@viro oonYLOV ypiong: IIAnpoopics Yo Tov ypiiotn

Teveten 600mg, emkoivoppéva pe Aewtd vuEVio S1oKia
Enpocaptavn

Awfdote TPooeKTIKG 0AGKANPO TO PVAAO 0ONYIAV (PGS TPV APYICETE VA P OLUOTOLEITE AVTO TO

PAPNOKO YLOTI TEPLEYEL CNUAVTIKES TANPOPOPIES Y10, EGAC.

- DvraEre avtd To EOALO 0dNYIBV Yprone. Towg xpelaotel va to dwofdoete Eava.

- Edv &yete mepartépm amopiec, poTNOTE TO Y1TPO GOG 1] TO POPUAKOTOLO GOG.

- H ocvvtaynq yU' avtd 10 papproko yopnynonke omokAEIoTIKA Y10 60C. Aev TPETEL VO SDGETE TO
@apurako o€ GAAovc. Mmopel va Toug TPoKaAEGEL BAAPT, QKOO KOl OTOV TO, GUUTTOUATO, TNG
acBéveldg Tovg eivar id1a pe ta Ok Gog.

- Edv mapotnproete kamoto avemBOunTn evEpyela, TapaKoAEicHE Vo EVIUEPMDGETE TO YIATPO N TO
QOPUOKOTOL0 GOG. AVTO oYLEL Ko Yo KAOe mhavr| avemBounTn VEPYELN TOL OEV AVOPEPETOL GTO
POV GUALO 00N YLDV YpNoNG. BAéme mapdypapo 4.

T epréyeL 1o Tapdv UAA0 00N YLOV:

Tv etvon To Teveten kot mota givat 1) xpnom Tov

T pénet va yvopilete mpv ypnoponomoete to Teveten
Ia¢ va ypnoomomoete to Teveten

[MBavég avemBounTeg evépyeteg

Idg va puidcoete o Teveten

[epreydpevo g cuokeLOCIOG Kol AOUTEG TANPOPOPIES

U wdE

1. Th eivar To Teveten kon o givan 1) yp1)o1 TOL

To Teveten ypnocylonoteitar:
. ®G Qy®YN OTNV LYNAR apTNPLOKT TTiEo.

To Teveten wepiéyel TV OPOCTIKY OLGIO ETPOCAPTAVT).

. 1 ETPOCAPTAVY] OVIKEL GE P OPLAS POPUAK®OV TOL OVOUALOVTOL «AVTAYWOVIGTEG TMV VTOJ0YEDV
g ayyeloteveivng I». Eumodilel  dpdon piog ovciog 610 cdue cog Tov ovoudaletot
«ayyeloteveivn 11». Avti 1 ovoia Tpokorel 6TEVOOT TOV APOPOPOV aYYEI®V 0aG. AVTO TPOKOAEL
LEYOADTEPT SUGKOAIN BTN POT) TOV CULOTOC S0l LEGH TV OyYEIMV KOl GUVETMG 1| OPTNPLOKN THEST
oag avéavet. [MapeumodiCovrog avth TV oveio Ta oyyEio YaAUPMOVOLY Kol UELMVETOL ] PTNPLOKT
oag mieon.

2. Tvpéner va yvopilete mprv va ypnoiponooste 1o Teveten

Mnyv gpnowponomcete To Teveten gdv:

- glote alepyikol (VTepeLaicONTOl) GTNY ETPOGOPTAVT 1| GE OTOLOONTOTE GALO O TOL GLGTATIKG
tov Teveten (avaypdaeovtor otnv [apdypapo 6)

- €xete oofapn mabnon tov Nratog

- £xete cofapd TPOPANLOTO LE TV OLUATIKT POT) GTOVG VEPPOVS GOC

- €xete SofnTn N draTopayUévn VEPPIKN Agttovpyio Kot AApPAVETE ay@yn Le EVo pAPLOKO TOL
LELOVEL TNV APTNPLOKT THECT KO TEPLEYEL AAIGKIPEVT).

- glote £ykvog move amd 3 unveg (stvor emiong mpotidTePo va amopevydei To Teveten kot otnv apyn
NG EYKLHOGUVNG — PA. TPAyPOPO Yo TNV KON o).

Mnv naipvete o Teveten edv kdtt oo To Topandve cog aeopd. Edv dev giote olyovpot yio. To 4v 1oyvel
KATO10 atd TO TOPOTOV® POTNOTE TO YLOTPO 1) TO POPUOKOTOLO GO TPV AGPBETE 0LTO TO PAPLLOKO.
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IIposgidomou|oelg kKon TPoPLAGEELS

Evnuepmdote 10 y1atpd 1} T0 QOPLOKOTOLO GG TPOTOV TAPETE OLTO TO PAPLOKO EAV:

- €xete AL TPOPALOTA TOL NTOTOS

- €xete oA TpoPfApota TV veppav. O yatpdc cog Bo eAéyEet TV KaAn Agttovpyio TV VEQP®V
oG TPV EEKIVAGETE TNV Ay®YN O0G KOl GE TAKTH SIGTHLLOTO KOTA T O14pKELD TG aymyng cog. O
YwTpog cag Ba eLéyEer Ta emineda KOAMOL, «KPEATIVIVIIG) Kol «OVPIKOD 0EEMG» GTO AL GOG

- Aappdvete, 0omol0oNTOTE OO TO TAPAKAT® PAPLLOKE, TTOV XPNGLULOTOIOVVTOL Yia TN Bepameia TG
VYNANG 0pTNPLOKIG TTiEONC:

- évav avootoréa MEA (yo mopddetypo evarampiin, AMowvompiin, popumpiin), wdiaitepa edv
€xete vepkd mpoPAnuata wov oyetilovron pe owPnTn.
- OAMoKIpEVY

O 10tpdc cog umopel va eEAEYEEL TN VEQPIKT GO AEITOLPYIQ, TNV CPTNPLOKT GOC TEST Kot TNV
TOGOTNTA TOV NAEKTPOAVTOV (T.). KOA0) 0TO aiplo 560G o€ ToKTd daothpota. Bhéne eniong
TANPOQOpiec oTNV Tapdypapo «Mnv ypnoomomoete to Teveten»

- €xete &va KapdloAoykd TPOPANUN OTOC GTEQAVININ, VOGO, KOPIOKT AVETAPKELD, Lo GTEVOOT 6T
apoeopa ayyeio 1 otig ParPideg g Kapoldg cag 1 Eva TPpOPANUA LE TOV KOPIOKO LV GOG

- apdyete VIEPPOALKN TocHTNTA Hiog OPUOVIG IOV OTOKAAEITOL «AADOGTEPOVI

- Bpiokeote o dlorto e TEPLOPIGUO AAATOG, YPTOULOTOLEITE «OLOVPNTIKG» 1) £YETE EUETOVE N
duappota. Avtd cupPaivel SIOTL TO TPOUVAPEPOUEVO, LTOPEL VO TPOKAAEGOVV LEIDGT) TOV GYKOL TOV
aipatog 1 Tov emuédov tov varpiov oto aipa coc. Avtd Oa npénet va dtopbwbolv mpv apyicete
ayoyn pe to Teveten

- vopilete Ot eiote (M umopel va peivete) éykvog. To Teveten dev cuvictdTol oty apyn TS
€YKVPOGLVNG Kot Ogv TTpEmeL vo. Aapfdvetal edv giote £ykvog Tavm omd 3 pniveg kabdg pmopet va,
TpoKaAécel coPapr PAAPN 610 popd Gag edv ypnoiponondel 6€ avTo TO GTASIO TNG KUMONG - PA.
TaPAypOeO Yio TNV KOMo.

Edv xdtt amd ta mapomdve cog apopd (1 0ev €iote Giyovpol eGv 6ag apopd), EVIUEPMDGTE TO YIUTPO 1 TO

oapurokomold cag mpv AdPete to Teveten.

To Teveten pmopei vo, givot AyOTEPO OMOTELECUATIKO GTN UEIMGT TNG OPTNPLOKNG TIECEWNS GE GTOUN TG
HOOPNG GUANG.

Alho @éppoxa kot Teveten

[opoakareicOe va evuepdOETE TO Y1ATPO 1 TO PAPLOKOTOLO GOG EAV TAIPVETE 1 EXETE TAPEL TPOGPATA
AL PAPLLOKO OKOLO KOL QVTH OV OEV GOG £X0VV xopnynoel pe cuvtaymn, COUTEPIAAUPBOVOLEV®VY KOl TOV
QUTIKOV QOPUAK®OV. AVTO Yol To Teveten umopei va etnpedoel Tov TPOTO OV POLVV KATOoLo GAAN
oapuaka. Emiong, kdmowo dALo @pappoka UTopel va ETNPeAcoVY TOV TPOTO dpacTg Tov Teveten.

Ew0wkétepa, evuep®oTe 10 Y10.TPO 1] TO QUPRAKOTOL0 060G £G4V MApPAVETE TO akOAOVOO:

o M010 — y1o TpoPArpata Sibsomns. O yratpdg cog npénet va mapaxkorovdnoet o eninedo Abiov 6to
aipo cog 1ot To Teveten pmopel vo 1o avénost.

o U1 GTEPOEIDN AVTIPAEYUOVDON Qapuaka (MZAD), 7.y, Povapoeaivn, varpolévn, dikhopevak,
wdopebakivr, akeTVAOGOAIKVAIKS 0&D, celeko&iumn, eTopko&ipmn — appaKe Yio TV ovaKodELon
TOV TOVOL Kol TNG GAEYHOVIG.

Edv xdti amd ta mapomave cog apopd (1 éxete apeiforieg oyetikd), cvl{nTtnote To UE TO YTpd 1 TO

Qopurokomold cag mpwv AdPete to Teveten.

O y1atpocg oag umopei va ypetacel vo aALAEeL T 00T ALTOV TOV GAAOY QApUAK®Y 1} va AMaPel GAleg
TPOPLALEELS:

Edv maipvete évav avactoréa MEA 1 olokipévn (PAére emiong TAnpogopieg otnyv mopdypapo «Mnv
ypnoporomoete 10 Teveteny kat «IIpogidomoncelg kot TpoPVAGEEIS?).
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Ta axérlov0a pappoko propei va eravénoovy Ty opdcn tov Teveten:

. QAPLOKO TTOL LELDVOLV TNV OPTNPLOKT| TECT GO,

Edv xéti amd ta mapondve cog apopd (1 xete appiforieg oxetikd), cu{ntote o pe To Y1Tpd 1 10
QopuroKoTOoLd cag TPy AdPete to Teveten.

Edv AapPavere Ta axdrovda @appoka, o Y10.Tpog 60 UTOPEL VO S1EVEPYGEL APNOTOLOYIKES
eCerdoeic:

. QAPLLOKO TTOV TEPLEYOVV KAALO 1] KAAMOGUVTNPNTIKA QAPLLOKOL

. @appoka Tov avEdvouy ta enimeda Tov KaAiov dnmg 1 «nmapiviy Kot o1 «avactoAieic-MEAY.
Yv{ntnote pe 10 YiTpod M T0 POPUAKOTOL0 oaG TPV TAPETE TO Teveten. Avaloya e To OmOTEAEGLOTOL
TOV AUOTOAOYIK®V 60G eEETAGE®V, 0 Y10TPOS oaG Umopel va amopacicetl vo aAldtel T Bepaneio cag pe
aLTd T0 EAappaka 1 To Teveten.

Afyn tov Teveten pe TpoPéc, TOTA KAl 0vOTTVEL O,

o Mmropeite va Adfete To dokia pe 1| xopic Tpoen.

. Evnuepaote o ylotpd oag mpiv mipete o Teveten edv eiote o€ dlawta pe mepropiopd drotoc. H
EMAeym avig TOGOTNTAG AANTOG IITOPEL VOL TPOKOAESEL PEI®GT TOV GYKOL TOV QiHLOTOG KOl TOV
EMTESOV TOV VATPIOL GTO QiU GOGC.

Kinon kol Oniaopog

Kinon

. [pénet va meite oto yoTpd cag edv vopilete 0Tt eiote (M umopei va peivere) éyxvog. Gvcloloyikd,
0 ywTp6g cag Bo cag cupPoviéyel va ctapatnoete va taipvete Teveten mpw petvete £ykvog
LOALS paBete 0Tt glote €ykvog Kat Ba oag cupfovAéyetl va tdpete GAAO Aappako avti Tov Teveten.

o To Teveten dev cuvieTdTol GTNV OPYN TNG EYKVHOCVHVNG Kot OeV TPEMEL va, Aapfdvertal edv giote
£€yKxvog Tave and 3 pnveg. Mropel vo tpokarécsl coPapn PAAPT 610 Hwpd Gag edv ypnoiomotn el
HETA TOV TPITO UvaL TG EYKVHOGHVNG,.

Onioopdg
o Evnuepaote 1o yuotpd cag edv Onralete M eiote éroyun va Eekvnoete va Onialete.
o To Teveten dev cuvictdton oe untEpes mov OnAdlovv. O yioTpdc cag propel va SlahéEeL Kamoto

GAAN ayoyn yio 60 €av embuueite vo, OnAdoete, e101Kd €9’ OGOV TO LOPO GOG Eval VEOYEVWNTO 7
yevvinonke mpodwpa.
ZntoTe TN GLUPOVAT TOV YLOTPOD 1| TOL POPUAKOTOLOD GOG TPV TAPETE OTOLOONTOTE PAPUAKO AV EloTE
£yxvoc, uropei va peivete £ykvog | Onialere.

Odnfynon ko LEPLOROS PNYOVIRLATOV

To Teveten ival anifavo va eanpedlel TV KovOTHTO 001 yNONG KOl XEPIGUOD Unyavnudtev. Q6tdco,
otav maipvete Teveten umopei va aioBavieite vivniia 1) (dAn. Edv couPei avtd, unv odnynoete 1
YEPLOTEITE OTOI0ONTOTE EPYAAELD 1] UNYAVIHLOL KO EVIUEPDGTE TO YIOTPO GO,

To Teveten wepréyer:
Aaxtoln (éva €1dog cakydpov). Edv o yiatpdc cog oag Exel mel 0Tt £xete duoavesia 1 advvapio TEyNg
KATO10V GOKYAP®V, EVIUEPDOTE TO YIUTPO GO TPOTOL AGPETE ALTO TO PAPLOKO.

3. g va ypnoponomoete 1o Teveten

[Tavtote va ypnoomoteite To Teveten avotmpd cOUPOVE, LE TIC 00TYiEC TOVL Y1oTPOL coc. Edv &xete
apeiPoriec, pmTAGTE TO Y1ATPO 1] TO POPUOKOTOLO GOGC.

Aappavovtog ovto 10 QApROKO
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AdPete owtd T0 PAPHOKO OO TO CTOUA.

Kotanivete 0AOKANPO T0 S10Ki0 [IE EMAPKT TOGOTNTO VYPDOV, OTMG UE VA TOTHPL VEPO.
Mn Opvpparifete Ko un poocdre ta diokia.

AdPete ta diokia To TPpwi Ko TEPiTOL TNV 1010 PO KAOE PEPQL.

Il6ca dwokio vo Adfete

Xpnion og evijlikeg
H ocvvnBopévn 66om eivar éva diokio nuepnoiog.

Xpnon o€ Toda ko @1 povg
To Teveten dev mpémet va didetor oe Tadid Kot epnPfovs Katw Tomv 18 etdv.

Eav napete peyarvtepn 060n Teveten amwd Ty kavovik

Edv mapete peyarvtepn d6on Teveten amod tnv kavovikn 1 K4molog to AGPet katd Adbog, emkovmvioTe
pe éva yurpd N myaivete og éva vocokopeio apéowc. [Tdpte pali oag Kot ) cuokevacio TOL POPUAKOL.
Mmopei va onueimBoiv ot akdAovbeg emdpacelc:

o aicOnpa elapprdg N Kot coPfapotepns {aANg Adym TTMONG TG apTNPLOKNG TiEoT g (VTOTAOT])

o aicOnpa adwbeciog (vavtia)

o aicOnpo vrvniiog.

Edv Egyaoete va mapete To Teveten

o Edv Egydoate pia 660m, mapte ™ LOALG T BounOeite.

o Edv Eeydoate va mapete pio 5001 Kot TANcidlel n dpa yio TNy xdUeVN SO0, TAPUAEIYTE TN SO0
mov Egydoate. Mnv mhpete Sumhn d001 Yo v avamAnpdcete T d0or mov Eeydoarte.

Edv otapatioate va maipvete To Teveten
Mn ctopatioete va maipvete Teveten yopig vo evUEPMGETE TPATA TO YIOTPO GUGC.

4. IMBavéc avemOOpNTES EVEPYELEG

Onwg 6o ta eappaka, £Tol Kot to Teveten umopel va mpokarécel avemBouunTeg EVEPYELEC OV KOL OEV
mapovctafovial o€ OAovg Toug avlpdmovc. Ot akdiovbeg avemBounteg evépyeleg pmopel va
TOPOVCLUGTOVV LE AVTO TO PAPLOKO:

Alrepyikég avTidpdosis (emnpedlovv Ayotepous omd 1 otovg 100 acBeveic)
Edv &yete pio ailepykn ovtidpaon, CTOUATIOTE VO TOIPVETE TO PAPLOKO KOl TNYUIVETE AUESMG OE Eva
ywtpd. Ta copntdpata propei va mepthapupavouy:

o depuroTikég avtidpaoels, Omwe eEvOnua 1 eayodpa pe Sdykmon (kvidmon)

o TpNEWo ota yeidn, 610 TPOS®TO, GTO AULUO 1) OTN YADGSA

o dvokoAio otV avomvon

o TPNEWO 6T0 TPOS®TO, TPNELO TOL SEPHOTOC KOt TOL PAEVVOYOVOL VUEVE (0yYELOOTONAL).

Addrec mBavég avemBuunTeg evépyeleg Tov Teveten wepriappavovv:

IoAv ovyvég (enmpedlovy meptocdTepovg amd 1 otovg 10 acheveic)
. TOVOKEPUAOG (KEQOAOAYID).

Yoyvég (emnpedlovv Ayotepoug omd 1 otovg 10 acbeveic)
. aicOnpua {édAng
e &&avBnua N eayovpa (kvnopde)
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o aicOnpa adwbeciag, adwbdecia, didppota
o aicOnua advvapiog (&acBévion)
o BovAwpévn potn (pwvitida).

Oy ovyvég (emmpedlovv Atydtepoug amd 1 otovg 100 acbeveic)
. YOUNAT 0PTNPLOKY] TEGT], CUUTEPIAUUPOVOUEVTS KOL YOUUNATS OPTNPLOKNG TEGNS OTAV GNKADVEGTE.
Mmropei va arcBavOeite ehappid 1 kot coPapdteprn (AAn.

ZoyvoTnTa PN Yveoti
. TPOPANUATA VEQPPADV, GUUTEPIAAUPAVOUEVTS KOL VEPPIKNG OVETAPKELOS.
. dvog o115 apBpmoels (apBparyia)

Edv xdmola avemBountn evépyela yivetar cofopn 1 av TopaTnpioeTE KATO0 AVETBOUNTY] EVEPYELD TTOV
dev avapépetatl 6To TapdV PUALO 0dNYIDV, Topakaieiche va evnUepDGETE TO Y1ATPO 1) TO PAPULAKOTOLO
o0,

Ava@opd avemOOuNTOV EVEPYELAV

Edv mapotnprioete Kdmoo avemBOpunTn evépyeia, EVIUEPMOTE TO YULTPO 1] TO PUPLOKOTOLO GAS. AVTO
1oyvEL Kot Yo KaOe mhavi avemBountn VEPYELDL TOL JEV AVOPEPETOL GTO TAPOV GVALO 0ONYIDV YPHOTG.
Mmopeite eniong va avaeépete avemBOunteg evépyeleg amsvbeiog otov EOviko Opyaviepd Gapudxav,
Meooyeiov 284, GR-15562 Xolapydg, ABnva, Tni: +30 21 32040380/337, Da&: + 30 210 6549585,
Iototonog: http://www.eof.gr. Méom g avagopdg avembountmv evepysldv umopeite va fonbnocete ot
GLALOYN TTEPIGGOTEPMV TAN|POPOPLDY GYETIKA UE TV UCPUAELN, TOV TOPOVTOG QPOPILAKOV.

5. o va puidooete To Teveten
Na purdooetal og pépmn mov dev 10 POAvVOLY KoL dev To BAETOVY Ta TALOLAL.
Mn euAdocete oe Ogppokpacio peyorvtepn tomv 25°C.

Na pn ypnowonoteite to Teveten petd tnv nuepounvia AnéEng mov avapépetat 6to kovti kou o blister. H
nuepopnvio. ANENG AvVOQEPETAL GTNV TEAELTALN IUEPX TOV OVOYPOPOUEVOL UIVAL.

Ta @dppoxo dev TPENEL VoL ATOPPITTOVTOL GTO VEPO TG AMOYETELONG 1| OTO. OIKLOKE ATOPPIUUATAL.
Pwtiote to poappokomold cog ndg vo TeTaEeTe To @hpuake mov dev yperalovrar wo. Avtd ta pétpa Oa
BonBncovv oty Tpoctacio Tov TEPPAAAOVTOC.

6. Ieprerdpevo TG GVOKEVAGINS KOl AOUTES TANPOPOPIES

T nepréyer o Teveten
H dpactikn ovcia givar eprosartan (og mesylate) icodbvoun pe 600mg eprosartan oavé diokio.

Ta dGAAa cvotoTikd givat:

o [vprveg dokiwv Twv Teveten 600mg:
lactose monohydrate, microcrystalline cellulose, pregelatinized starch (a6 apafocito),
crospovidone, magnesium stearate, purified water.

o Enucaloyn tov diokiov tov Teveten 600mg:
hypromellose (E464), titanium dioxide (E171), macrogol 400, polysorbate 80 (E433).

Epeavien tov Teveten kot wepeyopevo g cVOKELOGIOG:
Teveten 600 mg:
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http://www.eof.gr/

GYNMOTOC KoyaKiov, AeVKd, emKOAVUUEVE, e AeTTO VUEVIO OloKia, pE TNV ekTOmwon «5046» otn pia
TAEVPA TOVG.

2VOKELOGIEC OV £YKPiOnKoy Kotd TNV aupoPBaio dadikocio:
To Teveten 600 mg diatibetan og blisters mov mepiéyouvv 14, 28, 56, 98 1 280 (10 x 28) emkalvppéva. pe
Aemtd vuévio dokia.

Mmropei va pnv KuKAOQOpovV OLEG 0L GLGKEVAGIES.

2 VGKEVOGIEC TOV KUKAOQOPOULY GTNV EAMVIKE O0ryopd:
Yvokevooieg og blisters mov mepiéyovv 28 dokia.

Karoyog Adciag Kvkhogopiag ko mapaymyog:

Kéroyog Adeiag Kvkhogopiac:
BGP ITPOIONTA M.E.ILE.

Ay. Anuntpiov 63,

174 56 Ahpog

TnA.: 210 9891 777

Hopaymyoc:

Teveten 600 mq:

Mylan Laboratories SAS

Route de Belleville, Lieu dit Maillard,
F-01400 Chatillon-sur-Chalaronne
Tn\.: +334 74 45 54 42

Fax: +33 4 74 55 02 83

To Teveten 600 mg éyer eykpiBei ota Kpdatn Mékn tov Evporaikod Owovopikod Xapov (EOX) pe
TIg aKOAOVOES ovopaoieg:

Avotpia, Bekyo, Dwviavdio, EAAGSa, Teveten 600 mg
IpAavdia, AovEeppovpyo, [loptoyaiia,

Soundia

I'eppavia Teveten Mono 600 mg
Itahia TevetenZ 600 mg

To wapdv @UAA0 00N YOV ypioNs avalempnOnke Yo TeAevTaia Popd Tov lavovdpro 2019.
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