®viro oY@V xpiiong: [IAnpogopieg Yo Tov ypnotn

ZOFEPRIL-PLUS
Emkoloppéve pe Aemtoé vpévio diekio 30mg/12.5mg
(zofenopril calcium / hydrochlorothiazide)

Awfdote TPocEKTIKA 0AOKANPO TO PVALO 00N YLAV YP1)ONG TPV APYICETE VA YPNCLUOTOLELTE AVTO TO PEPNAKO,
00T TEPLAOPPAVEL CNRAVTIKEG TANPOPOPIES Y10 GUC.

- DvAdEte avTd To PUAAO 0dNymV Yyprone. Towg ypelactel va to doPdoete Eava.

- Edv éyete mepoutépm amopieg, potnote TOV YoTpd 1] TOV POPUAKOTOLO GOG.

- H ovvtayn y'autd 10 edppoko xopnyndnke amokAelotikd yuo cog. Agv mpénel va OMGETE TO PAPUAKO GE GALOVG.
Mmopet va, Toug Tpokarécel PAGPN, akOpUn KL OTOV TO GUUTTOUATA TG AcOEVELAG TOVG €lvon 1d10, LLE TOL SIKA GO,

- Eqv mopatmpnoete kdmota avemBountn evépyelo eVUEPDOGTE TOV YATPO 1] TOV POPUAKOTOL0 GOC. AVTO 1oYvEL Kot
v KOs mBavn avemBOuN evEPYELD TOL OEV AVOPEPETAL GTO TOPOV GUALO 0dNYLOV Ypnoms. BAéme mapdypapo 4.

T wepréyel 1o mapov GUALO 00NYIOV:

. T etvon to ZOFEPRIL-PLUS kot mod givan 1 xprion tov
. Ti mpéner va yvaopilete nprv mapete to ZOFEPRIL-PLUS
. Mg va mapete to ZOFEPRIL-PLUS

. [TBavég avemBounteg evépyeteg

. Mg va purhdocete 1o ZOFEPRIL-PLUS

. [epreydpeva g cvokevasciog Kot Aomég TAnpopopieg

o DNk~ WN -

1. Tveivar to ZOFEPRIL-PLUS ko owd givor ) yp1ion tov

To ZOFEPRIL-PLUS mepiéyet acBectodyo Lopevompiin 30mg kot vépoyAwpoberalion 12,5mg w¢ dpactikég
ovGiec.

e H acfeotovyoc Copevompiln eivor €va Kapdioyyelakd @APUAKO TO Omoio avikel oe pio. opdoo
QOPUAK®OV TOL HEIDVOLV TNV OPTNPLOKY TECT Kot OVOUALOVTOL OVOGTOAEIS TOL UETOTPEMTIKOV
evlopov (MEA).

o Hvopoyrmpoberalion eivar Eva d100pnTIKod, T0 0moio dpa avEdvovTag TV TocHTNTA TOV 0VP®V TOV
TOPAYETE

To ZOFEPRIL-PLUS ypnowonoteiton yioo T Ogpameio TG Nmiag £0¢ HETPLOG VYNANG OPTNPLOKNG TiEGNC
(vméptaom), OTav T OV EAEYYETAL ETOPKAOG Le T ANYT (opevompiing povo.

2. Tvapéner va yvopilere npw napere 1o ZOFEPRIL-PLUS

Mnyv napete o ZOFEPRIL-PLUS gav:

e Eiote meprocdtepo amd 3 unvov ykvog (Eivar eniong mpotipdtepo va amopevyete to Zofepril plus oty
apyn TG eyKvpocvvne- PAére mapdypoapo «Komony)

e Eiote aAlepyikdc oty acPecstodyo Lopevompiin 1 v vopoyAmpobelalion 1| o€ 0mo100MmoTe GAAO OO
TOL GLGTOTIKG O TOV TOV PaAPUAKOV (AVAPEPOVTOL GTNV TOPAYPOPO 6)

e Eiote alhepykdg o€ GAAEG 0LGIEG TAPAY®YO GOVAPOVAUII®V (0TS VOPOYApPoBelalidon, n omoia eivar
TOPBEY®OYO GOVAPOVAUIO®V)

¢ Eiyate omotodnmote Tponyovuevn aAAepyikn avtidpacn 6€ onotodnmote dAro avactoréo MEA 6nwg n
KOMTOTPIAN 1} EVOAQTPIAN

e 'Eyxete 10topwcd coPapod owdnuatoc Kor kvnopd yopw amd 10 mMPpOcOTO, HOTN Kot Adpuyyd
(ayyelovevpmTtikd oidnua) To onoio cvoyetiletal pe mponyovuevn Bepaneia pe a-MEA, 1 edv vropépete



amod KANPOVOLIKO / 1010TafEG ayyE10VELPMTIKG oidnpa (Taeio S1OYKMGN TOL OEPLUATOG, IOTMV, TEXTIKOV
COANVO, Kot GAA®V 0pYavmV)

e ’'Eyxete AaPet | AapPdvete eni tov mapdvtog To sacubitril / valsartan, éva @dppoko mov ypnopomoteiton
vy ™ Oepameion evOC TOTOL HOKPOXPOVIASG (XPOVING) KOPOKNG OVETAPKELNS GE EVAMKESG, KOOMG O
Kivduvog aryye100i0Mpatog (tayeio 010yKmomn KAT® amd To OEPHO GE i TEPLOYT] OTIMG 0 AULAC) QVEAVETOL

o [ldoyete and coPfapd Nratikd 1 veppikd mTpoPAnpata.

o [ldoyete amd GTEVOOT TOV VEPPIKOV APTNPLOV

o Edv &yete dafn N dwatopayuévn veepikn Asttovpyio Kot Aappavete aywyn pe £va ApIOKo Tov
LELDOVEL TNV 0PTNPLOKT TECT] KO TEPLEYEL AAGKIPEVT).

IIpogidomonjcels Kot TPOoPUAGEELS

AmevBuvbeite otov ylotpd cog mpwy mhpete to ZOFEPRIL-PLUS.
Evnuepaote tov yiatpd cog edv:
o &YeTE NTOTIKA 1) VEQPIKA Tpofinpata
e &yete LYNAN aptnplokn mieon N onoia wpokAnOnke omd Eva TPOPANUA GTO VEPPO 1 GTEVOGN TNG
VEQPIKNG apTnpiag Tov 0dnyel 6To veppd (VEQPUYYELOKT VITEPTOCT))
e &iyote mpodGPaTo vToPAnOel oe pETAPOGYEVGT VEQPOD
e vmofdreote o€ apokadapon
e vrnoPdreocte og Aumdroaaipeon LDL (o diadikaoio mapdpoto pe v opokadapon mov kabapilet
10 aipa cog amd v Prafepn yoAnotepOAN)
e £yeTe PN QUGLOAOYIKG VYNAQ EMImESA TNG OPULOVNG GADOGTEPOVIG GTO Oila GOG (TPMOTOYEVIS
oAd00TEPOVICUOG) 1N YopnAd  emimeda NG OpUOVNG  OADOOTEPOVNG OTO  Oipe  oog
(VTOOAS0GTEPOVIGLLOG)
o §&yete otévoon ot ParPida g Kapdag (6TEVOOT 0OPTHG) I AAYVVET] TOV TOLYONATOV TNG
Kopolag (veptpoikn kapdiopvomddeia)
o §yete M glyote yopioon (depuatikn voco mov yapaktnpiletar amd TAdKe e podOYPOLS POAIDES)
o ouPdvere Bepancio amevarcOnTomoinong («evécelg alhepyiog») Yo VOyRo eVIOp®mV
o ¢&yete epLONPOTOON AVKO ([io Sl TOPaYN TOL BVOGOTOMTIKOD GLGTHIATOG, TO GULVTIKO GUGTN LA
TOV COUATOG)
o £yete TNV TAOT VA EXETE YUUNAG EMITESO KOAIOV 6TO Qipd, Kot WO10UTEPO EAV VITOPEPETAL OO
nopozeTopévo QT cvvdpopo (éva gidoc HKT avopaiidv) N Aappdavete doktvlitido (Yo fornOsia
oTNG avTAiaG TG Kapoldg 6og).
o ¢&yete owafnTn
o ¢&yete omBayyn M Swtapayés mov emmpedlovv Tov €YKEPUAO, O£OOUEVOD OTL 1| YOUNAN TTiEon TOL
aipatog pmopel va 0dNyNoEL 6€ KOPOLaKT TPOSPOAT 1 EYKEPAAMKO ETEIGOI10.
® TOIPVETE OTOLOONTOTE OO TO TOPOUKATM PAPLLAKO TTOV (PN GLLOTO0VVTAL Yia T Oepameio TG
VYNANG opTNpLokng mieong:
- évav amokAelot vrodoyxswv ayyelotevoivng II (ARBs) (emiong yvwotd og copTtdves - Yo Topadery Lo
Baicaptavn, tedicaptdvn, pPecaptdvn), Wiaitepa qv £xeTe VEQPIKA TPOoPANLata mov oyxetilovTot e
Swpn.
- oAMoKpévn
® ToipveETE OTOL0ONTOTE OO T AKOAOVOO PdpLaKe 0 KIvOLVOS 0y YEL00WOMLATOS (TOYD 010U KATW
amd 10 OEPUO OE TEPLOYN OTMG O AOOG) Umopel va avéndet:

- racecadotril, éva @dpuako mov ypnoonoteital yo T Oepameio TG Sibppotag

- APLOKO TTOV XPNCUYLOTOLOVVTOL Y10 TNV TPOANYT TS ATOPPIYNS LOGYEVLLOTOG OPYAVOL KO Y10,
Kapkivo (m.y., temsirolimus, sirolimus, everolimus)

- vildagliptin, éva papupako mov ypnouonoeitat yio tn Oepaneio Tov dafnTn

o ciyate gpeavicel KapKivo Tov dEpUTOG 6TO TAPEAOOV 1) oV EKONADGCETE U1 OVOLLEVOLLEVES
deppoatikég PAaPes katd ™ dudpkela g Bepanciag. H Bepaneio pe vdpoyrAwpoberalion, 1dimg yio
HaKpOyYpOVIaL ¥p1|oT € VYNAESG 0OGELS, EVOEYETOL VO VENTCEL TOV KIVOLVO ELPAVIONG OPIGUEVOV
TOTOV KOPKIVOL TOV OEPUATOG KoL TOV XELMAOV (U1 LEAAVOUATIKOG KOPKIVOG TOL dEPLATOG).
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[Ipoctatedete 10 dépUA GOG amd TV NAOKT KOl TNV LIEPIOOT 0KTIVOBOAIN KATd TN ¥p1oT TOV
ZOFEPRIL PLUS.

® TapOTNPNOETE HEI®ON TG OpaoNS 1 0PBoAUIKS TOVO. Ba pTopovoaY Vo EIVOL GUUTTAONOTO
GLGGMPELGNG VYPOL GTNV AYYELNKT GTRASA TOV 0PBAALOD (YOploEdNS GVALOYN) N} aHENOT TG
mieong otov 0pOaALO Ko popel vo cupPet viog mpav Em¢ fdopuddmy amd T Ayn Tov
ZOFEPRIL PLUS. Avt6 pmopei va 00NyNGEL 6€ LOVIUT OTMAELD OPAIOTG, EAV OEV OVTILETOTIOTEL.
Edv elyate vopitepa aldepyio o€ TEVIKIAAIVI ] GOVAPOVAUION, UTOPEL VO OlaTpEYETE LEYOADTEPO
Kivouvo gpedviong avTng.

e Edv mopouctdcote ovamveLsTIKE 1 TVELHOVIKG TpoPA ot (cupmepthapiovouévng EAEYLOVIG N
VYPOV GTOVG TVEVHOVEG) UETA atd TPOSANYN VIpoyAwpobelalione oto mapeAdov. Edv sppavicete
ocofapn dvomvola 1 Suvokoria oty avamvon petd ™ Aqyn tov Zofepril-Plus, avalntmote dueoa
Tpikn Pondeto.

O 1Tpog c0¢ pmopet vo EAEYEEL TN VEQPIKT GOG AELTOVPYID, TNV OPTNPLOKT GG TEST KOl TNV TOGOTNTO TOV
NAEKTPOAVTAOV (7). KAAL0) GTO GpL0 GO GE TOKTH SLUGTHLULATO.

Agite emiong mAnpoeopiec oty mapdypapo « Mnv ndpete to ZOFEPRIL PLUS».

H vopoyrwpoberalion oto ZOFEPRIL-PLUS pmopei va mpokaiécel 610 dépo cag vrepevoicncio 6to
(®G TOL A0V 1) 610 TEYVNTO Pw¢ UV. Zrapatiote va Aapfavete 1o ZOFEPRIL-PLUS kot evnuepwote to
ywTpd oag ehv €xete e€avOnuo, Kvynopmong kniideg 1 evaicOnto dépua Katd ™ ddpkela g Bepameiog
(BAéme emiong mapdypago 4).

Teot anti-doping : To ZOFEPRIL-PLUS 6a propovee vo apokaiécst Oetikd amotéleopa o€ Eva anti-
doping téoT.

= Me to ZOFEPRIL-PLUS n wwigeon Tov aipatog pmopei va ¢OAGcEL 6€ TOAD yopunAia enimedo €101k peTd
mv TpdT d60om (avtd eivor mo mbavd eqv AopPdvete emiong dovpntikd, £iote aPLOATOUEVOS N
Bpiokeote oe dlouta pe younAn meplekTikOTTa o dAag N €xete vavtia 1 &xete ddppota) . Eqv avtd
ovuPel, evnuep®OTE APEGMS TOV Y1aTPO 6aG Kot Eamidote o€ vmtio 0éon (BAEme emiong mapdypoeo 4).

Av mpodkertan va vmoPAnbeite oe eyyeipnon, evnuepocte TOvV avolsOnocoroyo cac OtL AapPdvete
ZOFEPRIL-PLUS mpw cag vroPdAlovv og yevikny avorcOncio. Avtd Oa tov/tny Pondnost va edéyéetl v
aPTNPLOKN TEST KOt TOV apTNplakd puhuod katd ™ dtdpkeld TG EnEpPacnc.

[Ipéner va evnuepdoete Tov Yatpd cog edv oképteote 0Tt giote ( 6T umopel va giote) €ykvog.  To
ZOFEPRIL-PLUS dgv egvdeixvotor oty €vapén e komong, kot dgv Tpénet vo 1o AouPavete €dv siote
TEPLOCOTEPO A0 3 UNVOV £YKLOC, £mEWdN umopel va PAGYEL TO Lpd Gag o€ 0w Td T0 6TAd0 (PAETE TOPdypapO
«Kvmon»)

Moword ko Epnfor
Mnv divete avtd T0o PhppoKo o€ ToudLd Ko epnPovug kdtw g nhkiog twv 18 etdv enedn eivar aniBovo va
elval acQaiés.

Alha gappoxa ko ZOFEPRIL PLUS

Evnuepdote tov yiatpd cag av maipvete, £xete TpOcOUTO TAPEL 1] LTOopel Vo TApeTE AAAN QAPLLOKAL.

[To cvykekpyéva, EVNUEPMOTE TOV Y1I0TPO GG EAV TOUPVETE !

¢ Souminpopate KoAiov (CoUTEPIAAUPAVOUEVOV TOV DTOKATACTATOV GANTOC), KOAMOGUVTPNTIKA
JoLPNTIKA Kot GAAL @apoKa To omtoia umopel va avEGvouy TV TocOTNTA TOV KOAIOL GTO Alpe GOG
(.. Tpebompiun ko Ko-TpoEaloAn Yo AOUMOEELS TOL TPOKAAOVVTOL Atd BaKTAPL, KUKAOGTOPIvN,
£VOL 0VOGOKOTAGTOATIKO QAPLLOKO TTOV YPTCLLOTOLEITAL Y10 TNV TPOANYT TG ATOPPLYNG LOGYEVLATOG
0pYAVOL Kol NTTopivi TOV ¥PNGIUOTOLELTOL Vi T HEIWON TOV aipatog Yo TV TPOANY” Opdupov).



¢ Al edapuoka Tov ennpealovy to eninedo TV ynuUK®V Tov aipatog (AdrenoCorticoTropic Hormone-
ACTH-mov ypnoiponotodvtar yio v S1€yEpoN TOPOYMYNG LEPIKAOV OPLOVMV OO TO GMLLOL, OULPOTEPLKIVN
B eyyvoeig, kapPevolordvn, dleyepTikd VITOKTIKE).
AiB1o (ypnotpomoteiton yo ) Oepomeio draTapaydv g ddbeong)
AvoeOntika
Noapkotikd (0nwg popeivn)
Avtiyoyoowkd eapuoka  (ypnowomowvvior yw T Oepameion g oylloppévelng Kot mOPOHOL®V
acHevelmV)
AvtikotaOMmTiKd TOHTOV TPIKVKAIKOV Y. QUITPUTTUAIV Kot KAO[ITpopivn
BapBirovpukd (ypnoiponotovval yio ) Bepameio tov dyyovg, tng abmviog Kot TmV Kpioemv ETANYiaG)
¢ AMo QOpUHOKO YlOL TNV DYNAN OPTNPLOKT TECT KOl ayYE00GTOATIKG (cvpumeptiapPavopuévon B-
OTOKAELIOTEG, 0-OMOKAEIGTEG Kot S100PNTIKG 0TS VIPOYA®PoBeLalidn, povpoceidn, TOPACEUIOT).
O ytpog cog pmopet va ypetacOel va aAlaéel T 66on cog koM va AaPet GAAeg TPoPLAGEELC:
Edv maipvete évav amoxielot tov vrodoyéwv ayystotevoivng I (ARB) 1
alokipévn (BAEre emiong mAnpogopieg oy mapdypapo «Mnv mapete 1o ZOFEPRIL PLUSY ko
«[Ipoeidomomoelg Kot TPOPLALEEISY).
¢ Nitpoylvkepivi Ko GALO VITPIKG TOV YPNGULOTOOVVTOL Yo TY 6ThOAYm.
¢  AvtidEwvo copmepthapPavopréving g SUETIOVNG (evOeikvuTal Y10 TIG KALOVPES Kot TO EAKOG GTOUAYOV)
¢ Kvukhoomopivn (ypnowomoteitor peTd amd HETOUOCYELST OPYAVMOV) KOl GAAXL OVOGOKOTOGTOATIKA
QappoKa (PAPLOKO TOV KATAGTEAAOLV TV GHLVO TOL COUATOG)
¢ Odppaka yo v ovpikn apbpitida (m.y. TpoPevesion, GovAPVTLPALOVT KOl AAALOTOVPIVOAT))

* & & o

* o

¢ Ivooviivn 1 dAlo avti-drafnTikd eappoko

¢ Kovyttapootatikoi mapdyovieg (ypnowomotovvior yo ) Ogpameion Tov kapkivov 1 acbeveidv mov
emNpealovy TO OUVVTIKO GUGTNLLN TOV CAOUATOG)

¢ Koptwootepoedn| (1oyvpd avTipAEYLOVAOON PApLLOKaL)

¢ Tlpokaivapidn (ypnoyomoteitol yio Tov EAEYY0 aKOVOVIGTOL KOPIIOKOD TOALOD)

¢  Mn-otepoedn| avTipAeyovadn edppoaka (MEAD, 6mmg 1 acmipivny 1 Povrpoeaivn)

¢ SoumafoppunTikd eappoka (eApLOKe TOL HPOLV GTO VEVPIKO GUGTNLO, GCLUTEPIAAUPAVOVTOL LEPTKE Y10
™ Ogpancio Tov GoOpaTog 1 TOV TLPETOV €K YOPTOV KOl AYYELOGVOTAGTIKEG OUIVES, TT.). AOPEVOLIVT)

¢ Alota acPeotiov

¢ AoaxtoAitda (ypnowonoteital yio va fondnoet v aviiio g Kapdldg)

¢  XoAeotupapivn kol pntiveg KOAEGTUTOANG (YPNOLOTOIOVVTOL Y10, TN HEI®WON TNG YOANGTEPOANC)

¢ Odppoxa yio ™ YoAAP®OT TOV LGV (TT.). Tovfokovpapivn)

¢ Apovtadivn (va avttitkd eapproKo)

¢ racecadotril (éva @dppoko mov ypnowomotleitor ywo TN Oepameion ™G Sbppolas), PAPUHOKA TOV

YPNOWOTOOVVTOL Yoo TNV TPOANYM NG amdppyng HOcYEVUATOS Opydvoy Kol Yo Kopkivo (T.y.
temsirolimus, sirolimus, everolimus) xou vildagliptin (éva @dapuako mov ypnoonoteital yio ) Oepamneio
Tov 01aPNn). O kivduvog ayyelooidonpatog propet vo avEndei.

To ZOFEPRIL-PLUS pe tpo@1], T0TO KOl OIVOTVELRATMD O
To ZOFEPRIL-PLUS pmopei va Aappdvetor pe tpoepn 1 pe dogto otopdyt, oAld mhvro pali pe Atyo vepo.

H oAko6An av&avelr 10 vrotacwkd amotédeopa (peimon g aptmplakng mieong) tov ZOFEPRIL-PLUS.
Potmote 10 yuutpd cag yioo meplocOTEPES GLUPOVAEG OYETIKA HE TNV KOTOVAAW®GY OLVOTVELUATOS EVOD
Bplokeote LO aywyN He aVTO TO PAPUAKO.

Kinon kot Onhaopog

Konon
"Eav giote £ykvoc 11 Inhalete, vouilete 6T1 umopel va eicbe £ykvog 1 oyedidlete va amoktoete Taidi, (ntrote
™ ScLUPOVAN TOL YLTPoV Gog TPoToV ThpPeTe TO PAppako avtd. O yatpdg cag Oa cag cvpPoviéyet va
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otopatoete 10 ZOFEPRIL-PLUS npwv peivete €ykvog 1 apéowg pe to mov pdbate 6t eiote £ykvog kot Ha
o0¢ TPoTEivel va mhpete kOmoto dAAo edppako avti tov ZOFEPRIL-PLUS.

To ZOFEPRIL-PLUS dev cuviotdtor oty évapén g KONoNg Kot eV TPEmEL va. 10 AapPavete edv giote
TEPLOCOTEPO OO 3 INVAV £YKVOG, ENEWON WITOPEl va ennpedoel cofopd To HoPO GG AV TO YPNCULOTOUCETE
HETA TOV TPpiTO PNva NG KLMOTC.

Oniacudg

Edv OnAdalete 1 edv mpdkertar vo apyicete va OnAdlete {note ™ GuUPOVAR TOV Y1TPOV GO TPOTOV TAPETE
to dppako avtd. To ZOFEPRIL-PLUS dev cuvietdton Yoo untépeg mov OnAdlovv, kot o yotpog cog pumopet
va emAé€el kamola GAAN Bepameio ylo €6dg edv embupeite va Onldoete, Wiaitepa qv 10 poPO cog eivol
veoyEvvnto 1 £xel yevvnOet Tpdmpoa.

001 yNoN Kol YEPIGPOS POV ATV
Avtd 10 Qappako pmopel va mpokaréoet (OAn N k6mwon. Edv avtd copPel unv odnyeite M yepileote

punyoviuoTo.

To ZOFEPRIL-PLUS mepiéyer haxtoln
To mpoidv avtd mepEyel Aaktoln. Eqv yvopilete 0Tt £xete ducavelia og oplopéva GAKYAPO, ETKOIVMOVIOTE
LE TOV Y10TpO GOG TPV TAPETE OVTO TO PAPLAKO.

3. g va napere o ZOFEPRIL-PLUS

[Téavtote va maipvete to ZOFEPRIL-PLUS avomnpd cOpemva pe tig 0dnyieg tov yarpov oag. 'Eav €xete
apePorieg, pOTNGTE TOV Y1OTPO GOC.
H cvvictdpevn 66om tov ZOFEPRIL-PLUS givot éva diokio v nuépa.

Ta doxio ZOFEPRIL-PLUS pmopodv va Aappdvovtor pe tpoen N pe adso otopdyt. Eivor kaAvtepa va
Katomivovton pe Alyo vepd. H gykomn ypnoyuevel povo yua va 61evkoAdvel T Bpadon tov dlokiov av €xete
duoKoAia 6TV KOTATOGT TOV G OAOKANPO.

Edv elote mavo amd 65 etdv Ko vroeépete and veppikn dvciettovpyia to ZOFEPRIL-PLUS pmopet va unv
gtvon katdAAnio yia e66c (PAéne emiong mopdypo@o 2 — «I1pogldomooelg Kot TPOPLAGEELS»)

Xpnon o€ mardd ko @1 povg
To @dapuaxo avTd dev GLVICTATOL Y10, XPTOT G€ TodLd Kot prfoug KAt Tng nAkiog twv 18 etdv.

Av apete peyorvrepn 66on ZOFEPRIL-PLUS amé tnv kavoviki)

e TepinT®OT VIEPOOGOAOYINS, EMKOIVMOVIOTE AUEGMS LLE TO YIOTPO GOG 1) TO TANGLEGTEPO VOGOKOUETID (TdpTe
nall cog Toyov evamopetvavta diokio, T cvokevasio 1 awTO TO PGLAAASIO av givar duvatov). Ta cuyvitepa
ocuumToOpote Kot onpeio vrepPforikng 06ong eivar n yaunAn mieon pe Avrobvpio (vdtaom), TOAD apyoC
Kopdlakog puiude (Bpadvkopdio), oAloyéc oTIG YNUIKEG 0VGIEC TOV dEPUATOG (MAEKTPOADTES), VEQPIKA
dvoiertovpyia, vrepPoAlkn] ovpnon pe emakoOAovdn aevddtwon, vovtio Kot vevniia, pvikoli omacpoi,
draTapayEs Kapdtakov puipod (Wiaitepa edv Aopfdvetot daxtuAitidn | @appraKa yio TpofAN LT KOOk
pvOuov).

Eav Eeydoete vo mapete to ZOFEPRIL-PLUS

Edv mopareiyete pia 66om va v mapete pOMG to Boundeite. QotdG0, av TANGLAlEL 1| P Yio TV EXOUEV
d00om, mapareiyte TN 066T TOL EEYACATE KOl TAPTE TO ENOUEVO SIGKIO TNV TPOYPOAULATIGUEVT Y1 VTS DPO.
Mnyv mépete SurAn dO0oM Yo v avOTANPMOGETE TO d1okio mov EeydoaTe.

Av otapatiocere vo waipvere o ZOFEPRIL-PLUS
[Tévta va cupoviedeste Tov YioTpd cag, mpv dakoyete T Oepaneia pe ZOFEPRIL-PLUS.
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Edv éyete mepioocdTepeg pMINCES GYETIKA LE TN YPNON TOV PUPUAKOVL, POTNGTE TOV YWLIIPO 1 TOV
QOPULAKOTOLO GOC.

4. TIBavEg avemOOUNTES EVEPYELES

Onwc ola ta papuaxa, 1o ZOFEPRIL-PLUS pmopel va mpoxaAécet avembBountec evépyeles, av Kol 0gv
TaPoLGIALoVToL 6€ OAOLG TOLG aVOPMTOVG.

Ot axdAov0ec avemBOUNTEC EVEPYELEg Exovv avapepBel o kKhvikég peaéteg pe ZOFEPRIL-PLUS :

2oyvés avemBOuNTEG evépyeres (umopel va exnpedosovy 1 otovg 10 avlpdmovg) :
= Cain

" TOVOKEPOAOG

" Prixag

Oyt ocvyvég avemBopunteg evépyereg (umopel va emnpeacsovy 1 otovg 100 avOpdmovg):

=  Paydaio évapén owdnuatog, wiaitepa ota yeiln, mopelés, PAEpapa, YADGGH, ovpovioko, Adpvyyad e
mBavi dvckoAic otnv ovamvon (ayyelovevpmtikd oidnua). Edv €yete omoadnmote amd ovtég TIg
avemBounteg evépyeleg, autd onpaivel 0t £yete coPapn orrepyio oto ZOFEPRIL-PLUS. Mmopei va
ypewoteite enelyovoa wtpikn mapénpaon 1 Wropel va ypelactel vo VOGN AEVTEITE.

= Aoipwén

=  Bpoyyitda

= Tlovohoupog

= AvEnon g xoAnotepOANG tov aipatog Kaun dAAov Mmdiov, avEnpévn yAvkoln tov aipatog, KdAlo,
ovp1Kd 0&L, kpeativivn Ko GAAa nratikd Evioua.

*  Meiwomn tov KaAiov Tov aipatog

= Adnvia

*  Yrvnhio, MmoBopia, o@i&ipo tov poov (vreptovia)

= Xm0dyym, Kapdlokr TposPoir], KOATIKY HopLapLYY, aicOnuo TaAumy

= E&hyeig, younAn aptnpilokn mieomn, VYnNAN apTnPLaKy Tieon

*  Nowvria, Svoneyio, yootpitida, AEYHOVH T®V 0OVA®YV, ENPocTopic, GTOUAYOTOVOG

= Agpuatikny vocog mov yopoaktnpiletor and mAdkes pe poddypovg eoAideg (ywpiaon), akur, Enpodtnta
dépuartog, Kvynouog, eEavonuara.

= [Iévog otnv A

= Avénuévn obpnon (rorvovpia)

= Tevikevpévn advvapio (eacBévion), countdpoTa OTMS TG YPITNG, mepLpeptkd oidnua (cuvnbwg YOpw
oo TOVG OGTPOUYAAOVC).

= Avikavotnta

Ot akdrAovOeg avemBOUNTES eVEPYELEG OgV avapEpOnkay oe KAvikég peaéteg pe 1o ZOFEPRIL-PLUS, oArd
Exovv avapepbel pe v asfestovyo Lopevompiin ka1 driovg avaostoreic MEA, £t pnopel va cupfovv
ue ) xpnon tov ZOFEPRIL PLUS:

e Kovpaon (komwon). ToPaph peiowon tng apmmplokng mieong oty apyn ™¢ Bepanciog, | Kotd v
avénon g docoroyiog, pe CoAn, datapayn TS 0pacns, AMmobupia : yaunAn aptmplakn mieon oe opOia
otdon

e [I6vog oto o1iBog, PVTKOE TOVOG KA KPAUTES

e  Mewopévn ouveldnon, Eapvikn (AN, Eapvikn petopévn 0pacn 1 advvapio ko andieio e aictnong
™G oG oTN pic TAELPE TOL CONOTOS (TAPOOIKO ITYAUKO ETEGOIO 1| EYKEPOUAKO)

o  Mewwpévn veppikn| Aertovpyia, petafoAég 6TV TOGOHTNTA TOV KAONUEPIVAOV OVPMV, TAPOLGIH TPMTEIVMOV
oT0 oVpa (TpwTEIVOLPiaL)

e ’'Epetog, d14ppota, SuoKoMdTN T



AM\epy1Kn OepUOTIKY] avTiOpaon HE ATOAETION, £pLOPHTNTA, YOALP®ON Kol POVCKAAEG TOL OEPUATOG
(to&um emdepukn vekpoOivon), emdeiviwon yopiaong, andAeto LoAM®V (0AmTEKI).

AvEnpévn epidpwon

AAayn dtaBeong, katdOAy™, datapayEg HITVOL

AAolwon oTig aeOnoelg Tov dEPHATOG OTMG KAWL, Kvnouo 1 popunkioon (tapechncia).

Awtapayés 160ppoTiog, cVYYVOT), KOVJdOHVIGHO oTa aVTLA (gpPon), dtatapayés yebong, BoAn dpaon
Avokolo oTNV avamVvoY|, GTEVMOGN TOV OEPAYMY®OV GTOVG TTveduoves (Bpoyydomacpog), typopitioa,
PVIKT KOTOPON | WIOVKOUEVT LOTN (pvitida), GAeyHov TG YADGGOGS (YA®GGITION)

Kurpiviopa 0éppotog (iktepog), GAEYUOVH TOL HTOTOG 1 TOV TAYKPEATOS (NTATITION, TOYKPEATITION),
amOPPUEN TOV EVIEPOL (EILEDC).

Metaforéc 6T e£ETAGELG TOV AUPLOTOG, OTMG EPLOPDY AUOGPALPI®Y, AEVKOV a1pocEapinV 1 peiwon
oe Oho T €idN TOV KLTTAP®V TOL oipatog (moavkvtomevia) : Evnuepdote tov ywTpéd cag av
OLUTIOTMOETE OTL KAVETE EVKOAN HAOAMTTES 1] AVATTUCETE AVEENYNTO TOVOAULIO 1] TUPETO.
AvéEnpéva emineda yorepvBpivng oto aipa, avEnpévn ovpia aipatog.

Avoio Tov opeileTon og pREN TV £PLOPOV OOGEAPI®V (ALLOAVTIKY avalpia), N oroio puropel va
ovuPet eav mtaoyete amd avemdpketo tng GBPD (YAvko(n-6-omo@opikn apudpoyovior)

Ot axdrovBeg avemBOunTeg evépyeleg dev avapeptnkay oe kKAvikég peréteg pe to ZOFEPRIL-PLUS, aA)ld
&xovv avapepbel pe v vopoyimpodelalion £tot pmopel va copfodv pe ) ypnon tov ZOFEPRIL-PLUS

Meiopévn Tapaymyn vEOV KUTTAP®OV OLOTOS 0T0 TOV HVEAD TV 0GTAOV

(avemdpKeELD TOV LVEAOD TMV OGTAOV)

[Tupetdc, adrepykn avtidpacn 6€ OAO T0 GO (OVOPVAOKTIKY OVTIOPOOT))

Metofoln Tov emmédmV TV VYPAOV TOLV COUOTOS (APLIATMGCN) KAl TV YNUIK®OY OVGLOV TOL CiIOTOg
(MAexTpoAVTEG), apbpitida, dafNng, LETAPOAIKN OAKAA®GT).

Amndbeia, vevpikodTTO, OVIIGUYiOL

Yracpol, LEIWUEVO EMimedo cLVEIONONG, KOO, TOPEST).

Kitpivyn opoon (EovOoyia), emdeivmon g pvomiag, uetmpévr dakpdppola, peimon g Opacng M
0@OaAIKOG TOVOC AOY® VYNANG Tieong (mavég evdei&elg cuoodpPeLONG VYPOD GTN AYYEWKN OTIBASA,
0L 0PBOALOD (YOPl0€10NG GLAAOYN) 7 0ED YAADK®UA KAEIGTNE YOVIOG).

Thyyog (aicOnon mepioTpoPg)

Awtopayéc Tov kapdiokoh pulpod (appvbuia), aArayEg 6TO NAEKTPOKOPIIOYPEQT LLOL
Zymuoticpoc Opoppov aipatog otig @AEReS (OpopPmon) kot epufolopos, KukAogopikn| katarninéio (cok)
AVOTVELOTIKT] QLGYEPL, PAEYLOVI] TOV TVELUOVOV (TTVELUOVITION), CYNUATICUO VAOOVS 1GTOV GTOVG
TVEVLLOVES (SLAULEST TVEVLOVOTAOELD), GLGCMOPEVGT) VYPOV GTOV TVEVHOVO (TVELUOVIKO 010MLLaL)

Atya, Elhenyn O6peéng (avopeéia), amovcio KIVAGE®Y TOV EVIEPOV (TOPOAVTIKOC EIAEDS), LITEPPOAIKA
0Pl GTO GTOUAYL, PAEYLOVI] TV OOEVOV TOL TTAPBEYOLVY GAAL0 (0OEVITIC GLEAOYOVAV AOEVMV), ALENUEVN
apvAidon aipatog (éva EvEDHO TOV TOVYKPENTOS, VITEPAUVAAGOLLIN), PAEYLOVY TNG YOANJOXOV KVGTNG
(xoAoxvoTtitidn)

MoB knAideg/knAideg 610 déppa (mopevpa), avénuévn evoichncioo Tov SEPUATOG GTO NAKO Q®G,
e€avOnuo (eW0IKA TOV TPOCOTOV) KAL) AVOUOL0YEVIS €pLOPOTNTA TOL UTOPEL VO TPOKAAEGEL OVAEC
(deppaTikdg epLONUATOING AVKOG), AEYLOVY] TOV QUOPOP®V ayyelwV He ETOKOAOVON VEKP®OOT TOL
16700 (VEKPOTIKY| OyYEUTION)

Oéelo veppikn| avemdprela (L LEIOUEVN TAPAYMYT] OVP®V KOl GVGGMPEVLCT] VYPOV Kot OTOPANTOV GTO
OO0 GOG), PAEYILOVI] TOV GUVIETIKOD 1GTOV EVTOS TV VEPP®V (EVOLAUEST] VEPPITION), GAKYOPO GTO OVPAL.
Xuyvotro «Mn yvoot)»: Kapkivoc tov 0éppratog Kot Tmv xetMov (U HEAAVOUOTIKOS KopKivog TOV
OEPUATOC).

[Tol omavieg: O&elo avamvevotikyy dvoyépeta (ta onpeio meptiapfavovv cofapn dVomvola, TUPETO,
advvapio Kot cOyyvon).



AvVoQopad avemOOUNTOV EVEPYELDV

Edv mopatnpnoete kdmoto avemBountn evépyela, EVNUEPMOOTE TOV Y1TPO 1] TOV QUPHOKOTOL0 6aG. AvTd
1oyVEL Ko Yo KEOe mhavr) avemBountn evEpyELa TOL OEV OVOPEPETOL GTO TAPAV PVALO 00N YDV YPNOTG.
Mmnopeite emiong va avagpépete avemBounteg evépyeteg anevbeiag, pécm tov Bvikoh GLGTHUATOG AVaPOPES
OV AVAPEPETAL TOPUKATO.

E)lrada

EBvikdg Opyaviopog @appdxov
Mecoyeiov 284

GR-15562 XoAlapyog, Abniva
TnA: +30 21 32040380/337
da&: +30 21 06549585
Iototonog: http://www.eof.gr

Mécm ™G ovapopdc avemBOUNTOV EVEPYEIMV UTopeite va fondnocete 6T GLAAOYN TEPIGGATEPOV
TANPOPOPLDV GYETIKA LE TNV OCPAAELN TOL TAPOVTOG POPUAKOV.

5. o va gvrdcecere o ZOFEPRIL-PLUS
To eapuako avTd TPEMEL VO PUAAGGETOL GE PEPT TTOV OEV TO PAETOLV Kot OgV TO POAVOLV Ta TTAOEL.
Mn puAdoocete o Beppokpacio peyarvtepn tov 30°C.

Na pn ypnoponoteite avtd o PApULoKo HeTd TV nuepounvia ANENG TOL AVOPEPETAL ETAVE GTO KOVTL KOt TO
blister petd v ‘AHZH’. H nuepounvio. AMéEng ivor 1 televtaio nuéEPO TOL UV TTOV AVOPEPETOL EKEL.
[Tavta va kpatdte To S1oKio 6TV apPYIKN CLEKELOGIO TOVC.

Mnyv metdte pdppoka 6to vepd TG anoyétevons. Potmote tov gopuokonold 6og yio 1o Tog va tetdéete ta
QappoKa oL dgV Ypnolomoteite ma. Avtd to pétpa Ba fondncovv otV mpoctacio Tov TEPPAAAOVTOG.

6. [lepreydpeva TS 6VOKEVAGINS KUl LOWTTES TANPOPOPiEg

Tvagpriéyer to ZOFEPRIL-PLUS
O1 dpaoTikég ovaieg elvar M acPBeotovyog Lopevompiin 30mg kot 1 vépoylwpobeialion 12,5mg.
Ta dAAa cvotatiKd etvat:
= TIvprvog dwokiov : Microcrystalline cellulose, lactose monohydrate, maize starch, hypromellose, silica
colloidal anhydrous, magnesium stearate.
»  Emkdloyn dwokiov: Opadry Pink 02B24436 (amoteieitar amd hypromellose, titanium
dioxide (E 171), macrogol 400, iron oxide red (E172)), macrogol 6000.
BAéne Tapdypoapo 2 « to ZOFEPRIL-PLUS mepiéyet Aaxtodln».

Epgdavien tov ZOFEPRIL-PLUS kot epieyopevo g cvokevaoiog:

To ZOFEPRIL-PLUS 30mg/12.5mg cival dwokio ypdUaTtog ovorytod KOKKIVOL, GTPOYYVAD, EAQPP®S
APOTKLPTO EMKOAVUUEVE, LLe AETTO DUEVIO JIOKIOL [LE EYKOTT OT (o TAELPAL.

H gyxomn ypnoyevel pdévo yuo va d1evkoAvver ) Opadon tov d16Kiov Kot TNV KATATOoT TOL Kot Oyt Yio TOV
dwywpiopd o ioeg OGELS.

Ta dokia eivon d1a0éopa oe cuokevacieg Towv 14, 28, 30, 50, 56, 90 1 100 doximv.

Mmropel va unv KokAo@opodv OAEC 01 GLOKEVAGIEG


http://www.eof.gr/

Karoyog Adsrog Kvkrogopiog kat [lapaockevaotig

Katoyoc Aderag Kvkiogopiog

MENARINI INTERNATIONAL OPERATIONS LUXEMBOURG SA
1, Avenue de la Gare L-1611 Luxembourg

Aov&epPovpyo

Tomkog avritpocmTog
Menarini Hellas AE,
[Tétpov 16-18

151 23, Mapovot
Attucm

Tna: 210 8316111-13
Email: info@menarini.gr

lopaokevaotig :

A. Menarini Manufacturing Logistics and Services Srl
Campo di Pile

L Aquila,

Itoiia

Menarini — Von Heyden GmbH
Leipziger Strasse 7-13,
01097 — Dresden (I'epuavia)

AvT0 TO QUPROKEVTIKO TTPOTOV ivar eykekpipuévo oTig Evpomaikéc Xmpeg pe 10 mapokdTo akéiovda
oNpuaT :

Avortpia Zofenil Plus
BovAyopia Zofen Plus
I'eppavio Zofenil Plus
Colio Zofenilduo
EALGda Zofepril-plus
EcOovia Zofistar HCT
Iprovdio Zofenil Plus
Iomavia Zofenil Diu
ItaAio Bifrizide
Agtovia Zofistar Plus
Aovavia Zofistar Plus
Aovéeppovpyo Zofenil Plus
[ToAwvia Zofenil Plus
[Toptoyaiia Zofenil Plus
Povpavia Zomen Plus 30mg/12.5mg comprimate filmate
XAoBaxio Zofaril HCT
>AoBevia Tenzopril HCT
OMavoio Zofil HCTZ

To mapov @OALO 0dN YDV XpHoNg avavempnOnke yio teAevtaio eopd otig 22/03/2022




