@viro oonYLOV ypiong: IIinpoeopics Yo Tov ypriot

Coveram initio 3.5 mg/2.5mg diokia
Coveram initio 7 mg/5 mg diokia
mepwvdonpiin apyvivn / aprodurivn (perindopril arginine / amlodipine)

A dote TPOGEKTIKE OLOKAPO TO GVALO 00N YIAV YPNGNS TIPLY UPYIGETE VA TOIPVETE AVTO TO PAPLAKO.

- DdvrdEre avtd TO EUALO 0N YLDV Yprione. Towg ypelaotel va to dafdocete Eava.

- Edv éyete meportépm anopiec, potioTe TO Y10TPd 1 TO GAPLOKOTOLO GOG.

- H cvvtayn yio avtd 1o pdappako yopnynonke omokAEIGTIKA Yo 60G. AgV TPETEL VO, SDCETE TO PAPLOKO
o€ GALovg. Mmopel va Tovg Tpokaréoetl PAAPN, aKOpa KOl 0TV TO CUUTTOUOTA TOVG gival idto PE Ta
OKd Gog.

- Edv mopatnpioete kdmota avemBOunNTn EVEPYELD EVIEPDGTE TO YIATPO 1) TO PUPUOKOTOO Gag. AvTtd
WoYvEL Kot Yoo KaOe mhoavn avemBountn evEPYELD TOL OEV OVAPEPETAL GTO TAPOV POAAO 0dNYIDV

xpnong. BA. mapdypago 4.

T epréyel 1o Tapov QVALO 00N YLOV:

T1 givan to Coveram initio kot woto ivot ) gp1Hon Tov
T mpénet va yvopilete mpv mapete To Coveram initio
[og va ndpete to Coveram initio

[MBavég avemBounteg evépyeteg

[og va pvidocoete to Coveram initio

[epreydpeva g cvokevasiog Kot AOES TANPOPOpieg

ANl e

1. T givan To Coveram initio kon 7wora gival 1 yp1on Tov

To Coveram initio givat GuvoLACUOS dVO FPUCTIKAOY GLGTUTIKMV, TNG TEPVOOTPIANG Kot Tng aprodimivine. Kot
01 600 owTtég ovaieg Ponbovv atov EAeyyo TG LVYNANE TTieoNE TOL ipaTOG.

H nepvdonpiin eivar avactoréag tov MEA (Metatpentucod Eviopov g Ayyelotacivng). H aplodimivn etvan
avToyovioT¢ acPeotiov (avhikel o o Kotnyopio apudkov mov ovopdalovtar dtbdpomuptdiveg). H amd
KOWOoU dpAcT TOLG SLEVPVVEL KOl YOAAPDVEL TO, ALLOPOPA. ayYElD, £TCL DOTE TO i VO SIEPYETOL EVKOAOTEPOL
OO aVTA, EVA SIEVKOADVEL TNV Kapdid cag va dtotnpet pio cmotn pon aipatog.

To Coveram initio ypnGILOTOLELTAL VIO TOV EAEYYO TNG VYNANG TTIECTG TOL AipaTOg (VTEPTOGTC) GTOVG EVIIAIKEG,.

2. Tvpémer va yvopilete wpv vo mwapete To Coveram initio

Mnyv napere Coveram initio

- og mepintwon aAlepyiag (vTepevaicnciog) oty mepvoompiin 1 6€ 0TOOVONTOTE AAAOV AVAGTOAEN TOV
MEA 1} v aplodimivn 1 6€ GAAO avioy®vioth acPeotiov 1| 68 0mO10dNTOTE GAAO OO TO, GUGTUTIKA
oVToL TOL PAPUEKOD,

- €av éxete coPfapl vePPLkd TpoPARoTa

- 0€ MEPIMTOON TOV £YETE EKONADGEL GUUTTOUATO, OO GVPLYUO, TPNELLO TOL TPOCHTOV 1 TNG YADCGCAC,
évtovo kvnoud 1 coPapd deppatucd eEavinpata, pe mponyovpevn Bepaneio pe avactorén tov MEA 1)
€4V o€l 1 KATO10 PEAOG TNG OIKOYEVELIG GOG EIXE OTO TO CUUTTOUOTO KOTM OO OTOEGONTOTE GALEG
ovvOn ke (mdBnon mov ovopdaletat ayyslooidnuo),

- €4v maoyete amd otévmon TG aopTikng ParPidag (aoptikny otévmon) 1 Kapdioyevn kataminéio (pio
néOnon oty omoia 1N kapdid oag adLVATEL Vo S1OTNPNCEL IKAVOTOWTIKT AUATMGCT] TV 1GTAOV).

- 0¢ MEPIMTOOT OV EYETE GNUOVTIKA YOUNAN apTnploky Ttieon (vwdToon ),

- &lv vmogépete omd KapOLOKT AVETAPKELD EMELTO OO ELLPPAYLLO TOV HLOKAPOIOV

- og mepintoon mov giote £ykvog dve tv 3 unvav (stvor erniong mpotipdtepo va amopevyete to Coveram
initio oTNV apyn TG EYKLUOGVUVNG- BA. Tapdypapo Tov apopd TV Khnon),



- gdv &yete ST N SraTapayévn veppikn Aertovpyio kot AapuBavete aywyn Le Evo @APLAKO TOV LELDOVEL
TNV 0PTNPLOKN TECT KOl TEPIEXEL AATKIPEVN.

- &Gv vmoPdiiecte oe ookdBapon N omolodNToTE GAAO TOTO dONoNg Tov aipotoc. AvaAioyo pe TO
NGV o Tov ypnoiponoteital, to Coveram initio pumopei va pnv givot KatdAANAO Yo €64,

- &Qv éyete veppikd mpofAnuata, 6mov M Tapoy CUHOTOG GTOVS VEQPPOVS Gag HEIDVETAL (OTEVOOT NG
VEQPIKNG apTNpiog).

- 0€TEPIMTMOT OV ElyoTe TAPEL 1 TapVETE CAKOVUTLTPIAN/ BoAcapTdvn EvVa PAPLOKO TOL XPTCLUOTOLEITOL
v T xpdvia kapdlaky avemdpkeld, kabdg o kivouvog yia ayysoidnua (tayeio StdyKmon Kat® ond to
dépua o pa mepoyn Ommg to Aopd) av&averar (PA. «IIpogdonomoelg kot TpoPLAGEEIS» Kot «AAla
@appaka ka1 Coveram initio»).

Ipocdomounoeis Ko TPoPVAGEELS

AmevBuvBeite otov yiatpd 1, T0 PappaKonold cag tpv tapete To Coveram initio:

- €av €yete VIEPTPOPIKN HvokopdlondOeia (Tabnom Tov KapdlaKoy Hvodg),

- &hv &yete KapdloKN avemdpKELD,

- ebv éxete coPoapn avENOT TG apTNPLOKTG Tieons (VITEPTAGIKT Kpion),

- €av éyete GALo Kopdlokd TpoPARpaT,

- €av &yete NTOTIKG TPOPAN AT,

- ebv éxete veppukd mpoPAnpoata (GUUTEPIAAUBOVOLEVOL KOl TNG LETAUOGYEVGNS VEPPOL),

- egqv &yete un ELOIOAOYIKA OVENUEVA EMIMESD LG OPUOVIG OV AEYETOL OASOGTEPOV GTO i GOG
(TpTOTAON G AAOOGTEPIVIGHOG),

- &dv é&yete ayyelok vOGo Tov KOAAayOvov (VOGOG TOL GUVOETIKOD 1GTOV), OT®G €lval O GLGTNHATIKOG
gpuONUATAOING AVKOG 1) TO GKANPOSEPLLDL,

- &av éyete doPnn,

- &Gv akolovbeite diaito mEPLOPICUEVNC TPOCANYNG AANTOC T} EAV YPTCLUOTTOLEITE VITOKATAGTATO GANTOC
OV TEPEXOVV KAAL0 (Evar OMUOVTIKO VO EIVOL IGOPPOTNUEVA TO EMITESO KAAIOL GTO aipa),

- &av glote NMKIOUEVOS Kat otatteitan ovénom g d66NE GO,

- €av AouPavete, omol0dNTOTE OO TO. TOPAKAT® QOPLOKO TOVL, ¥PTCLLOTOOVVTOL Yo Tr Ogpomeio Tng
VYNNG APTNPLOKNG TECG:

o évav amokigloth vrodoyéwv ayyelotevaivng I (ARBs) (eniong yvootd wg captdveg — yio
mapadelypo Porcoaptdvr, TEAOOPTAVN, pPecaptdvn), WiTEPO €AV EYETE VEQPIKA
mpoPfAnpata wov oyetilovton pe Sapnn.

O aMOoKIpEVN.

O y10tpog 60G¢ UTOPEL VoL EAEYYEL TN VEQPIKN GOG AELTOLPYIQ, TNV OPTNPLOKT GOG TEST KOl TNV TOGOTNTO
TOV NAEKTPOAVTAOV (7). KAAO) GTO G0 GOG OE TOKTA OLLGTILLOTCL.

- Agite eniong minpogopieg oty Tapdypago “Mnv mépete to Coveram initio”

- €GV OVNKETE GTNV HOVPT PUVAN, ENEWN UTOPEL VO £XETE LEYAADTEPO KIVOUVO EUGAVIOTG OIYYELOOIONUATOG
KoL 0VTO TO PAPUOKO UITOPEL va eivarl AMyOTEPO dPUCTIKO 6N UEIDOTN NG TiEoNS TOL aipaTog 0d OTL G€
un-pavpovg acbeveic,

- &Gv AapPdvete kKamoto amd o okOAovOa appaka, vEAVETOL O KivOUVOg Yol aryyEL0010M oL

- pacekavtotpiin (Yo didppoia)

- opOApoLS, gfepOMUOVG, TEUSIPOAUOVS KOl GAND QAPUAKO TOV OVIKOVY GTNV KOTnyopic TmV
yvootdv oavootoléov mTor  (ypnoiomoodviar  yo. TNV amoQULYN  OTOPPYNG  TOV
UETOUOCYEVUEVAOV OPYAVOV KOl TOV KOPKivo).

- cokovumtpidn (Srabéoipo mg cuvovaouds oTabepdY dOGE®V Ue BorcapTdvn) ypMoILOTOLELTOL Yia
TN (POVIC. KOPOLOKY| OVETAPKELQ.

- AwayAmrtivn, caayMmtivn, ortayAumrtivn, PrlviayAurtivip Kot GALD QAPLLOKE TOV OVIIKOVY GTNV
Katnyopia TV amokoAobueEveVY emiong yAmtiveg (ypnouorotobvtat yio ) Oepameio Tov dafnm).

Ayygooidnpa:

Ayyerooidnua (o coPapn aAlepykn| avtiopact Le TPAREO TOV TPOSHTOV, TV YEMMV, TNG YADOOCAG 1) TOV
Aopod mov TpokaAel SUGKOAIN GTNV KOTATOGN 1 TNV avorvon) £xel avoeepbeil oe acbeveic mov érafav
Oepaneio pe avoaotoreig Tov MEA, cupmepthapfavouévng g mepvéonpiing. Avtd pmopet vo copPei avd
nhoa oTryun kotd T didpkela e Oepaneioc. Edv epeavicete TETO0 COUTTOUATA, TPETEL VO, GTOUOTNCETE TN
Ayn Coveram initio Kot vo dgite apécmc Eva yiatpd. Agite emiong tnv evotnra 4.



[Ipénel va evnuep®dcete 10 yoTpd cag edv motevete 0Tt eiote (N umopet va petvete) éykvog. To Coveram initio
O€ GUVIGTATOL OTIG APYES TNG EYKVIOCVVNG Kot eV TPEMEL VOl AapPaveTal edv eloTe TAV® 0md 3 UNvav £YKLOg,
vt pmopet va mpokarécsel coPapn PAAPN 6T0 P Gag, EGV TO YPNCUYLOTOCETE KOTA TO GTAd0 0vTod ( PA.
TAPAYPAPO TOL OPOPE TNV KOT\OM)).

Orav maipvetre Coveram initio, TPEMEL EMIONG VO EVIUEPDVETE TO YLOTPO GOG 1] TO UTPIKO TPOCOTIKO GE

TEPIMTMOT TOL:

- mpokelror va voPinbdeite og yevikn avoucOnoio Kav oNUAVTIKN XEPOVPYIKY| ETEUPaoT,

- TPOGPATO TOPOLGLACATE d1dppola N EUETO (gloTe APP®GTOC),

- mpoketol vo voPAndeite oe apaipeon g LDL (amopdkpuven tng xoANoTEPOANG GO TO GO GOG LE
PofiBeto pnyaviparog),

- mpoketol va akoiovBnoete Bepameia yio va yivete Mydtepo evaicOntol otic emdpdoelg ailepyiog o€
TOUTNUATO LEAMGGDV 1| GONKDV.

Howod kon £pnpor
Ag ovviotdrton 1 xpnon tov Coveram initio o€ modid Ko pifovg.

Alrao @appoxa kot Coveram initio
Evnpepdote tov yuotpd 1 T0 GopUoKoTold oG 0V TAipVETE, EXETE TPOCOATO TAPEL 1) LTOPEL VO TAPETE
AN QOPULOKDL.

Agv Ba mpénet va maipvete to Coveram initio pali pe:

- AiBo (ypnowomnoteital yuo T Oepameio Tng poaviag 1 g KatdOAwyng),

- EOTPOUOLOTIVN (ypnoilpomoteital yio T Oepameia Tov KapKivov),

- KOALOGUVTNPNTIKE StovpnTiKa (7). TPLLUTEPEVT, QUAOPIdT]), CUUTANPOUATO KOAIOV 1 VTOKATACTOTA
GAOTOG TOL TTEPLEYOLV KAALO, GAAD QAPLLOKO TOL PTOPOVV VO AVENGOVV TA EMTEIM TOV KAAIOL GTO GO
60 (OTm¢ N NEapivn, £vo EAPUOKO TOV YPTCLLOTOLEITAL Y10, VO, OPOLMGEL TO OALLOL Y10 VO ATTOTPEYEL TOVG
Opoppovg, n tpuebompiun kot  koTpo&aloin eniong yvoot Kot o¢ tpiuebonpiun-covipapuetobaloin
yio 1t Oegpameion TV AOWDEEMV Kol KUKAOGTOPIVY, £€vO OVOGOKOTOGTOATIKO (APUOKO TOL
YPNOYLOTOLELTAL Y10l TNV TPOANYT TNG ATOPPIYNG HOGYEVLLOTOS OPYEVOV),

- aMokipévn (xpnowomoteitot yio T Oepameio Tng VYMANG Tieong Tov aipoTog), (PA. eniong Tig TANpoopieg
V7o oV Tithovs "Mnyv mdpete Coveram initio" ko "Ipogidonomoeig Kot mpopuAders"),

- amokAEOTEG TV VIodoyEwv TG ayyeotacivng II (ARB) (ypnowonowobvion yua tn Oepoameion Tng g
VYNANG Tigong Tov aipatocg) (1.y. farcaptdvn, TeEAucapTav, N pPecapTdvn ...),

- davtporévn (Léow Eyyvong) (xpnotporoteital yio ) Oepameio Tng Loikng dvokouyiog oe acéveleg Onmg
N oKAfpuvon Kotd mAdkoc My tn Ogpameio tng koakonfovg vmepbepuiog katd T OdpKEW TNG
avoilsnoiog, CLUTTOUTO TOV TEPTLOUPBAVOLY TOAD DYNAO TLPETO Kot LLIKT SvoKouyia).

- ocakovumitpiAn/Borcaptdvn (ypnotponoleitol yuo T ¥povia, kapdlokn avendpkela). BA. mapaypdpovg
«Mnyv méapete 1o Coveram initio» kot «IIpogidomomoeig kot TPoPLAAEEIS.

H Oepameio pe Coveram initio pmopei va emnpeoctel amd aAla edpuaxa. Befaiwbeite 011 evnuepdoote o

YTpO GOG GV TOPVETE KATO10 OO TO TAPUKATM PAPUOKO, YIOTL LTOPEL VO ATTOLTEITOL 1010UTEPT) TPOCOYN:

- Ao eappaka yo TN Bepameio TG LYNANG TESNG TOL AILATOG, CUUTEPIAAUPAVOUEV®VY TOV SLOVPNTIKMV
(papuaxa Tov aVEAVOLY TV TOGHTNTO 0OVPMV TOV TUPAYETL OO TOVE VEQPOVG),

- (QOPUOKO TTOV ¥PNCIUOTOLOVVTOL IO GLYVA Yo TN Bepoameio TG d1dppolag (paceKavtoTpiln) N yio. TV
OTOPLYT OTOPPIYNG TOV LETAUOCYEVUEV@V 0PYAveV (G1pOAMUOVS, EBEPOMUOVS, TEUGIPOALOVS KOl GALY
QAPUOKO TTOL OVAKOLV OTNnV Kotnyopia twv yvootdv ovoctoAéov mTor ). BA. moapdypago
“IIpoedonomoeig kot [Tpopurdaéelc”

- U1 OTEPOELDN AVTIPAEYUOVDOON QAppaKa (T.). POVTPOPEVT) Y10 AVOKOV(IGT) ad TOV TOVO 1] VYNAN dOoN
aompivng,

- @bppoka yio tn Bepomeio Tov dafrytn (0TS WGOLAIV, YMTTIVEC),

- eapupoka v T Oepomeic yoykdv Satapoydv, Omwg KatdOAlwym, dyyoc, oylloppéveln KA (T.Y.
TPIKUKAIKA  avTIKOTAOMATIKGA,  avTyuy®oikd, ovtikataMmTikd g ouddag Tng  WImpapivig,
VEVPOANTITIKA),



- OVOCOKOTOGTOATIKG (QAPLOKO 7OV  HEWDVOLV TOV OUUVTIIKO UNYXAVICUO TOL OPYOVIGHOD) TOL
ypnoomolovvtol yoo ) Oepameio avtodvocwv dwTapay®dv 1 peTd amd xepovpylkn emépPoon
UETAUOTYEVOTG (TT.Y. KUKAOGTOPIVY], TAKPOAILOVS),

- aAhomovpwvorn (Yo tn Bepamneio Tng ovpkng apbpitidog),

- mpokaivapidn (yio ) Bepaneia TV appuiuidv),

- OYYEWOUOTUATIKE, GUUTEPIAAUPOVOLEV®V VITP@ODOV (TPoIdVTa TOL SLELPVLVOLV TA ALLOPOPQ aryYEia),

- eQedpivn, vopadpevarivn N adpevarivn (QAPLOKO TOV YPTGYLOTOLOVVTOL Yio T Bepameion TN YoUNANG
apTnpLKkng tieong, g KatanAn&iog 1 tov dobparoc),

- Paxkogévn mov ypnoyomoteitan ywo ) OBepameio puikng dSvokapyiog oe mabncelg OO 1| TOAAATAN
oKANpLUVEN KoTd TAGKAGC,

- KGmolo avTIPLoTIKG, OTMS PLYAUTIKIVY, epuBpopvKivn, KAapiBpouvkivn (Yo AomEelc Tov TpokaAlodvTat
omd Baxtipio)

- OVIIEMANTTIKOL mopdyovteg, Onwc kapPapalenivn, @awvoPapPitddn, @ovutoivi, EOGEAVLTOIVT,
TPYISOVN,

- upaxovalOAn, KetokovalOoAn (edpuoko mTov ypnolpgomowobvial yw T Ogpameion  pUKNTNOLOKOV
AodEEDY),

- 0-OTOKAEIOTEG TTOV YPTCLLOTOLOVVTOL Yioe TN Bepameio. TOL SOYKOUEVOD TTPOGTATH, OTmG Tpalooivn,
arpovlocivn, do&alocivn, Tapcovrooivn, Tepalocivn,

- oppootivn (ypnowomoteital yoo TV TPOANYN 1 TOV TEPOPIOUO TOV avEMBOUNTOV EVEPYEIDV TOV
TPOKOAOVVTAL 0O GALD QApLOKA ) TN XPAo” akTvoPoAriag yio T Oepameio Tov Kopkivov),

- KOPTIKOGTEPOELDN (TOV YPNGILOTOIOVVTOL Y TN Bepaneia Sapdpov Tabncewv cuopnepiiapfovousvon
TOV GOPapov AGHLATOS Kot TNG PEVUATOEW0VS apOpiTidag),

- GAaTo xpuoov, 18ing pe evooAEPLa yoprynon (rov xp1oioTolovvTol yio T Bepaneio TV COUTTOUATOY
NG PELVLOITOELDOVG apBpiTidag),

- puovafipn, wovaBipn, verpvaPipn (0TOKOAOVUEVOL OVOGTOAEIG TPMOTEAGNG, XPTNOLOTOOVVTOL Y10, T
Bepaneia Tov HIV).

- KOALOGUVTNPNTIKG QAPLOKO TOV ¥PNGIUOTOL00VTaAL 6T DEpomeio TNG KOPILOKNG OVETAPKELNG: ETAEPEVOVN
KoL 1 oTPovoraKTOVN o€ docelg uetald 12,5 mg g 50 mg v nuépa,

- hypericum perforatum (fétavo tTov Ayiov lwdvvn, éva EUTIKO EAPUOKO TTOV YPTGLLOTOLELTAL Yol TN
Oepamneio ¢ KaTdOAYNC).

To Coveram initio pg Tpo@n kor Toto
BA. mopaypago 3.

Agv GUVIOTATOL 1] KATOVAAWDGT) YKPEITPPOLT KoL TOL YLLOD TOL a7to Atopo, ov Aapufdvovy to Coveram initio.
Avt6 autlodoyeitar amd To yeyovog OTL TO YKPEMPPOLT KOl O YOUOS YKPEWTPPOLT UTOPOVV VO TPOKAAEGOLV
avénomn tev emmédv NG SpacTIKAG ovoiag apiodutivng 610 aipa, 1 omoio pmopel vo Tpokaiéostl pio
ampoPrentn avénon ¢ avTITEPTAGIKTG Opdong Tov Coveram initio.

Kdnon kot Onraocpog

Edwv giote éykvog 1| Onralete, vouilete 6t pmopei va giote €ykvog N oyedialete vo, amoktnoete waudi, {nrnote
1 GUUPOVAT TOL YTPOV 1} TOL POPUOKOTOLOD GOG TPV TAPETE ALTO TO PAPUAKO.

Kinon

[Ipémel va evnuepdoeTe 10 Y1aTpd €0V ToTevETE OTL eloTe (1) TpdKeLTon va peivete) £yKvog.

O ywatpog cag kavovikd Oo oag cuufovAeioet vo, diakdyete to Coveram initio pwv PeiveTe £YKLOG 1) OUECMG
UoOAMG pabete Ot1 giote £ykvog Kot 0o, cog cupPfoviedost va Tapete GAAO Qapurako avti yio to Coveram initio.
To Coveram initio d& GUVIGTATAL GTNV aPYN| TNG KONONG Kol dEV TPEMEL Vo, AAUPAVETAL LETE TOVS TPAOTOVGS 3
UVES TNG KOMOMG, Yiati umopel va mpokoiécel cofapn PAAPN 010 popd cag, ebv ypnoomombei petd tov
Tpito UMva g KOMomMG.

Oniaopdg

"Eyet amoderytel 6TL 1 apdodimivn mepvaetl oto UNTpikd yodo o€ pukpn mocotta. Evnuepmote 1o ylotpd cog
eav Onhalete N edv mpokertar va Egxvnoete va OnAadlete. To Coveram initio avtevogikvuTon 6 PUNTEPEC TOV
OnAalovv kat o Yatpog oag pumopel va emAEEEL AN ayy” Yo oag edv embupueite va Onhdcete, Wwaitepa
€4V 10 Lpd cag eival veoyEvvnTo 1 €Gv yevviOnke Tpowpa.



Odonynon ko yE1PIGPRog pNyovnpdTOV

To Coveram initio gvO£YETAL VO EXTNPEAGEL TNV TKAVOTNTH GOG VO OONYEITE 1 VO YPTCULOTOIEITE UMY OV LOTAL.
Edv 1o dokia cog mpokaiovv vavtio, COAn M aicOnuo kdénwong 1 Keealakyio, Unv odNynoete Kot un
YEPIOTEITE UNYOVILLOTOL KO ETUKOLVOVIOTE AUEGMG LE TO YLOTPO GOG.

To Coveram initio mepi&yer Laktoln povovopikn
Edv cag éxel et o yiatpdc cag 0Tt £xete dusavetia og opiopéva ohicyapa, EmKovmvinote poll Tov Tply Tapete
vt TO PAPLOKO.

3. Iog va napete To Coveram initio

[Tédvtote vo maipvete to Coveram initio avotnpd cOUPOVE PE TIG 00MYiec TOv YiaTpod cog. Edv éxete
apPBoMEC, pMTNGTE TO YATPO 1] TO PUPLAKOTOLO GUGC.

H ocvvietouevn d6om eivan éva diokio Coveram initio 3,5 mg/2,5 mg pio opa Ty nNUéEPAL.

Edv vropépete amd pérpla veppikd mpofAnpara, o yiurpos cag pnopei va cag supfoviéyet va Aapfdverte Eva
dtokio Coveram initio 3,5 mg/2,5 mg k&b devtepn pépa koTd TV Evapén g Bepaneiag.

Avaloya pe TV BepamenTiKY 6o ATOKPIoT), KOl 0V OToLTEITAL 0 Y1OTPOS GG UTOPEL VO AmoPaGicEL VoL uENoeL
uetd omd éva uiva t d0o1 tov Coveram initio o€ 7 mg/5 mg pio popd tnv nuépa.

"Eva diokio Coveram initio e 7 mg/5 mg pio popd v Nuépa gtvatl n LEYIGTN GLUVIGTAOUEVN SO0 Y10 LYNAN
apTNPLOKY TTEDT.

[épte t0 dokio KoTd Tpotiunon v ido dpa Kabe péEpa, To TPWi, TPV Ao TO YEOUA.
Mnyv vepPaivete tn 6001 OV Gag £xEL GuvTAYOYpaPnNOEL.

Edv mapete peyorvtepn 606on Coveram initio awd Ty Kavoviki

Edv mdpete mdpa moAAG SioKio, EMKOWMVICTE WPE TO MANGLEGTEPO TUNUO OTLYNUATOV KOl ETEYOVIOV
TEPIOTUATIKDV 1) EVIUEPMDOTE OUEGMG TO YaTPo coc. H mbavdtepn enidpacn oe mepintmon vaepdocoroyiog
elval n younAn aptnplokn mieon mwov pumopel va cog Kavel va aicBavleite {dAn M téon v Mmobupio. Edv
oupPel avtod, uropei va cog fondnoet 1o va EaTADCETE e TO TOJLN VIEPVLYOUEVA.

H nepiooeio vypdv umopel vo GUGGMPELTEL GTOVG TVEVUOVEG GOG (TTVEDLLOVIKO 0101[10l) TPOKOADVTOG dSVGTVOLN
7oV pmopel va avartuyOel £wg kat 24-48 dpeg pLetd ™ ANy

Eadv Egyaoete va mapete To Coveram initio

Eivar onuovtikd vo maipvete 10 @Oppokd cog kabnuepvd, aeod m taktikh Oepomeion Eyxel KoldTEPO
arotéleoua. Qotdco, edv Eeydoete va Tapete o d0or Coveram initio, TAPTE TNV EMWOUEVT dOGN TN GLVION
®pa. Mny mdpete A d061 Yo Vo ovamAnpOoeTe TN 6001 ov Egydoarte.

Edv ctopaticere va naipvere o Coveram initio

Kabmg n Bepomeior pe Coveram initio givor cuvndmg 166p1a, Oa tpémel va cu{nToeTe e TO YIOTPO GG TPV
OTOOTNOETE VO TOUPVETE TO SIOKI OOG.

Edv éyete meplocdtepec epOTNOEIC GYETIKA LE TN YPNON OLTOL TOV TPOIOVTOG, PMTNGTE TO YTPO 1 TO
QOPUOKOTOLO COLC.

4. IMBavéic avemBounTeg evépysereg



Onwg 6A0 To APUAKO, £TGL OVTO TO PAPLOKO UTOPEL VO, TPOKAAESEL AVEMIBOUNTEC EVEPYELES, OV KOl OEV
napovctdfovtol oe OAOVG TOVG AVOPAOTOVG.

2TOUATIOTE T1) MYN TOV QUPUAEKOV Kol OEiTE AUESOS £va Y10TPO, EAV ERPUVICETE OTOEGONTTOTE A0
TIG TAPUKATO avemBOuNTES EVEPYELES TOV Popel va gival cofapéc:

- Eopvikdg ouptypos, Bopakikd diyog, duckoria otnv avamvon (Bpoyyoomacuds) (Oyt cuyvd- pumopel
va emmpealet péypt 1 otovg 100 avBpdmovg),

- apn&yo ota PAEpapa, oto Tpdcono 1| ota ¥eidn (Ot cvyvé- propei va emnpedalet péypt 1 otovg 100
avOpdOTOLG),

- pNEo 6T YADGGO KOl 6TO AGLLO TTOL TPOKAAODYV cofapr dSuGKOAM otV avamvon (ayyglooionua)
(O ouyva - pmopet va emnpedletl péypt 1 otovg 100 avBpmmoug),

- ooPapég deppatikés avidpdoelc, cupmeptiapPavopévav Evrovo deppatikd eEavinua, kvidwon,
€PLOPOTNTA TOL FEPOTOC GE OAOKANPO TO GOUA, GOPAPOG KVNGUOG (ToAbHopeo epbnua) (TToAd
omavio - propei va, emmpealet uéxpt 1 otovg 10.000 avOpdmovg), AOKTOIVEG, ATOoPOABMOT| Kot
oidnua Tov déppoatog (amopoAidwtikn depuatitidn) (IToAd ondvia - propel vo emnpedlel péypt 1
otovg 10.000 avBpdmovg), preypovn tov fhevvoyovav (cOvdpopo Stevens Johnson) (IToAd omévia -
umopel va emnpedlet péypt 1 atoug 10.000 avBpmmovg), To&ikn Emdeppikr Nekpdivon (Mn
YVooTég) N dAleg addepykég avtidpacelg (Oyt cuyvd - propet va ennpedlet péxpt 1 otovg 100
avlpdOTOLG),

- ooPopn {aAn 1 Tdom yuo AmoBupia Aoyw Yo unAng wieong tov aipatog (Xuyvda - uropei va emnpedlet
uéypt 1 atoug 10 avBpmdmovg)

- oduvapio TV YEPIDV 1 TV TOdMV, 1 TPOPANLaTH OpAlng oL Bo pmopooe va eivatl éva onuadt
evog mhavov eykepaikol enelcodiov (IToAd omdvia - pmopei va exnpedlel péxpt 1 ota 10.000
dtopa),

- éuopaypo Tov pvokapdiov, tovog oto othfog (oBayyM) (IloAd omdvia - pmopel va emnpedlet péypt
1 ota 10.000 dropa), acvvifioTo YpIyopog 1 L PLGLOAOYIKOG KapAaKOG TAANOS (Zuyva - umopel
va emmpealet uéxpt 1 otouvg 10 avBpamovg),

- (QAeypovn GTO TAYKPEQS, M omoio pmopel vo mpokaAésel coPapd KotMokd GAYOg Kol 0CQUAAYIQ,
ouvodevopevn amo Evtovo aicOnua kakovyiog (IToAd ordvia - pmopel va emnpedletl péypt 1 ota 10.000
dtopa),

- KkiTpyn ¥p®CN TOL OEPUATOC N TV MaTIOV (ikTEPog), M omoia Bo pumopodoe vo gival Eva onuadt
nratitdog (IoAd ondvia - propel va emnpedlet £éog 1 ota 10.000 dropa).

Ot axoAovleg avemBounTES evépysreg Exovv avapepbei pe to Coveram initio. EGv kdmola omd avtéc cog
Onpovpynoet kamoto TpOPANU Oo TPETEL VO EMKOLVOVI|GETE PUE TOV YIATPO GOC.
- Yuyvég avemBounteg evépyeleg (umopel va emmpedlovv péxpt 1 otovg 10 avBpdmovg): ehappig
Kepaiodyia, Pryxac, oidnua, (kataxpdtnon vypav).
- Oy ovyvéc avemBounteg evépyeleg (umopet va. emmpealovy uéxpt 1 atovg 100 avBpmmovc): vynid
enimeda KOAoOv ©TO Oipo OV pwopEl VA TPOKAAEGOUV Un  (QUGIOAOYIKO KopdlaKod pubuod
(vreproonpia), avENCN TOL GaKYEPOL GTO aipa (VITEPYAVKaia), KOTWON.

O1 axoAovBeg avemOounTeg gvépyereg Exovv avapepbel pe mepvdompiin 1 aprodimivn, Kot gite dgv Eyovv
napatnpnOei pe Coveram initio 1| £xovv mapatnpnbei pe peyardtepn cuyvotnta and 6t pe to Coveram initio.
AvTég o1 avembBounteg evépyeleg pmopet emiong va cupPovv pe Coveram initio. Edv omoadnmote amd avtéc
00G TPoKaAEGEL TPOPAN AT, B0 TPETEL VO, EMKOIVOVI|GETE PUE TO Y1ATPO GOG:

- TIoAd ovyvég avemBounteg evépyeleg (EkOnAdvovTal g TEPIEGOTEPOLS amd 1 otovg 10 ypnoteg):
oidnua (KaToKpATNon VYPDV).

- Xuyvég avemBounteg evépyeteg (umopei vo, exnpealovv péxpt 1 otouvg 10 avOpmdmovg): kepaiaAyia,
vvnAla (ewdotepa Kotd Vv €vapén g Oepameiog), dwtopoyés g yedong, HOVSGHA 1)
popunkioon oto dkpa, ilyyog, dtatapoyés e Opaong (reprroufavouévng g Smhomiog), upodc
(aicOnuo BopvPov oto avti), aicOnua Talpmv (cvvaictnon Tov ¥TOTOV TG Kapdldc 6ag), £y,
dvokoAia otnv avamvon (dVvomvola), KOeKog movog, vovtio (tdon yuo €ueto), €uetog (eiote
GppwOTOC), duomeyia 1 SLCKOAMA oTNV TTEYT, LETAPOAEG GTIC GUVIOEIEG TOV EVIEPOL, SUGKOIAOTN T,
duappota, @ayovpa, deppoTikd eEavOnuata, €puBpodTNTO TOL JEPUATOG, KVNOUOG, TPNEO TV
AoTPOYOA®V, LVTKEG KPAUTES, KOT®GN, AdVVAiaL.



- Oy ovyvég avemBOunTeg evépyeteg (umopel va emnpealovv péxpt 1 otoug 100 avBpdmovg): avénon
KAmolwv AgukdV opospapiov (noovoeidie), younAid emninedo vatpiov oto aipo (vrovorplopia),
YOUNAG emimeda cakydpov 6To aipo (VITOYALKOLN), UETAMTOGES TNG otdbeons, ayyoc, avmvia,
KatdOAym, dTopoyég TOL VAVOL, GLYKOMN, OMMAEL OoONUATOG TTOVOV, TPOUOG, OyYEUTION
(pAeypovn Tov ayyeimv), pwitda (epayuévn potn 1n katappon), Enpootopio, avénpévn epidpwon,
ATMAELL LOAMDV, EpLOPEG KNAIDEG GTO dEPLLA, OTOYPOUATICUOS TOV FEPUATOC, ELPAVIGT) PAVKTOLVDV
070 O€pa, POTOELOIoONGIN, TOVOG TNG TAATNG, TOV LAV 1 TOV apBpdcEnV, dlaTopayn Tng 0VPNoNGS,
avENUEVN avaykn evoupnong wwaitepa KaTd T S1dpKeLd TNG VOXTOC, GLuYvVoLpla, VEPPIKE TpoPAnoTa,
aviKovoTnTo, SucPopia 1 SOYKMGN TOV HOCTMV 6TOVS Avdpes, Bopakikdg tdvog, aichnua Kakovyiag,
movog, avénon M uHeiwon Tov copaTikoy Bdapovg, avénon tng ovpiag Tov aipatog, avénon g
KPEATIVIVIG TOV OHLOTOG, TTAOGCT], TUPETOC.

- Xmévieg avemBOunteg evépyeteg (umopel va emmpedlovv péypt 1 otovg 1.000 avBpodmovg): oela
VEQPIKT] OVETAPKELN, CUUTTOMOTO Miog mabnong mov ovoudleton SIADH (ampdopopn éxkpion
OVTIOLOLPTTIKNG OPUOVIG): oKOLPO, 0Vpa, aicOnua adiabdeciag (vavtia) 1 adiobeoio (Epetog), Hoikég
KPAUTEC, GUYYLON Kol EMANTTIKES KPIGELS, LELOUEVT 1] OTOVGIO TAPAYMYNG 0OVP®V, EMOEIVOCT TNG
yoplaong, avénon tov emmédmv yorepupiving opol, avénon Tv emmEdnV TV NTOTIKAOV EVEOU®V.

- IIoAb ombvieg avemBounteg evépyeteg (umopet va emnpedlovv uéypt 1 ota 10.000 dropa): petaforéc
OTIG TIUEG TOV QHUOTOG, OTIMG YaUNAGTEPOG aplBLOC AeVK®OVY Kot epuBpdV apocPaipiov, Helwon g
apoceapivng, peimon tov apBpod tev olponetodMmy, avENpévn poikn évtaon, Sotapayss Tov
VEVP®V TOV UTOPEL VO, TPOKUAEGOVY advVaLio, LopUNKIGT 1 LOVIIAG UM, NOGIVOPIAIKY TVEVUOVIO
(éva omavio €idog tng Tvevpoviag ), SLOYKMON TOV OVAWMY, LETEMPIGUOG (YaoTpitidn), Kitpvn ypoon
ToV 0éppatog (iktepog).

- Xuyvotnra un yvootn (dev umopei va ektiun0ei pe faon to dabéciua dedopéva): TPELOVAO, AKOUTTN
O0TAoN, TPOCOTO OOV WHACKO, OPYEG KIWNOELS Kol OGEPVAUEVO Ympic 1coppomio. Padicua,
OTOYPOUATIGUOG, Amdio Kot AAY0G 0TO OAKTVAN TOV YEPUDV 1) TV ToddV (VO50g Tov Raynaud).

Edv ekdnAdoeTe aVTA TO, GUUTTOUATO, ETIKOVOVAOTE UE TOV YIUTPO GG TO GUVIOUOTEPO SLVATOV.

Ava@opd avemOopunTOV EVEPYELOV

Edv mapatnpnoete kdmolo avemBOunT evEPyeLd, EVIUEPDOTE TOV YIATPO 1| TOV QUPLOKOTOLO GOG. AVTO
oYvEL Kot Y10 KaOe Thavi avemBountrn vEPYELD TOL OEV AVOPEPETAL GTO TOPOV GDALO 0dNYLDV YPTONG.
Mmropeite eniong vo avagépete avemBoumtes evépyeteg angvbeiog otov EGvikd Opyaviopd @appakmv,
Meooyeiov 284, GR-15562 Xohapydg, ABnva, Tni: +30 21 32040337,

Iototomog: http://www.eof.gr, http:// www Kitrinikarta.gr

Méow ¢ avapopdg avembountov evepyeldv, umopeite vo Ponbnoete otn ocvAloyn meplocdTEPOV
TANPOPOPLDV GYETIKA LE TNV OCPAAELN TOV TAPOVTOG PUPHAKOV.

5. g vo pvrdccete To Coveram initio
To @apuako owtd TPETEL Vo PUAACGETOL GE UEPT) TOV OEV TO PAETOVY KO OEV TO QTAVOLV TA TTOLOLA.

No pn xpnoonoleite ovTd TO0 PAPUOKO UETE TNV MUEPOUNVIA ARENG TOV AVOPEPETOL GTO KOVTL KOl GTO
ocwlnvaplo. H nuepounvia Anéng givo n televtaio nUEPA TOV UNVO TTOV AVOPEPETAL.

To pappaxo avtod dev amortel Waitepeg cuvONKeg GOAAENG.

‘Otav avouytei, to Coveram initio 0o wpémel va ypnolponoteital evrog 10 nuepmdv yio toug mepékteg tov 10
dokiov, evtdg 30 nuepdv Yo, Tovg TepLEKTeG TV 28 1| 30 diokiwv, £viog 50 NUEPOV Y10, TOVG TEPLEKTEC TOV
50 diokimv kat gvtog 90 nuepav yio Tovg mepiékteg v 100 diokimv.

Mnyv mtetdite APLLOKO GTO VEPO TG ATOYETEVCTG 1] OTA OIKLKA amoppippata. Potmote tov goprokomold cog
YO TO OGS Vo TETAEETE TOL PAPUAKO TTOV OEV YPNOLUOTOLEiTE . AvTtd Ta péTpa. B Ponbnoovv oty

TPOGTUGio TOV TEPPAALOVTOG.

6. Iepreydpeva TG GVOKELUGTUG KOL AOUTEG TANPOPOPIES


http://www.eof.gr/
https://serviergroup.sharepoint.com/sites/GR1-CORPORATE/MEDICAL%20MARKET%20ACCESS/10%20REGULATORY/RA%202024/02%20MRP-DCP/Viacoram%20to%20Coveram%20Initio/EL%20PI/ %20http:/www.kitrinikarta.gr

Tvegpréyerl To Coveram initio

- O1 dpaoTiég ovaieg givar ) Tepvdompidn apyvivn kot 1 apAodiuTive.
‘Eva dwokio Coveram initio 3,5 mg/2,5 mg nepiéyetl 2,378 mg neptvdompiAng mov 16oduvapuovy pe 3,5
mg mepwoonpiing apyvivng kot 3,4675 mg aprodmivng PecvAikig mov sodvuvapodyv oe 2,5 mg
apA0dTivIG.
‘Eva dioxio Coveram initio 7 mg/5 mg mepiéyel 4,756 mg meptvoompiAng mov 160duvalovy ue 7 mg
wepvdoTpiAng apyvivng kot 6,935 mg aprodimiving PecvAtkig mov 16odvuvapobv oe 5 mg aprodimivng.
- Ta dGAla cvotatikd Tov diokiov eivar: Aaktoln povoidpiky, payviotlo oteatikd (E470B), kuttopivn
pikpokpuatordikn (E460), mopitikd, kolhoedég, avodpo (ES551).

Epg@évion tov Coveram initio ko1 wepreydpeva Tng 6voKeELOGIAG

Ta dioxio Coveram initio 3,5 mg/2,5 mg eivor Aevkd, otpoyyvAd dwokia, pe digpetpo S mm.

Ta dioxio. Coveram initio 7mg / Smg gival AevKd, oTpoyyLAG d1oKia, Pe SIAUETPO 6 MM Kol YOPUYUEVO LE TO
ofpa %= otV pia mhevpd.

Ta dwokio Tov Coveram initio 3,5 mg/2,5 mg kou tov Coveram initio 7mg / Smg eivol dwbéoipa oe
ocvokevaocieg mov mepiEyovv 10, 28, 30, 60 (2 mepiékteg Tov 30 dwokinv), 84 (3 mepiékteg Tov 28 diokimv), 90
(3 mepréxteg Tov 30 dwokiov), 100 ( 2 mepiékteg Tmv 50 diokimv) 100 1 500 (5 mepiékteg Tov 100 diokimv).

To Enpavtkd PpiokeTal 6TO TOUO TOV TEPIEKTOV TV SIOKIWOV.
Mmnopet va. unv KoKAOQopoLV OAEG Ol CUGKEVAGIEC.

Karoyog Adcrog Kvkhogopiog kot Ilapackevastig

Kdaroyog Adcrag Kvkhopopiog

YEPBIE EAAAY ®PAPMAKEYTIKH EIIE
dpaykokinoidg 7

151 25 Mapovot

TnA.: 210 9391000

Hopookevactiig

Servier (Ireland) Industries Ltd
Gorey Road
Arklow - Co. Wicklow — IpAavdia

Kot

Les Laboratoires Servier Industrie
905 route de Saran
45520 Gidy - I'oAAia

Kot

Anpharm Przedsiebiorstwo Farmaceutyczne S.A.
UL Annopol 6B
03-236 Warsaw — Ilohwvia

AvT0 TO QUPNOKELTIKO TTPOTOVY £xel eykpOei ota Kpatn-péin 1ov Evponaikod Owkovopikod Xdpov
(EOX) pe 1ig axérov0seg ovopacieg:

Boviyopia Prestarium Co start, TabneTku
Kvmpog Viacoram, diokia
ToA)ia Amplival, comprimé



I'eppavia Viacoram, Tabletten

EALGda Coveram 1nitio, diokia
IpAavdia Viacoram, tablet
Agtovia Viacoram, tabletes
A1Bovavia Viacoram, tabletés
IToAwvia Co-Prestarium Initio
YhoBokio Prestance Initio, tablety
Ioravia Viacoram comprimidos

To mapdv eOAL0 00N LAV YprionS avadepOnke Yo TelevTaio gopa Tov 05/2025.

Aldeg T YEG TANPOPOPLAV
Agmtopepn TANPoPopLaKd oToLyEl Yo TO TPOToV owtd elvar dtabéotipa 6Tov ditkTvaKd TOTo ToLv EOD.



