV:

T etvon To Betaserc 24 mg ODT «xou mota givai 1 ypnon tov
T mpénet va yvopilete mpv mapete to Betaserc 24 mg ODT
Ilog va ndpete to Betaserc 24 mg ODT

[TBavéc avemBounteg evépyeleg

Iag va puidooete to Betaserc 24 mg ODT

[Tepreydueva g cLoKEVAGING Kol AOUTES TATPOPOPIES

oL E

1. Th givan to Betaserc 24 mg ODT ko owa €ivan i yp1ion T0V

T eivon To Betaserc 24 mg ODT
To Betaserc 24 mg ODT mepiéyet Prraiotivn. To Betaserc 24 mg ODT givait évog TOTOG popUAKoD
OV OVOUAZeTaL «avAAOYO IGTAUIVIGY.

ov ypnowponorciton To Betaserc 24 mg ODT

No6cog Méniere — 1o cupmtdpaTe VNG THG VOGOL TEPAapdvouv:

o aicOnpa LadAng (lyyo) kot aicOnua adiobeciog 1 adabecia (vavtia 1 £peto)

®  KOLOOVVIGHO 0TO AVTLA (EUPOEQ)

® amOAELN AKONG 1 SuoKOAiL aKONC.

AtoOnpo CaAng — mpokaAeitat OTav TO TUNHO TOV £6® QVTIOV TO OTO10 EAEYYEL TNV 1GOPPOTiL OEV
Aertovpyel puotoroykd (ovoudletal «hafopvOikdg thyyooy).

og dpa to Betaserc
To Betaserc 24 mg ODT Bon0d dievkoAbvovTog Ty apatikn porn 6to éom avti. To écm avti gival
éva amd T Opyova Tov givol vevBuvva Yo TNV aicbnon woppomiog Gog.

2. T tpéner vo yvopilete apwy aapete To Betaserc 24 mg ODT

Mnyv ndpete 1o Betaserc 24 mg ODT

e Edv siote adlepywoi omn fntaiotivn 1] 6€ 0m0100MTOTE GALO OO TO GLGTATIKG AVTOD TOL
QOPUAKOV (OVOPEPOVTOL GTNV TTAPAYPAPO 6)

e  Edv o yiatpdg oag, cog £xel avapépel 0Tt xete emMvePPLdlakd 0yKo (ovoudleTat



«POLOYPMUOKVTMLO).
Mnv napete 10 Betaserc 24 mg ODT edv kdtt and ta mapamdve 1oyvel Yo ecdc. Eav dev giote
Giyovpot, EVIUEPOOTE TO Y1TPO 1) TO PAPUAKOTOL0 oag TPy whpeTe To Betaserc 24 mg ODT.

IIpogidomonoEls Kol TPOPUAGEELS

AmevBuvieite 6T0 Y10TPO 1 TO PUPLOKOTOLO GOC TPV Tapete To Betaserc 24 mg ODT:

e  Edv giyote moté £€AKOC GTOUAYOV

e  Edv éyete aobpua.

Edv T amd ta mapomdve 1oydel yio €64g (1] dv dev €loTe Giyovpol), EVIUEPDOTE TO Y1OTPO 1) TO
eapuakomold cag mpv whpete to Betaserc 24 mg ODT. O ywotpdg cog umopei va, 0EAeL va cog
mapakolovdnoel o oteva 6o maipvete o Betaserc 24 mg ODT.

Moword kon £pnpor
Na un divete 10 ApUOKO AT Gg TodLd 1| EPNPovg KaTm TV 18 eTdv.

Alro @appoxa ko Betaserc 24 mg ODT

Evnuepmote 10 yiatpd 1} T0 OpUOKOTOL0 GaG GV TaipveTe, £xete TPOSPATA TAPEL 1| Lopel va

ThPETE GALD PAPUOKO. ZVYKEKPLUEVE, EVILEPADOTE TO YIOTPO 1 TO PUPUOKOTOLO GOG EAV TAIPVETE

KGO0 OO TO TOPOUKATO QOPLLOKOL:

e  AVTUCTOMIVIKG — AT Umopel va peidoovy (Bempntikd) v amoteAespoTikoTnTo Tov Betaserc
24 mg ODT. Emiong, to Betaserc 24 mg ODT pmopel vo LEIOGEL TNV TOTEAEGULATIKOTITO, TMOV
OVTUGTOUVIKOV.

e  Avootoleic g povoapivoéelddong (MAO) — yp1GUYLOTOIOVVTOL OC AYMYT Y10, TNV KATdOAym 1
T voco tov Parkinson. Avtd ta edppaka prnopet va avéroovv v ékbeomn oto Betaserc 24 mg
ODT.

Edv xérti amd ta mapondveo 1oydel yia e6dg (1) dv dev giote Giyovpot), EVUEPDOTE TO Y1OTPO 1) TO
QoppaKoTold cog Tpv mapete o Betaserc 24 mg ODT.

To Betaserc 24 mg ODT pe tpogn kot woto

Mmropeite va mépete 1o Betaserc 24 mg ODT pe 1 yopig tpoon). Qotdco, 1o Betaserc 24 mg ODT
umopel va TpokaAEcEL NEC GTOUAYIKEG dtaTapayég (avapépovial otny Topdaypapo 4). H Aym tov
Betaserc 24 mg ODT pe tpoen pmopei va fondncel 6Tov TEPLOPIGUO TOV CTOUAYIKAOV TPOPANUATOV.

Kinon, Onhoopoc ko yovipdtnta
Edv giote éykvog 1 Onhalete, vopilete 0TL umopei va €iote £ykvog 1 oYEOALETE VO ATOKTHOETE T,
{ntote ™ GLUPOLAN TOL YTPOV T} POPLAKOTOLOV GO TPLY TAPETE AVTO TO PAPLLOKO.

Agyv givon yvooto gdv to Betaserc 24 mg ODT ennpedlet éva ayévvnro popo:

e  Ytoupatnote vo AouPavete to Betaserc 24 mg ODT ko evnuep®oTte 1o Y1aTpo cog e0v peivete
£yKvoc, vouilete 0TL umopei va giote £yKvog 1 oxed1GLETE VO ATOKTHOETE T,

e  Mnv mdpete to Betaserc 24 mg ODT edv eiote £yKvog €KTOG €0V O Y10TPOG GOG EYEL AMOPAGIGEL
OTL glvar amopaitnTo.

Agyv givon yvooto gdv to Betaserc 24 mg ODT nepvd oto avBpdmnivo yéia:
e  Mnv OnAdoete edv maipvete to Betaserc 24 mg ODT ektog edv 6ag T0 TTEL 0 Y10TPOG GOC.

Oonynon ko yEPGROS Ny ovnpdTmy

To Betaserc 24 mg ODT oev givan mBavo va ennpedlel T KavoTnTo 001 yNong 1 YEPLGHOD
unyovnudtmy.

Qo1660, Bvunbdeite g o1 acBEveleg Yl TIC 0OiEC TAPVETE OVTO TO PAPLOKO UTOPEL VUL GG KAVOLY
va vidOete {aAn 1 adlabecia kot pmopel vo exNpedcoovy TV IKOVOTNTA GG Yo 001 yNon 1 XEPIoUO
UNYOVOV.

To Betaserc 24 mg ODT nepiéyet
e Avuto to pappako mepléxet 3,4 mg acmaptdung o ke diokio. H acmaptaun (E951) etvan pia
yn eawvvAiaiavivig. Mropel va givar emiPAapng edv kamolog £xel pavviketovovpia (PKU),



pio oTAVIO YEVETIKY] O10TOpY OTIV OTTO1d 1) PUVOAOANVIVY] GUCOWPEVETUL EXELOT| TO GO0 OEV
umopel va v amofaAAel LGIOAOYIKA.

o Xakyapoln. Edv o yiotpdg cag, cag £xel eviuepmoet 0Tt £xeTe dvusavesio o€ OPICUEVO GAKYAPO,
EMKOWVOVNOTE LLE TO YITPO GOG TPLV TAPETE AVTO TO POPLAKEVTIKO TPOTOV.

3. Mo vo wapete To Betaserc 24 mg ODT

[Tavtote va maipvete T0 EAPUAKO CVTO QLGTNPE GOUPOVO. LE TIG 0dNYieg TOV YioTtpo¥ cag. Edv éyete
aueiPoriec, pmTNoTE TO YIOTPO N TO POPUAKOTOLO GOG.

e O yiatpdc oag Bo TpocupUOGEL TN dOGN GOG, AVAAOYA LE TNV TPO0dH CaC.
o  Yvuveyiote vo AouPavete To eaprakd coc. Amorteital Eva ¥poviko Aot UEXPL Vo apyicel va
dpa AVTO TO PAPLLOKO.

Hog hapPaveran

e  TomoBetnote 10 d10Ki0 TAV® GTN YADGGA KOl APAOTE TO VO, SLaALOEL TPV TO KATOMIEITE PE N
YOpic vepd (avaloya pe TNV TPOTIUNGCT OOC).

e  Mnopeite va mapete 10 diokio cog e N xopig Tpoen. Qotdco, To Betaserc 24 mg ODT pmopel va
TPOKUAEGEL NTLEG GTOUOYIKES dtaTopayES (avapépovion otny Topdypago 4). Eav mapete 10
Betaserc 24 mg ODT padi pe tpoen umopel va petmBoldv o1 GToUayIKEG SaTAPOyES.

Iléco va napete
H ocvvietoduevn d6om eivan éva d1okio d0VO Qopég TNV NUEP.

Motpdote ta diokio cag opotdpopea péca otny nuépa. ['a mapaderypa, mapte Eva d1okio To TP Kot
éva to Ppadv.

[Ipooradnote va Aopfdavete to diokio cag Ty ida dpa kdbe pépa. Avtd Ba eEacparicet 6t Ha
VIAPYEL 6TAOEPT] TOGOTNTO TOV POPLAKOL GTOV opyavicpo cag. Emiong, 8o Bondnoet va Boudote va
maipvete T0 PAPHOKO GOG.

Eav napete peyarvtepn 06om Betaserc 24 mg ODT amé tqv kavoviki

Edv mapete ueyorvtepn mocdtnra Betaserc 24 mg ODT amd v kavovikr, uropei va oicBovieite
adwafecia (vavtia), vvniia 1 Tévo oto otopdyt. Edv avnovynoete, emkovaviote pe 10 y1otpd Gog.

Eav Egyaoete va mapete to Betaserc 24 mg ODT

e  Edv Eeydoete va mapete o 500, mopareiyte avth ) 060m. I1dpte TV emduevn 6dom
cuvnbopuévn mpa.
e Mnv mdpete STAN OGN Y10 VA, AVATANPOGETE TN 060N oL EEYATUTE.

Eav octapotioete va maipvere to Betaserc 24 mg ODT

Mnv ctapaticete vo Aappdavete to Betaserc 24 mg ODT yopic vo eTKOIVOVAGETE LE TO YIOTPO GOG,
akoun kot ebv acbaveite kKalvtepa.

Edv éxete mep1ocdtepeg EpMTNOELS CYETIKA LLE T YPTNOTN CVTOV TOL PAPUAKOV, POTAOTE TO Y1TPd 1} TO
(QOPLLOKOTOLO GOC.

4, MBavég avemBOunTEg evépysereg
Onwg 6o To eApUOK, ETGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEG, OV

ka1 dgv Tapovcidlovtal o€ OA0LG Tovg avBpmTove. Ot akdAoveg avembOuNTEC EVEPYELEC UTOPEL va.
EULPAVIGTOVV LLE TN YPTOT CLTOV TOV QUPHAKOV:



Addepyikég avTiopdosig

Edv exdnidoete aAlepyikn aviidpaon, dtakoyte T Afyn Tov Betaserc 24 mg ODT ot
EMKOWVOVNOTE AUECHG PE Eva YiaTpd 1| Tnyaivete apéons o€ Kdmolo vocokopeio. Ta copntopata
umopei va teptrapfavouv:

o gpvBpd N uopeo e&avOnua SEPLOTOC 1) KVNOUMOES dEPLOL LLE PAEYHOVN

SOYK®MGT TOL TPOGMOTOV, TV YEIAADV, TNG YADCGGUG 1) TOV AULLOV GOG

peimwon g apploKg oG Teong

UTMAELD GLVEIONOTNG

SdvuoKoMa OTIV AVOTVOT).

AwkéyTe ™ My Tov Betaserc 24 mg ODT ko emkowvovijote apécms pe £va yrotpo 1
NYAiveTE APECOG 6€ KATOL0 VOGOKONELD, EAV TOPUTNPNGETE KATOL0 AT TO TAPATAV®D
CUUTTOUATO.

Aldeg avemOOuNTES EVEPYEIES TEPLAUPPAVOVV:

Yoyvég (umopet va enmpedoovy péxpt 1 otovg 10 acbeveic)
o oioOnua otopoyikng adrabecsiog (voutio)

e JSvomeyia

®  TOVOKEPUAOC.

AlLeg avemBOunTEG EVEPYELES OV EYOVV avOQEPDEL pe TN Ypijon Tov Betaserc 24 mg ODT

e 'Hmiec otopoyikéc dotapayéc 6Ommg aicnuo avokatwoovpog (EUETOC), AAYOC GTOUAY OV,
S0yKmaon otopdyov (dtdtaon TG Kowilog) Kot HETEDPIGHOG (Tp&o g Kotldg). H Anymn tov
Betaserc 24 mg ODT padi pe tpoen pumopel va fondncel 6TovV TEPLOPIGUO TOV GTOUUYIKOV
TPOPANUATOV.

AvaQopd avemOounTOV EvEPYELOV

Edv mopatnpnoete kamolo avemiBOunt eVEPYELD, EVILEPDGTE TO YLOTPO 1| TO PUPUAKOTOLO 6aG. AVTO

oyvEL Kot Yo KE0e mbavi| avemBountr evépyela Tov deV AVaPEPETAL GTO TAPHY PUALO 0ONYIDV

xpNons. Mmnopeite emiong va avapépete avemBounteg evépyeleg amevbeiog, péocw Tov eBvikod

GUOTNOTOG OVOPOPAG:

— otov Ebvikd Opyavioud @apuakmv, Meocoyeimv 284, GR-15562 Xolapyog, ABnva, Tni: +30 213
2040380/337, ®ag&: + 30 210 6549585, Iototomog: http://www.eof.gr, yio tnv EALGSa, 1

- otig Gopuokevtikég Yanpeoieg, Yrovpyeio Yyeiag, CY-1475, www.moh.gov.cy/phs, Fax: + 357
22608649, yia v Kompo.

Méow g avapopdg avemBOUNTOV EvePYEL®V pmopeite vo. fondnocete ot GLAAOYY TEPIGGOTEP®V

TANPOPOPLOV GYETIKA [LE TNV OCPAAELN TOV TOPOVTOS PAPUAKOV.

o

og va gvraccete 10 Betaserc 24 mg ODT

o To @dpuroko avtd TPETEL VO LAACCETAL GE LEPT TTOV gV TO PAETOVV Kol OEV TO GTAVOLV TO,
TodLd.

e No Un ¥pNOLOTOLEITE OLTO TO PAPLOKO PETE TV NUEPOUN VIR ANENG TOL AVAPEPETAL GTO KOLTI
ko otnv koyéln (blister). H nuepounvia Anéng ivan n tedevtaio NUEPH TOL PUNVOL TTOV OVOPEPETOL
eKel.

o To poppokeuTikd avtd TPoidV dev amattel WiTEPES GLVONKEG PUANENG.

e Mnv netdite GAPLOKO GTO VEPO TNG ATOYETELCNC 1] GTO OKIaK(A amoppitpota. Pothote 1o
QOPUOKOTOLO GOG Y0l TO TAG VO TETAEETE TO, PAPLOKO TTOV OEV XPTCLLOTOIELTE Tl AVTE Tl HETPOL
Ba Bonbnoovv oV mpootacio tov mepPdilovoc.

6. Iepreydpevo TG CVOKELAGING KO AOWTES TANPOPOPiEg

T wepréyer To Betaserc 24 mg ODT


http://www.eof.gr/
http://www.moh.gov.cy/phs

H dpaoctikn ovoia gival dtidpoyrlmpikn Prraiotivn. Kébe diokio mepiéxel 24 mg dtidpoylmpikng
Pnraiotivng. Ta dAla cvotatikd tov Betaserc 24 mg ODT eivat pikpokpuoToAAKn KuTTOPiv,
KkpoomoPiddvn (Tomov A), dvudpo KITpikd 0&D, KOALOEBEG Avudpo d10&E1d10 TOV TLPLTioL, TAAKNC,
E951 aomaptaun, E950 koiovyog akesovApaun PeAtioTikd yebong piving, extkdivyr yebong
(coxyapoln, E951 aomaptaun, E950 koiiovyog akecovipaun).

Epgdavion tov Betaserc 24 mg ODT ko epieydpeva TG 6VGKELAGIOG

e Ta Betaserc 24 mg dwcneipopevo 6to 6ToUe d1oKia eival 6TPOYYLAQ, eXined, AEVKA TPOG
VIOKITPIVA, U EMKAAVUUEVD, pe AMOEOTOUNUEVA AKPa. Kot Y®pPic eyyapaktec evoei&elc. 'Eyouv
duapetpo mepimov 9 y1A0oTd.

e  Yvokevaoiec mov eykpidnkoay kotd v amokevipouévn dwadikacio: To Betaserc 24 mg ODT
dwartiBeton o€ svokevasieg tov 20, 30, 50, 60 1 100 dokiwv. Etvan cuokevacpéva oe Koyéreg
(blister strips) moAvouidiov/arovuviovn/PVC kot kGAvupa omd goALo aAovuviov.

e Mnopei va, umv KuKAOPOPOLY OAEG Ol GLGKEVAGIES.

Kéroyog Adsrag Kvkhogopiag ko Iapackevaotiig

Karoyog Aderog Kvkhogopiog
Viatris Healthcare Limited
Damastown Industrial Park
Mulhuddart

Dublin 15, DUBLIN

Iphavdia

Tomkdég Avrirpéownog otnv EALGda:
Viatris Hellas Ltd

A. Mecoyeimv 253-255

154 51 N. Poywo

AbMva, EALGSa

TnA.: 2100 100 002

Tomxdég Avtipéoonog Kvmpov:
Bopvépoc Xatinmavaynig Atd

Aew. ['dvvov Kpoavidiwt 226

TK 2234, Aatcid, Agvkwoio, Kompog

Hopookevaotic:
Delpharm I'Aigle, Zone Industrielle N° 1, Route de Crulai, 61300 L'Aigle, T'aAAio

Av16 10 PopuaKEVTIKO TPOiOV Exel eykpBel ota Kpdtn MéAN Tov Evponaikod Otkovoutkod Xwopov
(EOX) pe 11 axdéAovbeg ovopaciec:

diavoia: Betaserc 24 mg suussa hajoava tabletti

Boviyopio: Betaserc 24 mg orodispersible tablets/beracepk 24 mg Tabnerku,
JUCIIEPTUPAILH CE B yCTaTa

Kompoc: Betaserc 24 mg Aiokio d10GTEIPOUEVO GTO GTOUN

EcBovia: Betaserc

ToAAio: Betaserc 24 mg Comprimé orodispersible

EXAGda: Betaserc 24 mg Aiokio d10GTEPOUEVO GTO GTOUN

Ovyyopio: Betaserc 24 mg széjban diszpergalodo tabletta

Agtovia: Betaserc 24 mg muté dispergejamas tabletes

Abovavia: Betaserc 24 mg burnoje disperguojamosios tabletés

IMoAwvia: Betaserc ODT

IMoptoyoria: Betaserc ODT 24 mg

Povpavio: Betaserc 24 mg Comprimate orodispersabile

XloPevia:

Betaserc 24 mg Orodisperzibilne tablete



To wapdv @UAA0 00N YOV Yp1ioNS avaOe®P1)ONKE Y10 TEAEVTUIO POPE GTIS

EAMGOa: ZentépuPprog 2023
Kvmnpog: 08/05/2023
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