@YAL0 ooNYIOV 1 piong: IIAnpogopics yio To yprjotn

Olmesartan / Mylan 10 mg Emuxaloppéve. pe Aewtd vpévio dickio,

Olmesartan / Mylan 20 mg Emukaloppéve. pe Aewtd vpuévio dickio,

Olmesartan / Mylan 40 mg Emukaloppéve. pe Aewtd vpuévio dickio,
OAUESOPTAVT LEGOEOIAIKT

AP aoTE TPOGEKTIKA OLOKANPO TO PUAAO 0ONYLOV YP1ONG TPLV UPYIGETE VU TAIPVETE AVTO TO

QPapROKO, O10TL TEPLAAPPAVEL CNUAVTIKES TANPOPOPIES YU GUG.

- Dord&te avTo TO POAAO 0dNYLDV YpNone. Towg ypelaotel va to dupdoete Eava.

- Edv éxete mepaurtépm amopieg, pOTNOTE TO Y1OTPO 1] TO PAPLOKOTOLO GOG.

- H cvvtayn vy’ avtd 10 gappoko xopnyndnke amokAEloTIKG Yio 60G. AgV TPEMEL VO SDGETE TO
@apuako o€ GAlovc. Mmopel va Toug Tpokahésel BAAPT, aKoOpo Kot OTav To oNUEin TNG aoOEveldg
TOVG lvan id10 pe Tol SIKA OaG.

- Edv mapotnproete kKamoto avemBOunT eVEPYELN, EVILEPDOTE TO YLOTPO | TO POPUOKOTOLO GOC.
A0 1oy0et Kot Yo kBe mhovn avemBOUNTN EVEPYELX TOV OEV AVAPEPETHL GTO TAPOV POAAO
odnywdv ypnone. BAéme mapdypapo 4.

T tepréyer To mapév eOALo 00N YLAOV

T eivon to Olmesartan / Mylan kot ol givae 1 ypion tov
T apémel va yvopilete npv mhpete to Olmesartan / Mylan
i va mépete To Olmesartan / Mylan

[MBavég avemBounteg evépyeteg

i va pvrdcoete o Olmesartan / Mylan

[epreydpeva tng cuokeLAGING Ko AOUTEC TANPOPOPIES

ogkrwhE

1. T givar o Olmesartan / Mylan kot owa gival 1 xpiion tov

To Olmesartan / Mylan aviket o€ pio opada @opuUaK®mvY Tov 0VORALoVToL ATOKAEIGTES TV VITOSOYEMV TNG
ayyetotacivng Il. Avtd Ta approKa LELOVOLY TV OPTNPLUKN THEST], YOAOPOVOVTIS TA UOPOPO. oy YEiaL.

AvT0 TO PAppOaKO Ypnoomoteitat Yo tn Oepameio TG VYNANG apTNPLOKNG Tigong (1] omoia elval YvwoT)
KOl G «UTEPTOCTY) 6€ EVIIAIKEG, TodLd Ko €prjPovg nAkiag amd 6 éwg 18 etdv. H vymAn aptnplakn
Tieon Umopel Vo KaTAGTPEWYEL TA OUOPOPa OyYeio o OpYavVa OTTMG 1 KAPIL, Ol VEQPOL, 0 EYKEPAAOG KOl TO.
patie. Xe PepPIKES TEPIMTAOCELS QVTO UTOPEL VoL 00N YNOEL 08 KapdloKN TPOGPOAT, KapSLaKN 1 VEQPLKN
OVETAPKELD, EYKEPAALKO ETELGOOI0 1) TOPAMGN. ZuVNO®G 1 LYNAN OPTNPLOKN THEST) OEV £XEL GUUTTMOUATOL.
Eivon onuovtikd vo vtoBaiiecte og ELeyy0 TNG OPTNPLOKNG GOG TEONS MOTE VO TPoANPBovy ot PAGPEG.

H vymAn aptnpraxn| mieon propei va pubuotei pe gappoka 6mog ta dtokio Olmesartan / Mylan. To
mOavOTEPO ElVaL TOC 0 YLOTPOG GOG £XEL EMIGNG CLOTNOEL VAL KAVETE OPIOUEVES OAAUYEG OTOV TPOTO (MNG
o0G Yo vo, petmBel 1 aptnplok cog Tieon (Yo TapadEly o Vo XAGETE BAPOC, VO GTAUOTCETE TO KATVIGLLA,
VO LELOGETE TNV TOGOTITO OVOTVEDLOTOG IOV KOTAVOADVETE KOl THV TOGOTNTO GANTOG GTI O0TPOPT] GOG).
O ywTpog oag pmopel emiong va oag £xel VTOPAAAEL G€ TOKTIKY doknon, OTws Padicua 11 KOAOUPNon.
Eivon onuoavtikd va akohlovBeite avtég Tig 0dnyieg mov oG £600E 0 YIOTPOG GO,

2. T apéner va yvopilete Tpv vo wapete To Olmesartan / Mylan
Mnyv wapete To Olmesartan / Mylan

- o€ mepintoon aAlepyiog oty LedOLOAKN OAUESAPTAVT 1| GE OTO1001TOTE GALO OO TOL GUCTATIKA
oVTOV TOV PAPLAKOL (AVAPEPOVTOL BTNV TOPAYPaPO 6).



- edv glote mivo omd 3 unvov éykvog. (Eivor emiong kaAdtepo vo amo@edyete anTd T0 PAPLOKO GTO
apyikd otddio Tng Komong — PA. mapdypago Konom.)

- eav eupavifete Kitpvo YpOUATICUO TOL SEPLOTOC KOl TOV LOTIOV 6o (Tktepog) 1| TpofAnuate oty
TOPOYETEVST] TNG YOG amd TN oANdOY0 KOO (amOPPatN YOANEOP®V T.). YOAOABOL).

- edv €yete SN N SraTapayéEVN VEQPIKT Agttovpyia kot AaUPBAveTe aymyn Le Eva QAPLLOKO TOV
pewdver v aptnplakn wieon kot mepiéyet aliskiren.

IIposgidomou|cels Ko TPOPLAGEELS
Amevbuvbeite 670 yrotpd 1 T0 PopprOKoTOLd cog Tpy mapete To Olmesartan / Mylan

. Edv éyete veppika mpofinuata

. Edv éxete nmatikn voco

. Edv éyete xapdiokn avemdpkela | mpoPfAnparta pe Tic ParPidec tng kopdidg 1 T0 Hvokdpdio

. Edv éxete d1apntn, £viovo éueto, odppota, Aapupdvete vymiéc d0celg 10VPNTIKOY 1 akolovbeite

daTpoen yoUnAn oe addtt

Edv éxete avénuéva enimeda kaiiov oto aipa 6og

o Edv éxete mpofAnpata pe to emive@pidld oog.

o Edv Aapfavete, 0molodNmote amd To TUPOKATO QAPLLOKO TOL YPNCLOTOI00VTAL Yio. T Oepameia Tng
VYNANG apTNPLOKNG THECTG:
- évav avaoctoréa MEA (yio mapdadetypa enalapril, lisinopril, ramipril), dwitepa eav £xete veppikd
wpoPAnpata mov oyetilovron pe Sapnn.
- aliskiren.

O y10tpdGg o0g Pmopel va EAEYYEL TN VEQPIKN GG AELITOVPYIA, TNV APTNPLUKY| GOG TEGT KOL TNV TOGOTNTA
TOV NAEKTPOAVTAOV (T.). KAAO) GTO Oilo GOG O TAKTA SLOCTHUATO.

Agite gmiong TAnpogopieg otV mapdypapo «Mnv napete to Olmesartan / Mylans.

Kotd ) dibpketa e Bepaneiog

Emkowvovnote pe to yuotpd cog eqv Topovctdoste coPapt), Emiovr) 01dppota Kot GNLLOVTIKY OTOAELN
Bapovg. O yratpdg cog pmopei va a&lo0A0YNGEL TO GOUTTMOUOATE GOC KOl VO, 0TOPUGIGEL GYETIKE, LLE TO TMG
TPEMEL VO GUVEYICETE TNV QOPLOKEVTIKT OymYT| Y10 TV 0PTNPLOKT GG TTiEo.

Onwg kdbe PApLOKO TOV LELDVEL TNV CPTNPLOKT TESN, 1] VIEPPOAIKT TTAOGCT) TNG OPTNPLOKNG TIECT|G G
acBeveic pe daTapoyEg TG UOTIKNG PONG OTNV KOpdld 1) 6Tov £YKEPUAO Ba Lmopovce va, 00Ny oEL G
Kapdlokn TPocPoin N €YKeQaAKS enelc0d10. o To Adyo avtd o yiatpdg cag Ba eAéyyel oTEVA TNV
OpTNPLOKY GO Tieo.

Ba Tpémel Vo EVNLEPDGETE TO YITPO Gag edv vopilete 0Tt glote (1 pmopel va petvete) yxvog. To papuako
aVTO € GUVIGTATOL GTO APYLKE GTASIO TNG EYKVIOGUVNG Kot eV Oa mpémel va, AapPdvetar ebv giote dvm
TOV 3 UNvVaVv £yKuog, eneldn uropei va tpokoiécel cofopn PAGRN oto pmpod cog, av ypnoiomombei og
avto 10 6Téd10 (PA. mapdypapo Konon).

Howod ko £pnpor

To Olmesartan / Mylan éyet peletnbei oe moudid kot eprifovc. I'a nepiocdtepeg mAnpopopiec, culntiote
LLE TO YLOTPO GG,

Av106 10 PApLUOKO dEV CLVIGTATOL Y10 TOLOLE NAKiaG oo 1 Emg 6 ETAV Kot dEV TPEMEL VA, YPTCLULOTTOLEITOL
og mondld nhkiog kdtw tov 1 £Tove, Kabdg dev vhpyet eunepia.

HMxiopévor

Edv giote nAikiog v Tov 65 €@V Kot 0 YIoTpOg GOG OTOPAGIGEL VO AVENCEL TN 000N TNG HESOEOIAIKTG
oApecaptdvng mov Aaupdavete og 40 Mg nuepncing, T0Te 0 Y1Tpdc cog Ba Tpémet va cag vToPdAlel o
TAKTIKOVC EAEYYOVG TNG APTNPLOKNG UG TECTG, MOTE VO, SIAGPUAIGEL TOC 1) TIECT] GOG OEV TEPTEL TOAD

YOUNAQL.



AocOgveic TG pavpng Qg
Onwg ovpPaivet kot pe dAlo TopoUolo GAPLOKO, ) DVTOTAGIKT SPAoT cuTov TOV PapuUdKov eival Aiyo
HELOUEVT 6TOVG acBevelg TN HOPN G LATNC.

Alho eappoxa ko Olmesartan / Mylan

Evnuepdote 10 yotpd 1 10 opUOKOTOL0 6o 4V Taipvete, £ETE TPOSPATO TAPEL 1) WTOPEL VoL TAPETE

QAL QApPLLOKOL:

. ZOUTANP®OUOTO KOAIOV, £VoL DTOKATAGTOTO GAATOG TOL TTEPLEXEL KAAL0, dlovpnTikd diokia ©) heparin
(yw apaimon tov aipatog). H xpion autodv tov gapudkov tavtdypova pe to Olmesartan / Mylan
umopel va av&noet to enimedo ToL KAAIOV GTO OO GOG.

. Lithium (éva @dppako mov ypnowonoteital otn Oepaneio evalhoydv otn didbeon kol oplopévav
TOnOV KatddAyng) To omoio 6tav ypnotporoteiton Tavtoypova pe to Olmesartan / Mylan umopei va
avénoet v toéikdtnta Tov lithium. Edv mpénet va napete lithium, o yuatpog cog Bo. eéetdoet ta
eninedo tov lithium oo aipa cac.

. Mn otepoetdn avtipAieypovadn edpuake (MEAD) (eapHOKA TOL YPTCLOTOLOVVTOL Y10 TNV
avaKOD@ELGT TOL TOVOV, TOV OONUATOG KOl GAADV CUUTTOUATOV GAEYUOVAG, CUUTEPIALUPBUVOUEVNG
g apOpitdoag, .y. ibuprofen, aceclofenac) ta omoia dtov ypnoomolovVTOL TAVTOYPOVA. LIE TO
Olmesartan / Mylan pmopei vo. av&ncovy tov Kivauvo TG VEQPIKNG VETGPKELNG KL 1] ETIOPOCT] TOV
Olmesartan / Mylan pmopei vo. peimbei omd 1o MEAD.

o Colesevelam hydrochloride, éva @appako mov gElattdvel ta eninedo TG YOANGTEPOANG GTO aiplol
oag, Kabmg 1 papuakoroyikn opdon tov Olmesartan / Mylan propei va pueiwbei. O yrotpdg cag givar
mhovov vo cag cvotioet vo maipvete to Olmesartan / Mylan tovAdyiotov 4 dpeg mpv mdpete T0
colesevelam hydrochloride.

o A\, QAPLOKO TTOV LELOVOLV TNV 0PTNPLOKN THEST), Ta omola pmopet va av&icovy T dpact Tov
Olmesartan / Mylan.
o Optopéva avtidEva (eappoka yo T Suemeyia), To omoio UTopel val LEIMGOLY EAAPPDS T dpAom

tov Olmesartan / Mylan.
O y10tpog oag umopel va ypetaotel va aALAEEL T 6001 Go¢ Ko vo, AGPeL AALEG TPOPLAGEELS:

Eav maipvete évav avactoréo MEA 1 aliskiren (BA. eniong minpopopieg oTig mopaypapovg «Mnv Tapete
1o Olmesartan / Mylan» kot «ITpogidomooelg Kot TpoPUAAEEISY).

Kinon ko Oniacpog
Edv eiote éyxvog 1 OnAdlete, vopilete 0L umopei va iote £ykvog 1) YEO1ALETE VO KAVETE Eval LwPO,
POTNGTE TOV Y1OTPO 1) TOV PUPLOKOTOLO TPLY TAPETE OVTO TO PAPLAKO.

Kinon

Bo Tpémel Vo EVNLEPADGETE TO YTPO GOg eV vopilete 0T elote (1 pmopel va peivete) éyxvog N €bv
oyxedlalete va amoktoete pmpo. O yatpdc cog Kavovikd 00 cog GVUBOLAEDGEL VO GTAUOTNGETE T AYN
OVTOV TOV PAPUAKOL TPV PEIVETE EYKVOG 1] AUECMG LOMG SUMICTMGETE OTL €i0TE £YKLOG Kot Bal oag
cvppoviedoet va Tapete £va GAAO PAPUOKO OVTL Y10 QVTO.

To @apuako 0vTd 68 CLVIGTATOL GTA OPYIKE GTASLN TNG EYKVUOCVLVNG Kot Ogv B Tpémet va, Aapfavetal v
glote Avo TV 3 UNvov £yKvog, enedn pumopel va tpokaiécetl cofapn PAEPN oto pwpd cag, edv
yxpnowomoindel eTd To TPMOTO TPIUNVO TG KONONG.

Oniaopdg

Evnuepdote to yatpod oag edv Onrhalete 1 mpdkerton va Eekvnoete va Onralete. Avtd To pappoKo o
ouvvieTtdral ylo. untépeg mov OnAalovv, Kot o yratpdg cog umopet vo, emAEEel yia €06 pia GAAN Oepoaneia,
eaqv embupeite va Onidoete, Waitepa dv T0 LOPO GOG Elvar VEOYEVYNTO 1) GV YeVVIONKE TPpO®POL.



00y 0N KOl LEPICROS PNYAVIIRATOV

Mmnopei va aieBavOeite vivnAia 1 (oA eved AapPavete Oepameia yio Ty VYNAN optnplokn cag tieor. Edv
ovuPet awtod, dev Tpémel va odnyeite 1 va yepileote unyoviLoato LEYPL Vo DITOYMPTGOVY TO GUUTTMLOTO.
ZntoTe T GLUPBOLAT TOV Y1TPOV COC.

3. IMog va wapete To Olmesartan / Mylan

[Tédvtote va maipvete To PAPLOKO GVTO QLGTNPE COUPOVE, e TIG 00N Yieg TOV YloTpoy cag. Edv €yete
applPoriec, pmTNGTE TO YIATPO 1) TO PUPLUKOTOLO GO,

Evijlkec

H ocvvietdpevn apykn doon eivan éva diokio twv 10 mg pia eopd v nuépa. Edv oumc de pubuictei n
apTNPIOKN GOG TEST, 0 YITPOC GOC UTOPEL Vo amopacicel va aALAEEL T 6001 cog £w¢ ta 20 i) ta 40 mg
pio @opd TV MUEPT N VO GOG GUVTAYOYPUPTGEL EMTAEOV PAPLLAKAL.

Y& aoBeveic pe o £mg péTpla veppikn voco, 1 66om oe Ba tpénel va vrepPaivel To 20 mg pio popd v
NUEPQL

Ta diokia pmopel vo AneOobv cuvodeia 1} oyt Tpoenc. Na kotomivete To S1o6Kio OLOKANPA [LE OPKETT
nocoTTa vepoL (T.y. £va mothpt). Ta diokia dgv mpémetl vo poocovtol. Edv eival duvatdv, vo maipvete v
nuepnota 46om cog TV idw dpa Kabe PéPa, Yo TaPAdELY IO TNV GPO TOV TPMIVOL YEOLOTOG.

Haword ko Epnpor niaxiog 06 6 £mg 18 eToOv:

H ocvvietdpevn d0om évapéng eivor 10 mg pio popd v nuépa. Edv 1 aptnproxn nieon tov acbevoic dev
elvar emaprdg eAeyyOpeVT, 0 YOTpOS Umopel vo amopacicel va oAAdEeL T d6on Emg 20 1 40 mg pia popd
v Nuépa. Xto modid mov Luyifovv Aryotepo omd 35 kg, 1 06om dev Ba givar peyardtepn omd 20 mg pio
(Opa TNV NUEPQL.

Eav napete peyorlvtepn d6on Olmesartan / Mylan amé tqv kevoviki

Edv mépete mepiocotepa diokio amd 0oa TpEmeL 1 v Eva mondi Kotamiel katd AGOoc pepikd diokia, Tpémet
va Tate OUESMS GTO YLTPO GOG 1] GTO TANGLEGTEPO TUNLLO EXEYOVTWOV TEPIOTATIKAOV Kol va Tapete poli
00 T1] CLGKEVAGIN TOL PUPUAKOV.

Eav &eyaoete va mapete To Olmesartan / Mylan
Edv Eeybdioete pia 660m, mhpte Kavovikd T 006on cag tnv endpevn pépa o cuvnbms. Mnv mapete duthn
d0GT Y10 VO AVATANPAOCETE TN d00T oV EEYAoATE.

Eav otopaticete va maipvere to Olmesartan / Mylan
Eivat onpavtcd va cuveyicete va maipvete auTo T0 APLOKO EKTOC KOl AV O Y1TPOG GG GOG TTEL VL
GTOOTICETE.

Edv éxete mep1ocdtepeg pmMTNCELG OYETIKA LLE T YPNOT QVTOV TOL PAPUAKOV, POTHOTE TO Y1ATPO 1 TO
(QOPLOKOTOLO GOG.

4. MBavég avemBOuNTEG eVvépyereg

Onwc 6Ma o pdppoka, £T61 Kol avTd TO EAPUAKO UTOPEL VO TPOKAAESEL AVETIOOUNTEG EVEPYELES, OV KO

dgv mapovctaloviol oe OAOVE ToVG avOpdTOVS. Edv eppaviotodv avemBounteg evépyeleg, avtég etvat
GLYVA NTEG KOl OEV QOLTOVV d1aKOT TG Bepameiog.



Av kai oev gppavifoviol 6€ ToAOVE avOpMOTOVS, 01 TUPUKAT® AVETIOVUNTES EVEPYELEG PUTOPEL VO Eival
copapéc. Eav mapatnpiioete Kamo1o amé To 0K6L0000 COPTTORATA, TPETEL VU ETUKOLVOVI|GETE GUECT,
LE TO Y10TPO6 060G 1| Vo PETUPEITE 6TO TANGIEGTEPO VOGOKOUELOKO THILO, ETELYOVTOV TEPLOTUTIKOV:

‘Oy1 ovyvég (umopei va posPfariiovy £ém¢ 1 ota 100 dropa):

Tayémg e£eMocOUEVEG AALEPYIKEC OVTIOPAGELS TOV UITOPEL VoL ETNPEAGOVY OAOKANPO TO GO Kol
UTOPEL VO TPOKOAEGOVY OVOTVEVGTIKA TPoPAHaTa, KoBMG Kot Tayeio TTOOT TG OPTNPLOKNG THECTS,
1 omoia propel vo 0dnynoet axdun kot oe Mmobvpio (ava@LAOKTIKEG avVTIOPAEGELS).

[Tovog N ailcOnua cvoeryéne M Bapovg oto otfog, WaiTeP KATE TNV COUOTIKY AoKNoT. AVTd
umopel va givar onueio Kopdiakdv TpofAnudteyv (emddyym).

Yravieg (umopei va mpoofairovy £og 1 ota 1.000 dropa):

Oidnua Tov TPOCHTOV, TOL GTOUATOG KAVT TOV AdpVYYd (POVNTIKY cuckeLn) HLall e Payovpa Kot
e€avOnuo umopel va eueaviotody Kotd T didpketa TG Oepaneiog pe avtd to eapupoako. Eav copfet
OVTO GTONATI|GTE VO TAIPVETE GVTO TO PUPUUKO KOL ETIKOLVOVI|OTE OUECOS IE TO YLOTPO cac.
Yravio (0AAG Aiyo cuyvOTEPO GTOVG NAIKI®UEVOVE 000EVEIS), AVTO TO PAPUAKO UTOPEL VO TPOKAAECEL
LEYOAN TTTAOCT TNG OPTNPLOKNG THECT|G OE vaicHNTO ATOMN 1] MG ATOTEAEG LA AALEPYIKNG OVTIOPACTC.
Av16 Ba umopovce va Tpokadécel coPapn aicOnomn ‘elappdg kepaing’ 1 Aurobupia. Edv cvupei to
TAPUTAVO, CTUNOTOTE VO, TOIPVETE CVTO TO QAPNRAKO, ETIKOLVOVI|GTE OPUECMS PUE TO YIOTPO GOG
Kol EamAOOTE.

AvckoAio 1 TOVOG KOTA TNV 0VPNOT|, UE OAANYEC GTO XPDLLO KOl GTNV TOGHTNTA TOV 0Vp®V. [1dvog
TNV TEPLOYN XOUNAG TNG TAATNG, VavTia 1 £UETOC, YeViko aictnua adiabeciog. Avtd umopel va gival
onueio cofap®dv TPOPANUAT®V LLE TOVE VEQPOLS GO,

Mn yvooti):

Edv epoavicete kitpiviopo Tov A0k HEPOVE TOV HOTLDY, CKOLPOYPMOUE OVPO, KVIGLO TOV SEPUATOG,
axopo kat ov Eyete Eexvnoet ) Bepamneio pe Olmesartan / Mylan apxetd koipo npv, EXIKOVOVIGTE
OpEoMS 1E TO YIaTPO 6aS 0 0moiog B aEIOAOYNOEL TA CUUTTMOUOTA GG Kot B0l amoPacGicEL TMG Vo
GUVEYIOETE TN POPLOKELTIKY Oy®YN TNG APTNPLOKNG TTiEONG.

AxohlovBovv ot vtdAomeg OvVETBOUNTEG EVEPYELEG TTOV EYXOVV YIVEL YVOGTEG PEXPL CTIYUNG Y10 TO
Olmesartan / Mylan:

Yoyvég (nmopei va TposParrovy £og 1 ota 10 dtopa):

AioOnpo {dng, TovokEParog

Noavtia, dvoreyia, S1G4ppola, GTOUAYIKOS TOVOC, YUGTPEVIEPITION

AioOnpo k6T®ONG

[Movoriaipog, uoTn pe Katappon 1 UTOVK®UEVT], BPOYXITION, COUTTOUATA OTMG TNG YPIANG, YOS
[Tovog, Wwitepa oV péon, 6Ta 00TA 1 OTIG ApBpdoELS

Aolpwén Tov oVPOTOMTIKOD GLGTILOTOC

Aipo ota ovpa

IIpn&o atovg aoTpaydAovs, GTIG TATOVGEG, GTA, OO0, GTO XEPLH KOl GTOVG Ppayioves.

"Eyovv eniong mopotnpnOei petaforéc oo amoTEAEGLOTO ALLOTOAOYIK®OV EEETACEMV:

Avénuéva eninedo Mmdiov (vreptprylvkeptdonptior)
Avénuéva enineda ovpikod 0EEog (VITEpoLPLyaLuic)
Avénpévn ovpia aipotog

Avénpéveg TYEG EEETAGEMV MITOTIKNG KOl LVTKNG AELTOVPYiag.

'Oyt ovyvég (umopei va posPariovy émg 1 ota 100 dropa):

AioOnon meprotpoeng (iyyoc)
"Epetog, advvapio, aicOnuo adiobeciog



. Muikdg moévog
. Agppotuco e€dvOnpa, ailepykd deppatikd eEavonua, eayovpa, deppotucd olidia.

"Exovv eniong mapotnpnOei petaforég oto amoTeEAEGLOTO AUATOAOYIK®Y EEETACEMV:
. Meimon otov aplfud evog THTOL KLTTAP®Y 6TO O, YVOoTd 0¢ aiponetdiia (Bpopponevia).

Yaavies (nmropei va wposparlovy £0¢ 1 ota 1.000 dropa):

e Meiopévn evépysla

e Muwég kpaumeg

o Meiwpévn veppikn Aettovpyia, 1 omoia UTOpEl va 60G TPOKAAEGEL GLYVOLPIW, WITEPA KATA TN VOYTA
KoL 1] OTTO10L QOIVETOL [LE TIC OLUOTOAOYIKESG EEETAGELG

o XounAn aptnplokn wieon, n omoia umopei va cog pokaréoetl {GAn 1 KOT®oN

"Exovv eniong mapoatnpnei petaforéc oo amoTeEAEGILOTO ALATOAOYIK®DY EEETAGEMV:
. AvéEnpéva erineda kodiov (vepraitonpio)
o AvEnuéva enineda eVvOGEDY TOL GYETILOVTOL e TN VEPPIKT] AgLTOVPYia.

oAb omavieg (nmopei va tpoosPariovy £0g 1 ota 10.000 dropa):
o Yofapn emipovn d1dppota. Kol GNUCVTIKT OTOAELN Bdpovc.

Emnpooc0eteg avemBOunteg evépyereg o€ maord ko epnfovg:

210 Toudd o1 avemBounTes evEpyeleg elval TaPOUOLES [LE AVTEG TOL avaPEPONKaV 6TOVG eEViiAKeS. 26TOGO,
1 aAn Kot 0 TOVOKEPAAOS TOPATNPOVVTOL TTLO CLYVEA GTA TALOLE, KAODG EMIoNG Kot 1) apopparyio TG poTng
OmOTELEL pot GLYVA EULPAVOLOUEVT OVETIBOUNTT EVEPYELD TTOVL TTOPATNPEITAL LOVO GTA TTOLOLAL.

Avo@opd avemBOunTOV gvepyELOV

Edv mapoatmpnoete kamolo avemBOUnt eVEPYELN, EVILEPDTTE TO YLOTPO 1) TO PAPUAKOTOLO 0aG. AVTO
oyvEL Ko Yo kaOe mhovr avemBountn evépyela Tov SeV avapEPETAL GTO TAPOV GUALO 0ONYIDV XPTONG.
Mmnopeite eniong va avaeépete avembBounteg evépyeteg amevbeiog, pécm Tov eBvikod cLGTHHATOSG
avapopdg: EBvikog Opyavicpog Gapuiakmv, Mecoyeiov 284, GR-15562 Xolapyodc, Adnva. TnA: + 30 21
32040380/337, ®a&: + 30 21 06549585, Iotdtomog: http://www.eof.gr. Méom tng avapopds avemtbountmy
EVEPYEIDV Umopeite va, fonBNceTe TN GLALOYN TEPLOCTOTEPMV TANPOPOPLDOV GYETIKE LLE TIV ACQHAELL TOVL
TOPOVTOG QPUPLAKOL.

5. Mog pvidosoere To Olmesartan / Mylan
To @dppako avtd Tpénet vo puAAGGETOL G€ LEPT OV OgV TO PAETOVY Ko Ogv TO POEVOLY Ta TALdLA.

Mn puAdooete og Beppokpacio peyalvtepn Tov 25°C. GLAACGGETE GTOV OPYIKO TEPLEKTN YOl VOl
TPOGTATEVETAL OO TNV VYPAGIL.

Na pn yprolponoteite ovtd T0 PAPUOKO UETE TNV UEPOUNVia ANENG TOV aVAPEPETAL GTO XAPTIVO KOVTL Kot
otv koyéAn (blister) / giéAn petd ™ “AHEH”. H nuepounvia Anéng eivon ) televtoio nuépa Tov umva
OV OVOQEPETAL EKEL.

[ Tovg TAaGTIKOVG TEPLEKTES:
10mg odoxkia : Metd t0 mpdTO Avotypa ypnouomomooate evtog 180 nuepmv.
20mg Swokia : Metd to TpdTo dvorypa ypnotomomoate evtoc 100 nuepaov.

Mnyv metdte QAPUOKO GTO VEPD NG UTOYETEVOTG 1 6TA OKOLTIdW. POTNoTe T0 QopuoKkomold oag yio 1o
OGS VO ATTOPPITTETE TA PAPLLOKO TOV OEV YPNCLOToLEiTe . Avtd Ta uétpa Bo fonbncovy oty
TpoocTacic Tov mepPdAlovtog.


http://www.eof.gr/

6. [epreyépeva TG GVOKEVAGING KOL AOUTEG TANPOPOPIES

T ngpréysr to Olmesartan / Mylan

- H dpootikn ovcia eivor 1 pedoo MK OAUESAPTAV

- KdBe emxaivppévo pe Aemtd vpévio diokio mepiéyer 10 mg, 20 mg 1 40 mg pedoopiikng
OALECAPTAVIG

- Ta dAAo cvuoTaTIKE GTOV TVPTVE, TOV S16KI0L Eival KpookapUeAAOIn vatpiov, LavviTOAN,
HUKPOKPUGTOAAIKT] KOTTOPIVY, XOUNANG VTOKOTACTACTS VOPOELTPOTVAIKT KUTTAPIVT), KOAOEIDEG
Gvvdpo 0&eidio Tov Topttiov, oTEATIKO LaYVIIo10, A0OVPVAODELKO VATPLO.

- H emkdioyn Aemwtod vueviov mepi€yet vpoueAloln, d10&eioio tov titaviov (E171), pokpoyoin, téAx.

Epgavien tov Olmesartan / Mylan kot agpieyopevo g 606KEVAGIOG

Ta Olmesartan / Mylan 10 mg emkolvppéva pe Aemtd vuévio dtokio givarl AEVKE, ETKOAVUUEVO UE AETTO
VUEVIO, OTPOYYVAL, QUPIKVPTA, LE GTPOYYVLAEUEVO AKPO. OLOKIA, LE TO daKPITIKO «M» ot pia 6ym Tov
dokiov kot «O1» oty GAAN dym Tov.

Ta Olmesartan / Mylan 20 mg emkoloppéva pe Aentd vuévio diokia sivar Aevkd, ETKAAVUUEVO. e AETTO
VUEVIO, OTPOYYVAL, QUPIKVPTA, LE GTPOYYVLAEUEVE AKPO SLOoKIA, LE TO OlaKPITIKO «M» ot pio Oym Tov
dtokiov kat «O2» oty GAAN dym Tov.

To Olmesartan / Mylan 40 mg emikoAvppéva pe Aemntd vUEVIO dloKio givan AEVKA, ETKOADUUEVE e AETTO
VUEVIO, MOELDTN, OUPIKLPTO, |LE GTPOYYLAEUEVA GKPO. O10Kia, [E TO dlakpltikd «M» otn pio dyn Tov
dokiov ko «O4» ot dAAn Oyn Tov.

To emkotoppéva pe Aemtd vpévio diokio Olmesartan / Mylan eivon Staféoipa o€ cuokevacieg KVYEANG
(blister) tov 14, 28, 30, 50x1, 56, 90 kot 98 emkodlvppévov pe Aentd vuévio diokimv. Ta diokia
neplektikotntog 20 mg givon emiong dwabéoipa oe TAaotikég eraeg 98 kot 500 emucodlvpupévev pe AeTTO
VUEVIO dloKimV.

Mmropel va, pnv KokAo@opodVv OAEG 01 GLOKEVACIES.

Katoyog Adsrog Kvkhogopiac:
Mylan Ireland Limited, Unit 35/36 Grange Parade, Baldoyle Industrial Estate, Dublin 13, IpAavdia

Tomkog Avritpocmmoc:
Viatris Hellas Ltd, A. Mecoyeiov 253-255, 154 51 N. Yoyko, Advva, EAAGSa, TnA.: 2100 100 002

Hopaymyoc:

McDermott Laboratories Ltd t/a Gerard Laboratories, 35/36 Grange Road, Baldoyle Industrial Estate,
Dublin 13, IpAavdio

Mylan Hungary Kft, H-2900 Komarom, Mylan Gtca 1, Ovyyopia

AvT6 10 QUPPAKEVTIKO TTPOToV £yl eykprOel ota Kpatn Mékn tov Evponaiked Owoevopikot Xaopov
(EOX) pe 1ig ak6rov0eg ovopacisg:

Teppavios: Olmesartanmedoxomil Mylan 10, 20 & 40 mg Filmtabletten

EXAGSa Olmesartan / Mylan 10 mg, 20 mg & 40 mg

Iphovdia: Olmesartan medoxomil 10 mg, 20 mg & 40 mg Film-coated tablets

Itaiio: Olmesartan medoxomil Mylan 10, 20, 40 mg

[Moptoyokio: Olmesartan medoxomilo Mylan

Iomavio: Olmesartan MYLAN 10 mg - 20 mg - 40 mg comprimidos recubiertos EFG



OAovdia: Olmesartan medoxomil Mylan 10 mg/20 mg or 40 mg, filmomhulde tabletten
Hvopévo Baoileto: Olmesartan medoxomil 10 mg, 20 mg & 40 mg Film-coated tablets

To mapov evAro 0dNYLAOY YpioNG eYKPiONKE Yo TEAEVTAIN QOpd Tov TemTépufpro 2023.



