®vrho oonyIOV ypions: [IAnpogopics yia o yprioTn

Tarka® 180 mg/2 mg kayéxia gheyydpevng amodéopcvong
Bepamapiin vépoyropikn/Tpavtorampiin

AP AOTE TPOGEKTIKA 0AOKANPO TO QVAAO 0ONYLOV PN OIS TPV UPYIGETE VO TAIPVETE AVTO TO

PappoKo, O10TL TEPIAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- DvrdEte avtd TO EUARO 0dN YDV Ypons. Towg ypelaotel va to duPdcete Eava.

- Edv éxete meportépw omopieg, p@TNOTE TO Y1OTPO 1 TO PUPUOKOTOLO GOC.

- H ocvvtoyn yU' avtd 10 gappoako xopnynonke amokAeloTikd yio 6A4g. Agv TpENEL Vo SMCETE TO
@apuako o€ AAAovg. Mmopel vo Tovg TPoKaAEGEL BAAPT], AKOUO KOl OTOV TO, GUUTTOUATA TOVG
glvan 1010 pe Ta KA GolC.

- Edv mapatnpnoete kdmola avemBOpuntrn evépyeta, Topakaieiche va evLep®GETE TO YOTPO 1|
TO POPUOKOTOLO GOG. AVTO 1GYLEL KOt Yio KAOe Thav| avemBountn evépyela Tov dgv
AVOQEPETAL 6TO TaPOV VA0 0dNYIdV. BAéme Tapdypago 4.

T wegpréyeL 1o Tapov UALO 0ONYLOV:

T eivon To Tarka kou mota givo 1 xpHomn Tov

T npémet va yvopilete npv ndpete o Tarka

Mo va napete To Tarka

MBovég avemBounteg evépyeteg

i va pvidooete to Tarka

[Tepieydpeva ¢ cvokevaciog Kot Aoutég TANPoPopieg

oML E

1. T givor to Tarka kon mowa givon i ypiion Tov

Ta koydxio Tarka 180 mg/2 mg givot «eAeyyOUEVNG OTOSEGUEVONC» TTOV GNUOIVEL OTL EKADOVV
QAPLLOKO OPYQ Y10 OPKETEG DPEC.

To Tarka ypnowonoteitar yio T Oepameio tng LVYNANG APTNPLOKNG Tieong o€ aoheveic TV omoimv M
aptnploxn migomn £yl o pvbuiotel pe To suvovaoud Pepamapiing SR 180 mg kot tpavrolampiing
2 mg.

To Tarka avikel otV KoTNYopic TOV QOUPUAK®OY TOV LELDVOLV TNV UpTNPLOKN Tigom (Tov
ovoudCovTol Kol OVTIDTEPTOCIKA).

To Tarka mepiéyet 600 d10POPETIKOVE THTOVE PUPUAK®V:
e ¢vov aviaymviotn acPeotiov (Bepamapiin)
e ¢vov avaoTtoAéa Tov Metatpentikod Eviopov g Ayysloteveivng (MEA) (tpavtolompiin)

2. T apéner vo yvopilets Tpwv va wapete 1o Tarka

Mnyv napere To Tarka gav:

e 'Eyxete addepyio otV Tpavtorlanpiin | og dAro avactoréa tov MEA, ot fepamapiin v o€
0TO10dNTOTE AALO OTTO TO. GVOTOTIKG AV TOD TOV POPUAKOL (OVOPEPOVTOL GTNV TAPAYPAPO 6).

e Eiyote mot€ £o¢ig (] KGmo1o pEAOG TG 01KOYEVELIG G0G) coPapn aAAEPYIKT avTidpact o
omolodnmote dALo avactoréa tov MEA 6nwg d10Yk®mon 610 Tpdc®TO, 6T YADGOH 1| GTO AQLLO
(ayyeloveup@tikd oidnua).

e H mieon cog eivar vepPorikd Yapnin @¢ omoTéAeca GoPapadv Kapdlakdv TpofAnudtov (6Twmg
Katd T d1dpKela katomAn&iag).

o [lepdoate mpoécpata £va coPapd KopdaKd ETELGOIO.

o Xag £xel mEL 0 YTPOG 0aG OTL TAGYETE OO KAPOLOKT AVETAPKELN 1] KOATOKOIAMOKO OTOKAEIGHLO
20v 1M 30V Babpov (drTapayn TN LETAGOCT] VELPIKOD GNUATOG OTIV KAPSLH TTOL TPOKAAEL TOAD
YOUNA0VE KapdtakoHg ¥THTOVG) N At NAEKTPIKY VOO TNG KAPILIS TOV TPOKAAEL TEPLOSOVG
TOAD ypryopov kapdiakdv ytonmv (cvvdpopo Wolff-Parkinson-White, covépopo Lown-Ganong-



Levine).

e 'Eyxete mpofAnuota pe T1g kapdlakég cag farPideg | TAoyETE MO TO KGVVOPOLO VOGOVVTOG
PAePOKOUPOL» (aKAVOVIOTOG KAPILOKOG YTOTOG) Y®PIg AeltovpyodvTa fuatodoTn.

o 'Eyete amo@poKTIKN VIEPTPOPIKT LLOKAPIOTADEL (SLOYKMOT) TV KOPIUKMDY HLU®V).

o 'Eyete coPfopd mpoPfAnpota pe 1o rop, CLUTEPIAAUPOVOUEVNG UIOG KATAOTAONG LLE VYPO TNV
KO (aoKkiTng).

e 'Eyxete cofapn veppikn voco 1 amatteitan opoxdOapon.

o 'Eyxete dofntn N dwatapoyuévn veppikn Asttovpyio kot ApPAveTe oy@yn e VO QUPLOKO TOL
LELDVEL TNV OPTNPLOKT TIECT KOl TEPLEYEL AAIGKIPEVT).

e Euopavilete pio Katdotaon 6mov 1o exveppidio Tapdyovv vepPorkég opuoveg (TpmTOTOONG
0AJ0CTEPOVIGLAC).

o AoapPdvere 1M éva eappako mov mepEyel Paumpadivn yio ) Bepamneio cuyKEKPIUEVOV
KopIoK®V Tadncemv

e Bpiokeote petd tov tpito pnva g komone. (Eivot emiong mpotiudtepo va amoeedyete to Tarka
GTOVG TPAOTOVS PNVEG TNG EYKLVHOCUVNG — PAETE TTopdypapo Eykopocivn).

e FEiote xbto tov 18 etov.

o AoapPdavere evdopréfia Oepameio pe Prita-ovactoreis (EapodvTol KOTAGTAGEIS GE HOVADES
evtoTikng Bepameiog).

e 'Eyxete mdpel 1| maipvete eni ToL TOPOVIOG TO GOKOVUTLTPIAN/ PAAcapTavn, EVO QAPHOKO TOV
ypnoomoteital yio tn Bgpaneio evog TOTOV HaKpoypOVIAG (XpOVING) KOPOLOKNG OVETAPKELNS GE
eVNAIKEG, KoM av&dvetat 0 Kivauvog ayyelooidnuatog (tayeio S10YKmon KAT® amd To dEPLLN o8
po eployn Omws 0 ACLUOG) .

Edy éyete omoradnmote epadnon 1 dev eloTe GIyovPOL YLO. TO, TOPOTAVED, TOPOKOAEITOe va piAoete pe To
VIOTPO 1] TO POPUOKOTOLO TOG.

IIpog1domTou|6ELS KOl TPOPUAGEELS
Amgvbuvieite 610 Y1Tpo M| TO POPLOKOTOLO GoG TPoToD TapeTe To Tarka. Exeivol pmopovv va
EMAEEOVV VO TAPAKOAOVONGOVY GTEVA TNV OPTNPLOKT Cag TiEoT Kat vo Adfovv delypata aipatog
otV évopén g Bepameiog Kot Letd Ty aAloyn d6omng €av:
e Eiote nhikiopévoc,.
e 'Eyete dwoupnn.
o 'Eyete mpofAnpata Le To AP 1) TOLG VEPPOUG 1 EXETE VTIOPANOEL TPOGPUTO GE LETAUOGYEVON
VEQPOU.
Eiyote moté 1 £xete LYNAO KivOLVO Yo KOPOLKS EMEIGOSI0 N EYKEPAAIKO.
Aoappavere Aibo (éva pdppako wov ypnoiponoteiton otn Bepaneio g paviog).
Aoappdavere dryo&ivn (€va APLOKO TOL EAEYYEL TOVG KOPIKOVG TOALOVC)
Aopfavete Kamolo «oTativiy (Eva QAPUOKO TOV LEIMVEL TN XOANGTEPOAN 0aG 1| Ta ENimeda Amovg
07O aipo)
o Aoppdvete omol0dMmOTE OO TO TOPUKAT® PAPLOKO TOV XPTGLLOTOL0VVTOL Yl T Oepameio TG
VYNNG apTNPLOKNG TiEOTC:
- évav amokAelot] vrodoyswv ayysloteveivng II (ARBs) (eniong yvootd ¢ GopTaves - Yo
TOPASELY O BAAGAPTAVT), TEALGOPTAVT], IPBECAPTAV), 1O1OTEPO EAV EXETE VEPPIKE TPOPATLLOTAL
mov oyetilovrtal pe daPnn.
- QALOKIPEV
o  Aappdveror omotodnmote amd o akdAovBa QapuaKa, KaBdS 0 Kivouvog ayyel001dMHaTog Ltopet
givar avénuévoc:
0 Paocekavtotpiln, éva aproKo TOL ypnoyLomoteitat yia tn Oepaneio g Sdppoiag.
0 DapuoKa TOL YPNGILOTOOVVTOL Y10, TNV TPOANYT TNG ATOPPIYNG LOGYEVUATOS OPYAVOL KOl
yo. Kapkivo (1.y. Teuc1pOAOpovE, G1pOAMUOVE, efepOIUOVG).
0 Buwvrtaylmrtivn, éva gdpuoko mov yxpnoytomoteitar yio T Bepameio Tov Saprn.

O ywTpog oag pmopel va eEAEYEEL TN VEPPIKT oG AgtTovpYia, TV OPTNPLOKT COG TTiEoN Kol TNV
TOGOTNTO T®V NAEKTPOAVTOV (TT.). KAAL0) OTO QO GO GE TOKTH S0GTILOTA.

Acgite emiong mAnpoopisg oty Topdypapo « Mnv napete to Tarka»



e FEiote og dlouta mtoyn oe aldtl, £XETE KAVEL EUETO, £XETE dLdppota 1 elyate S1Gppola TPOSPATA,
glote apvdoTOUEVOS 1 ApPaveTe S10VPNTIKA 1 AN EAPUOKO TOV EVOEXETAL VO LETARAAAOLY TO.
eninedo kaAiov.

Evnuepocte To yiotpo cag edv kdT 0o Ta akdrovba xer epappoyn o€ 6dg:

KapoionaBera.:

o 'Eyete apyoidg 1 akavovieTovg KopdoKog ToAU0VGE.

o Yog &xel el 0 ylTpodg oog 0Tl Exete eite 1ov Pabuov kapdiokd amoKAEIGUO (VEVPIKOG ATOKAEICUOG
GTNV Kapdld Tov TPoKaAEl Yo UnAd Kapdiako puud) 1 duchettovpyia g aptotepng Kokiag (To
apLoTEPO UEPOG TNG KOPILAG GG SOVAEDEL VITOTOVIKE).

Ardec karootaoelg:

o Xpnowomoteite o Tarka kot apuaxa Tov ennpedalovy T0 AVOGOTOMTIKO cOGTNUA (7.,
KukAoomopivn) 1 £(ETE KATOL0 VOGO TOV OLVOGOTOINTIKOD GUGTHLOTOG, OTWS GUGTILLOTIKO
gpuinpatddn Avko (pio KatdoTaoTn Tov TPoKaAel TOVO oTig apbpaoelg, eavinuata 6To dépua
KoL TVPETO) N OKANPOdEPLA (Lia KOTAGTUOT TOL 0dNYEL GE KA PLVGN Kol TAYVLVOT] TOL dEPLOTOG
KoL TV ATOAELN LOAADV) KaBdG pmopel va Exete avEnuévo Kivouvo yapnAmv emmédmv
AEVKOKVTTAPWV.

e 'Eyxete Kamolwo vevpopvikt| dtotapayn 6nmg poachévia gravis (ypovia KOTOoT Kol LIk advvouic),
ovvdpopo Lambert-Eaton 1 tpoyopnuévn pouikn dvoetpoeio Duchenne.

o Kadvete evécelg Yo vo Tporapete aAAepYIKEG AVTIOPACELS OO ToUTNUATO pEMGGaS (Bepaneio
amgvalcOnronoinong).

e Edv vopilete 611 elote (1] oxomevete va peivete) €ykvog. To Tarka dev GuvIoTATAL GTOVE TPADTOVG
UVES TNG KOMONG Kot OeV TPEMEL Vo, AapPfdvetal edv iote netd tov Tpito punva tng Komong, kadag
umopel va tpokarécel coPfapn PAAPN oto popd cag o owtd 1o dtdotnua (PAETE Tapdypopo
Konon).

Onialete (Préme mopdypapo Konon kot Iaiovyia).

o YmoPdileote oe LDL-agaipeon (amopdkpuven g YOANGTEPOANG amd To aipla pe T fondeia

€101KOD UMY OVILLOTOG)

AALEPYIKES AVTIOPAGELS:

e OMAVIEG TEPIMTMOGELS LePLKOl aoBeveilc £xovv eppovicel cofapéc aALeEPYIKES OVTIOPAGELS LETE TN
Mym avactoréov tov MEA 6nmg to Tarka. Avtég ot aviidpacelg eivat o cuyveg 6T Lodpn LA Kot
UTOPEL VO TPOKAAEGOVY KVNGUMOEG eEAVON L Ko/ 0101 L0l TOV TPOGMOTOV, TOV YEILEMV, TNG YADCOHG
K0l TOL PApLYYQ (ayYELOVELPOTIKO 010N L), XoPapéc aALEPYIKEG OVTIOPAGELC UTOPEL Emionc va
EMNPEACOVY TO £VIEPO KOl VO TPOKAAEGOVY TOVO GTNV KOWALG, UE 1) Xpig vouTia Kol EUETO
(ayyerooidnpa tov eviépov). Eav omorodnmote amd avtd ooppei, oroxdyte apécng to Tarka kot
{ntiote dpeoca wtpiki Pondsero.

Moo ko Epnpor
Mn divete 10 eappaKo avtd og Tondid 1 eprfovg niikiog kdtm TV 18 gTdv.

Alha @appoxe kot Tarka

ApKeTd QApLLOoKe UTOPEL VO TPOKOAEGOVY AVETIBVUNTEC OAANAETIOPAGELS €AV (PN GLLOTOMBOVV LE TO
Tarka. Evnuepmoete to y1atpod 1 T0 opUaKkonold oag edv maipvete, £xete Tpodo@aTo, mhpel | Unopsi
Vo TAPETE AL PAPLOKA, CUUTEPIAAUPAVOLEVOV QUPUAK®Y TOV YOPNYOOVTOL XOPIg LOTPIKT GUVTAYN
N GAAL QUTIKE PAPLOKEVTIKA CKEVACULATO.

[dwaitepa evnuep®oTE TO Y10TPO GOG €4V AapuPdvete KAmolo amd To aKOAovOa PAappoKaL:
(NEP) avooroleic omwe i sacubitril (drotiBetar wg avvovaouos atabepng doons ue foloaptavy) koi
pooexovtotpiing: O Kivouvog ayyelo0oidnpnotoc (Toyeio S10YK®oN KATM omd TO OEPUN GE TEPLOYES OTMG

0 Ao1pog) pmopet va avéndet.

Dapuoxo. yio ) Gepomeio kKopolaKay Todnoewy ) TS VYNANG apTHPIOKNG TIECHS:



OTO10ONTOTE PAPLOKO Y1 TOV EAEYYO TOV KOpdlakoy cag puBpod (6nwg Prita-avactolrels, dtyo&ivn
N GAAL QAPLLOKO TTOV YPTCLOTOLOVVTOL Y10 TOV EAEYYO TV OKOVOVIGTOV KAPIOUKMOV TUALMY) 1
NG apTNPLOKNG 6ag tieons. Evdéyetat vo mpoKaAEGOoUV HEYAAN UEI®ON TNG OPTNPLUKNG GOC TTEGNC
N UTOPEl Vo LELDOOVY AP TOAD TOVG KOPILOKOVS GOG YTOTOVG,.

O ywTpog oag pmopel va ypetactel va aAAdEEL T 066N CVTOV TOV GAA®V EOPUAKOV 1) Vo AdPel dAleg
TPOPLAGEELS:
Edv maipvete évav amoxdelotn Tv vrodoyéwv ayysotevoivig Iy (ARB) 1 aliokipévn (BAéne
£miong TAnpoopisg oTig Tapaypdpovg «Mnv mtapete to Tarkay kot «IIpogidomomoelc Kot
TPOPLALEEISY).

Dapuoxo. yio t Gepomeio. yoyoloyikay mpofAnuctwv:
e 07mowdNTOTE PapKO Yo TN Bepameio TN KOTAOA YN 1 TNG WHY®ONG OTT®G Lmpapivn, Aibio,
pdaloAdpn, povomipdvn N NPERICTIKA.

Dapuoxa yio. v Gepameio e HIV doiuwéng: orwg o aviixog wapdyovrog prrovafipn

Dapuoxa yio, Ty TPOINYN THS OTOPPIYNGS HOCYEVUATWV: OTIMG KUKAOOTOPIVY, TAKPOAUOVS KoL
(APLLOKO TTOV OVIKOVV GTIV Katnyopia TV ovactoréov MTOR (w.y. efepdiyove, oipdiyong Kot
dAAa). BA. mapdypogo «IIpogldomotnoetg Kot Tpo@uAGEEIS.

Dapuoxa yio, ™) Oepomeio 100 TOVOL 1§ TH UELWON TOV OLONUOTOS OTG:

e oTepoeldn (Yo mapdadetypo Koptiovn 1| Tpedvifovn)

® OPICUEVO AVTIQAEYLOVAOOT @apuaKe 1 Tavcitova (Yo mapddetypa varpobévn, Bovmpoaivn 1
ooTpivn 1| 0mo10€10M, OT®G LOPPivN).

DEpuoKa Y10, T UEIWOTN THS YOINOTEPOANG GOS 1 TV EMTEIWY MTOVS 0T0 aiua.: OTMS Ol KGTUTIVEDY,
.. oyPactorivn, atopPactotiv.

Dapuoxo. yio ) Gepomeio tov diafnTy: OTOG 1 WWGOLAIVN | Kaydkia yio to dtapntn. H Pepamapiin
umopel va LEUdoEL TNV EXIOPAOT TNG LETPOPUIVIG 0T Lelman Tng YALKOING

DaApuoKo, yio TNV QVTIUETOTICH THS EXANYIAS ) TV OTOoUOV, OTMG GovLTOivY, KopPapalenivny Kot
QawvoPopPrTain.

Dapuoro. yio ) Gepomeio THS OVOTEWIAS 1 TOD GTOUGYIKOD EAKODS, OTMG OVTIOEIVO KoL GUUETLOV.

Allo pappoka wov propei va arliniemopdcovy pe 1o Tarka:

o Ddappoka yio tn Bepaneio Tov Ppoyykov dcbuatoc, 6mwe 1 BEoPLAALVY.

o Ddappoka yio tn Bepaneio Aotpudemv 1§ TG ELUATIOONG, OTWOG PLPAUTIKIVY, KAapiBpopvkivn 1
gpvBpopvkivn.

o Ddppoxa yio ) Bepaneia Tov Kapkivov, Omwg 1 do&opovfikivn.

o  Ddppoko yo v TPOANYN TOL GYNUATIcHOL BpouPwv aipatog, OTmg 1 dafryatpdvn

o Ddappoka yio ) Oepameia 1) TNV TPOANYT TG OVPIKNG apbpitidag, OnwG AALOTOVPIVOAT Kot
KOAYIKIVN.

o  Odpuaxa yro ™ Bepameio TG peLHOTOEWOVS apBpitidag: evéotiua aAata xpucoD.

o Juuminpodpota KoAov (GUUTEPILOUPAVOLEV®Y VTOKATAGTATMV OAAT®V), KOAOGUVTPNTIKA
SoLPNTIKA KOt ALY APLOKO TOV UTOPOVV Vo 0uENCOVY TNV TOGOTNTA KOAIOV 6TO aipa cog (..
tpiuefompipn ko co-trimoxazole ywa AoydEeig mov mpokarovvtat and Paktipla, KUKAOGTOPivY,
£V0, 0VOGOKATACTOATIKO PAPLLOKO TTOV YPNGUYLOTOLEITOL Y10 TV TPOANYN TNG ATTOPPLYNG
HOGYEVLATOG OPYAVOL Kol NIopivr), £voL @APLLOKO TOV YPTCLLOTOLEITAL Y10 THV apaimon Tov
aipatog yio v Tpdinym 0pouPmv).

o  OAapUAKO TOV YPNCYLOTOLOVVTOL GTN YEPOVPYIKY]: EVILEPDCETE TO YEPOVPYO GUS TPV U6 TNV
gyxeipnon ot waipvete Tarka, enedn 1o Tarka umopei va oAAnAemidpdcet e To avosnticd



a€PLOL 1] TO LVOYOANPOTIKG QAPLLAKO. 1] KATO10 GALO GAPUAKO TOV XPTCLUOTOLEITOL KOTA TN
SLapKELD YEPOVPYIKDOV ETEUPACEDV, OTWS TO SAVTPOAEVIO.

Avt dev givar o TApng Moto Tov eapudkov mov puropel vo aAiniemidpdcouvv e to Tarka.
SvpPovlevteite To Y0Tpd 1 TO PAPUOKOTOLO GO TPV TAPETE 0mo10dNTOTE Phppako pali pe to Tarka.

To Tarka pe Tpo@ég, moTd Kol ovémTvELNA

e No amopevyete To owvomvevpo evad ypnopomoteite to Tarka. Eivon mbovov va aicbBavbeite wio
£VTOVO GUUTTOUATA OO TN Pelmon TG apTnplakng tieons om’ 6,1t Guvi G,

e  Mnyv mivete yopuod ykpémppovut eved waipvete Tarka. O yopoc ykpéumppovt pnopei va avénoet to
1006 NG Pepamapiing To omoio amoppoPatal amd T0 COUN 6aG. AvTd pmopel va avENcel Tov
Kivéuvo avemBountmv evepysldv amd to Tarka.

Kinon ka1 Oniaopdg

Kinon

O TPEMEL VO, EVIUEPDGETE TO Y1TPO oag eV vopilete 0Tt eiote (1] oKoTeVETE VO peivete) £ykvoc. O
ytpog cag Oa coc cuppoviedost va dokoyete T Afyn tov Tarka mpwv peivete £ykvog 1 LOAC
néBete 611 elote £ykvog kat Bo oag cupPovAedoel va TAPETE KATOLO GALO PAPUAKO GE AVTIKOTACTOCN
tov Tarka. To Tarka dev cuvictdTor 6TV aPYN TNG EYKVUOGVVTG KOl OV TPETEL Vo AapPaveTot petd
TOV TpiTo pnva TG KOMong, 10Tt uropel va tpokorécel cofapn PAGRN oto pmpd cog dv
ypnoomonBel petd Tov Tpito piva TG EYKVUOGUVNC.

Oniaopdg

Evnuepmote 10 yiatpd cog edv Onralete 1 mpdkettal va Eekvioete o Onlacpod. To Tarka dev
ovvieTtdral yio untépeg mov ONAalovv kat o yoTpdg cog pmopet vo, emdéEel AL Bepameia yio e5Ag €6v
embopeite va Onldoete, 101Kt edv T0 PO cog eival veoyévvnto 1 yevviOnke mpompa.

Edv eiote éyxvoc 1 OnAidlete, vouilete 6T umopet va glote £ykvog 1 6YedALETE VO ATOKTGETE UL,
{ntote 11 GLUPOVAT TOL YLOTPOV 1} TOV PAPLOKOTOLOD GG TPOTOL TAPETE OVTO TO PAPLLOKO.

001 yNo6N Kot XEPLGUOS PN YAV RLETOV

H wavottd oag va odnyeite ue acpaieia 1 va yepileote unyoviuoto umopei va emnpeactel. Mmopei
va cag dnpovpynoet aictnpa {aAng 1 kénwong.

Méypt va dlomiot®oete pe moto Tpomo emdpd to Tarka otov opyovioud cag, dev Ba Tpémetl va odnyeite
N va yepileote emkivouvo epyaieion | LeYEAQ UnyaviLoTa.

To Tarka mepiéyar

Nazpio:

AvT106 TO QUpRaKEVTIKO TPOTIdV TTEPEet 1,12 mmol (1 25,73 mg) vatpiov avd kayakio. [Tpénel va
Aappdavetar vroyn and acbeveig oe diarta eAeyyOUEVOL VaTpiov.

Aaxtoln:

Ta xoydakia Tarka mepiéyovv Aaxtdln. Avtd 10 oapuaKeLTIKO TPOiOV mepLEyel 54,50 mg PLovoDIPIKNIG
AakTONg ova Kowaklo. Av cag £xel TEL 0 YloTpog oag 0TL £xeTe duoavelio o€ OpIoUEVE GAKYOPO,
EMKOWVOVNGTE [LE TOV YTPO GOG TPLY TAPETE AVTO TO PUPLAUKEVTIKO TPOTOV.

3. Iog va mapete 1o Tarka

ITavrtote va maipvete To PAPUOKO OLTO AVGTNPE COLPOVO LE TIC 0N YiEG TOV YlaTpoL cag. Edv &xete
apPBoMES, pPMTAGTE TO YATPO 1) TO POPLOKOTOLO GOGC.

H cuvictduevn 860 givor éva kaydkio Tarka eheyydpevng omodéopusvong pio eopd Ty nuéPT TV
010 dpa 10 TPWi TPV, pE N HeTE TO TPOYELpA. T KoKl TPETEL VO KOTATIVOVTOL OAOKAN PO LE EVOL

ot Pl vepo, yopig uwolnomn, paonpa 1 Opvupaticud.

Edav wapete peyorvtepn 66on Tarka amé tTnv kavoviki



Edv motedete 611 £xete mdper peydin mocotnta Tarka Oo mpémetl va emkovmvnoeTe auécmg e TO
Y10Tpd N T0 PUPOKOTOLO GaG. OPIGUEVEG TEPIMTMGELS LTOPOVY VO OTALTHCOVV EXELYOVGA LUTPIKT
Oepomeio.

Edv mapete mapa modd Tarka pmopei va aieBovieite vivniia 1 {ordada, AOy® TG LEYAANG TTAOONG TNG
mieoNnG Tov AipaToOg oG Kot TNV EXPPASLVST) TOV XTOTOV TNG KAPOdg 6ag. AAAN GUUTTOUTO TOV
umopet va eppovicfovv eqv maipvete mdpa oAb Tarka eivar: kotaminéia (amdtoun TN TG
apTNPLOKNG TEGNC 1) TV KOPIUKDV YTOT®V), AN00pY0s, VEPPIKT OVETAPKELD, YPIYOPT CVATVOT|,
TayvKopdia, Kapdlakn appulpia, dyyxog kot fryags.

Eav Eeydoete vo mapete to Tarka

Noa Aoppavete o Tarka v id1o dpa kdbe nuéPA Yo vo, amo@OYETE Vo EEXYAGETE VAL TAPETE T1| SOOT)
o0,

Edv Egydoete va mépete 10 Kaydakio Tarka, va 1o mdpete apécmg poig to Buunbdeite, povo edv avtd
cuppet v idwo pépa mov mapoieiyate pio d60M.

[Toté punv maipvete dVO KOWAKLO Y10 VO, OVOTANPMCETE EKEIVO TOV EEXACOTE.

Edv otapoatioste va maipvete to Tarka

Agv ovviotdtot va dakdyete ) Oepamneia pe to Tarka extdg €dv 0 yroTpdg oG cog vVITodei&et )
dlokomn g Bepoameiog cag.

Edv otapatioete va AapPavete to Tarka evoéyetatl va avEndel ) aptnploxn cog mieon.

Edv éxete meprocdtepeg pMTNGELG GYETIKA LLE T YPTOT AVTOV TOL POPUAKOV, POTAGTE TO Y1ATPO 1) TO
(QOPLAKOTOLO GOG.

4. IMBavéic avemOBOuNTES EVEPYELES

Onwc 6Ma o pappoKa, £T61 Kol 0VTO TO PAPLAKO UTOPEL VO TPOKAAEGEL OVETIOOUNTEG EVEPYELES, OV
Kot 6gv Topovclalovtal 6€ OA0VG Tovg avBpmmovg. Ot avemBOUNTEG EVEPYEIEG TTOV AVAPEPON KAV LE TO
Tarka mapovsialovial TapakdTm:

Evnuepoote apéomg 10 y1otpod 60g Kot 6Tapati)ote va naipvete To Tarka edv mopovoidoete pio
cofapn aArepyKn| ovTidpaoT Tov TpoKaiel Kvnopmdoes eEAVOM L KavT 0idNUo TOV TPOCMTOV, TOV
YeWwv, TV PAEapV, TG YADGGOS 1] TOL OapvYYa. AV Kol avTo gival moAd ondvio (Umopel va
emnpeaotel péypt 1 ypriotng otovg 10.000) pumopei va ypelacteite enciyovoa wtpikn fondeta.

Ot mopakdte etvar cuyvég avemBountes evépyetes (Umopel va emnpeactel péypt 1 yprotng otovg 10):
* Prixog

e (&An, movokéQoAOg, aichn o TEPIOTPOPNC

*  JVOKOIMOTNTO

* o Eoevikn aicBnon Beppdtntog e epuBpdtnTa TV 610 CO

* ypfyopol N} apyoi kapdtokoi modpol (KOATOKOIA0KOG OTOKAEIGUOC)

e EOQVIKN TTOON TNG OLUATIKNG POTC GTO GO 1) 0TToio UTopEl va elvar amenTikn yuo T {on

*  TOAD YOuUNAN apTNPLOKy TEST

*  YOLMAT apTNPOKN TTiEon OTOV GTEKECTE 1) KAOESTE

Ot mopakdte etvar Oy cuyvég avembounteg evépyetes (Umopel va ennpeactel péypt 1 yprotng otoug
100):

o aAlepyikég avTidphoelg (Omwg eEavOnua 1 kvnoudg)

* vrvniia

* plyog/tpénovio

*  OQVTIANYM TOL KopdlakoD cag ToAroD (aictnuo ToAnmy)
*  Bopokikd dryog

*  vourtio, KoMK dAyog

*  mpofALaTa GTOUGYOV KoL EVIEPOV

e duappola

*  gpidpwon

* ouyvn dovpnon



*  JoKIOGiEG NIATIKNG AElToVvpYiog UN QUGIOAOYIKES
e avénuéva emineda Mmdiov oto aipa (vrepAutidoipio)
*  0lONpUO TPOGHOTOL

Ot topakdte eivar omdvieg avembounteg evépyeteg (Umopel va ennpeactel péypt 1 yprotng otovg

1.000):

*  omoAELD TNG OpeENG

e AmoBupuia

*  TpydmTOON

*  épmng (amhog EpmnG)

e o0&NoT TOL TOGOV £KKPLONG YOANG OTO QL. TOV TPOKAAEL KITPIVIGHO OTO OEPUA 1] GTO AEVKO TOV
patiov (vrepyoAepLOpivaLpLior)

* a0ENGT TOL TOGOL TWV GTOLYEI®V OV TTEPLEYOVY AL®TO, 0TS ovpia, Kpeativivn (alwBarpia)

*  GUYKEKPLEVO OEPUATIKA TPOPANLOTO

O tapokdto givol ToA ondvieg avemBounteg evépyeleg (Umopet vo emnpeaotel péypt 1 ypotng

otovg 10.000):

*  Ppoyyitda (pAeYLOVH TOV AV® 0EPAYDYDV)

*  oLUEOPNON KOATMV TOV TPOSHOTOV (UTOKAEIGUOG TG UOTNG/TOV KOAT®OV)

¢ dvokoria otnv avamvon/cei&ipno oto othbog

*  KOTMON

e aduvapuio

e gmBeTIKOTNTA, AYYOG, KaTdBAyT, vevpikdTnTa

*  TPOPAUOTA GTNV 1COPPOTTIO.

* JdvokoAieg oTov HTVO

* aiocOnua kapeitoas-feldvoc oto dépua cag, aictnua (eoTov/KpLOL

* aAlay€g TG yevong

e mpoPAnuata dpaong (m.y. opacn Baprrn)

*  KITpIVIGUA TOL SEPHOTOG 1) TOV AEVKOV TV HaTIOV (IKTEPOG)

*  PAEYHOVI TOL TOYKPENTOG 1] TOV NTTOTOG

*  £UETOC

*  amoepaén ToL YOANIGYOL TOPOL

*  Enpootopia N Enpdtnta Tov pdpuyya

*  oAAOYEC OTO EMIMESD TV EPVOPOKVTTAP®V 1) TOV AEVKOKLTTAPMV TOV UTOPEL VO TPOKAAEGOVY
UOA®TESG, apoppayio 1 LELOUEVT AvTIOTOOT OTIG AOUMOEELS

*  JepUOTIKEG AVTIOPACELG CUUTEPIAAUPAVOUEVIG TNG OAAEPYIKNG AVTIOPAONG TOV TPOKOAEL
Kvidmon/EAKOg, PAEYLOVT| TOV dEPLATOG, KVNOUMOES EAVOM LA, 0VENIEVEC KOKKIVEG KNATOEG,
eEavonuo eoAdmoOeC N} e POLCGKAAEG

* pvodyia, apBpaiyia, pokr advvapuio

*  OTLTIKT OLGAELTOLPYIN

*  yuvaukopaotio (6Tovg AvOpeq)

*  OKOVOVIOTEG TOYEIEC GVOTACELS TV v BUAGN®Y TNG KAPIIEG TOV TPOKAAOVVTOL ATtO TPOPAN LT
OTN HETAO0GT TOL NAEKTPIKOV £peBioUATOG (KOATIKY LoppLopLy”), TOVOL 610 6tHBog, otr Yvado
KOl TNV TAATN, TOL TPONABAY amd T COUATIKY TPOSTABELD KOl AOY® TOV TPOPANUAT®V LE TN
pOT TOV aipOTog TPOg TV Kapdid (otnOdyym)/Eneporya/ypiRyopoc 1 apyds Kapdlakog yTOTOC

*  EYKEQOMKO ENEIGOO10

*  aEVidlo EKTTOOT TNG VEQPIKNG AELTOVPYING

*  0l0NUO TPOKOAODUEVO ATTO GUGCHPELGT] VYPOV

* petaPoAréc oto eminedo KOAOL GTO aipo

*  UeTAPOAEC TNV APTNPLOKY] TTiEOT

*  OTMOAELN GUVEIONONG

O mopakdte etvar avemBounteg vEpyeles e AyvmOTY cLYVOTNTA ELPEVIoNS (1 cuyxvoTnTa dev

umopet vo extiun0el amd to dtobécio dedouéva):

* o OmEANTIKN Y1 T {oN aAlepykn avTidpaon Tov TpoKaAel Eva 0dVVNPO KOKKIVO 1] TOPPUPO
eEAVOM L0 Kot QAVKTALVEG OTO €PN KOl GTO BAEVVOYOVO TOV GTOUATOG

*  KOKKIVIGUO, TOV dEPUATOG, EpEOIGLOG TOV dEPUATOG, akur, Enpodepuio



ovporoipmén

ovdnpévn 6pedn

avENGT TOV EMITESOV TNG YOANGTEPOANG GTO GipLd, VYNAO GAKYOPO GTO L0, LEIMGT TOV EMTEGOV
TOV VaTPiov 01O Ao, 0ENGCT TOL EXTEGOV OVPIKOV 0EE0C GTO alipa

yevdaohnoelg

pelopévn yevetiola oppn (AMpmivto)

HUIKEG OEGOMOELS

Nupavia

Statapoy€c Tov 0PBUALOV, TT.Y. PAEYLUOV] TOV PAEPAPOV, d10YK®ON TOV fAEVVOYOVOL TOL PAEQAPOL
AVOUOAOG Kapdlokdg pubuog, avopaio HKIT

eMKoegdeig AEPeC oV EMPAVELX TOV dEpLATOC (KIpoot)

VYNAN apTNPLOKT TTiEST

PAEYLOVI] OVOTEP®Y OVOTVELGTIKADV 00DV, GLLPOPTOT AVATEPNG OVOTVEVGTIKNG 0000,
TOPAYDYIKOG PY0C, PAEYUOVI GTNV TEPLOYT] TOV AQLLOD, TOVOG GTO GTOUM KOl GTO AOUO,
pwoppayia, SUGKOAID GTNV avamTvon

OLLATEUEST], 0EPLOL

0GQPLAAYiO, TOVOC GTO AKPO TAOV XEPLOV KOl TV TOSIDV, 0GTIKOG TOVOS, duokouyia apdpmaong,
Hoikog omacpog

TVPETOC, 0icOnon Un uoloAoyiky, aicOnua Kokovyiog

Mepiég avemBounteg evépyeteg dev Exetl ovapepdei 6Tt oyetiCovran pe o Tarka 1 ta cvetaTikd TOL
aAld Exovv avapepbel pe Ghda eappoxe mapopoto pe o Tarka:

avénuévn Aon tev epulpoKVTTAP®VY, N 0Toio UTOPEL VO TPOKAAEGEL KOTTMOON

G0YYLoN

KOVSOVVIGLLO 6T QTG

pia. cHvtopun Satdpaén e TOPOYNS OUOTOG GE £vaL LEPOG TOVL EYKEPAAOL, 1) OTTOlo PUTOPEL Vo
TPOKAAECEL TPOGMOPIVY| dlaTapOaY OTNV Opact, TV OpAia 1] TNV Kivnon

Aotlpmén 1 epuBpdTNTa KOt 0ldM A TOV LYpOpimV

gpuBpdTNTA Kot 01dN el Tov PAEVVOYSHVOL TNG HOTNG

AolHOEN YA®GGOG 1 epuBpOTNTA KOl 010N TNG YADGGOG

TPOCWOPIVY] OTEVAGCT] TOV AEPAYMDYDV GTOVG TVEVLOVEG TOVL KoO16TA SVGKOAN TV avomTvon

pio coPfopn aArepyikn avtidpaon 1 omoia ennpedlel To £VIEPO KOl TPOKAAEL TOVO OTNV KOIALG, LE
N xopic vautio Kot EPETO (0yYEL0010M L TOV EVIEPOV)

U1 QLGIOAOYIKT Kivnon T®V EVIEP®YV, 1) 0TToi0, UTopel Vo TpokaAésel TPHELLO TNV KO, TOVO
GTO GTOUAYL KOl SLOKOIALOTITAL

L1 LGLOAOYIKT POT] TNG YOANG GTO AP TOV TPOKOAAEL KITPIVIGHLO TOV AEVKOD TOV LATIDV

pa amenTikn yio ™ {on aAAEpYIKN avTIOPOGT TOV TPOKUAEL GTO SEPLLO PAVKTALVEG Kot AOVOES
U1 QLGIOAOYIKOT JEIKTEC VEQPIKNG AEITOLPYIOG

KIvNTIKES dtoTapayés OTmg eivat n akpaio avnovyio Kot 1 Sltdposn TV EKoVCIMV 1 0KOVGLOV
KWV OEWOV

SpVYN YOAAKTOG 0td TOVG LOGTOVG, LEYOADTEPT OTTO TO PLGLOAOYIKO TOGOTNTO TPOAUKTIVIG
(OnAoxn oppdvn) 67O aipLo TOL TPOKUAEL TOPAYDYN YAAOKTOG GTOVG HLOGTOVG

0UAQ TOV OVATTTUGGOVTOL YOP® AT T SOVTIOL

EMOEIVOOT OPIOUEVOV VELPIKADV KO LUTKAOV dtaTapaydv (6mmg poachéveto gravis, cuvopopo
Lambert-Eaton, pvwr duetpopio Duchenne)

emmdLVN £pLOPOHTNTA TOV SEPUATOG GTA TOOL KOt TOL YEPLXL

AvTOg eV givar Evag TANPTNG KOTAAOYOS TV avemlOuNTmV gvepyeldv. Opiopuéveg avembOunTeg
evépyeleg umopei va Ppebodv povo pe apatoAoyikég 1 GAAEG 10TPIKES EEETACELS.

AvaQopd avemOounTOV gvepyELOV

Edv mapatnprioete kdmoa avemBountn evépyela, EVILEPMOTE TO YALTPO 1 TO POPLOKOTOLO GOG. AVTO
1oYVEL Kal yio KGOe oV avemiBounTn evEPYELR TOV JEV AVAPEPETOL GTO TAPOV PVAAO 0ONYIDV
ypnone. Mropeite emiong va avagépete avembounteg evépyeleg anevbeiag, péow tov EBvikov
Opyaviopot Qoppaxmv, Mecoyeimv 284, GR-15562 Xolapyoc, Adnva, Tni: + 30 21 32040380/337,
Dag: + 30 21 06549585, Iototonog: http://www.eof.gr. Méom tng avagopdc avembiuntov evepysidv



http://www.eof.gr/

umopeite va fondnoete ot GLALOYY TEPIGGOTEPMOV TANPOPOPLOV GYETIKA LLE TNV UCPAAELD TOV
TOPOVTOG POPLLAKOV.

5. Hog va guidcecste 10 Tarka

Noa pvidooetar o€ puépn Tov d6gv 10 PAETOVY Kot dgv T0 POAVOVVY T TAd1G.

Na pn yprolonoteite 0vtd T0 PAPHOKO LETA TNV NUEPOUNViL ANENG TOV AVAPEPETOL GTO KOVTL.

H nuepounvio Anéng eivar ) tedevtaio nUEPO TOV UVA TTOL AVOPEPETAL.

Mn puAdooete og Oegppokpacio peyarvtepn tov 25°C.

Mnyv meTdte PAPUOKOA GTO VEPO TNG OTOYETEVOTNG 1) GTA 6KOVTIdW. Pothote T0 papuakorold cag yio
TO TG VO TETAEETE TA PAPUOKO TOV EV YPNCUYLOTOIEITE TLCL.

Av1d ta pétpa Ba Bondfcovy oty Tpoctacio Tov mTEPPAAAOVTOG.

6. Iepreydpevo. TG GVOKEVOGING KOl AOTES TANPOPOpPiES

T nepréyer to Tarka

- O1dpaoTtikég ovoieg etvar vodpoyAwpikn Bepamapiin kot Tpoavtoiampiin.
Ka0e kaydxio mepiéyet:

180 mg Bepamauiing vopoylwpixng

2 mg Tpavrolompiing

- Ta dAha cvotatikd givae:

Koxxkia tpavtolampiing:

Maize starch, lactose monohydrate , povidone, sodium stearyl fumarate

EmkoAivppéva pe Aemtd vuévio diokio Pepamapiing:
Microcrystalline cellulose, povidone, sodium alginate, magnesium stearate,hypromellose, hyprolose,
macrogol 400, macrogol 6000, talc, silica, colloidal anhydrous, docusate sodium, titanium dioxide

Yinpd kayakio (eAativng:
Titanium dioxide, iron oxide red, gelatin, sodium lauryl sulphate

Epedavien tov Tarka kot mepreyépeva g 6uokevociog
To Tarka givot adwapavég koydklo avorktod pol ypdHATOC.

Yvokevaciec mov eykpidOnkay kotd v apoiPaio dtadikacia:
To Tarka 180 mg/2 mg darifetan o cvokevacia Tov 14, 20, 28, 30, 50, 56, 98, 100, 280 a1 300
KOYoKiov EAeyYOUEVNG ATOOEGUEVCNG O KUWEEG.

Mmropei va unv KuKAOQPOPOLY OAEG Ol GUGKEVAGIEC.

2VOKELOGIEC TOV KLKAOPOPOVV GTNV EAANVIKY ayopdL:
Yvokevacio Tov 30 Koyokiov EAeYXOUEVNS ATOOEGUEVOTG O KUWENEG.

Karoyog Adcrog Kvkrhopopiog ko Iapackevastig

Karoyoc Aderac Kukrhoopiag
Viatris Healthcare Limited
Damastown Industrial Park
Mulhuddart

Dublin 15, DUBLIN

IpAavdio

Tomkdc AvTpOcmToc
Viatris Hellas Ltd
A. Mecoyeiov 253-255




154 51 N. Poywo
ABnva, EALGOO
TnA.: 2100 100 002

MapaockevooTic:

AbbVie Deutschland GmbH & Co KG
Knollstrasse, 67061 Ludwigshafen
Teppovia

Tn\. 0049 621 589-0 (tnAe@mViKO KEVTPO)
Fax 0049 621 589 2896
info.de@abbott.com

Ul
OAMAP A.B.E. Epyoctdcio AvBovcag
Aewpdpog AvBovoag 7

AvbBovoa, Attikn 15349
EALodo

AvTo TO 9dppaxo £xel eykprBei ota Kpdtn Mékn 1ov Evponaikod Owovopikod Xopov (EOX)
pe Tig akdiov0es ovopaoieg:

EAada: Tarka 180 mg/2 mg koydkio eAeyyOUeVNC 0mm0dEoUEVONC
Iortavia: Tarka 180 mg/2 mg capsulas de liberacién modificada
O\lavdia: Tarka 180mg/2 mg, capsules met gereguleerde afgifte

To mapdv eOALO 0dnyudV ypiong avadewpndnke yio tehevtaio eopd to Xemtépufplo 2023.
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