ITAPAPTHMA I

HNEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOiIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
Micardis 20 mg, diokio
Micardis 40 mg, diokia
Micardis 80 mg, dioxia

2. ITOIOTIKH KAI TOXOTIKH XYNOEXH

Micardis 20 mg, diokio
Ka0e diokio mepiéyet 20 mg telmisartan.

Micardis 40 mg, diokio
Kabg diokio mepiéyet 40 mg telmisartan.

Micardis 80 mg, diokia
Kabe diokio mepiéyet 80 mg telmisartan.

"Exdoyo pe yvootn dpdon

Kabe 20 mg diokio nepiéyel 84 mg copPiroAn (E420).
Kabe 40 mg diokio mepiéyel 169 mg copPrroin (E420).

Ka6e 80 mg diokio mepiéyel 338 mg copPrroin (E420).

IMa tov TA\pN KoTdloyo TV ekddY®V, PA. Tapdypogo 6.1.

3. DOAPMAKOTEXNIKH MOP®H
Atoxio.
Micardis 20 mg, diokio

Agvkd, oTpoyyvAd diokio Tov 2.5 mm yopaypuéva pe Tov Kodikod apBpd SOH ard ™ pio 6yn kot pe
TO AOYOTLTIO TG ETOPELOG OO TNV GAAN OY).

Micardis 40 mg, diokia
Agvkd, emunkn dtokio Tov 3.8 mm yopayuéva pe Tov kodkd aptdud S1H arnd ™ pio 6y kot pe to
AOYOTLTIO TG ETOPELOG OO TNV GAAN OY).

Micardis 80 mg, diokia
Agvkd, emunkn dtokio Tov 4.6 mm yopayuéva pe Tov Kodkd aptdud 52H and ™ pio 6y Kot pe to
AOYOTLTO TG eTOUPELOG OO TNV GAAN Sym).

4. KAINIKEX IAHPO®OPIEX

4.1 OgpamevTIKég EVOEilelg

Yréptaon
®epameio TG 1010maB0VC VIEPTACNC GE EVAMKEG,.

Kopdiayyeiaxn tpdinym
Meiwon kapdloyyeloKng Voo pOTNTOG OE EVAAKES LLE:




o £kOnAn abnpobpopfotikn Kapdiayyelaki voco (1I6TOPIKO GTEQAVINING VOGOV, EYKEPOALKOD
EMEIG0010V, 1 TEPLPEPIKNG APTNPLOKNG VOGOV) 1
o cukyap®dn dwfnt tomov I pe emPeParopévn BAAPT opydvov-cTdyov

4.2 Aocoloyia Kol TPOTOS Yopynons

Aocoloyia

Ocpareio. ¢ 1010madoi¢ vVIEPTATHS

H ocvvnbomg dpaoctikn d6on eivar 40 mg o popd tnv nuépa. Mepikoi aobeveic pmopei va Egovv
OpeNOG Kol e Nuepnoto 06omn 20 mg. Xe TEPUTTOCELS TOV O&V EMLTVYYAvETAL 1] EXOVUNT APTNPLOKT
wieon, 1 6001 tov telmisartan umopei va avéndei uéypt ™ péyiot d6on v 80 mg v nuépa.
EvaAloxtikd, to telmisartan pmopei va ypnoytoroindei e cuvovacud pe Betalidkd dtovpntikd 6w
N vépoyAwpobelalion 1 omoia £xet deilel va Exel abpoloTiKn EXIdPAOT GTNV TTAOGCT TNG APTNPLUKNAG
mécewg otav yopnyeiton pali pe telmisartan. Otav e€etdletor n advénon g d6ong O mpénel va
Boudpoote OTL TO PEYIOTO AVTIVAEPTACIKO OTOTELEGIO TAPATNPEITOL YEVIKE TEGGEPLS MG OKTMD
eBoopdoeg petd v Evapén g Bepamneiog (BA. Tapdypapo 5.1).

Kapooyyeraxn mpolinyn

H ocvvietdpevn d6on eivar 80mg pio @opd nuepnoimg. Agv eivat yvwotd edv dOGEIC WKPOTEPES TMV
80mg tov telmisartan gival 0TOTEAEGUOTIKEG G LEIDOT TNG KOPILOYYELOKNG VOGT|POTNTOG,

Orav apyiler n Oepaneio pe telmisartan yio tn peion tng KopS1OYYEOKNAG VOOT|POTNTAS, GUVIGTATOL
TPOCEKTIKT TOPOKOAOVONGN TNE aPTNPLOKNC TTiEONC Kot €4V KPIVETOL avayKaio, Umopel va sivort
OTTOPOITNTI TPOGAPLOYY] TNG POPUUKEVTIKNG OYy®YNG 1 OTOI0L LLELDVEL TNV APTNPLUKT TIEST).
Neppixy averdpreio

Yrdpyer mepropiopévn eunepio og acbeveic e coPapr| VEQPIKN aVETAPKELX 1] O OUOOIAAVOT). X
aVTOVG TOLG 0oBeveig mpoteivetal pia pikpotepn 66om Evapéng tov 20 mg (BA. Tapdypapo 4.4).
Agv yperaletar pHhoon e docoroyiog oe acOeveig e A0 EOG LETPLA VEQPIKT] AVETAPKELX.

Hramuixn averdpreio

To Micardis avtevdeikvotal o€ acbeveic pe cofoapn nrotikn averapkela (PA. mapdypoeo 4.3).
e aoBeveic pe o £og PHETPLO NTOTIKN avendpKelo 1 door o Ba mpénet va vepPaivel ta 40 mg v

nuépa (BA. Tapdypago 4.4).

Hliiouévor

Agv amarteital Tpooappoyn e 600mg 6 NAKIOUEVOLS 0cOeveis.

Houdozpixog mAnOoouog

H aopdleia kot 1 amotelecpatikotnto tov Micardis 6e mTaudid kot pnPouvg niikiag Kotom tov 18
ETOV dgV £YOLV AKOUO TEKUNPLOOEL

Ta péypt Tdpa S1BEGILO dESOUEVE TEPTYPAPOVTAL OTIC TAPAYPAPOLS 5.1 Ko 5.2 adAd dev umopel va

vivel choTOGN Yo T 0GOAOYid.

Tpomog yopnynong

Ta diokio telmisartan givat yo epdamal yopnynon amod tov oTtoHeTog Kot Oo Tpémet vo Aapfavovtorl pe
VYPO e M XOPIig TPOP.



[Ipopurd&eig mov tpémel va AneHovdv Tpv amd Tov XEPIGUO 1 TN XOPTYNOT TOV PUPUOKEVTIKOV
TPOIOVTOC.

H telmisartan 0o wpénet vo, UAGGGETOL EVTOG TNG KAEIGTNG KUWEANC AOYM TNG VOPOGKOTIKNG 1010TNTAS
v ookimv. Ta diokia Ba mpémel va amopaxphvovtal amd TV KOWEAN auécmg Tptv T xoprynon (PA.
TapAypoeo 6.6).

4.3 Avtevositeg

. YrepevaioOnoio 6t dpacTikn ovoia 1} 6 KAmo1o amd T £KO0YM TOV AVUPEPOVTUL GTNV
Tapaypopo 6.1.

. Agbtepo kot Tpito Tpipmvo g kunioeg (PA. mapaypdeovg 4.4 kot 4.6).

. ATOQPOKTIKEC SLOTAPAYES TOV YOANPOP®V

. Yofapn NrATIKY OVETHPKELN

H tavtoypovn ypnon Micardis pe Tpoidvio mov TEPLEYOLY AAICKIPEVT] AVTEVOEIKVLTAL GE 0oOEVELG Le
cayapddn St 1 veppikr duchettovpyia (GFR < 60 ml/min/1,73 m?) (BAéne mopaypépovg 4.5
xo 5.1).

4.4 FE101kég TPoEIdOTOMGELS KO TPOPVAAEES KATA TN Yp1jo
Kvnon

Ot avtayovicTég TV VodoyEmy ¢ ayyelotevaivng I de Oa mpémet va didovtal katd T ddpKeLo TG
gykopoovvne. Extdc kat av 1 Guvéyion TG aymync LE aVTOY®VIGTEG TV VITOOOYEMY TNG
ayyeroteveivng Il Bempeitarl anapaitnt, acbeveic mov npoypappatitovv eykopocvvn Ba mTpénet va
oAAGLoVV GE EVOAAAKTIKEG AVTI-DTEPTAUCIKES OYWOYEG Ol OTOIEG EXOVV OTTOOEDELYUEVO TPOPIA
aoQUAEiNG Yio ¥prion KoTA TN ddpketo TS kKonong. Otav dlayvmoTel €yKupociviy, 1 oYy Ue
AVTOYOVIGTES TOV VITOS0YXEMV TG ayyelotevaivng Il Ba tpémet va drakdmTeTan OUESMG, Kol GV
Bewpeitan amapaitnto Oo npémel va apyicel evorliakTikn aywyn (BA. mopaypdpovg 4.3 kot 4.6).

Hrotwkn avendpkeio

To Micardis dev mpémnel va, yopnyeital o€ acheveic pe YoAOGTAGN, UE ATOPPUKTIKEG VOGOVE TV

YO eOp®V N coPapn nratikn averdpkeio (BA. Tapdypago 4.3) epOcoV TO UEYOADTEPO UEPOC TOV
telmisartan amoPdaAAietar pe T xoAn. Avtol ot acOeveic avapévetal va £XovV PHELWUEVT NTOTIKN
KkéOapon yia to telmisartan. To Micardis Oa mpénet va ypnoiponolgital povo pe Tpocoyn oe aobeveic
HE Mo, £0G PETPLO. NITOTIKT AVETAPKELD.

Neppoayyslokn VTEPTAO

Yrdpyel ovénuévog kivduvog cofapnc vToTaong Kol VEPPIKNG AVETAPKELNG 08 aoBeVei e
QUPOTEPOTAEVPT] GTEVMOT] TNG VEQPPIKNG 0PpTNPLOG 1] OTEVMOOT] TNG OPTNPIOG [LE LOVIPT AEITOVPYIKO
veppd 0tav avtoi vtoPdAilovtal o€ Bepameio e PAPLLOKO TOV GUGTAHUATOS PEVIVIG- AYYEIOTEVGIVIG-
aAd00TEPOVIG.

Neppikn avemdpKelo Kot LETOUOCYELGT) VEQPOD

ZVOTAVETOL O TEPLOSIKOG EAEYYOG TV EMTESMV TOV KAAIOV KO TNG KPEATIVIVIG 0pov OTav To Micardis
ypPMoLoTOEiTAL 5 0o0evelg Le dtoTapaypévn VEQPIKT AElTovpyia. AgV LITOPYEL EUTEIPIO GYETIKA UE
yopnynon tov Micardis o€ ac0gveig mov vofANONKAV TPOGPATH GE PETAUOGYEVOT) VEQPOD.

Evdooyyelokn vrooyKouuio,

SOUTTOUOTIKY VTOTOGCT), W10iTepa LETA TNV TPOTN dOoM Tov Micardis, umopel va epeaviotel 6
aoBeveic pe vrooykapio KouM vatplonevio, Tov opeileTan o £vrovn dovprtikn Bepaneia, dontnTikd
TEPLOPIoUO TOL GA0TOC, didppota 1 Eueto. TEToleg KoTaoTdcElg Tpémel va dtopbmbovv mpv tnv
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yopnynon tov Micardis. Yrooykapio kKavn vatplonevia Oa wpénet va d10pHdvovtal pv T yopnynon
tov Micardis.

AmAOC omoKAEIGLLOC TOV GUGTHUOTOC PEVIVIC — ayYEloTeveiving — oddootepdvne (RASS)

Yrdpyovv amodeifelg 6TL ) TowTOY POV XPNoT ovaoToAéwV MEA, amokAEIGT®OV TOV VTOJOYEDV
ayyeotevoivng I 1 adokipévng av&avel Tov Kivouvo LITOTAGTC, VIEPKAAMAUIOG KOl LELOUEVNC
veppiKng Aettovpyiog (mepthapPavopévng tng o&elag vepPIKNng aVETAPKELNS). LG €K TOVTOV, SITAG
OTOKAEIGHOG TOL GLOTNLOTOG PEVIVIG-aYYEI0TEVGIVNG-0Ab00TEPOVIG (RASS) Hécm TG suvdvaouévng
yphong ovactoréwv MEA, anoxieiotdv tov vrodoyémv ayyslotevoivng I 1 alokipévng dev
ovvietdral (PA. moapoypdapovg 4.5 kat 5.1).

Edv n Bepoameio d1mtAov anokAeiopod Bempeitan anolvTmg amapaitntn, avtd Ba tpénet vo AdPel xopo
udvo KéT® omd TV enifAeyn e101k00 Kol e GLYVN GTEV TAPAKOAOVON G TNG VEPPIKTG Agttovpyiog,
TOV NAEKTPOAVTMV KO TNG OPTNPLOKNG TLESTC.

Ot avaotoieic MEA kot o1 oamokAelotég Tov vmodoyéwv ayyeglotevaivng Il dev Oa mpénet va
YPTOLOTOI0VVTOL TOVTOYPOVE GE acbeveic pe dafntikn veppordadeta.

Al\ec KaTaoTdoslc e epefiond ToV CLGTAUOTOC PEVIVIC- Y YELOTEVGIVIIC- OASOGTEPOVIC

Y& aoBeveic Tov 0 ayyEIKOG TOVOG Kol 1 VEPPIKN Agttovpyio eaptdtal kKupiwg omd T dpactnploTnTa.
TOV GVOTNUATOG PEVIVIG- OYYELOTEVGIVIG- 0Ad00TEPOVTS (0TT™G acBeveic pe Papid GLUEOPNTIKA
KOPOLOKT| OVETOAPKELD 1) VTOKEWEVIKT VEPPIKT|] VOGO, GUUTEPIAAUPOUVOUEVNG TNG CTEVOONG TNG
VEQPIKNG aptnpiog), Oepameia e pappoka Tov ennpedlovy ovtd 10 cHoTue dnmg To telmisartan £yet
ovoyetiobei pe o&eio vdtaon, vrepalwbaiio, olryovpia, 1 omdvio pe o&eio veppikn avemdpreo (BA.
Tapdypoo 4.8).

IIpwtonadnc YrepardosTEPOVIGUOC

Ot acBeveic pe TpmTomadn VIEPAASOGTEPOVIGHO YEVIKA OEV OVTATOKPIVOVTOL GE OVTIVTEPTAGIK(
QAPLLOKA, TTOV POV UEGH UVOGTOANG TOV GUGTHIOTOC PEVIVIIC-AYYEIOTEVGIVIG. £2C €K TOVTOVL 1) YpTioM
Tov telmisartan dgv GLUVIGTATOL.

Aoptikn ko ptpoetdne PorPidkn 6TEVmon, VITEPTPOPIKT OTTOQPUKTIKN KOPO1ouvorddeio

Onwg kot pe GAAOVG 0y YEL0O0GTAATIKOVG TOPAYOVTESG, GUGTHVETAL WOLAITEPT| TPOCOYN o€ acbeveic Tov
TAGYOLV OO COPTIKN 1 LTPOEN PAAPIOIKY GTEVMGN, 1] VTEPTPOPIKT| OTOPPUKTIKN
KapdtopvoTdELd.

AwfBntikol acBeveic vd Bepameio pe WGOLAIVT 1 avTidOOPNTIKE

Avtoi o1 acbeveic umopel va eppavicovy vroyilvkaipio katd tn Oepaneio pe teApucaptav. g ek
TOVTOV, G€ AVTOLG ToVg acbeveic O mpémel va eEetdletan KaTdAANAN Tapakolovnon g yAvkoling
aipatog. Mrmopet va ypelaotel poduion tng 066G TG WGOLAIVIG 1] TV ovTIOPNTIKOV TV
evdeikvotal.

Yrepkaiouio

H ypnion @appoKeutik®v Tpoidvtmv Tov EnOPoVY GTO GUGTNILO PEVIVIG — 0y YELOTEVGIVIG —
oAd00TEPOVIG UTOPEL VO TPOKOAEGEL VITEPKAALALIAL.

2100¢ NMKIOUEVOVS, 6 acbeveic Le veppikn avendpkela, o€ dapntikovg acbeveic, o acbeveic mov
AapPévouy cuyxpOVmG Kot GALS QOPLOKEVTIKA TPOIOVTO TOL Umopel va, &GOV To ETITESD TOV
KaAiov, ka/ N acBeveic pe mopeumintovia copPava, 1 vrepkoAopio propel vo amofel potpaia.
[pwv v okéyn TG GLYYOPNYOVUEVIC YOPNYNONS POPLOKEVTIKOV TPOIOVI®MY TOV EXOPOVYV GTO
GUOTNUN PEVIVIG — OYYELOTEVGIVIG — AAS0GTEPOVNC, B0 TTPEMEL VoL EKTILLATOL O AOYOG OQEAOVG
K1vdHvou.

Q¢ xop1otepol Tapdyoveg Kivohvou Yo vepkaitaipio propei va Oempnovv ot

- Zakyapmong dapnng, veppikn avemdpkela, natkio (>70 £m)



- ZuvOVaoUOG UE €va 1] TEPLGGOTEPN POPLOKEVTIKA TPOIOVTO TOV EMOPOVYV GTO GUCTNU PEVIVIG —
YYEOTEVSIVNG — AAS0GTEPOVNG Ko/ 1] VTOKATACTOTA KaAlov. DaplokenTiKd Tpoidvia 1
OepamenTikég KaTNYOPiEg PUPUOKEVTIKMY TPOIOVTMOV TOV UTOPOVV VO, TPOKAAEGOVY VIEPKAALALLIN
£1V0L VTOKOTAGTUTO OAATMV TOV TEPLEYOVY KAALO, KAALOGUVTNPNTIKG S100PNTIKA, AVUGTOAEIC TOV
LETATPENTIKOV EVEVLOV TNG OYYELOTEVGIVIG, OVTAY®OVIOTEG TV VIOSOYEWV TG ayystotevaivng 11,
L1 GTEPOELDN AVTIPAEYULOVDON Qappaka (MEZAD, teptAapufavopuévey Kol TOV EKAEKTIKOV
avactorémv g COX-2), nrapivr, avocoKaTOGTAATIKA (KVKAOGTOpivn 1 tacrolimus) kot
tpyedompiun.

- Hopeumintovia coppdvra, £01KA apLIdT®OT, o&eia pEN KOPSI0KNAG AVTIPPOTCEMG, LETAPOAKN
o&émon, kutToapikn Avon (1. o&eio ioyapio dkpov, pafooHVOALOT), EKTETAUEVO TPODUA).

ZUVIGTATOL GTEVH TOPAKOAOVONON TOV EMITES®V KAAOL TOV 0poD o€ achevelg pe dSuvnTiKd Kivouvo
BA. mapdypago 4.5).

2opPrton

A1 TO UPUAKEVTIKO TTPOTidV TTEPLEYEL copPrroin (E420). AcBeveic pe omdvio Tpofinuoto
KAnpovopkng dvcavetiog otn epovktoln dev mpémel va Aapupdvovv Micardis.

Efvukéc drapopéc

Onwg mopatnpnonie kot pe Toug avacotoreig tov MEA, 10 telmisartan kot ot GAAOL OVTOY®VIGTEG TOV
VIodoYEMV NG ayyeloteveivig Il etvar Arydtepo omoteAecUOTIKOL 6TV EAGTTMGN TNG OPTNPLOKNG
mieong o€ avOpOTOVG TNG LavPNG PLANG o’ OTL 6 PN-padpovg, TBUVOV AOY® NG VYNAOTEPNG
GLYVOTNTOG VIEPTACIKMV UE YOUNAT PEVIVI TAAGUOTOS 6TOVG TANBVGUOVG TMV HODP®V VIEPTUGTIKAOV.

Tevika

Onmg Kot pe 0molodNToTe GALO AVTIVTEPTAUCIKO TOPAYOVTA, 1| VIEPPBOAIKY] LEIDOT) TNG OPTNPLOKNG
mEceg o€ acheveic pe 1oyapkn Kapdlomadeio 1 IoYOLIKT KopdloyYELOKN VOGO UTOPEL Vo,
TPOKUAEGEL EUPPAYLLOL TOV LVOKOPIIOV 1 EYKEPAAIKO ETEIGOOI0.

4.5 Aliemopdosic pe GAio QUPPIUKEVTIKA TPOIOVTH KOl GAAES popPES ahinAemiopaocng

Avyo&ivn

Otov 1 tehMucoptavn cuyyopnyndnke pe dryo&ivn, mapommpnonkay didueoeg avnoelc 6t LEYLOT
OLYKEVTPMOT TAGGUOTOG TG O1yo&ivg (49%) kot oty Katdtept cvuykévipoon (20%). Katd v
&vapén, TPOGAPLOYT KOl OLOKOTH TNG TEAMGUPTAVNG, CLGTHVETOL 1] TOPUKOAOVONON TOV EMTEIWV
dryo&ivng, Tpoxelévou va, dtatnpnBovv ta eninedo evtdg Tov Bepamevtikol e0povg.

Onmg kot pe AL POPLOKEVTIKE TPOTOVTA TOV POoHV GTO GUCTNUA PEVIVIG — OYYELOTEVGIVIG —
aAdootepoVNG, To telmisartan evoéyetat va mpokoiécetl vepkaiaipio (PA.wapdypapo 4.4). O
kivovvog umopei va ovénbei oe mepintwon Oepaneiog cuvdvacpol pe ALK PAPLOKD T 0ol PTopet
VO TPOKOAEGOVY VIEPKOALOLIC (VTOKATAGTOTO OAUT®Y TOV TEPIEXOVY KAALO, KAAOGUVTIPNTIKA
SLoLPNTIKA, OVOCTOAEIC TOL PETATPETTIKOD EVEDIOV TNG OYYELOTEVGIVIG, OVTUYMVIOTESG TV VTOOOYEMV
g ayyeloteveivng I, un otepogidn aviipreypovaon eapuake (MIAD, tephapfavousvoy Kot Tov
EKAEKTIKOV avacTtorléwv g COX-2), nrapivn, avoGoKATACTAATIKG (KUKAOGTOPIvI 1| TAKPOAMULOVG)
Ko Tpipebompipn.

H epgdvion vrepkaitopiog e€aptator amd oyetilouevous mapdyoviec kivovvov. O kivouvog
aLEAVETAL TNV TEPITTMOT TOV MG AVD OVAPEPOUEVOV GLVOLACUOV aymync. O kivdvuvog givar
eEQPETIKA VYNAOG GE GUVOLOCUO UE KAAOGLVTINPNTIKA SLOVPNTIKA Kol OTaV GuVOLALETOL LE
VIOKATAGTATO OAGTOV TOL TEPLEYOVYV KAALO. ZUVOVOGUOC LLE AVOOGTOAEIG TOL UETATPETTIKOD EVEDOV
g ayyeloteveivig  MEA® yuo mopddetrypa, epgavifel pukpotepo Kivovvo ue v npobnddeon o1t ot
TPOPLAAEELS KATA TN XPp1HoN aKoAovBovvTal HLGTNPAG.



Mn cuvicT®OLEVT GLYXOPTYOOLEVT OLY®OYT).

KolMoovvtnpntikd dtovpntikd ) VToKoTAGTOTO KOAIOL

O1 avtayovioTég TV VTTodoYEWV NG ayyelotevoivng I, 0nmg o telmisartan peidvovy v
TPOKAAOVUEVT amd TNV dtovpnon anmAeld Kodiov. Kaitocuvinpntikd dtovpntikd m.y.
OTLPOVOAOKTOVY], ELAEPEVOVT, TPLOUTEPTVT], T AUIAOPIOT], VTOKATACTOTA KAAIOV, 1| VITOKATAGTATO
OAATOV OV TEPLEXOVY KAAL0, UTOPEL VAL 00 YICOVV G GNUAVTIKT abENOT TOV Kadiov atov opo. Edv
EVOEIKVLTAL 1] TOLTOYPOVT XOPTYNOT TOVG AOY® amodederyLévng vtokoAtopiog o mpémet va yiveTat
LE TPOGOYN KOl LUE GLYVH TUPUKOAODONON TV ETITES®V KOAOV 6TOV 0p0.

Aibo

AvooTpEYIES OVENCELS TV GLYKEVTPMOGE®V ABiov 6ToV 0pd Kot ToEIKOTNTO EX0VV avapepOel KaTd
TNV TaVTOYPOVT] YopnyNnon Abiov pe avacTtoleig Tov petaTpentikov v{DIOV TG AYYEIOTEVGIVIG, KO,
OTAVLQ, LLE AVTOYWOVIOTEG TMV VTOJ0YEWV NG ayyelotevoivg I, cvumepiiappavopévng tov
telmisartan. Eqv 1 yopnynomn tov cuvovacpov amodetytel amopoitntr, GUVIGTATOL 1) TPOGEKTIKN
TapoKorovOnon Tev emmédwv Tov Abiov oTov 0po.

ZVYYOPYOVLEV OY®YN TTOV OOLTEL TPOGOYY).

M oTEPOELON OVTLPAEYLLOVADOT QOPUAKEVTIKO TPOTOVTO,

MEA® (dnA. aKETVAOGUMKVAIKO 0ED GE BOGOAOYIKE GYNUATO MG AVTIPAEYUOVAOIES, OVUGTOAEIS TNG
COX-2 ko un ekrextikd MEA®) pnopel vo, ELOTTOGOVV TNV AVTIDAEPTAGIKT] OPAoT TOV
AVTOYOVIGTOV TOV LTod0YEMV TNg ayyeloteveivig II. Xe kdnotovg acbeveig pe emPapnuévn veepikn
Aettovpyia (m.y. apudatouévol acbeveic N nhkiopévol aceveic pe exifoapnuévn veppikn Aettovpyio)
1 GLYYOPNYNON TV OVIOYDVIGTAOV TOV VITodoYEwV TG ayystotevaivng I kot wapaydviov mov
avaoTEALOVV TNV KUKAOEVYEVAOT] UTOPEL VO EYEL MG ATOTEAEGLLO TEPALTEP® EMOEIVAOGCT) TNG VEPPIKNG
Aettovpyiag, meprthapPavouévng kot Thoavig oEeiag veppPIKnig aVETAPKELNG, 1] 0mToin ival cuvnOmg
avaotpéyun. Ondte, 0 cuVOVAGUOC Ba TPETEL VoL YOpTYEITOL UE TPOGOYT, KVUPIOE GTOVG
nAkiwpévoug. Ot acBeveic Oa mpémet va AapPdvouy IKavomomTiky TocoOTNTo VYP®OV Kal Oa TPEmEL va
ANoeBel vTOY”N N TaPaKOAOVONOT TNG VEQPIKNG AetToVpYiag LETE TNV EvapEn TNG GLYXOPTYOVUEVTG
OY®OYNG KOl GTT GUVEYELN KOTH TEPLOSOVC.

e pio pedétn mn ovyyoprynon telmisartan kou ramipril 0dnynoe oe avéEnon emg 2.5 popég otnv AUC,.
24 Kot Cyax TOV ramipril kot Tov ramiprilat. H klvikr] onpacio avtg g mopathipnong dev eivat

YVOOTY|.

Arovpntikd (0c10lidec 1 dS1o0vPNTIKA TNE AYKOANG)

[Iponyoduevn aymyn pe vynAég SOGELG SOVPNTIKAOV OTMG POVPOCENION (S10VPNTIKO TNG AYKOANG) Kot
vopoyrmpobelalion (Beralidkd dovpNTIKO) UTOPEL VO EYEL MG AMOTEAEGLLO TNV LEI®ON TOL OYKOVL Kol
EVOEYOUEVO KivOUVO vITdTaoNC, OTOV Yivel 1 Evapén g aymyng pe telmisartan.

Zuyyopnyovuevn aymyn mov o tpémel va Aapfavetot v’ oym.

AM\OL OVTIVTEPTOACIKOL TAPAYOVTEC

H dpdon tov telmisartan otn peiwon g mieong Tov aipatog umopel vo avéndet pe tn tantdypovn
YOPNYNON GAAWDV OVTIVTEPTAGIKDY QUPHAKEVTIKMY TPOIOVTWV.

Ta 6edopéva amd KAMVIKEG LEAETES £xovV Ogi&et OTL 0 SUTAOG ATOKAEIGUOG TOV GLUGTNUATOG PEVIVIG-
ayysrotevoivng-arldootepovig (RAAS) péowm e cuvdvaouévng ypriiong avactoréov MEA,
OUTOKAELGTAOV TOV VITOd0YEDV ayyslotevaivig I | adiokipévng cvoyetiletal pe vynAdTEPT GLYVOTNTA
avemBupntov cVUPAVTOV OTOG 1 LTOTACT), 1 VIEPKAALNLUIC KOl 1) LELWUEVT VEPPIKT AgtTovpyia
(meprhapavopévng g o&elag vepPIKNGg AVETAPKELNG) GE GUYKPLOT| LLE TN ¥PNoN EVOC LOVOL



TAPAYOVTO TOV 8Pl GTO GUGTNUA pEVIVIG-ayyEloTevaivnc-aAdootepovng (RAAS) (BA. mapaypdpovg
4.3,4.4 ko 5.1).

Me Bdomn to QapuaKoA0YIKE TOVG XopaKTNPLOTIKE Do TPEmEL Vo avapéVETOL OTL TO TOPAKATM
QAPLOKO LTOPEL VO EVIGYVGOLV TIG OVTIDTEPTUGIKEG OPACELS OA®V TV OVTIVTEPTUGIKOV,
ocvumeptiapPavopévou kat tov telmisartan: Bakiogévn, apupootivn.

Emiong, n opbootatiky vrdtacn pumopel va emdsvabdel amd tn yprion aAKooANs, fappirovpikdv,
VOPKOTIKOV 1 ovVTIKATAOMTTIKOV.

Koptikootepoetdn (uoTnuotiky 090¢)

Meiwon tng avTinepTactknig Spdong.
4.6 T'ovipétnTo, KONON KOl YoAOVYi

Kvnon

H yprion tov aviayovietdv tov vrodoyiov g ayysoteveivig I dev cuviotdtot Katd tn didpreia
TOV TPATOL TPIUVOL TNG komong (BA. Tapdypapo 4.4). H yprion Tov aviayovioT®v ToV VTS0 EMV
g ayyeloteveivng Il avtevdeikvotal katd T d1dpKeLD TOL SEVHTEPOL Kol TPITOV TPHVOL TNG KOTONG
(BA. mapaypagovg 4.3 kot 4.4).

Agv vtapyovv emapkn ototyeio amd T ¥prion Tov Micardis og €ykveg yovaikeg. Meléteg og {ha
KatédelEav ToEIKOTNTO 0TV avamapayyikn wkovotnta (BA. Tapdypao 5.3).

Emidnuoloyikd ototyeio avapopikd Le ToV KivOuvo TEPATOYEVEST G LETA Ao £KOEoN GE OVOIGTOAELS
tov MEA x01d T d1dpKela Tov TPMOTOV TPUNRVOL TG KOMoNG Ogv £000aV GOPT| GUUTEPACUOTA, TOP’
oA VT pukpn abENOT TOL KIvdVvoL dev pmopel va arokAelsbel. Epdcov dev vrdpyovv eheyyoueva
EMOMUIOA0YIKE dEdOUEVE OGOV 0POPA GTOV KIVOUVO UE AVTOYOVIGTEC TOV VITOSOYEDV TNG
ayyerotevoivng 11, mapopotog kivouvog pmopet va, vTapyetl Kot Yo ot T Oepamevtiky kotnyopiol
QopuaKk®v. EKTOC Kot av 1 GLuVEXLOT] TNG Ay®YNG LE OVTOYMVIOTEG TV VTOOOYEWMVY TNG AYYEIOTEVGIVIG
II Oswpeitar amapaitntn, acbeveic mov Tpoypappatilovy eykvpocivn Oa mpénel va aAAdlovv o
EVOALOKTIKEC OVTIVTTEPTAGIKEG OLYMYEC O OTTOIEG EYOVV JATIGTMOUEVO TPOPIA AGPAAEING Y1 YpTIOMN
Katd T d1dpKeln TG Komong. Otav dloyvaooTel eyKupociv, 1| ay®yN HE OVIOY®OVIOTEG TOV
vrodoyémv g ayyeloteveivig I Ba mpémet va daxomtetar auécms, kot edv Oempeitol amapoitto
TPEMEL VO 0PYIoEL EVOAAUKTIKT] OymYT].

"ExBeon og ayoyn pe avtayoviotég Tv vmodoyéwy g ayystoteveivng I, katd tn didpreia tov
deVTEPOV KL TPITOV TPLUNVOL TNE KONOTG elval YvmoTd 0Tt Tpokorel epPpvotoéikdmra (Uetmpévn
veppiKn Agrtovpyia, oAtyobdpapvio, EXPpaovuven 06TEMONG TOV KPaviov,) Kot TOEIKOTNTA GTO VEOYVO
(veppkn| avemdpkela, vrotaon, vrepkoioio) (BA. mapdypago 5.3). Edv n éxbeon o avtayoviotég
TV VTodoYEMV TG ayyelotevaivig I £xet yivel 1o dedtEpO TPiUNVO TG KONONG, GUVIGTATOL EAEYYOG
LLE VILEPNYOVGE YO TN VEQPIKT AELTOLPYia KOt TO Kpovio.

Neoyva Tov omoiwv o1 UNTépeg £Xouv AAPEL OVTAY®VIGTES TOV VTTOJOYXEMV TNG ayyelotevaivng 11
TPENEL Vo, TapoKoAovdovvTal 6teva yio votaot (PA. mapaypdeovg 4.3 kot 4.4).

OnAaopoc
Kabmg dev vapyovv dtabécipa ototyeio oyeTKa pe T ¥pNon Tov telmisartan katd T ddpKeLD TOV

Oniacpov, to telmisartan d€ cuvicTdTOL Ko EVOAOKTIKEG Oepameieg e KaADTEP UTOSESELYUEVA,
Tpoeik aceaieiog Katd T didpkeln Tov OnAacpod etvor TpoTiuntées, Waitepa Katd To OnAacuo
VEOYVAV 1 TPOMPA YEVVIUEVAV PPEQOV.

Tovyomnta
e TpokMviKEG HeAETES, dev TapatnpnOnKay emdpdacelg Tov Micardis otnv avdpikn Kot yovarkeio

YOVILOTNTOL.




4.7 Emopdaosig 6TV IKavVOTNTO 001]Y1|6NG KOl YEIPICHOD PNy OVILATOV

Kozd ™ didpkeia 001 ynong oxnudtov i xepiopod unyavnudtov 0o tpénel vo Aaufavetot ve’ oy
OTL VTLAPYEL M| TOAVOTNTO TEPLOTAGLUKNG EUPAVIGNC atcOnuartog (aAng | vevnilag, Katd tn d1apKeL
avTwneptacikng Bepomeiog 6mwg to Micardis.

4.8 AvemOOunTEG EVEPYELES

TIepidnymn Tov TPoEIA ac@aleiog

O1 coPapéc avemBounTec evépyelec TEPIAAUPAVOLY VAPLANKTIKT OVTIOPAoT] Kol 0yYEL00idN U TO
omoio umopel va coppel omdvia (>1/10.000 g < 1/1.000) ko o&gia veppikn avendpkela.

H ovvolikr] cuyvomta eueaviong Tav averilBountoy eVeEPYEIDV oL avagépOnkav ue to telmisartan
Ntav cvykpiown pe tov placebo (41.4% évavtt 43.9%) oe eheyydpeveg pedéteg o aobeveig yia
Oepaneio g véptaonc. H ouyvotnta tov avemBountov evepyeidv dev oyetiletan pe tn 660m Kot
dev €6g1EE GLOYETION UE TO VA0, TNV NAIKIA ) T QLA TV acbevdv. To TpoiAd acpaieiog Tov
telmisartan oe acOeveig otovg omoiovg yopnyndnke Bepaneio yio peimon g Kapdloyyelokng

VOO POTNTOG NTOV COUP®VO UE 0LTO TOV KATOYPAPTKE GTOVG VIEPTAGIKOVS 0oOEVEIS.

Ot avemBOUNTEC EVEPYELEG TTOL OVAYPAPOVTOL TOPOUKATD EYOVV CLYKEVTPMOEL OO EASYYOUEVEG
KAMVIKEG peléteg o aoBevelg mov EAafov aymyn Yo VTEPTACT Kot OO OVOPOPES PETH TNV
Kukhogopia. O katdAoyog exiong AauPavel v’ oy T1g coPapés avembOunTe evépyeleg, Kobmg Kot
TIG avemlBOUNTEC EVEPYELECTOV 0N YOV GE SLOKOTT KOl 01 OTT01Eg avapEPONKaY GE TPEIS LOKPOYPOVIES
KAMVIKEG peléteg Tov cupmepthapPdvouv 21.642 acbeveig otovg omoiovg yopnyndnke telmisartan yio
pelmon TG KapdloyyELOKNG VOoT)pOTNTOG LEXPL 6 YPOVICL.

Kotdloyog tov avembdunTtov EVEPYEIDV GE LOPOT TIVOKO,

O avemBduntec evépyeteg Exovv ta&vounbdei oe katnyopieg cuyvomtag faoetl v akdiovbwv
Kavovev: Told ouyvég (=1/10), cuyvéc (=1/100 émg <1/10), oyt ouyveg (>1/1000 €wg <1/100), ombvieg
(=1/10000 émg <1/1000), ToAV omdvieg (<1/10000).

Evtog ka0g kotnyopiog cuyvotnTog EUPAVIONS, Ol avemBOUNTEG evEépyeleg Topatifevtal KaTd
eBivovca oelpd coPapdtnrac.

AoDEELS KO TOPOCITOCELS:
Oy ovyvéc: Aoilpmén g ovpoPdpov 0500
ocoumeptiappavopévng Kuotitidog, Aoipnmén g
AVATEPNG OVOTVEVGTIKNG 0000
cvumeptioppavouévamy eapuyyitidag Kot

TOPOUPPIVOKOATITIONG
Yrivieg: Tym cvpmepihapPavopivng potpoiag EkPacng

Awotapoyéc oipaTog Kot AEPEIKoH GUCGTHOTOG

Oy ovyvéc: Avapia

Yrivieg: Hoowoetha, Opopforevia
Awtapoy£c ToV AVOGOTOMTIKOD GUGTILOTOG

Eavieg: Avaeuloktikn avtidpacn, vrepevaicncia
Awtopayéc petafoAeon Kot StoTpoPng

Oy ovyvéc: Yrepraitoio

Yravieg: Yroyhvkouio (o€ d1afntikovg acbeveic)
Yoylatpikég dratapoyés:

Oyt ouyvéc: Avnvio, kotdOiym

Xmavieg: Avyyog
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Awotapoyéc VEupikod GLUGTIILOTOC
Oy ovyvéc:
Xrdviec:

Awtopayég Tov opOoipumy
Xmavieg:

Awtopoayés @tav kot Aafvpviov
Oy ovyvéc:

Koapdiaxég dratapoyég
Oy ovyvéc:
Xmavieg:

Ayyelokég dratapoyésg
Oy ovyvéc:

Xvykomn
Yrvniia

Awotapoyn opaoeme

Tayyog

Bpoadvkapdia
Tayvxapdio

r 2 , ’
Yrotoon”, opfoctatiky vToTa.oN

AvomvenoTikée, 0mpaKikég Kot Heco0mPUKIKES SLOTAPUYES

Oy ovyvéc:
[ToAd omdvieg:

Alotapoy€c TOV YOOTPEVTEPIKOD CLGTIUATOC

Oy ovyvéc:
Xmavieg:

AwTopoyég NTOTOC-XoANPOpOV
Xmavieg:

AwTopayég dEPHOTOG Kot LITOSOPIOV 16TOV

Oy ovyvéc:
Xrdvieg:

Avcnvola, Priyoc
Algpeon mvevpovonadeta’

Kot\akog movog, d1appota, duomeyia,
LETEDPIOUOG, EUETOG
Enpootopia, ducpopia Tov GTopdyOoV, SVoYEVTiN

Avépoin Aettovpyia Nratog/mmatiky Stocapayi’

Kvnouécg, vrepidpwaia, e€dvinua
Ayyelooionpa (coumeptiapfovopuévng g
popaiog €kpaong), Exlepa, epbnua, kvidwon,
QoPUaKeLTIKO EAVOM LA, TOEIKO dEPUOTIKO
g€avonua

ATopayEC LVOCKELETIKOD KOl GUVIETIKOV 1GTOV

Oy ovyvéc:

Xraviec:

Ocuaiyia (m.y. wylokyia), poikol oracpoi,
pooiyio

ApBpairyia, TOVOG G GKpO, TOVOG TEVOVTA
(cvumt@OpoTo TOPOUOLN UE TEVOVTITION)

AWTOPOYEG TOV VEQPPAOV KOl TGV 0VPOPOP®OY 00DV

Oy ovyvéc:

Nepptkn averdpkelo. GLUTEPIAAUPOVOUEVIC
o&elag veppikng avendpkelog

Ievikég dratapayég Kol KOTOOTAGELS TG 000V JOPNYNOoNS

Oy ovyvéc:
Xraviec:

Owpakikd dAyog, e€achévion (advvapio)
I'putrdng cvvdpoun
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Hopaxiwvikég eEetdioelg
Oy ovyvéc: AvEnuévn kpeotvivn aipotog
Xmavieg: Mewopévn apoc@atpiv, avénuévo ovpikd o0&y
aipatoc, avénuéva nratikd vvpa, avEnuévn
KPEATIVOPOGPOKIVAGT OLLLATOG
1234 vio mepantépm TEPLYpagéc, deite TV LIO-Topdypao “Ileprypaphi Twv emAsyuévav avemObuntwy
evepyelwy

IIeprypoon TV EMAEYUEVOV AVETIOOUNTOV EVEPYEIDV

2y

> pekét PROFESS, mopatpnOnke avénuévn enintoon onyng pe telmisartan g chykpion pe
€KoVIKO @dpuaxo. To cupfdv pumopel va etvar Tuyaio evpnua 1 va oyetiletat pe pnyoviopd Tpog to
TapoOv Ayvwoto (deite v mapdypapo 5.1).

Yroraon

Aot 1 avemBountn evépyela avapépOnke g ouyvn o€ aobEVELS e EAeYYOUEVT] CPTNPLOKT TTIECT OL
omoiol Oepoamevovtav pe telmisartan yio peimon g KopdloyyELOKNG VOGTPOTNTOG EXITPOGOETO TNG
TUTKNG OYOYNG.

Mpn pooioloyikn nrotiki Asitovpyio / nroTiKy O10Topoyn

O1 TtePIOGOTEPEG TEPIMTAOCELG U1 PVOIOAOYIKNG NTATIKNG AEITOVPYiag / NIaTikng datapayng and
gumelpio petd v KukAogopia cuvéfnoav oe yrommvélovg acbeveic. Ot yiomwvéC(otl acbeveig ival mio
OV Vo ELEAVIGOVY aVTEC TIG AVETIOOUNTEC EVEPYELEC.

Midueon Ivevuovorabeio,

"Exovv avaeepbel nepittdoelg didpeong mvevvovomdfelag kotd TNy epnelpio HeTd T ddbeon oty
ayopd G€ YPOVIKN GLUOYETION UE AYN TEMCapPTAVNG. Q26TOG0, dev £xel Tekunprobei pio artioloykn

GLOYETION.

Avopopd THavoroyodueEvVeV aveETOOUNTWOV EVEPYELDV

H avagopd mhovoroyoduevoy avemBOUNT®V EVEPYEL®V HETA A0 TN YOPTNYNOoN GOE0G KUKAOPOPING
TOV QUPUOKELTIKOV TPOIOVTOC glvar onuavtikn. Emrpénet tn cuveyn mopakoiovdnon g oyéong
0PEALOVC-KIVOVVOV TOV QUPIOKEVTIKOD TPOTOVTOC. Znteital and Tovg enayyeAUOTiE VYEING VO
AVOPEPOVV OTTOEGONTOTE THAVOLOYOVLEVEG OVETIBVUNTEG EVEPYELEG LECH TOV EBVIKOD GUOTILATOG
ovopopds mov avaypdeston oto Hopdptnua V.

4.9 Ynagpodocoroyia
O1 dBécipeg TANPoPopieg OYETIKA e TNV VTEPOOGOAOYIN GE avOPDOTOVG Elval TEPLOPIGUEVEG.
ZUUTTOUOTOL

O1 1o mhovEG ekdNADOEIC TNG VITEPdOGOAOYIOG Le telmisartan avapéverotl va gival 1) VTOTAGT KoL 1|
tayvKapdia- Bpadvkapdia, Corkdda, avEnon oTov 0pd KPeaTIvivng Kol 0EEL0 VEQPIKT] OVETAPKELD
£yovv emiong avagepOet.

Awyeipion

To telmisartan dev amopaxpOvetor pe apodidivon. O acbevic Oo Tpémel va Tapakorovdeital oteva
Kol M ayoyr 0o Tpénel va lval GOUTTOUATIKN Kot vTooTnpikTikn. H avipuetomion eoaptdrol and 1o
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YPOVIKO ST TOV pecoAdfnoe amd T ANy kot omd T PapHTnTe TOV CUUTTOUATOV.
[Ipotewopeva pétpo tepthapuPdvovy TpoKANCN EUETOL Ko TAOGT atopdyov. Evepyog dvOpakag
umopei va givat ypriioog otn Oepameio g veepdocoloyiag. Ot NAeKTPOADTES Kal 1 KpEATIVIVI 0pOD
0o pémel va TapakorovBodviatl cuyvd. Edv eppavietel vwodtaon o acbevig o mpénet vo tomofetn el
o€ vmtia 0o Kot va yopnynBovv TaxEmS VTOKATAGTATA VYPDV Kol AEKTPOAVTDV.

5. OAPMAKOAOTI'IKEY IAIOTHTEX
5.1 @oppokodVVOUIKES 1O1OTNTES

Doppokobepanevtikn katnyopio: Aviaymviotég g Ayyetoteveivng LI, amiol, koducog ATC:
C09CA07

Mnyoviopoc dpdong

To telmisartan givor évog 0md T0V GTOUATOG ATOTEAEGLOTIKOG KOl EIOIKOC OVTOYMVIGTHG TOV
vrodoyémv (tomov AT1) g ayysoteveivng II. To telmisartan ektomtilel v ayystoteveivn I pe woAd

o VPN YNUIKN cvyyéveln amd TN 0om cuvdécemg g otov vtotuo AT | vodoyéa, 0 0moiog eivat
VeLBLVOG Y1a TIG YVOOTEG dpacelg TG ayyetotevoivng I1. To telmisartan dev emidekvioel Koppio
dpaoctnprotnTo pepikod aymviotn otov vrodoyéa AT, To telmisartan cuvdéetal eKAEKTIKG e TOV
AT vrodoyéa. H ocvvdeon avtn dapkel yio peydio ypoviko odotnpa. To telmisartan dev €xet
GYETIKN YNLIKT GUYYEVELL e AAAOVLS VTTOd0YELS, TEpIAapPdvovTag Toug AT Kot GArlovg Atydtepo
yopoaktnpiopévoug AT vrodoyeic. O Aettovpykdg pOAOGC LTAOV TV VTOSOYEWY deV Elval YVMOOTOS
oA 00TE KO TO amOTEAEG O TTOUVIC VITEPSIEYEPOTG TOVS 0o TNV ayyelotevaivn 11, ta emimeda tng
omoiag av&davovtol amod to telmisartan. To exinedo aAd0GTEPOVNG TOV TAAGUOTOS UELDVOVTUL AT TO
telmisartan. To telmisartan 6gv avaoTéALEL TV OvOPOTIVY PEVIVI] TAAGUOTOG KOl OEV OTOKAEIEL TOVG
dtwAovg 16vtav. To telmisartan dev avaoTEAAEL TO HETATPENTIKO VL0 TNG ayyEl0TEVGIVIG (KIvivdion
1), to évluuo mov doomd eniong v Ppadvkvivr. ¢ €K TOVTOV, OV OVAUEVOVTOL AVETLOVUNTEG
gvépyeleg oxeTillOpeveC Le LecoAdpnon g Ppadvkivivng.

Ytov avBpwno To telmisartan o€ eninedo 60cemg 80 mg avoaoTélAel oxeddv €& ohoKANPOL TNV avENCT
g mieomng mov mpokaAgital and v ayysoteveivn 1. Avti n avactaktikn dpdon dwotnpeiton yio 24

opeg kot givor vohoyioun péxpt 48 dpec.

KAk ommoteAeouotikOTnTo Kol 0oQGAELD

Ocpancio tns 1010ma.000¢ vIEPTATHS

Metd ) yoprynom g tpdng 60omg Tov telmisartan, 1) avTILTEPTUGIKT dpAGTNPLOTNTO apyilet
oTadwKA £vTog 3 wpav. H péyiotn peimon g aptmploxng tieong mapatnpeitol yevika 4 £og 8
gPoopdoeg petd v Evapén g XopNynong Kot dlatnpeital KoTd T S1dpKeLD LOKPOYPOVING
Oepameiag.

To avTwmeptacikd amoTéAesa S10TNPEITAL CUVEXMG Yo 24 DPEC PETA TN AWM Kot TEPIAAUPAVEL TG
TEAEVTOIEG 4 DPEC TPV TNV ETOUEVT] XOPTYNON OTTMG amodeiydnke and cuveyeis LeTpnoelg g
apTNPLKNG TTieon ¢ TepmoNTIKGOV 0ofevav. Avto emPePormbnke kabdc oTig eheyydueveg pe placebo
KAMVIKEG pLeEAETEG 0 AOYOG PACEMG TPOG KOPLPN NTAV dLOPKDS Aved Tov 80% HETH amd yopnynon
docemv 40 kot 80 mg telmisartan. Yapyet pio eueovig taom yuo pio oyéon petatd doong kat ypdvou
EMOVOO0V GTNV OPYIKN GVGTOAKN aptnplaxn wigon (ZAIT). Kdtt avdroyo de cupPaiver pe
doTolkn aptnplokn wieon (AAID).

Y& aoBeveic pe veéptaom to telmisartan EAATTOVEL TOGO TN GUGTOMKT OGO KoL T1 SLOIGTOAIKY|
apTnploKn Tigomn yopic va ennpedlet t cuyvotnta TaApdv. H cupfoin g dtovpntiknig kot
VOTPLOVPNTIKNG SPAoNS TOV PAPUAKOV GTNV VTOTAGIKT TOV OTOTEAEGHOTIKOTNTO, OV EXEL
devkpvicei axopa. H avtmeptacikn amotelecpoatikdtnto Tov telmisartan gival cuykpioyn pe
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YVOGT OTOTEAEGHOTIKOTITO OVTITPOCOTEVTIKMV OVCIDV A0 AAAEG KOTNYOPIEG OVTIVTEPTUCIKMOV
QopuaKk®V (awTd amodeiydnke oe KAMVIKEG SOKIUEC TOV GUVEKPIVAY TO telmisartan pe apiodurivn,
aTEVOAOAN, evolampiin, VOPOYA®PODElidn Kol AovompiAn).

e amdtoun dwakonn tng Oepaneiag pe telmisartan 1 aptnploKN TECT) EXOTPEPEL GTOIIOKA GTIS TPO
Oepamneiog TIHES O YPOVIKO SLACTNLO LEPIKMDY NUEPDV Y®PIG EVOEIEELS OVTIOPUCTIKNG VIEPTACTG.

e KMvikég dokpég amevbeiog cOYKpIong S0 AVTIVTEPTAGIKAOV Bepameidv 1 cuyvotnTa Enpov frya
NTOV CNUOVTIKA YOUNAOTEPT GTOVG 060EVELG TOL YopMYNONKe telmisartan o cOYKPIOT LLE AVTOVG TOV
yopnynOnkov avactoreic MEA.

Kapooyyeraxn mpolinyn

H ONTARGET (ONgoing Telmisartan Alone and in Combination with Ramipril Global Endpoint
Trial) cvvékpive Tig emdpdoeig Twv telmisartan, ramipril kot Tov cvvdvacpov telmisartan kot ramipril
oT1g kKapdlayyelokég exkPacelg og 25.620 acbeveic nhikiag 55 etdv 1 pEYaADTEPOVG LE 1GTOPIKO
oTEQOVINING VOGOV, EYKEPAALKOD EMEIGOSIOV, TUPOSIKOV IGYULUIKOD AYYEIOKOD EYKEPUAIKOD
EMEI00010V, TEPLPEPIKNG OPTNPLOKNG VOCOL 1 cakyopmon dwafntn tomov 11 cuvodevoduevo amd
amodeln PAAPNG opydvov-otdyov (T.). apueiPAncTpogidondfela, vIEPTPOPia OPIOTEPTG KOIAING,
UOKPO- T LIKPOAEVK®UOTIVOLPIQ,), TOL 0mOTEAEL Vo TANOLGUO e KiVOUVO KapSIoyYELK®DY
cuupavimv.

O1 acBeveic ToyatomomOnkay og pio, awd TG TPEIC TAUPUKATO opGoeg Oepameiag: telmisartan 80mg
(n=8542), ramipril 10mg (n=8576) 1} To cuvdvacpo telmisartan 80mg ko ramipril 10mg (n=8502) ko
mapoKolovOnOnkay o o péon dudpkela mapatnpnong 4.5 xpovov.

To telmisartan £6e1&e mapopoLn exidpacn pe To ramipril ot peimon Tov TpOTAPYIKOD GLVOETOV
TEAIKOD oMuEeiov ToL Kapdlayyelakod BovaTov, un-0avatneopov epEPayUNTOS TOV HVoKapdiov, un-
BovaTnEOpoL EYKEPUAKOD ETEIGOSI0V 1 TNG VOOTAELNG Y10 GLUPOPTTIKY KapdLaKY| ovemdpkelo. H
EMIMTMON TOL TPOTAPYIKOD TEMKOD oNUEiON NTAV TOPOUOLL OTIG OHAdEG LI telmisartan (16.7%) kot
ramipril (16.5%). H avoloyia kivdbvov yia to telmisartan évovtt tov ramipril rav 1.01 (97.5% CI
0.93 — 1.10, p (un xotmtepoTTOg) = 0.0019 pPe éva 6pro 1.13). To mocootd Bvnopdmrag kibe attiog
ntav 11.6% kot 11.8% peta&d acbevav ot omoiot EAafav aymyn pe telmisartan ko ramipril
avtioTotya.

To telmisartan Bpébnie va eivar e€icov amotelecuatikd pe To ramipril oto Tpokabopiopévo
deutepetov TEMKO oNUELD TOVL KapdlayyelakoD BovaTtov, un-8avatneopov eLepiyUaTog ToV
pvokopdiov kat un-Bavarnedpov eykepailkod ensicodiov [0.99 (97.5% CI10.90 — 1.08, p (un
katotepdTag) = 0.0004)], T0 KOp10 TEAMKO onueio otn puerét avapopds HOPE (The Heart
Outcomes Prevention Evaluation Study), n onoia diepedvnoe v enidpacn Tov ramipril Evavtt Tov
EIKOVIKOD QOPUAKOL.

H perétn TRANSCEND tuyaionoince ac0eveig pe dusavesio 6Toug avaGTOAEIG TOL LETUTPETTIKOD
ev{opov g ayyeloteveivng-1 pe katd to dAla dpota kprmpia évraéng 6mwg 1 ONTARGET og
telmisartan 80 mg (n=2954) 1} ewovikd eapuako (n=2972), kot to 600 YoPNYoVUEVA ETTAEOV TNG
TomiknG ayoyng. H péon didpkela g mapakorovdnong ntav 4 ypovia kot 8 urivec. Ae Bpébnke
OTOTIOTIKA OIovTIKT dtapopd (15.7% oty opdda pe telmisartan kot 17.0% otnv opdda pe euKoviKo
@apuako pe avoroyia kvovvov 0.92 (95% CI 0.81-1.05, p=0.22)) otV exinTt®o™ TOV TPOTOPYLKOD
ovvBeTov TeEAKOD onpeiov (kapdiayyelakdg Bdvatoc, un-0avammedpo Euepayua Tov Hookapdiov, un-
BovaTnEOpo eYKEPAAIKO ETELGOI0 1) VOGTAELD Y10 GUUPOPNTIKY] KapdLOKN avemdpkela). YnpEay
oTOlKELN Y10 OPELOG TOV telmisartan 6& GUYKPIOT LLE TO EIKOVIKO QAPLLOKO GTO TPOKAOOPIGHEVO
devtepedov cuVOETO TEMKO GNUELD TOV KOopdlayYEWKoD BavaTov, un-0avatneopov pepiyaTtog ToV
pookopdiov kot un-Bavatneodpov eykepaiikod engicodiov [0.87 (95% CI10.76-1.00, p=0.048)]. Aev
vap&av otoryeia Yo 6pelog otnVy Kapdiayyelakn Bvnoyotnta (avoroyia kivddvov 1.03, 95% CI
0.85-1.24).

Brjyoc kot ayyglooidnpa avaeépdniay Arydtepo cuyva oe acbeveig ot omoiot Adppavay aywyn pe
telmisartan a6 611 6€ acbeveic ot omoiot AdpPovay aymyn pe ramipril, eved vrdTacn avaeépinke
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TEPLOCOTEPO GLYVA e telmisartan.

Yvvdvdalovrag to telmisartan pe to ramipril dev Tpdcbece emimAéov 0QeL0g EvavTt Tng povobepameiog
ue telmisartan i) ramipril. H kapdwayysiokn Ovnoudmra kot 1 Ovnopudmra omd 6Aa ta aitio ftay
aplBunTiKd vynAotepn pe 10 cuvdvacpo. Emmpdcheta, vmpée onpoavtikd vynAlotepn eminTwon
VIEPKOAMOUING, VEPPIKNG OVETAPKELS, VITOTOOTG KOl ETEIGOSIMV UTMAELNG GVVEIONONG GTO OKENOG
ToV cuvdvacUoV. Eropévac, n ypfon Tov cuvévacpov telmisartan kot ramipril 6 cuvieTATOL GE
avtdv Tov TAnBvoud.

2 perét «Aywyn Hpoedriaéng yia Amotehespatikny [IpdAnyn Agdtepawv Eykepaiikdv
Eneic0diovy (PROFESS) g acbeveic 50 etadv kot peyaAdtepovg, ol 0moiol Tpdepate VITEGTNoOY
EYKEPOAKO eMEIGOO10, onpel®OnKe avEnuévn enintwon onyng Ke To telmisartan o€ Gyéon e T0
€IKOVIKO @dpuaxo, 0,70% ot cvykpion pe 0,49% [Adyog kvdvuvov 1.43 (95% ddotnuo EUTIGTOGVUVNG
1.00-2.06)]" n enintoon TV Oavatn@opOV TEPIGTATIKOY oNYNG NTa avénuévn yio acbeveic mov
Aappdvovv telmisartan (0,33%) o oyxéon pe acBeveic o1 omoiot Aappdvovv gikoviko dappaxo (0,16%)
[Adyog kivdvvou 2.07 (95% ddotnpa epumiotocvvng 1.14-3.76)]. To mapatnpovpevo ov&avopuevo
TOGOOCTO EUPAVIONG CNYNG GE GYECT Le TN AqwT Tov telmisartan umopei va givar gite Toyoio gvpnua M
oxeTLOUEVO LE VO TPOG TO TOPOV AYVMOGTO UNYOVIGUO.

AVo peydiec Tuoyatomomuévec, ereyyoueveg ueréteg (n ONTARGET (ONgoing Telmisartan Alone
and in combination with Ramipril Global Endpoint Trial) kox 1 VA NEPHRON-D (The Veterans
Affairs Nephropathy in Diabetes)) £yovv e£gtdioet T ypnon Tov cLVIVAGHOD evEg avacTtoréa MEA
UE £vay OTOKAELSTH TOV VTodoYEMVY ayyelotevaivng 1.

H ONTARGET 7tov pia perétn mov d1eénydn oe acbeveic pe 16Toptkod KopdioyyEOKNG 1
EYKEPUAIKNG QYYELOKNG VOGOV 1 GOKYOP®IN S10fnTn TOTOL 2 GLUVOSELOUEVO 0t EvOeEn PAAPNG
TeEAK0D opydvov. [ mo avadvtikég mAnpopopieg, d&ite mupandve, KAT® amd TNV ETIKEPUAISA
«Koapdiayysiaxn TpoAnym».

H VA NEPHRON-D fjtav pio peAétn o€ acbeveic pe ocaxyopmon doprtn tomov 2 Kot Stefntiky
veppomidein

AVTEG 01 EAETEG OeV €xovV Oei&el ONUAVTIKT ®EEALUN ETIOPACT] OTIG VEQPPIKEC KON OTIG
Kapdloyyelokég eKPacelg kot T Bvnopoma, eved mapatnprinke £vag avénuévog Kivouvog
vreproAtopiog, o&elag veppikng PAAPNG ko votaorg o cOyKplon pe T povobepameia.
AESOUEVOV TV TAPOUOI®V (POPLAKOSVVAUIKMV 1010THT®V, 0VTE To OTOTEAECUATA Eival ETioNg
OYETIKA Y10 GAAOVG avaoTtoieic MEA kot anokielotéc Tmv vrodoyéwv ayystoteveivng I1.

Q¢ ek ToVTOL O1 avactoAeic MEA kot ot amokAeloTég TV vTodoxemv ayyelotevaivng 11 dev Ba mpémet
VoL (PNCILOTO0VVTAL TAVTOYPOVA 6 acbeveig pe drofntikn veppomddeia.

H ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease
Endpoints) ftov pio perétn oyedaouévn va eréyEet 1o 6Qehog g TpocdNKNg oMoKIpEVNG og Uia,
npotunn Bepoameio pe Evav avactoréo MEA 1 évav anokieiot vrodoyémv ayyelotevoivng Il og
aoBeveic e caxkyap®don dtafntn THmoL 2 Kot xpoVIa VEPPIKN VOGO, KOPOLayYEWKT VOGO 1 Kot To dVO.
H peArétn diekdnn npoéwpa Aoy evog avénpévou Kivohvou averifountov ekfacewy. O
Kapdlayyelokdg 0GvaToc Kot To EYKEPAAIKO ETEIGOII0 NTAV Kot To dVO AptOUNTIKG GUYVOTEP GTNV
OUAdO TNG OALOKIPEVNG OO OTL GTNV OHAA0, TOV EIKOVIKOD PUPHIAKOL KoL To avemBuunta cupfava
Kol to coPopd averBvunta GuUPAVTO EVOLAPEPOVTOC (VITEPKOALOULIC, VITOTOOT] KOl VEQPIKN
dvuodettovpyin) avaeépOniay cuyvoTePE STV OPAdN TNG OALCKIPEVNG AO OTL GTNV OHAdC TOV
EIKOVIKOD QOPUAKOL.

Toudrorpikdc TAnOvoude

H aocpddeia kot 1 amotelecpatikotnto tov Micardis og moudid kot e@ffovg nhikiog kdtm tov 18
ETMOV dgV EYOLV AKOWO TEKUNPLOOEL

Ot emdpaoeig ot pelmon g Tieons Tov aiplatog pe dVo dOGEIS TEAUGOPTAVNG EKTUONKaY og 76
VIEPTAUCIKOVE Kal 6€ peydho Babud vrépPapovg acbeveic nhikiog 6 £oc < 18 etdv (Bépog cdpaTOg
> 20 kg ko < 120 kg, péoog 74.6 kg ) petd amd Aqyn teducoptdvng 1 mg/kg (n = 29 wov éhafav

ayoyn) N 2 mg/kg (n =31 wov éhafav aywyn) o didotnpa Bepanciog tecodpmv efdopddmv. Bdon
g évtaéne M vrapén devtepomaboc vEpTacng dev diepeuvnOnke. Le pepikonc amd Tovg aobeveig

14



7oV pedeTONKaAY 01 SOGELG TOL YPNCYOTOMONKAY NTAV VYNAOTEPES OO TIC GUVIGTOUEVES Y10, TNV
YY" TNG VLEPTOOTG GTOV TANBVGUO T®V EVNAIK®V, ETAVOVTOG [io NUepole 00T CUYKPIGIUN UE
avt tov 160 mg, 1 owoia diepguvnOnkKe oToVg EVAAIKES. METE 0d TPOGUPUOYN VX TIG EXLOPAGELS
NG NAIKLOKNG opdoag ot péoec petaforéc me ZAIT and v apykn Tiun (kvplog okomds) fTay -

14.5 (1.7) mm Hg otnv opdda mov éraPe teluoaptavn 2 mg/kg, -9.7 (1.7) mm Hg otnv opdda wov
é\oPe teMuoaptavn 1 mg/kg group, kot -6.0 (2.4) otnv opdda mov Elafe placebo. Ot
TPocapuocéves puetaforés tng AAIT arnd v apykr Ty Rrov -8.4 (1.5) mm Hg, -4.5 (1.6) mm Hg
Kot -3.5 (2.1) mm Hg avtiotoyo. H petafoin frav docoe&optopevn. Ta dedopéva acpareiog omd
peAéTn ovth o€ acBeveic nlikiog 6 €mg < 18 €TV guavioTNKOV YEVIKG TOPOLOLN LLE AVTA TOV
mapotnpiOnkay otovg evihikes. H aopdieia TG Lakpoypoviag xopynong te TeEAeoptdvng o
a1 Kot eripovug dev a&loroynonke.

Mia avénon oo NoctvoeiAn Tov KOToypAPNKE 6€ aVToOV ToV TANBVGHO acbevav dev €xel kataypopel
otoug eviidkes. H hivikn Tov onpacio kot oyéon gival ayvoon.

Avtd to KMvikd dedopéva dev ETITPETOVY TNV €EQYMYN CUUTEPAGUATOV GYETIKG LUE TNV
OTOTEAECUATIKOTNTO KOL TV OOQAAELN TNG TEAUICAPTAVIG GTOV VIEPTUGIKO TAUSLOTPIKO TANOLGUO.

5.2 @oppoKoKIvNTIKES OLOTNTES

Amoppdonon

H amoppdenon tov telmisartan givor tayeio, ov Kot 1 106OTNTA TOV AoppoiTol TotkiAlel. H uéon
amoivtn Prodiabdecipudtnta Tov telmisartan eivon mepimov 50%.

Ortov 1o telmisartan Aapupavetal pe tpoen, 1 LelmoN TE EMPAVELNG KATO OO TV KOUTOAT
OLYKEVTPMGEMG TAAGHOTOC-XPOVOL (AUC(-o0) TOL telmisartan mowcidAier peta&d 6% (d6om 40mg) kot
nepimov 19% (d6om 160mg). 3 dpeg LETA TN XOPNYNOT Ol GUYKEVIPOGELS TAAGLOTOC Elval TAPOUOLES
gite to telmisartan Aapfdverol oe Kotdotaon vnoteiog gite pe Tpoon.

T'poppkdTnto/un ypoukdTnTo,

H pikpn peiwon oty AUC dev avapéveral va Tpokarécel peimon g Oepamevtikig
OTOTEAEGATIKOTNTOG,

Agv vapyet ypoppikn oxéon Hetald xopnyolUEVOV 00GEMV KOl TMV EXUTEIDY TOL (POPUAKOD GTO
Ao, To Chax Kot 6 pikpotepo Pabud 1 AUC avédvovy ducavdioya og d0celg avm Tov 40 mg.

Kozavoun
To telmisartan 6£oLEVETOL OTIG TPMOTEIVEG TOV TAACHATOG Le VYNAO Babpod (>99,5%), kupiog pe v

aAPovpivn kot v drea-106&Evn yAvkorpwteivy. O u€cog eavopevog GYKog KATavoUng 6
otafepomomuévn katdotaon (Vdss) eivon mepimov 500 1.

Bulougtooynuotiopudc

To telmisartan petafoAileTor cuVOEOUEVO LE TO YAVKOLPOVISIO TNG UNTPIKNG Eveong. Agv Exel
amodelyfel PoPLOKOAOYIKT] SPACTIKOTNTA Y10 TH GLLELYUEVT] OVGia.

Amofoin

To telmisartan yapaxtmpileton amod diekbetikn eOivovca eappakokvntikn pe ypdvo nuicetag Long
TEAKNC amoPoAne dve Tov 20 wpdv. H péyiot ovykévipwon mhaouatog, (Cmax) Kol, G€ LKPITEPO
Babuod 1 empdavelo KGT® 0md TNV KOUTOAN GLYKEVTIPOGE®MC TAGCUATOC-YXpovoy, (AUC) avédvouy
dvcavaloya e T 060m. Agv VIAPYOLV eVOEIEELG KAIVIKA ONUOVTIKNG afpoicemg Tov telmisartan, 6Otav
avtd AopPaveTal 6T CLVIGTMUEVT 8060 0Yia. O1 GUYKEVIPAOOEL TAAGUATOG OTIC YOVOIKEG TV
VYNAOTEPEG A’ OTL GTOVG AVOPES YWOPIG KOO GYETIKN EMIOPACT GTNV ATOTELECUATIKOTITA.

Metd amd tov otopaTog (Kot evooeAEPia) yopnynon to telmisartan amekkpivetar oxedov
OTOKAEIGTIKA LE TO KOTTpava, KOpla oG avarioimtn ovsio. H cuvolikn anékikpion pe ta ovpa eivor
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pucpotepn tov 1% g d6omg. H odikn kdBapor mhdouatog, (CLigt) lvar vynin (tepimov
1000ml/min.) cuykpvouevn pe TV NIOTIKN pon aipartog (mepimov 1500ml/min).

TToudrorpikdc TANOvoude

H poppoakokivntikn 600 d06emV TEAGOPTAVNG EKTIUNONKE (0 SEVLTEPEDMV GKOTOG GE VIEPTAGIKOVG
acBeveig (n = 57) nhkiog 6 £wg < 18 etov petd and Mym teducaptavng 1 mg/kg 1| 2 mg/kg petd
amo mepiodo Oepaneiog tecoapnv efdopadmv. Ot uproKoKIyNTIKOl 6TOYO01 cvumeptElafay Tov
TPOGdOPIoUO TNG 6TAEPOTOMUEVNG KATACTOONG TNG TEALGOPTAVG € Todld Kot €PNOVS Kot T
dlepevvnon TV dtopop®v Tov oyetilovtar pe tnv nhkic. [apodio wov 1 peAétn frav ToAd pikpn yuo
pio ovelaoTIK 0E0AGYNOT TG PAPUOKOKIVITIKNG 0€ Tandld NAKiag KaTm tov 12 eTdv, Ta
OTOTEAECLOTO, EIVOL YEVIKA OE GUUPMVIO, LLE TO, EDPTIUATO GTOVE EVIAIKEG Kot emPefaidvouy tn un
YPOUUKOTNTO TNG TEAUGOPTAVNG, EWOIKA Y1t TN Ciax.

Ddvlo

[MopatnpndnKoy d10popoTOMGELS OTIC GVYKEVIPAOOELS TAAGUATOG, UE TO Cyyx kol Tnv AUC va eivan
mepimov 3 kot 2 popé VYNAOTEPO, GTIC YUVOIKEC GE GYEOT| LLE TOVE AVOPEC OVTIGTOLY®C,.

Hiuiopévor

H @oppaxoxivntikn Tov telmisartan de dtapépet petahd Tmv NAKIOUEVOVY Kol 0VTOV TOV Eival
HiKpoOTEPOL Omd 65 1.

Ne@pikn ovemdpKelo:

e aoBeveic pe o o LETPLA Kal L GOPapn VEQPIKN AVETAPKELD TOPATNPNONKE SIMAACIOUGHOG TMV
GLYKEVIPMGEMY 0T0 TAdGa. [Tapodia avtd, younAoTEPES CLYKEVIPDOGEIS TAAGLOTOG TOPAT P ONKOY
o€ aobevelg pe veppikn averapkelo Tov vtofaAiiovtal o€ alpodidivon. To telmisartan decuedetal o
VYNAO Pabud amod Tic TpwTEIVEG TAGGHOTOG O€ 0G0EVEIG LE VEPPIKT OVETAPKELN Kol OEV APALPEITOL e
Vv opodidiven. O ypovog nulong dev peTofaiietal o€ acheveic pe VEQPIKT AVETAPKELX.

Hrotwkn avendpkeio:

Meléteg poppokokivntikng o€ acbeveic ue nrotiky PAAPn £dei&av avénon otnv amdivt
Brodrobecipotmra £wc oxeddv 100%. O ypovog nulmng dev petafaiietol og acbeveic pe nratikn
OVETAPKELQL.

5.3 IIpoxivikd dgdopéva Yo TNV 0.6QAAELN

Y& TPOKMVIKEG HEAETEC OICQAAELNG, OOGELC TOV TPOKOAOVY £KOEGT GLYKPIGUN LLE VT TOV KALVIKOD
OepamenTikoD EVPOVE TPOKAAECHY LEIMOT OTIC TAPAUETPOVS TNG EPVOPAS GEIPAC TOV KVTTAP®OY TOL
aipatog (epuBpokdTTapa, aocEapiv, OUATOKPITNG), LETUPBOAEC GTNV ALLOSVVOUIKT] TOV VEQPDV
(avénon g ovpiag aldTo Kal TG KPEATVIVIG TOV aipaTog), Kabde kot avénomn tov Koiiov opov og
vopuotactkd {da.

Y& oKOAOLG TapoTnPHONKE VEQPIKT COANVOPLOKT d1dTacT Kot atpogic. BAGBN Tov yaotpucon
BArevvoydvou (d14fpwon, EAkn 1 AeyHOVY) emiong TapatnpOnke o€ apovpaiovg Kot GKOAOLS. AVTEG
01 POPUAKOAOYIKE LEGOAABOVUEVEC OVETIOVUNTEG EVEPYELES, YVOGTEG OO TPOKAVIKEG UEAETEC TOGO
ue avaotoreic MEA aAld Kot pe avIoy®vIoTEC TOV VTTOS0YXEMV TG ayyelotevaivng 11, amoeevyOnkov
L€ OO TOV GTOWUOTOG GUUTANPDOUATO AAATOG.

Kot ota 000 €idn mopatnpndnke avénuévn opacmplotra peviving TAACHOTOS Kol VITEPTPOPio/
VIEPTANGIO TOV TAPACTEPAUATIKOV KVTTAP®OV TOL VEPPOV. AVTEG 01 peTafoAég, ol omoieg ivat
eniong amotédeoua g katnyopiag Tov avactoréov MEA kot GAA®V ovIay®vieTOV TV VTodoyEny
¢ ayyeloteveivng 11, de paivetat va, yovv KMVIKN onuacia.

Agv vtapyovv coaen ototyeio TepaToydvoL dpdong, aArd oe ToEka enineda telmisartan mopotnpnonie
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enidpaocn ot PeTEUPPLIKN AVATTLEN TOV ATOYOVOV OTMS YOUNAOTEPO PAPOG COUATOG Kol
KaBvoTEPTON GTO AVOLYUA TOV HOTIOV.

Agv vimp&e kapio EvoeiEn yio dnpovpyio LETOAAAEEMS KAl GYETIKT UTOTIKT SPAGTNPLOTNTO OE In
vitro peAéteg, kabdg kot Kapio EVOgEn KopKIVOYEVESNG GE OPOVPOIOVE KO TOVTIKLAL.
6. DOAPMAKEYTIKEX ITAHPO®OPIEX

6.1 Koatdaroyog ekdoymv

Povidone K25,

Meglumine,

Sodium hydroxide,

Sorbitol (E420),

Magnesium stearate

6.2 AocvppotoTnTeg

Agv epapuodletat.

6.3 Awgpkero {ong

Micardis 20 mg, Siokio
3 xpoOvie

Micardis 40 mg xou 80 mg, diokio
4 ypodvio

6.4 Iowitepeg Tpo@uAGEELS KaTA TN POAXEN TOV TPOiIGVTOG

AvT06 TO PUPROKEVTIKO TTPOTOV dev amartel Waitepeg cuvinkeg Bepporpaciog OAaENG. PvAhdcceTol
GTNV QPYIKT] GLCKEVAGIN Y10 VO TPOGTATEVETAL OO TNV VYPAGiaL.

6.5 D01 KO GLOTUTIKG TOV TEPLEKTN

Kvoyéheg alovpviov/arovpviov (PA/A1/PVC/AT 1 PA/PA/AT/PVC/AT). Mia kuyéln mepiéyet 7 M
10 dwokia.

Micardis 20 mg, diokio
Yvokevaoiec: KoyéAn ue 14, 28, 56 1 98 diokia.

Micardis 40 mg kot 80 mg, diokia
Yvokevaoiec: Koyéln ue 14, 28, 56, 84 1 98 diokia 1 d1dtpntec Kuyéleg pag 66ong ue 28 x 1,30 x 1
1 90 x 1 dwokin: moAvcsvokevacieg mov mepiEyovv 360 (4 cvokevacieg Tov 90 x 1) diokia.

Mmopel va, unv KokAo@opohv OAEG 01 GLGKEVOGIEG.
6.6 Iowitepeg mpo@uLAAEEIS amoppynS Ko GAAOG YEPLONOG

H telMucaptdvn Oo mpémetl va dtotnpeitat otnv KAEIGTH KOWEAT AOY® TG VYPOCKOTIKNG 1010TNTAS TOV
dwokiov. Ta dioxio Ba TpEmet va. apolpovvTol amd TNV KOWEAN AUESHOS TPV amd Tr Ay).

Kabe aypnoiponointo eapuokevtikd Tpoidv 1| VITOAEUUO TPETEL VO OTOPPITTETAL GOUPDVOL LUE TIG
KATO TOTOVE 1oYVOVGEC GYETIKEC OLUTAEELG.
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7. KATOXOX THX AAEIAY KYKAO®OPIAX

Boehringer Ingelheim International GmbH
Binger Str. 173

D-55216 Ingelheim/Rhein

T'eppoavia

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

Micardis 20 mg, Siokio

EU/1/98/090/009 (14 diokia)
EU/1/98/090/010 (28 diokia)
EU/1/98/090/011 (56 diokia)
EU/1/98/090/012 (98 diokia)

Micardis 40 mg, diokio
EU/1/98/090/001 (14 diokia)
EU/1/98/090/002 (28 diokia)
EU/1/98/090/003 (56 diokia)
EU/1/98/090/004 (98 diokia)
EU/1/98/090/013 (28 x 1 dokia)
EU/1/98/090/015 (84 diokia)
EU/1/98/090/017 (30 x 1 diokior)
EU/1/98/090/019 (90 x 1 diokia)
EU/1/98/090/021 (4 x 90 x 1 diokin)

Micardis 80 mg, diokio
EU/1/98/090/005 (14 diokia)
EU/1/98/090/006 (28 diokia)
EU/1/98/090/007 (56 diokia)
EU/1/98/090/008 (98 dickia)
EU/1/98/090/014 (28 x 1 diokia)
EU/1/98/090/016 (84 diokia)
EU/1/98/090/018 (30 x 1 dokia)
EU/1/98/090/020 (90 x 1 diokio)
EU/1/98/090/022 (4 x (90 x 1) diokin)

9. HMEPOMHNIA INPQTHE ET'KPIZTHX/ANANEQXHY. THX AAEIAX
Hpepounvia mpotng éykprong: 16 Aekepfpiov 1998

Hpepounvia tedevtaiog avavémong: 16 Askepppiov 2008

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

AemTougEPElC TANPOPOPIES Y10 TO POV PAPUOKEVTIKO TPOIOV givarl S100éciueg oTov SiKkTLaKO TOTO
tov Evponaikod Opyoviopod Goapudkwv: http://www.ema.europa.eu.
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ITAPAPTHMA 11

MHAPAXKEYAXTHX(EYX) YHHEYOYNOX(OI) I'TA THN
AIHOAEXMEYXH TQN ITAPTIAQN

OPOI'H NIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXZEIX THX AAETAX
KYKAO®OPIAX

OPOI'H NIEPIOPIXEMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TTAPAXKEYAXTHX(EX) YHEYOYNOX(OI) I'TA THN AIIOAEXMEYXH TQN
ITAPTIAQN

‘Ovopo kot d1evfuven TV TOPUGKEVOGTMOV TOV £ivol vTELOVVOL Y10 TNV ATOOEGUEVGT) TV TOPTIOWV

Boehringer Ingelheim Pharma GmbH & Co. KG
Binger Str. 173

D-55216 Ingelheim am Rhein

T'eppovia

Delpharm Reims S.A.S

10 Rue Colonel Charbonneaux
51100 Reims

ToAia

Boehringer Ingelheim EAlég A E.
5% yAu Honoviog - Mapkomoviov
Koponi Attikn, 19400

EALGSO

Rottendorf Pharma GmbH

Ostenfelder Straf3e 51 - 61

59320 Ennigerloh

T'eppoavia

270 £VTLTIO PUALO 0JNYIDV XPNOTG TOV POPHUOKEVTIKOV TPOTOVTOG TPEMEL VAL OVOLYPAPETOL TO OVOLLXL
Ko 1 d1ev¥BVVOT] TOL TAPACKELAGTH TTOV Eival VTELOVVOG Y10 TNV ATOSEGIEVLGT TNG GYETIKNG TAPTIOAS.

B. OPOI'H OI IEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DopUAKEVTIKO TPOTOV Y10 TO OTTOI0 AMOLTEITAL LOTPIKT GUVTOYT.

I. AAAQOI OPOI KAI AITAITHZEIX THX AAEIAY. KYKAO®OPIAX
o Ex0¢os1g [eproduiic Mapakorovdnong g Acpdirerog

Ot amoitioelg yio Tnv vooir ekBEcE@V TEPLOAIKTG TOPAKOAOVONGNG TNG AGPAAELNS Y10, TO EV AOY®
QOPUOKEVTIKO TPOidV opilovtal 6ToV KatdAoyo LE TIC nuepopunvies avaeopds e Evmong (katdAoyog
EURD) mov mopatifetal oty napdypoeo 7, tov apbpov 107y, tng odnyiag 2001/83/EK ko kaOe
EMOKOAOLONG EMIKOPOTOINONG OTMG ONUOGIEVETOL GTNV EVPOTAIKT SIKTVOKT TOAT Y10 TO PAPLLOKCL.

A.  OPOI'H HEPIOPIEMOI ZXETIKA ME THN AZ®AAH KAI AITIOTEAEXEMATIKH
XPHZH TOY ®APMAKEYTIKOY ITPOIONTOX

o Yyéoro Awayeipiong Kivovvov (ZAK)

O Kdroyog Adetag Kukhopopiag Oa die&aydyet Tic amattovpeveg dpactnploTnTeg Kot

TAPEUPAGELS PUPUOKOETOYPVOTVIIONG OT¢ Tapovotdlovial oto cupuenvniéy ZAK mov

napovctdletor oty evotnta 1.8.2 g doelog KukAoopiag Kot 0olecdNTOTE ETAKOAOVOEC

gykekpipéveg avabempnoelg tov ZAK.

"Eva. emixotporompévo XAK Oa wpémel va katatedei:
o Letd and aitnpa tov Evponaikov Opyovicpod Oapudkoy,
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® OTOTEONTOTE TPOTOTOIEITOL TO GVGTNIA dLoYEIPIONG KIVODVOV, EIIKA MG AMOTEAEG O ANYTG
VE®V TANPOPOPILDV TOV UTOPOVY VO EMPEPOVY GNUAVTIKT OAAXYT GTN GYECT] 0QELOVC-KIVOHVOL
N ®©¢ AMOTELEG LA TNG EMITEVENG EVOG OTLLOVTIKOD OPOCT|LLOV (PUPLOKOETAYPVOTVIION 1)
glaylotomoinon Kvévvov).
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ITAPAPTHMA II1

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX

22



A. EIIIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KovTi

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Micardis 20 mg diokia
telmisartan

(2. TYNOEXIH XE APAXTIKH(EZ) OYZIA(EY)

Kabe diokio mepiéyet 20 mg telmisartan.

3.  KATAAOI'OX EKAOXQN

[epiéyer copPiroin (E420).
AWPacTe T0 PUALO 0INYIOV XPNOTS VIO TEPALTEP® TATPOPOPIES.

| 4. GOAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 dioxia
28 dokia
56 diokio
98 diokia

[5. TPONOX KAI OAOX(Ol) XOPHTHZHX

Amo6 otOUaTOC YpNOT
AwPaote 10 PUALO 0ONYIOV XPNOTG TPV OO TN XPT oM.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puidooetar o€ Béon, v onoia dev PAETOVY Kot dev Tpoceyyilovv Ta TOd1dL.

(7. AAAH(EZ) EIAIKH(EX) IPOEIAOIIOIHEH(ELY), EAN EINAI ATTIAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH
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| 9. EIAIKEX XYNOHKEYX ®OYAAEHX

DVAACCETOL GTIV UPYIKI] CVGKEVUGIN Y0 VO TTPOCTATEVETAL OO TV VYPUGia.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TOQN
YIHOAEIMMATON ITOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Boehringer Ingelheim International GmbH
Binger Str. 173

D-55216 Ingelheim am Rhein

T'eppoavia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/98/090/009
EU/1/98/090/010
EU/1/98/090/011
EU/1/98/090/012

13. APIOMOX ITAPTIAAX

MMoptida

| 14. TENIKH KATATAEH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

‘ 16. HAHPO®OPIEX XE BRAILLE

Micardis 20 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160166T0TOG YPAPU®TOS KOOKAG (2D) oV OEpEL TOV TEPIANPHEVTA LOVASTKO OVOYVOPLOTIKO
K®OKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC: {apBuoc} [kmokog mpoiovtog]

SN: {op1Oudc} [opOuoc oelpdc]

NN: {apOuog} [e6vikog apBuog amolnpioong 1 dALog eBvikog aptBudg yio Tov TpocdlopiGd Tov
POPULOKEVTIKOD TTPOTOVTOG]
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EAAXIXTEX ENAEIZEIX ITOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

Kvyéin tov 7 diokiov

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Micardis 20 mg diokio
telmisartan

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Boehringer Ingelheim (Aoydtumo)

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

MMoptida

S. AAAA ETOIXEIA

AEY
TPI
TET
IHEM
[TIAP
>AB
KYP
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KovTi

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Micardis 40 mg dioxia
telmisartan

(2. TYNOEXIH IE APAXTIKH(EZ) OYZIA(EY)

Kabe diokio mepiéyet 40 mg telmisartan.

3.  KATAAOI'OX EKAOXQN

[epiéyer copPiroin (E420).
AWPacTe T0 PUALO 0INYIOV XPTNOTG VIO TEPALTEP® TATPOPOPIES.

| 4. GOAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 dioxia
28 dokia
56 diokio
98 diokia
28 x 1 diokia
84 diokia
30 x 1 dokio
90 x 1 dokio

[5. TPOHNOX KAI OAOX(Ol) XOPHTHZHX

Amo6 otOUaTOC YpNOoT
AwPaote 10 PUALO 0INYIOV XPHONG TPV 0T TN XPNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEITEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puidooetar o€ BEon, v onoia dev PAETOVY Kot dev Tpoceyyilovv Ta TOd1dL.

(7. AAAH(EZ) EIAIKH(EX) IPOEIAOIIOIHEH(ELY), EAN EINAI ATIAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

DVAACCETOL GTIV UPYIKIT] CVGKEVUGIN YU VO TPOCTATEVETAL 0.0 TNV VYPUGIa.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TOQN
YIHOAEIMMATON ITOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Boehringer Ingelheim International GmbH
Binger Str. 173

D-55216 Ingelheim am Rhein

T'eppoavia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/98/090/001
EU/1/98/090/002
EU/1/98/090/003
EU/1/98/090/004
EU/1/98/090/013
EU/1/98/090/015
EU/1/98/090/017
EU/1/98/090/019

13. APIOMOX ITAPTIAAX

MMoptida

| 14. TENIKH KATATAEH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

‘ 16. HAHPO®OPIEX XE BRAILLE

Micardis 40 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A16016.6T0TOG YPAPL®TOS KOOKAG (2D) oV OEpEL TOV TEPIANPHEVTA LOVASTKO OVOYVOPLETIKO
KOOKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC: {apBuoc} [kmodikodg mpoiovtog]

SN: {ap1Buoc} [apBuog oelpdg]

NN: {apOuog} [e6vikog apBuog amolnpioong 1 dALog eBvikdg aptBpdg Yo Tov TpocdlopiGd Tov
QOPUOKEVTIKOD TTPOTOVTOG]
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENAIAMEXH XYXKEYAZXIA THX IOAYXYXKEYAXIAY TQN 360 (4 XYXKEYAXIEX
TOQN 90 x 1 AIXKIQN) — XQPIX BLUE BOX — 40 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Micardis 40 mg diokio
telmisartan

(2. TYNOEXH IE APAXTIKH(EX) OYXIA(EX)

Kabe diokio mepiéyet 40 mg telmisartan.

| 3. KATAAOI'OX EKAOXQN

[Tepiéyel copPiroin (E420).
AwPaote T0 PUALO 0INYIOV XPTOTG VIO TEPOLTEP® TATPOPOPIES.

| 4. GAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Mépog piag moAvevuokeLOGiog Tov amoteLeitol amd 4 cuokevaciss, kabepio TV onoimv meptéyet 90 x
1 diokia.

5. TPOHNOX KAI OAOX(OI) XOPHTHZHX

Amo6 otouaTOC PO,
AwPaote 10 POALO 0INYIOV XPNOTG TPV O TN XPT oM.

6. EIAIKH ITPOEIAOIIOIHXH XYM®OQNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEITEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béon, v onoia dev PAETOLY Kot dev Tpoceyyilovv Ta TAd1dL.

7. AAAH(EZ) EIAIKH(EX) IPOEIAOIIOIHEH(ELY), EAN EINAI ATIAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX YYNOHKEYX ®OYAAEHX

DVAACCETE GTIV UPYLKI] CVGKEVAGIN Y10 VO TPOCTATEVETAL OO TV VYpPUGia.
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10. TAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TOQN
YIHOAEIMMATOQN ITOY HPOEPXONTAI AITIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Boehringer Ingelheim International GmbH
Binger Str. 173

D-55216 Ingelheim am Rhein

T'eppovia

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/98/090/021

| 13. APIOMOZX IIAPTIAAX

Hoptida

| 14. TENIKH KATATAEH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

‘ 16. HAHPO®OPIEX XE BRAILLE

Micardis 40mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A163106T0T0G YPOUU®TOS KDdKAG (2D) Tov pépel Tov TEPIANPOEVTO LOVAITKO aVayVOPIOTIKO
KOOKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC: {apBuoc} [kmotkog mpoiovtog]

SN: {op1Oudc} [opOudc oelpdc]

NN: {apOudc} [e0vikdg ap1Oudg amolnuioong 1 GALOG €0VIKOG aptOpdC Yo TOV TPOGOI0PIGHO TOV
POPUOKEVTIKOD TTPOTOVTOG]
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENNIXHMANXH EZEQTEPIKOY ITIEPIBAHMATOX XTHN ITIOAYXYXKEYAZXIA TQN 360 (4
YYXKEYAXIEX TQN 90 x 1 AIXKIQN) XYXKEYAXMENO —
YYMIIEPIAAMBANOMENOY BLUE BOX — AIXKIA 40 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Micardis 40 mg diokia
telmisartan

(2. TYNOEXIH XE APAXTIKH(EZ) OYZIA(EX)

Ka0g diokio mepiéyet 40 mg telmisartan.

3.  KATAAOI'OX EKAOXQN

[Tepiéyer copPiroin (E420).
AWPacTe T0 PUALO 0INYIOV XPTNOTG VIO TEPALTEP® TATPOPOPIES.

| 4. GOAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

[ToAvovokevacio Tov aroteleitol and 4 cuokevacieg, kabepio tov onoimv mepiéyel 90 x 1 diokia.

[5. TPOHNOX KAI OAOX(OI) XOPHTHZHX

Ao otOUaTOC YpTOT).
AwPacte T0 PUALO 03NYIOV XPNOTG TPV 0T TN XPNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na euidooetal o€ 0éon, TV onoia dev PAETOVY Kot dgv TPooeyyilovy Ta, O

[ 7. AAAH(EZX) EIAIKH(EX) IPOEIAONOIHEH(EIY), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEYX OYAAEHX

DVLAGGETE GTNV UPYIKT] GUCKEVUGIO Y10 VO TPOGTATEVETAL U0 TNV VYPUGIa.
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10.

IAIAITEPEX ITPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TOQN
YIHOAEIMMATOQN ITOY HPOEPXONTAI AITIO AYTA, EOOXON AITAITEITAI

Kabe mpoiov mov dev €xet ypnoyomombei 1 vroreiupa Bo Tpémel va amoppipbel cOLP®VA PE TIG KOTA
TOTOVG 10YVOVOES GYETIKEG OAUTAEELS

11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

Boehringer Ingelheim International GmbH
Binger Str. 173

D-55216 Ingelheim am Rhein

T'eppovia

12.

APIOMOZX(OI) AAEIAY. KYKAO®QPIAX

EU/1/98/090/021

| 13.

APIOMOX ITAPTIAAX

Hoptida

| 14.

I'ENIKH KATATAZH I'lA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX
‘ 16. TTAHPO®OPIEX XE BRAILLE
Micardis 40 mg
17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX

KQAIKAX (2D)

A16016.6T0TOG YPAPL®TOS KOOKAG (2D) Tov gépel ToV TEPIANPHEVTA LOVASTKO OVOYVOPLOTIKO
K®OKO.

18.

MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC: {apBuoc} [kmodikog mpoiovtog]

SN: {ap1Buoc} [apBuog oelpdg]

NN: {apOuog} [eBvikog ap1Buog amolnpioong 1 dALog eBvikodg aptBpudg yio Tov TpocdlopiGd Tov
QOPUOKEVTIKOD TTPOTOVTOG]
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EAAXIXTEX ENAEIZEIX ITOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

Kvyéin tov 7 diokiov

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Micardis 40 mg dioxio
telmisartan

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Boehringer Ingelheim (Aoydtumo)

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

MMoptida

S. AAAA ETOIXEIA

AEY
TPI
TET
IHEM
[TIAP
>AB
KYP
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EAAXIXTEX ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

Koyékn mog d6on¢

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Micardis 40 mg dioxio
telmisartan

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Boehringer Ingelheim (Aoydtumo)

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

MMoptida

| 5.  AAAA ETOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KovTi

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Micardis 80 mg dioxia
telmisartan

(2. TYNOEXIH XE APAXTIKH(EZ) OYZIA(EY)

Kabe diokio mepiéyet 80 mg telmisartan.

3.  KATAAOI'OX EKAOXQN

[epiéyer copPiroin (E420).
AWPacTe T0 PUALO 0INYIOV XPTNOTG VIO TEPALTEP® TATPOPOPIES.

| 4. GOAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 dioxia
28 dokia
56 diokio
98 diokia
28 x 1 dwokio
84 diokia
30 x 1 dokio
90 x 1 dokio

[5. TPOHNOX KAI OAOX(Ol) XOPHTHZHX

Amo6 otOUaTOC YpNOoT
AwPaote 10 PUALO 0INYIOV XPHONG TPV 0T TN XPNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEITEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puidooetar o€ BEon, v onoia dev PAETOVY Kot dev Tpoceyyilovv Ta TOd1dL.

(7. AAAH(EZ) EIAIKH(EX) IPOEIAOIIOIHEH(ELY), EAN EINAI ATIAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH
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| 9. EIAIKEX XYNOHKEYX ®OYAAEHX

DVAACCETOL GTIV UPYIKI] CVGKEVUGIN Y0 VO TTPOCTATEVETAL OO TV VYPUGia.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TOQN
YIHOAEIMMATON ITOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Boehringer Ingelheim International GmbH
Binger Str. 173

D-55216 Ingelheim am Rhein

T'eppoavia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/98/090/005
EU/1/98/090/006
EU/1/98/090/007
EU/1/98/090/008
EU/1/98/090/014
EU/1/98/090/016
EU/1/98/090/018
EU/1/98/090/020

13. APIOMOX ITAPTIAAX

MMoptida

| 14. TENIKH KATATAEH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

‘ 16. HAHPO®OPIEX XE BRAILLE

Micardis 80 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A16016.6T0TOG YPAPL®TOS KOOKAG (2D) oV OEpEL TOV TEPIANPHEVTA LOVASTKO OVOYVOPLETIKO
KOOKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC: {apBuoc} [kmodikodg mpoiovtog]

SN: {ap1Buoc} [apBuog oelpdg]

NN: {apOuog} [e6vikog apBuog amolnpioong 1 dAlog eBvikdg aptBudg yio Tov TpocdlopiGd Tov
QOPUOKEVTIKOD TTPOTOVTOG]
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENAIAMEXH XYXKEYAZXIA THX IOAYXYXKEYAXIAY TQN 360 (4 XYXKEYAXIEX
TOQN 90 x 1 AIXKIQN) — XQPIX BLUE BOX — 80 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Micardis 80 mg diokio
telmisartan

(2. TYNOEXH IE APAXTIKH(EX) OYXIA(EX)

Kabe diokio mepiéyet 80 mg telmisartan.

| 3. KATAAOI'OX EKAOXQN

[Tepiéyel copPiroin (E420).
AwPaote T0 PUALO 0INYIDOV XPTOTG VIO TEPOLTEP® TATPOPOPIES.

| 4. GAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Mépog piag moAvevuokeLOGiog Tov amoteLeitol amd 4 cuokevaciss, kabepio TV onoimv meptéyet 90 x
1 diokia.

5.  TPONOX KAI OAOX(OI) XOPHTHZHX

Amo6 otouaTOC (PO,
AwPaote 10 POALO 0INYIOV XPNOTG TPV O TN XPT oM.

6. EIAIKH ITPOEIAOIIOIHXH XYM®OQNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEITEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puidooetar o€ Béon, TV onoia dev PAETOLV Kot dev Tpoceyyilovv Ta TaddL.

7. AAAH(EZ) EIAIKH(EX) IPOEIAOIIOIHEH(ELY), EAN EINAI ATIAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEYX OYAAEHX

DVLAGGETE GTNV UPYIKT] CVCKEVUAGIO Y10 VO TPOGTATEVETOL UTTO TV VYPUGIO.
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10. TAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQON ITOY HPOEPXONTAI AIIO AYTA, EOOXON ANTAITEITAI

| 11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Boehringer Ingelheim International GmbH
Binger Str. 173

D-55216 Ingelheim am Rhein

T'eppovia

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/98/090/022

| 13. APIOMOX ITAPTIAAX

MMoptida

| 14. TENIKH KATATAEH I'lA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

‘ 16. IAHPO®OPIEX XE BRAILLE

Micardis 80mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A16016.6T0TOG YPAUU®TOS KOOKAG (2D) oV OEpEL TOV TEPIANPHEVTA LOVASTKO OVOYVOPLOTIKO
KOOKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC: {apBuoc} [kmdikodg mpoiovtog]

SN: {ap1Buoc} [apBuog oelpdg]

NN: {apOudc} [e0vikdg apOudg amolnuioong 1 GALog €0vIKOG aptOpdC Yo TOV TPOGOI0PIGHO TOV
QOPUOKEVTIKOD TTPOTOVTOG]
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENNIXHMANXH EEQTEPIKOY NIEPIBAHMATOXZ XTHN IIOAYXYXKEYAXIA TQN 360 (4
YYXKEYAXIEX TQN 90 x 1 AIXKIQN) XYXKEYAXMENO —
YYMIIEPIAAMBANOMENOY BLUE BOX — AIXKIA 80 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Micardis 80 mg diokia
telmisartan

(2. TYNOEXIH IE APAXTIKH(EZ) OYZIA(EX)

Kabe diokio mepiéyet 80 mg telmisartan.

3.  KATAAOI'OX EKAOXQN

[Tepiéyer copPiroin (E420).
AWPacTe T0 PUALO 0INYIOV XPTNOTG VIO TEPALTEP® TATPOPOPIES.

| 4. GOAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

IToAvovokevacio Tov aroteleitol and 4 cuokevacies, kKabepio Tov onoimv mepiéyel 90 x 1 dokia.

[5. TPOHNOX KAI OAOX(OI) XOPHTHZHX

Ao otOUaTOC YpTOT).
AwPacte T0 PUALO 03NYIOV XPNOTG TPV 0T TN XPNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euidooetal o€ 0éon, TV onoia dev PAETOVY Kot dgv TPooeyyilovy Ta, O

[ 7. AAAH(EZX) EIAIKH(EX) IPOEIAONOIHEH(EIY), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEYX OYAAEHX

DVAACCETE GTIV UPYLKI] CVGKEVAGIN Y10 VO TPOCTATEVETAL OO TV VYpPUGia.
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10.

IAIAITEPEX ITPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TOQN
YIHOAEIMMATOQN ITOY HPOEPXONTAI AITIO AYTA, EOOXON AITAITEITAI

Ka0e mpoiov mov dev €xet ypnoyomombei 1 vroreupa Bo Tpémel va aroppipbel cOUE®VA LE TIG KOTA
TOTOVG 10YVOVOES GYETIKEG OAUTAEELS

11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

Boehringer Ingelheim International GmbH
Binger Str. 173

D-55216 Ingelheim am Rhein

T'eppovia

12.

APIOMOZXZ(OI) AAEIAY KYKAO®QPIAX

EU/1/98/090/022

| 13.

APIOMOX ITAPTIAAX

Hoptida

| 14.

I'ENIKH KATATAZH I'lA TH ATAGEXH

| 15.

OAHT'IEX XPHXHX

| 16.

ITAHPO®OPIEX XE BRAILLE

Micardis 80 mg

17.

MONAAIKOZ ANAT'NQPIETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A16016.6T0TOG YPAPL®TOS KOOKAG (2D) Tov gépel ToV TEPIANPHEVTA LOVASTKO OVOYVOPLOTIKO
K®OKO.

18.

MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC: {apBuoc} [kmodikog mpoiovtog]

SN: {ap1Buoc} [apBudc oelpdg]

NN: {apOuog} [e6vikog apBuog amolnpioong 1 dALog eBvikdg aptBpudg Yo Tov TpocdlopiGd Tov
QOPUOKEVTIKOD TTPOTOVTOG]
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EAAXIXTEX ENAEIZEIX ITOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

Koyéin tov 7 dwokiov

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Micardis 80 mg dioxio
telmisartan

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Boehringer Ingelheim (Aoydtumo)

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

MMoptida

S. AAAA ETOIXEIA

AEY
TPI
TET
IHEM
[TIAP
>AB
KYP
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EAAXIXTEX ENAEIZEIX ITOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

Koyékn mog d6on¢

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Micardis 80 mg diokio
telmisartan

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Boehringer Ingelheim (Aoydtumo)

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX XTOIXEIA

MMoptida

S. AAAA ETOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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®VOrho ooNYIOV ypionc: [IAnpogopics yia Tov ypijoty
Micardis 20 mg dwokia
Telmisartan

AWPaoTe TPOGEKTIKA OAOKANPO TO PVAAO 00 YIAOV YPNGNS TPLY UPYICETE VO, P CLUOTOLEITE

avTo TO PAPRAKO, H1OTL TEPLAAPPAVEL CNUOVTIKEG TANPOPOPIES VIO COG.

- dordEte avto TO EUALO 0dNYIDV Yprone. Towg ypelaotel va to dopdoete Eava.

- Edv éxete meportépo amopieg, p@TNGTE TOV Y10TPO 1| TOV PAPLOKOTOLO GOGC.

- H ocvvtayn yio avtd 10 eapproko yopnynonke amokAelotikd yio cog. Agv TPETEL Vo SMGETE TO
@AapUOKO G€ AAALOVE. Mmopel Vo TOVG TPOKAAEGEL PAAPT|, KOO KOl OTOV TO GUUTTMUOTO TNG
acBéveldc Toug eivor id1a e ToL O1KA oag.

- Edv mapotnproete kdmolo avemBOunTn evEPYEL, EVILEPDGCTE TOV YIATPO, TOV POPLAKOTOL0 1)
TOV VOGOKOUO 60G. AVTO 16Y0eL Kat Y10, kKabe mhovn avemBountn evépyela mTov dev avapEPETOL
GTO TOPOV GUALO 0dNYIDV YpNong. BAére mopdypago 4.

T tepréyer 1o Tapév A0 00N YIOV:

T giva To Micardis kot woto givot 1) gpfon Tov

T mpénet va yvopilete npv mapete 1o Micardis

[ va mépete To Micardis

[Mbavég avemBounteg evépyeieg

IMog va puidooete to Micardis

[Tepreydpevo g ovokevasiog Kot AOTES TANPOPOPieg

A N e

1. Th givar To Micardis kon oo givan 1) yp1jon Tov

To Micardis avikel o€ pio OpHado QOPUAK®OV TTOL EIVOL YVOGTA MG OVTOYMVIGTEG TOV VITOSOYEMY TNG
ayyelotevoivng Il H ayysloteveivn 11 eivon pia ynpukn ovsio 1 omoio mopdyeTon 6TO GO GOG KOt
TPOKUAEL TN OTEVOOT) TOV AyYEI®V 00G e ATOTELEGHO VO, avEAVETAL 1) PTNPLOKT| GOG TtieoT. To
Micardis amokAeiel v exidpacn ¢ ayysotevoivng I kévovtag o ayyeia va yahapdvouy Kot e
0VTO TOV TPOTO EAATTAOVEL TNV APTNPLOKT GOG TLEDT.

To Micardis ypnowpomoreiton yro ) Oeponeio g tpwtonadovg vréptaong (avénuévn aptnplokn
wieon) otovg eviaikeg. «Ilpotomadney onuaivel 0tL N avénuévn aptnplokn Tieon dev TPoKAEiToL
oo KATOo GAAT KOTAGTOO).

H vymAn aptnplaxn micon, dv ¢ Bepamevbei, umopel va PAGweL Ta apo@dpa ayyeio oe dtdpopa
OpYaVO KoL GE UEPIKEG TEPITTMGELC ovTh 1 PAGPN pmopel vo 0dnynoet o€ kapdlokég TPooPorES,
KOPOLOKN 1] VEQPPIKN AVETAPKELD, EYKEPAALKA 1 TOQA®oT. H vymAn aptmpilokn wieon cuvnbmg dev €xet
CLUUTTMOUOT TPOTOV dNUIOVPYNBoVY o1 PAGPEC. Q¢ ek TOHTOV TAKTIKN TOPOKOAOVONGN TN
aPTNPIOKNG TTiEoNC Elval OTOPLITTH TPOKEWEVOD VO SIOTIGTAOVETAL €AV €ival EVTOC TOV PLGLOAOYIKMV
opiov.

To Micardis ypnowpomorgiton exiong yio ) HEI®ON TOV KAPSHYYELHKOY cuuPavtov (dniadn
EUPPOYLLO TOV HVOKOPOIO 1) EYKEPAAIKO EMELGOS10) GE EVIAIKEG 01 OTOi01 Elval o€ Kivduvo, eneldn
£€YOUV HEIOUEVN 1] OTOKAEICUEVT] TTOPOYT OULOTOG TNV KOPOLE 1} 0TO TOSIA 1] £XOVV VITOGTEL £val
EYKEPUAIKO €MEIGOS10 1 Sty VYNAOD Kivdbvov. O ylotpdg Gog Umopel vo, cag el ehv giote og
VYNAO Kivouvo yio T€Tola GuUPavTa.

2. Tvpéner va yvopilete npwv mapete To Micardis

Mnyv napete 10 Micardis

. o€ mePInT®ON aAlepyiog oto telmisartan 1| 6 00106NTOTE GALO OO TO GLGTATIKA AVTOV TOV
QOPUAKOV (OVOPEPOVTOL GTNV TAPAYPAPO 6)
. e &yete mepAoEL TO TPDTO TPiUMVo ¢ kumong. (Eivon eniong mpotindtePo va, amopevyeTal TO

Micardis otV apyn g Konong — deite v mapdypapo Komon)
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o gqv éyete ocofapd Mmatikd mwpoPAnpata OT®G YOoAOSTACN 1 ATOPPALN YOANPOP®V 00DV
(mpofAnpata pe TopoyETELOT TG YOANG OO TO NIAP KOl TN YOANIOYO KVGTN) 1) OTOLONTOTE
AN Motk acOévela.

o €av €yete dwoPrTn N dwatapoyuévn veppikn Asttovpyia kot Aapupdvete aywyn pe £vo Qapuoko
OV UEIDVEL TNV OPTNPLOKT TiESN Ko TEPLEYEL AAITKIPEVT).

Edv kdmoto and 1o mapandvem 16YveL Yo GGG, EVILEPDGTE TOV YATPO 1| TOV POPLOKOTOd GOG TPV
mépete To Micardis.

Ipogidomomoers kKot TpoPvAaLeg
AmevBuvbeite otov y1atpd cog mpv mapete to Micardis v vmoeépete N £XETE VIOPEPEL ATO
OTOL0ONTTOTE OO TIC TAPAKATM KOTOUOTAGELS 1] 000EVELEC:

. VEPPIKN VOGO 1] VEPPIKO LOGYEL LA

. OTEVOOT] VEQPIKNG apTnpiog (0TEVeon Tov olpo@Opov ayyeiov otov €va 1 Kot Tovg 000
VEQPOLQ)

. NmATIKY VOGO

o KapOLOKE TPOPATLOTO

. avénuéva eninedo oAd00TEPOVNG (KATAKPATNON VA0TOG Kol GANTOS OTO GOUN UE TOPAAANAN
dTapayn TS 1oppoTiag daPdPOV 1Y VOCGTOLXEI®Y TOV AilaTOC.

o younAn aptnploxn wieon (vwodtaon), whavd va cvuPei edv éxete apudotmbel (vrepPfoAikn

UTMOAELNL COUATIKOD vEPOD) N £xete EAAEYT aAdtov e€attiag TG SLOVPNTIKAG Oy®YNS, diatta
YOUNAR o€ dAata, Sdppoia, 1 EPETOG

o avénuéva eninedo KaAOv 6TO Ol GOG

o dwafnn

AmevBuveite otov Yiatpo cog mpv ndpete to Micardis:

e &dv AapPdvete, omo10dNTOTE OO TO TAPAKATM GAPUOIKO TOL YPNCLOTO0VVTAL Yl T Oeparmeio
™G VYNNG APTNPLOKTG TiESNG:
- évav avootoréa MEA (yuo mopddetypa evalompiln, Acivonpidn, popimpiin ), wdiaitepa edv
&xete veppikd mpoPAnpata wov oyetilovrat pe dapntn.
- aMoKpévn
O 10tpdg cag umopel va eEAEYEEL TN VEPPIKY] GOG AEITOLPYID, TNV APTNPLOKT GOG TEST Kot TNV
TOGOTNT TOV NAEKTPOAVT®V (T.). KUAL0) GTO Qiplol 060G GE ToKT dlaothuata. BAéne eniong
TANPOQOpiec oTNV Tapdypapo «Mnv mtapete to Micardisy.

e &dv AapPdvete dryo&ivn.

Ba TPETEL VO, AVOPEPETE GTOV YIUTPO GOG GV vouilete 6Tt lote (N umopel va peivete) €ykvog. To
Micardis & cuvieTdtol 6TV apyn TG KOmong kat o€ Oo tpémetl vo AauPavetol qv £XETE TEPAGEL TO
TPMOTO TPIUNVO TNG KNGOS, KoM pumopel va Tpokarécel coPfapn PAGPN oto Bpépog cag edv
ypnoonondel e avtd o 6TAd0 (dgite TNV TOPAypapo Komon).

Y& mepinton yepovpyikng enéuPfaong n avalodnoiog, 0o npénel va neite 6ToV YTpd Gog OTL
Aappavete Micardis.

To Micardis umopei va givat AyoTePO AmOTEAEGLOTIKO GTN UEIOT TNG APTNPLOKNG TECNS OE LODPOLS
acBeveic.

Howowd kon Epnpor

H ypnion tov Micardis og Toudid Ko epnovg péxpt v niikio Tov 18 e1dv dg cLVIGTATOL

Alha @appoxa ko Micardis

Evnuepmote tov yiatpd 1| TOV opUaKOTOld oag 6V maipvete, £xeTe TPOGPUTA TAPEL 1) WITOPEL VOl
mhpete aAla pdppaxa. O yroTpds cog iomg ypelaotel va aAAAEEL T 000N TV GAADY QAPUAK®V 1] VO
AGBeL GAAEC TPOPVAGEELS. Xe LEPIKES TEPIMTMGELS 160G 0l TPEMEL VOL GTOUATNOETE VO, TOIPVETE £Vl

amo o Pappoka. Avtd e@apudleTol EOIKA GTO PAPLLOKE, TTOV CVUPEPOVTOL TOPUKATM
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ovyyopnyovueva pe Micardis:

o Ddappoka Tov TepEyovy Abo yia ) Oepaneia kdmolmv THROV KOTAOAWYC.

. Dddappoka ta omoia pmopet vo avNeovy To EXITEd TOL KAAIOV 6TO Al OO VITOKUTAGTATA,
OAATOV TOV TEPLEYOVY KAAL0, KAALOGUVTNPNTIKG 6100pNTIKA (cuyKeKkpéVa diokia oV
amofairovy Komp), avactoreic MEA, avtaymviotéc vrodoyémv ayyelotevoivng I, MEAD (un
GTEPOELDN OVTIPAEYLOVDON QAPLOKD, T.Y. AoTpivy 1 Povpoaivn), nmapivn,
O0VOGOKOTAGTAATIKA (TT.). KuKhoomopivn 1 tacrolimus), Kot To avtiflotikd tpiuebompipn.

o Arovpnrikd («dtokio Tov amoPdAlovy VOWP»), E101KA av Aapupdvoviatl og VYNAEG 0OGELS
mapdAinAa pe Micardis, umopei va 0dnNyHoovv o€ VITEPPOAIKT ATMAELN COUATIKOD VEPOD KoL
YOUNAR apTnplokn wieon (vTdTaon)

o Edv maipvete évav avaoctoréa MEA 1 alokipévn (PAEne eniong mAnpoeopiec 6TV Topdypapo
«Mnv mapete T0 Micardis» kot «IIpogidomonoelg Kot TPoPLAGEEIS».
. Aryo&ivn.

H dpdon tov Micardis umopei va peiwdei av Aapupavete kot MEA®D (Mn Z1epoeldn] AVIIQAEYLOVOON
Dappoka OTOG aomipivn 1 PovTpoPaivi) 1 KOPTIKOGTEPOELDN.

To Micardis umopei va avéncel Ty enidpaoct HEImONG TN apTNPIOKNE TEGTC TOV GAADYV QOPUAK®OV
OV YPNOLLOTOIOVVTIL Yo T Oepameio TG VYNANG APTNPLUKNG TiECTS, | POPUAK®OV UE dSUVATOTITA,
peimong g aptnplokng tieong (w.y. baclofen, amifostine).

Emumdéov, n younAn aptnplokn wieon uropel va emdevabei amd tn ypron aAkooA, fappirovpikmdv,
VOPKOTIKOV 1 avTIKATaOMATIKOV. AVTO Hmopel vo, To mapatnpnoete og LaAn 6tav onkoveste 0poiot.
®a mpénel vo, cLUPOVAEVTEITE TOV YLOTPO GOG GV TPETEL Vo pLOUicETE TN 6061 TOV GALOL PUPUAKOV
evo AapPavete Micardis.

Kinon ka1 Onioopog

Kvnon

Oa TPEMEL VO EVNLEPDOGETE TOV Y10TPO Gag GV vouilete 0Tt giote (1 uropet va petvete) £yKvog.
Kovovikd, o yiotpog cag 0a cog coppfoviéyet vo otaparioete va Aapupdvete to Micardis tpotov
petvete £ykvog 1 poAg pabete 0tL Kvopopeite kat B oag cupfoviedoet va Adfete GALO PappoKo avti
tov Micardis. To Micardis de cuvictdTor otnV apyn tng Kunong kot d¢ Bo mpénet va Aapfavetol petd
TO TPOTO TPIUNVO TG KONo™G, KabdC purnopet va TpokaAécsel coPapn BAAPN 610 Bpépog cag edv

ypM oo el LETA TO TPMTO TPIUNVO TNG KOOGS,

Oniocuog

Evnuepaote tov yrotpd cag eav Onralete | mpdkettan va Eekivioete o OnAacud. To Micardis dg
ouvioTdtal o€ UNTEPEG Ol omoieg OMAGlovv Kot 0 Y10TPOG oG UTOPEL VO EMAEEEL EVOALUKTIKY|
Oepaneio yio €odg edv embopeite va OnAdoete, 1d1aitepa v T0 PpEog oag eivol veoyévvnto, N
vevviOnke tpdmpa.

00fyNoN Ko YEPLOROS PN OV LATOV

Kdanowot avOpwmor arcBdvovtar {ain 1| kovpaon otav waipvovv Micardis. Edv aucOdaveote (odn 1
KovpooT, UV odnyeite N xepileote unyoviuoTa.

To Micardis wepiéyel copprroin.

Edv eppoaviCete dvoavelio o€ KGmol0 GAKYOPA, ETKOVMOVNOTE LE TOV YIOTPO GOC TPV AaPete
Micardis.

3. I og va apete To Micardis

[Tavtote va maipvete To EAPUAKO GVTO CVGTNPE GOUPOVO. e TIG 0dNYieg TOV Yiotpo¥ cag. Edv éxete
auePoriec, pmTNOTE TOV YIUTPO 1) TOV PAPUOKOTOLO GOC.

H ocvvietdpevn d6on eivar éva diokio pia eopd v nuépa. [poonadnote va AapPdvete to diokio v
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010 dpa kaOe pépa.

Mmropeite va Aapfdavete to Micardis pe 1 xopic tpoen. Ta diokio Oa wpénet va katomivovtal Ue
Bonbela pikpng mTocdTNTAG VEPOD 1 AAROL U aAKOOAOVYOL ToToV. Elvar onuavtikd va Aapupdvete to
Micardis kd0e pépo uéypig 6tov o yiotpog cag el kATt dtapopetikd. Edav éxete v evtdnwon 0111
enidpaon tov Micardis givatl ToAD duvath 1) TOAD AdVVATY], LATOTE LLE TOV YIOTPO GOG 1) TOV
QOPLOKOTOL0.

IMa ™ Bepaneio TG VYNANG apTNPLOKTG TiEOTS, 1| cLVHONG dOom Tov Micardis Yo Tovg
neplocdTEPOVG acbeveic elvar £va diokio Tov 40mg pio popd TNV NUEPA Y10 TOV EAEYYO TNG
apTNPLOKNC TTieonc Yo 6Xo 0 24mpo. O Y1aTpog 60 EYEL GVOTNOEL TN YOUNAOTEPT 0OGT EVOC S10KIOV
tov 20 mg nuepnoing. To Micardis pumopei eniong vo ypnotpuonombei oe cuVoVAGUO e dSLOVPNTIKA
Omm¢ VOpoyAmpobelalion, yio TV omoia £xel amoderyel 6Tt Exel emmpochet enidpaom ot peiwon
NG APTNPLOKNG TTieong 6 cuvdvacud pe to Micardis.

IMo ™ peioon tov kopdlayyelokdv coppdviav, 1 cuvning 66om tov Micardis givat éva diokio 80mg
pio popa v NUépa. Xtnv Evapén g tpoAnmtikng Oeponeiog pe Micardis 80mg, n aptnplokn migon
0o pémel va Tapakorovdeital cuyva.

e aoBeveic pe mpoPAnpata and To fmap n cvviong 06on de Ba tpénel va vepPaivel Ta 40 mg pio
@opd TNV NpéPal.

Edv napete peyordtepn 06omn Micardis amwd tnv kavoviki
Av toyaio AaPete ueyaro apBpod doKimv ETKOWVMOVNGTE Xwpig kabdvuatépnon e Tov yuTpd oag, ToV
QOPUOKOTOLO ] LE TO TUNILO EXELYOVIOV TEPICTATIKADV TOV TANGLEGTEPOVL GE GG VOGOKOUEIOL.

Eav Egyaoete va mapete To Micardis

Av Egyaoete va Tapete pio 0061, UV avnovynoete. Oa TPEmEL va TNV TAPETE OUESMG UOALG TO
BvunBeite kot cuveyiote ¢ cuVNOWG. Av dev TAPETE TO O1O0KIO KATTOW NUEPO, TAPTE TNV KAVOVIKN
doo1 TNV enouevn nuépa. Mnyv mépete 1A SO0 Y10 VO AVOTANPOCETE SOCELS IOV EEYAUCATE.

Edv éxete meplocOTEPES EPOTNOELS CYETIKA LLE TN YPNOT AVTOV TOV PUPLEAKOV, POTHGTE TOV Y10TPO 1)
TOV QUPLOKOTOLO GOG.

4. IIBavég avemBOUNTES EVEPYELES

Onwg 6ha To pappaKa, £TG1 KO AVTO TO PAPUAKO UTOPEL VO TPOKAAESEL AVETIOOUNTES EVEPYELES, AV
ka1 6gv Topovclalovtal 6€ OAOLE TOVG avOPMTOVC.

Kémoweg avemOounteg evépyeieg pmopet va givar cofapés kat va yperalovror duecn o Tpiki
TapaKoA0VONON

O mpénel vo, emiokePOeite TOV Y10TpO GOC OUECMG LOAG EUPOVICETE KATOL0 OO TOL TOPUAKAT®
GUUTTOOTOL:

ZAym* (ouyva amoKoAOOUEVT] «ONANTNPINGT) CUUOTOC», Elval o coPapn LOAVVOT UE PAEYLOVOON
OTAVTNGOT € OAO TO CAOUM), YPNYOPT 010YK®moN (TPHELL0) TOV OEPUATOS Kol TV PAEVVOYOVDV
(ayyglooidnua)” avtég ol avemBounteg evépyeleg ivan omdvieg (umopel va ennpedoovy €mg 1 otoug
1.000 avBpmmovg) aAld sivar e&atpetikd coPapég kot ot acheveic Tpémel va dSlaKOWovy T AfYn Tov
QopuraKov Kot va entoke@Bov Tov yloTpd Toug apéownc. Edv avtéc ol emdpdoeic dgv
OVTIHETOMIOTOVV, UTOPEl va £xovv potpaia EkPaon.

IBavég avemBOuNTES evéPyELeg Tov Micardis

2uyvég avembounteg evépyeteg (Lmopel va ennpedoovy £mg 1 otovg 10 avBpmdmovg):
XounAn aptnplokn wieon (vrotaon) o€ acbeveig mov Aappdvovv aywyn yio ) peioon Tov
KOPOLOYYELOKOY GUUPAVTOV.

Oy ovyvég avemBounteg evépyeleg (Umopet va ennpedoovy £og 1 otovg 100 avBpmmoug):
AoudEEIC 0VPOTOMTIKAG 060V, LOIUMDEELS TOV AVMDTEPOV AVUTVEVCTIKOD GUOTHUATOS (7T.Y.
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TOVOLOLLOG, PAEYLOVAOOELG KOATOL, KOO KPLoAdYNLa), EAAeyT og epuBporvtTapa (avaipio), vynid
enineda kaAiov, duvokolia enédevong vrvov, aicOnon OAYNG (katdOiwym), Awobupia (cuykonn),
aioOnua wepiotpoeng (iktyyog), yapnAn kapdiakn cuyvotnto (Bpadvkapdio), YouunAn apTnplokn
wieon (vdtaon) o€ acbeveic Tov Aapupdvovv aywyn Yo VYA aptnplakt wieon, (oAn Kotd v
éyepon (opBoctatiki votao), Ppayeio avoamvon, fyos, Kotakdg TOVOGS, S1ppoL, KOIALOKN
dvopopia, HETEDMPIGUOG, EUETOG, KVIIOUOS, avENUEVN EPIdpmOT], PapLaKELTIKO eEAvON L, ocpUaAYia,
UVIKEG KPAUTES, LVIKOG TTOVOC (LLodyia), ve@pikh dvuciertovpyia copmephapfavouévng oeiog
VEQPIKNG OVETAPKELNG, TOVOG 6T0 6TN00G, aicOnua advvapiog Kot avénuévo eninedo KpeaTvivng 6to
atpo.

2ravieg avemBounteg evépyeieg (umopel va ennpedoovy £o¢ 1 atovg 1.000 avbpdmovg):

IAyYn* (GLYVE ATOKOAODUEVT] «ONANTNPINGT] QUIOTOC», Elval Lo coPapn LOAVVET UE PAEYLLOVOON
OTAVTNGOT 68 OAO TO CAOUA 1 OOl UTOPEl va 00N YN GEL € BAvaTo), avENoN GE GUYKEKPLUEVO
AgvkokvTTapa (NOovoeidia), xapumAioc apBuodc aponetaliov (Bpopforevia), cofapn aAlepykn
avtidpaon (avapLAOKTIKY avTidpacn), ailepykn avtidpaon (m.y. e€avOnua, kvnouds, dvokorio otV
VaITVOT], GLPLYUOC, OION O TPOGMTOV 1 YUUNAT OPTNPLOKT TTiEN), YAUNAL ENiTEdH GOKYAPOL (CE
dafnrikodg acbeveig), aicOnua avnovyiag, vvniia, dtatapoyn oty 6pOcT, YPYOPOg puOudS TG
Kapdlag (Toyvkapdia), Enpootouic, GTOUAYIKY dlatapayn, dTapoyn The Yevong (duoysvoia), un
QLOIOAOYIKN NTOTIKY Agttovpyia (teptocdtepo mbavn og lammveg acbeveic), Tayeio d1d0ykmon Tov
d€PLOTOC KOl TV PAEVVOYOV@V TTOL UTTopEl emiong va 00Ny oEL og BAvato (aryyelooidnua
cvumepthapPavouévng tng potpaiog ExPaong), Exlepa (Lo dtatapoyn SEpUaToc), epubpodtnta
dépuotoc, kKvidmTikd eEavinua (kvidwon), cofapd eapurakevtikd e&avonua, Tévog Tmv apbpmcemv
(apBparyia), TOVOG TV AKpmV, TOVOG TOV TEVOVIMV, YPIITMONG GUVOPOUT, LELWUEVT] ALLLOCOAIPIVN
(Wo TpwTeivn ToL aipaTog), avénpéva eminedo ovptkov 0EE0g, avénpéve nratikd Evivua M
KPEATIVOPWGPOKIVAGT] GTO OLLOL.

ol omdvieg avemBounteg evépyeieg (Umopei va emnpedcsovy £mg 1 otovg 10.000 avBpdmong)
[Ipoodevtikn dnpovpyioe OVANE TOV TVELUOVIKOD 16TOV (S1dpecn Tvevpovomddeia) **

* To couPav umopet va. cuvéPn toyoaio 1 Oo pmopovice va oyetileTon pe £va Tpog 10 Tapodv AyvmoTo
Unovicpo.

** Eyovv avo@ephel TEPITTOCELS TPOOSEVTIKTG OTLLLOVPYING OVANG TOV TVELHOVIKOD 16TOD KUTA TN
AyM teEMeaptdvne. Qotdoo, dev gival YVOGTO €4V oLTiot NTOV 1 TEALLGOPTAVT.

Ava@opd avemBupNTOV EVEPYELDV

Edv mapoatnproete kamowo avemBOUNTN VEPYELD, EVIUEPDOTE TOV YIOTPO 1) TOV POPLOKOTOLO GO,
AvT0 1oyvet Kou Yo kéBe mbavr avemBountn evépyela Tov dgv avapEPETAL 6TO TaPOV GUARO 00N YLDV
yphone. Mropeite emiong va avapépete avembounteg evépyeleg anevbeiag, uéow Tov fvikoy
GLGTNLLOTOG OVAPOPAS TOL avaypapetal 6to [lapdapmua V. Mécm g avapopds avembountov
gvepyelmv pnopeite vo fondnoete ot GLALOYN TEPLGGOTEP®Y TANPOPOPLDV GYETIKA UE TNV OOPUAELD,
TOV TTOPOVTOS POPUAKOV.

5. Iog va guiaoccete To Micardis

To @appako ovtd TPETEL VO PLAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLY T T

Na pn ypnoonoteite ovtd 10 GAPUOKO LETE TV NUepounvic ANENG TOL AVOPEPETAL GTO KOLTI HETA
v nuepopnvio AnEng. H nuepopnvia AMéng eivan 1 televtaio nUéEP TOL PV TOV OVOPEPETOL EKEL.

Av16 T0 Qappako dev amartel Wiaitepeg cuvOnkec Oeppokpaciog @OAacnc. PvAdcceeTon oTNV apyLkn
GLGKELOCIO Y10, VO TPOGTATEDETOL Amd TNV VYpacio. Apaipéote To dickio Micardis amd tnv KoywéAn
UOVO apECHC TPV amd T AqY).

Mnv metdite @APULAKO GTO VEPD TNG ATOYETEVLONG N OTA OKlaK( aroppinpata. Potote tov
(OPLOKOTOLO GOG Y10 TO MG VO TETAEETE TOL PAPUAKO TTOL OEV YPNOULOTOIEITE Tl AVTd Tl pPéTpa Ol
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BonBncovv oty tpoctacia tov mepBdilovtog.

6. Iepreyodpeve TS 6VOKELAGTNG KO AOTEG TANPOPOPiEg

T tepréyer To Micardis

H dpaoctikn ovoia givar to telmisartan. Kabe diokio mepiéyet 20 mg telmisartan.

Ta dAAa cvotatikd givan ToPdovn, peyhovpivn, vopoéeidlo Tov vatpiov, copPiroin (E420) kot
GTEATIKO LAYV O10.

Epeavien tov Micardis ka1 wepleyopeva TG 6uoKeLUGTOG

Ta diokia Micardis 20mg eivat Agvkd, 6TPoYYvAd diokia Kot opayuéva pe Tov kmdikd apfpd SOH
K0l TO AOYOTLTIO TG ETOPiOG.

To Micardis dwotifeton o€ KoVTLA Le KLYELEG TOL TtepLEyovy 14, 28, 56 1 98 dioxia.

Mmopel va, pnv KokAo@opohv OAEG 01 GLCKELAGIEG OTN YDPO. COLG.

Kéroyog Adsrog Kvkrhogopiag ko Iapaockevaostiig

Karoyog Adsrag Kvkhogopiog Hopoockevaotig

Boehringer Ingelheim International GmbH Boehringer Ingelheim Pharma GmbH & Co. KG
Binger Str. 173 D-55216 Ingelheim am Rhein

D-55216 Ingelheim am Rhein eppovia

T'eppoavia

Delpharm Reims S.A.S

10 Rue Colonel Charbonneaux
51100 Reims

ToAlia
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I"o omoadnmote TANPOPOPio. GYETIKA LLE TO TOPOV POUPLOKEVTIKO TPOIOV, TAPOKAAEISTE VOl
angvBuvbeite otov Tomikd avtimpdsmmo tov Katdyov tng Adetag Kvhopopiag.

Belgié/Belgique/Belgien
SCS Boehringer Ingelheim Comm.V
Tél/Tel: +322 773 33 11

Bbarapus
bropunrep Uurenxaiitm PLB I'm6X u Ko. KT -
KJIOH bbnrapus

Ten: +359 2 958 79 98

Ceska republika
Boehringer Ingelheim spol. s r.o.
Tel: +420 234 655 111

Danmark
Boehringer Ingelheim Danmark A/S
TIf: +45 39 15 88 88

Deutschland
Boehringer Ingelheim Pharma GmbH & Co. KG
Tel: +49 (0) 800 77 90 900

Eesti

Boehringer Ingelheim RCV GmbH & Co KG
Eesti Filiaal

Tel: +372 612 8000

EA\LGoa
Boehringer Ingelheim Ellas A.E.
TnA: 4302 10 89 06 300

Espaiia
Boehringer Ingelheim Espafia, S.A.
Tel: +34 93 404 51 00

France
Boehringer Ingelheim France S.A.S.
Teél: +33 326 50 45 33

Hrvatska
Boehringer Ingelheim Zagreb d.o.o.
Tel: +385 1 2444 600

Ireland
Boehringer Ingelheim Ireland Ltd.
Tel: +353 1 295 9620
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Lietuva

Boehringer Ingelheim RCV GmbH & Co KG
Lietuvos filialas

Tel.: +370 37 473922

Luxembourg/Luxemburg
SCS Boehringer Ingelheim Comm.V
Tél/Tel: +322 773 33 11

Magyarorszag

Boehringer Ingelheim RCV GmbH & Co KG
Magyarorszagi Fioktelepe

Tel.: +36 1299 89 00

Malta
Boehringer Ingelheim Ireland Ltd.
Tel: +353 1 295 9620

Nederland
Boehringer Ingelheim b.v.
Tel: +31 (0) 800 22 55 889

Norge
Boehringer Ingelheim Norway KS
TIf: +47 66 76 13 00

Osterreich
Boehringer Ingelheim RCV GmbH & Co KG
Tel: +43 1 80 105-0

Polska
Boehringer Ingelheim Sp.zo.o.
Tel.: +48 22 699 0 699

Portugal
Boehringer Ingelheim, Unipessoal, Lda.
Tel: +351 21 313 53 00

Romaénia

Boehringer Ingelheim RCVGmbH & Co KG
Viena - Sucursala Bucuresti

Tel: +40 21 302 28 00

Slovenija

Boehringer Ingelheim RCV GmbH & Co KG
podruZznica Ljubljana

Tel: +386 1 586 40 00



Island
Vistor hf.
Simi: +354 535 7000

Italia
Boehringer Ingelheim Italia S.p.A.
Tel: +39 02 5355 1

Kvmpog
Boehringer Ingelheim Ellas A.E.
TnA: +302 10 89 06 300

Latvija
Boehringer Ingelheim RCV GmbH & Co KG
Latvijas filiale Tel: +371 67 240 011

Slovenska republika

Boehringer Ingelheim RCV GmbH & Co KG
organizac¢na zlozka

Tel: +421 2 5810 1211

Suomi/Finland
Boehringer Ingelheim Finland Ky
Puh/Tel: +358 10 3102 800

Sverige
Boehringer Ingelheim AB
Tel: +46 8 721 21 00

United Kingdom
Boehringer Ingelheim Ltd.
Tel: +44 1344 424 600

To mapév @vALo 00N YOV YprioNS avadempOnke Yo TELEVTAIN POPA OTIS

Addeg TNYEG TANPOPOPLOV

Aemtopepeic TANpoeopieg Yio 10 papprako avtd eivar drabéoipec 61o dikTvakd T6To Tov Evporaikon
Opyavicuot @oppdxmv: http:/ www.ema.europa.eu.
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®VOrho ooNYIOV ypionc: [IAnpogopics yia Tov ypijoty
Micardis 40 mg dwoxia
Telmisartan

AWPaoTe TPOGEKTIKA OAOKANPO TO GVAAO 00N YIAOV YPNCNS TPLY UPYICETE VO (P CLUOTOLEITE

avTo TO PAPRAKO, H1OTL TEPLAAPPAVEL CNUOVTIKEG TANPOPOPIES VIO COG.

- dordEte avto TO EUALO 0dNYIDV Yprone. Towg ypelaotel va to dopdoete Eava.

- Edv éxete meportépw amopieg, p@TNGTE TOV Y1OTPO 1| TOV PAPLOKOTOLO GOGC.

- H ocvvtayn v avtd to dppako yopnynnke omokAeloTikd yio 6og. Aev TPENEL Vo SMGETE TO
@AapUOKO G€ AAALOVE. Mmopel Vo TOVG TPOKAAEGEL PAAPT|, KOO KOl OTOV TO GUUTTMUOTO TNG
acBéveldc Toug eivor 01 e Tor O1KA oag.

- Edv mapotnproete kamoo avemBOUNTN EVEPYEL, EVILEPDOTE TOV YTPO, TOV POPLUAKOTOLO 1)
TOV VOGOKOUO 60G. AVTO 16Y0eL Kat Y10, kKabe mhovn avemBountn evépyela mTov dev avapEPETOL
GTO TOPOV GUALO 0dNYIDV YpNong. BAére mopdypago 4.

T tepréyer 1o Tapév A0 00N YIOV:

T giva To Micardis kot woto givor 1 gp1on Tov

T mpénet va yvopilete npv mapete to Micardis

[ va mépete To Micardis

[Mbavég avemBounteg evépyeieg

IMog va puidooete to Micardis

[Tepreyduevo g cvokevasiog Kot AOTEG TANPOPOPieg

A N e

1. Th givar To Micardis kon oo givan 1) yp1jon Tov

To Micardis avikel o€ pio OpHado EOPUAK®OV TTOL EIVOL YVOOGTA MG OVTOYMVIGTEG TOV VITOSOYEMY TNG
ayyelotevoivng L. H ayysloteveivn 11 eivon pia ynpikn ovsio 1 omoio mopdyeTon 6TO GMULN GOG KOl
TPOKUAEL TN OTEVOOT) TOV AYYEIDV 0OG LE ATOTELEGHO VO, aVEAVETAL 1) OPTNPLOKT| G0 TtieoT. To
Micardis amokAeiel v exidpacn ¢ ayysotevoivng I kévovtag o ayyeia va yahapdvouy Kot e
0VTO TOV TPOTO EAATTAOVEL TNV APTNPLOKT GOG TLEDT.

To Micardis ypnowpomoreiton yro ) Oeponeio g tpwtonadovg vréptaong (avénuévn aptnplokn
wieon) otovg eviAakeg. «Ilpotomabney onuaivel 0Tt N aENUEvn apTNPLOKT TiEon deV TPOKUAEITAL
oo KATOo GAAT KOTAGTOO).

H vymAn aptnplaxn migon, edv d¢ Oepamevbei, umopel va PAGweL Ta apo@dpa ayyesio oe dtdpopa
OpYaVO KoL GE PEPIKEG TEPUTTMGELC 0VTH 1 PAAPN pmopel v 0dnynoet o€ kapdlokég TpooPorEg,
KOPOLOKN 1] VEQPPIKN AVETAPKELD, EYKEPAALKA 1 TOQA®oT. H vymAn aptmpilokn wieon cuvnbmg dev €xet
CLUUTTOUOTO TPOTOV dNULOVPYNBoVY o1 PAGPEC. Q¢ ek TOHTOV TAKTIKN TAPOKOAOVONGN TN
apTNPIOKNG TTiEGNC EIVOL OTTOPALITTN TPOKEWEVOD VO SIUTIOTAOVETAL €AV EIVOL EVTOC TOV PLGLOAOYIKOV
opiov.

To Micardis ypnowpomorgiton exiong yio ) HEI®ON TOV KAPSHYYELHKOY cuuPavtov (dniadn
EUPPUYLO TOV HVOKOPOIO 1) EYKEPAAIKO EMEIGOS10) OE EVIAIKEG 01 OToioL Elval o€ Kivduvo, emeldn
£€YOUV LEIWUEVT 1] ATOKAEICUEVT] TTOPOYT OUHOTOG OTNV KOPOLE 1] 6T O 1] £XOVV VTOGTEL £val
EYKEPOUAKO €MEIGOS10 1 ST VYNAOD Kvdvvov. O ylortpog oG Umopel Vo, 6ag el €0 €ioTe o8
VYNAO Kivouvo yio T€Tola GuUPavTa.

2. Tvrpéner va yvopilete apwv napete To Micardis

Mnyv napete 10 Micardis

. o€ mePInT®ON aAlepyiog oto telmisartan 1| 6 00106NTOTE GALO OO TO GLGTATIKA AVTOV TOV
QOPUAKOV (OVOPEPOVTOL GTNV TTAPAYPAPO 6).
. gdv éyete mepdoel To TPdTO TPiUNvo ™G komong. (Eivon eniong mpotipndtepo va, amopevyetal To

Micardis otV apyn g Konong — deite v mapdypapo Komon)
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o gqv éyete ocofapd Mmatikd mwpoPAnpata OT®G YOoAOSTACN 1 ATOPPALN YOANPOP®V 00DV
(mpofAnpate pe Topoy£TELOT TG XOANG OO TO NTAP KOl TN YOANIOYO KVGTN) 1) OTOLONTOTE
AN Motk acOévela.

o €av €xete dwaPrTn N dwatapoyuévn veppikn Asttovpyia kot Aaupdvete aywyn He £vo Qapuoko
OV UEIDVEL TNV OPTNPLOKT TiESN Ko TEPLEYEL AAITKIPEVT).

Edv kdmoto and 1o mapandveo 16yveL yuo 645, EVILEPDGTE TOV Y1OTPO 1 TOV PAPLOKOTOLO GOG TPV
mépete To Micardis.

Ipogdomomoeis ko TPoPVAAEES
AmevBuvbeite otov y1atpd cog mpv mapete to Micardis v vmoeépete N £XETE VIOPEPEL ATO
OTOL0ONTTOTE OO TIC TAPAKATM KOTOUOTAGELS 1] 000EVELEC:

. VEQPPIKN VOGO 1] VEPPIKO LOGYEL LA

. OTEVOOT] VEQPIKNG apTnpiog (0TEV@On ToV OlHo@Opov ayyeiov otov €va 1 Kot Tovg 000
VEQPOLQ)

. NmATIKY VOGO

o KapOLOKE TPOPATLOTO

. avénuéva eninedo oAd00TEPOVNG (KATAKPATNON VA0TOG Kol GANTOS OTO GOUN UE TOPAAANAN
dTapayn TS 16oppoTiag daPOPOV 1Y VOGTOLXEI®Y TOV AiOTOC.

o younAn aptnpoxn wieon (vwodtaon), whavd va cvuPei edv éxete apudatmbel (vrepPfoAikn

UTMOAELNL COUATIKOD vEPOD) N £xete EAAEYT aAdtov e€attiag TG SLOVPNTIKAG Oy®YNS, diatta
YOUNAR o€ dAata, Sdppoia, 1 EPETOG

o avénuéva eninedo KaAIOv 6TO Ol GOG

o dwafnn

AmevBuvleite otov Yiatpo cog mpwv ndpete to Micardis:

e &gdv AapPdvete, omOOINTOTE OO TO TAPAKAT® PAPLLAKO TOV YPNCLOTOOVVTAL Y10, T Oeparmeio
™G VYNNG APTNPLOKTG TiESNG:
- évav avootoréa MEA (yuo moapddetypo evalampiin, AMowornpiin, poapimpiin ), diaitepa edv
&yete veppikd mpoPAnpata wov oyetilovral pe dafnTn.
- OALOKIPEVN
O 10tpdg cag umopel va eEAEYEEL TN VEPPIKY] GOG AEITOLPYID, TNV APTNPLOKT GOG TEST Kot TNV
TOGOTNTO T®V NAEKTPOAVT®V (Tr.). KOAL0) GTO Qo 060G G€ ToKTE daothuota. BAéne eniong
TANPOQOpiec oTNV Tapdypapo « Mnv mtapete To Micardisy.

o €av Aappdvete dryo&ivn.

Ba TPETEL VO, AVOPEPETE GTOV YIUTPO GOG GV vouilete 6Tt lote (N umopel va peivete) €ykvog. To
Micardis € cuvieTdtor 6TV apyn TG KOnong kot og Oa Tpémnel va AauPavetol eav ExeTe TEPAGEL TO
TPOTO TPIUNVO TNG KNGOS, Kobmg pmopel va tpokarécel coPfapn PAGPN oto Bpéepog oag eav
ypnoonondel e avtd o 6TAd0 (dgite TNV TOPAypapo Komon).

Y& mepinton yEPpovpyIKNG eréuPfacng  avoalodnoiag, o Tpénel va weite 6ToV YTpd Gog 0Tl
Aappavete Micardis.

To Micardis umopei va givat AyoTePO GmOTEAEGLOTIKO GTN UELMOT] TG OPTNPLOKNG TECNS GE LODPOLS
acBeveic.

Howowd kon Epnpor
H ypnion tov Micardis g Toudid kKot epnouvg péypt v nAikio tov 18 e1dv dg cuvieTdTOL.

Alha @appoxo ko Micardis

Evnuepmote Tov yiatpd 1| TOV QOpUOKOTOL0 Gag €6V TaipveTe, £xeTE TPOGPATA TAPEL 1| LWITOPEL VOl
nhpete aGAlo pdpuako. O ylotpdc cog iomwg ypelaotel va oAAAEEL TN 006N TV GAADY QAPUAK®Y T} VO,
AGPeL GAAEG TPOPVAAEELS. Xe PEPIKEG TEPIMTMGELG 100G Bol TPETMEL VO CTOUATIGETE VO TOIPVETE EVal
amo o eappoka. Avtd epapudletol E101KE GTO PAPLOKE, TTOV CVUPEPOVTOL TOPUKATM
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ovyyopnyovueva pe Micardis:

o Ddappoka Tov TepEyovy Abo yia ) Oepaneia kdmolmv THROV KOTAOAWYC.

. Dddappoka ta omoia umopei va avENGoLVV 0. ETITESD TOL KAAMOV GTO aip OTME VITOKUTAGTATA,
OAATOV TOV TEPLEYOVY KOALO, KAALOGUVTNPNTIKG d100pNTIKd (cuyKekpiéva diokia Tov
amofairovy Komp), avactoreic MEA, avtaymviotéc vrodoyémv ayyelotevoivng I, MEAD (un
GTEPOELDN OVTIPAEYLOVDON PAPLOKC, T.Y. AOTIPivn 1 povTpoaivn), nmapivn,
O0VOGOKOTAGTAATIKA (TT.). KuKhoomopivn 1 tacrolimus), Kot To avtiflotikd tpiuebompipm.

o Arovpnrikd («dtokio Tov amoPdAlovy VOWP»), E101KA av Aapupdvoviatl og VYNAEG 0OGELS
mapdAnAa pe Micardis, umopei va 0dnNyHoovV 6€ VITEPPOAIKTN ATMAELN COUATIKOD VEPOD KoL
YOUNAR apTnplokn wieon (vTdTaon)

o Edv maipvete évav avactoléa MEA 1 olokipévn (PAére emiong mAnpogopieg otV Topdypoapo
«Mnv rapete T0 Micardisy kot «IIpog1domotnoelg Kot TPOPLAGEEID»).
. Aryo&ivn.

H dpdon tov Micardis umopei va peiwbei av Aapupavete kot MEA®D (Mn Z1epoeldn] AVIipAEYHovdM
Dappoka 6T acmipivy 1 PovTpoPaivi) 1 KOPTIKOGTEPOELDN.

To Micardis umopei va avéNcetl v nidpaot HEI®ONG TN OPTNPLUKNE TEGC TOV GAADV QOPUAK®OV
OV YPNOCLULOTOIOVVTOL Yo TN Bepameia TG VYNANG APTNPLOKNG THEOTG, ] POPUAK®OV LE dUVATOTITA
peimong g aptnplokng tieong (w.y. baclofen, amifostine).

Emumhéov, n younAn aptnplokn wieon umopel va emdevabei amd tn ypfon aAkooA, fappirovpikdy,
VOPKOTIKOV N avTIKOTAOMITIKOV. AVTO PUopel vo, To Tapatnpioete og LaAn 6tav onkaveote 6poiot.
®a mpénel vo, cLUPOVAEVTEITE TOV YLOTPO GOG GV TPETEL Vo pLOicETE TN 6061 TOV GAAOVL PUPUAKOV
evo AapPavete Micardis.

Kvonon kot Onhaopog

Kvnon

Ba TPEMEL VO EVNLEPDOGETE TOV Y10TPO 6ag GV vouilete 0Tt giote (1 uropet va petvete) £yKvog.
Koavovikd, o yioatpog cag 0a cog copfoviéyet va otapatioete va Aappdavete to Micardis tpotov
petvete £ykvog 1 poAg pabete 0tL Kvopopeite kat B oag cupfoviedoet va Adfete GALO PappoKo avti
tov Micardis. To Micardis d¢ cuvictdtor otV apyn TG Konong kot o€ Oo tpénet vo AapPfavetol petd
TO TPOTO TPIUNVO TNG KOMONG, KabdS punopei va Tpokarécel coPapr| PAAPN oT0 Ppépog Gog edv
ypMoLoTon el LETA TO TPMTO TPIUNVO TNG KONOTG.

OnAacpog

Evnuepaote tov yrotpd cag edv Onralete | mpokettan va Eekiviioete To Oniacpd. To Micardis d¢
ouvioTdtal 6 UNTéPES o1 omoieg OMAGLovVy Kol 0 YI0TPOG 60 UTopel Vo EMAEEEL EVUALOKTIKN
Oepaneio yio €0dg edv embopeite va OnAdoete, 1d1aitepa v T0 PpEog oag ivol veoyévvnto, N
yevviOnke tpdémpa.

0o ynon Ko EPLGROS UNYaAvVNRATOV

Kdanowot avOpwmor arcBdvoviar {ain 1 kovpaon otav maipvovv Micardis. Edv aweOdaveote (ddn 1
Kovpao™, Unv odnyeite N xepileote unyovipota.

To Micardis wepiéyel copprroin.

Edv epoavilete ducavetio o€ KAmO GAKYOPA, EMKOVOVINGTE LUE TOV YIOTPO GOG TPV AAPETE
Micardis.

3. I og va Tapete To Micardis

[Tavtote va maipvete To EAPUAKO GLTO CLGTNPE GOUPOVO. e TIG 0dNYieg ToV Yiotpo¥ cag. Edv éxete

apeBoriec, pOTNGTE TOV YLITPO 1) TOV POPLOKOTOLO GO,
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H ocvvietdpevn do6on eivar éva diokio pia popd v nuépa. [lpoonadrote va Aapfdvere to diokio Tnv
010 dpa kdBe pépa. Mmopeite vo Aapfavete to Micardis pe 1 xopig tpoon. Ta diokio Ba mpémet va
Katomivovtol pe ™ Pondela pikpng TocdTNTOG VEPOD 1 GAAOD 1N dAKOO0AOVYOV ToTov. Eival
onuavtiko va Aappdavete to Micardis kde pépa uéyxpig 6Tov 0 Y1aTpog 6ag TEL KOTL d10popeTikd. Edv
€xete TNV evromwon 611 ) emidpacn Tov Micardis givol ToAv dvvath 1 TOAD adhvaTn, (MANGTE LIE TOV
Y1oTpd GOS 1) TOV POPULOKOTOLO.

IMa ) Bepaneio TS VYNANG apTNPLOKNG TiEOTS, 1| cLVHONG dOom Tov Micardis Yo TOvg
neplocdTEPOVG acbeveic elvar éva diokio Tov 40mg pio popd TNV NUEP Yo TOV EAEYYO TNG
opTNPLOKNIG Tieomng Yo 6Ao 1o 24mpo. [Tapol’ avtd, pepicéc Popég 0 YLoTPOC GOG LITOPEL Va, Gag TN
GLOTNGEL TN YoUNAOTEPN 0o TV 20 mg 1 tnv vyNnAdTeEPT d60T Tewv 80 mg. To Micardis umopei
emiong va ypnoiponomn el 6 cLVIVAGUO LEe dLoVPNTIKH OGS VIPOYA®POoBealion, Yo TV omoin &xet
amodelyDel 011 £yl emmpoebetn enidpacn ot HelDOT TG APTNPLOKNG TECT|G GE GLVOVAGUO UE TO
Micardis.

IMa ™ peioon tov kopdiayyelokdv coppdviav, 1 cuvning 66om tov Micardis givat éva diokio 80mg
pio eopd v nuépa. Xtnv évapén g mpoAnmtikng Oepomeiog e Micardis 80mg, n aptnplokn wigon
Oa Tpémel va Tapakorovdeital cuyva.

e aoBeveic pe mpoPAnpata and To fmap n cvviong 06on de Ba tpénel va vepPaivel Ta 40 mg pio

@opd TNV Npépa.

Edv napete peyordtepn 06omn Micardis amwd Tnv kavoviki
Av toyaio AaPete ueyaro apBpod doKimv ETKOWVMOVNGTE Xwpig kabdvuatépnon e Tov yuTpd oag, ToV
QOPUOKOTOLO ] LE TO TUNILO EXELYOVIOV TEPICTATIKADV TOV TANGLEGTEPOVL GE GG VOGOKOUEIOL.

Eav Egyaoete va mapete To Micardis

Av Egyaoete va Tapete pio 00661, UV avnovynoete. Oa TPEMEL va TNV TAPETE GUESMG OIS TO
BvunBeite kot cuveyiote ¢ cuVNOWG. Av dev TAPETE TO O1O0KIO KATTOW NUEPO, TAPTE TNV KAVOVIKN
doo1 TV enouevn nuépa. Mnyv mdpete SmAn SO Y10, VO AVATANPAOGCETE SOCELS IOV EEYACATE.

Edv éxete meplocOTEPES EPOTNOELS CYETIKA LLE TN YPNOT AVTOV TOV PUPLEAKOV, POTHGTE TOV Y10TPO 1)
TOV QUPLOKOTOLO GOG.

4. IIBavég avemBOUNTES EVEPYELES

Onwg 6ha To pappaKa, £TG1 KOl AVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, AV
ka1 0gv Tapovoldlovral 6 GAOLG TOVG avOPMTOVC.

Kémoweg avemOounteg evépyeieg pmopet va givar cofapés kat va yperalovror duecn o Tpiki
TapaKoA0VONON

O mpénel vo emiokePOeite ToV Y10TpO GOC OUECMG LOAG EUPOVICETE KATOL0 OO TOL TOPAKAT®
GUUTTOOTOL:

ZAym* (ouyva amoKOAODUEVT] «ONANTNPINGT] CULOTOC», Eival (o coPapn LOAVVOT| LUE PAEYLOVMON
OTAVTNGOT € OAO TO CAOUM), YPNYOPT 010YK®moN (TPHELL0) TOV OEPUATOS Kol TV PAEVVOYOVDV
(ayygooidnua)” avtég ol avemBounteg evépyeleg ivar omdvieg (Umopei va ennpedoovy Emg 1 oTovg
1.000 avBpmmovg) aAld sivar e&atpetikd coPapég kot ot acheveic Tpémel va dSlaKOWovy T AfYn Tov
QopuraKov Kot va entoke@Bov Tov yloTpd Toug apéownc. Edv avtéc ol emdpdoeic dgv
OVTIHETOMIOTOVV, UTOPEl va Exovv potpaia EkPaor).

IMBavég avemBOuNTES EVEPYELEG TOV Micardis

2uyvég avembounteg evépyeteg (Umopel va ennpedoovy £mg 1 otovg 10 avBpmmovg):
XounAn aptnplokn wieon (vrotaon) o€ acbeveig mov Aappdvovv aywyn yio ) peioon Tov
KOPOLOYYELOKOY GUUPAVTOV.

Oy ovyvég avemBounteg evépyeleg (Umopet va ennpedoovv £og 1 otovg 100 avBpmmoug):
AoudEEIC 0VPOTOMTIKAG 060V, LOIUMDEELS TOV AVMDTEPOV AVUTVEVCTIKOD GUOTHUATOS (7T.Y.
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TOVOLOLLOG, PAEYLOVAOOELG KOATOL, KOO KPLoAdYNLa), EAAeyT og epuBporvtTapa (avaipio), vynid
enineda kaAiov, duvokolia emédevong vrvov, aictnon OAlyNg (KatdOiwym), Aumobupia (cuykonn),
aioOnua wepiotpoeng (iktyyog), yapnAn kapdiakn cuyvotnto (Bpadvkapdio), YouunAn apTnplokn
wtieon (vdtaon) o€ acbeveic Tov AapuPdvovy aywyn Yo VYA aptnplakn wieon, CaAN Kotd v
éyepon (opBoctartiki votao), Ppayeio avoamvon, fyas, Kotakdg TOVOG, d1dppola, KOTAMOKN
dvopopia, HETEDMPIGUOG, EUETOG, KVIIOUOS, avENUEVN EPIdpmOT], PapLaKELTIKO eEAvON L, ocpUaAYia,
UVIKEG KPAUTES, LVIKOG TTOVOC (LLodyin), VEQPIKT duGAertovpyia cupmepthapfavouévng o&eiog
VEQPIKNG QVETAPKELNG, TOVOG 6T0 6TN0G, aicOnua advvapiog kot avénuévo eninedo KpeaTvivng 6To
atpo.

2ravieg avemBounteg evépyeieg (umopel va ennpedoovy £o¢ 1 atovg 1.000 avbpdmovg):

IAyYn* (GLYVE ATTOKOAODUEVT] «ONANTNPINGT] CUIOTOC», Eival o coPapn LOAVVOT| LE PAEYLOVMON
OTAVTNGOT 68 OAO TO CAOUA 1 OOl UTOPEl va 00N YN GEL € BAvaTo), avENoN GE GUYKEKPLUEVO
AgvkokvTTapa (NOovoeidia), xapumAioc apBuodc aponetaliov (Bpopforevia), cofapn aAlepykn
avtidpacn (avapLAaKTIKT avTidpacn), aArepykn avtidpaon (m.y. e€dvOnua, kvnouds, dvokorio otV
VaTTVOT], GLPLYUOC, OION L0 TPOGMTTOV 1 YUUNAT OPTNPLOKT TTieon), YaunAd enimeda cokyapov, (o
dfnrtikodg acbevelg), aicOnua avnovyiag, vvniio,dotapayn otnv 6pacn, YPRYopog puOudg g
Kapdlag (toyvkapdia), Enpootopia, oTOpayIKY dtotapayn, dlaTapoyn Ths Yevong (dvoyevaia), un
QLOIOAOYIKN NTOTIKY Agttovpyio (teprocdtepo mhavr o lanmveg acbeveic), Tayeia epuOpdnTa
d€PLOTOC KOl TV PAEVVOYOV@V TTOL UTTopEl emiong va 00Ny oEL og BAvato (aryyelooidnua
ooumepriappavopévng tng potpaiog Exfaong), kKvidmtikd e&avinua (kvidwon), cofapd QapUaKeLTIKO
g€avonua, movog tov apbpocemv (apbpadyio), TOVOS TV GKPOV, TOVOC TOV TEVOVIMV, YPUTTOONG
ouvopoun, LEWOUEVT] apoc@alpivn (Lo TpeTEVN TOV aipaTog), ovénuéva enimeda ovpukod o&éog,
avénuéva nrotied Evoupa 1 KPEATIVOPOGPOKIVAGT) GTO Ol

oA omdviec avemBounteg evépyeteg (Umopei va ermpedcovy Emg 1 otovg 10.000 avOpdmong)
[Ipoodevtikn dnuovpyio OVANG TOV TVEVUOVIKOD 16TOV (S1dpecn Tvevpovorddeia) **

* To copPav propet va cuvéPn toyaio 1 Ba uropovoe va oyetileTon pe £va TPog T0 TapoOV AyvmOGTO
Unovicpo.

** Eyovv avapephel TEPITTOCEL TPOOSEVTIKNG OMLLLOVPYING OVANG TOV TVELLOVIKOD 10TOD KOTA TN
AyM teEMoaptdvne. Qotdc0, dev ival YVOGTO €4V oLTiot NTOV 1) TEALLGOPTAVY.

Ava@opd avemBupNTOV EVEPYELDV

Edv mapotnproete kdmoto avemBOUNTN EVEPYEL, EVIUEPDGTE TOV YIATPO 1) TOV POPLOKOTOLO GO,
Av10 16908t Ko Yo kdOe mhavr avemBountn evépyela mov 0gv avaQEPETAL 6TO TAPOV EUAAO 0ONYIDV
yphone. Mropeite emiong va avagépete avembounteg evépyeleg anevbeiog, Lécw Tov 0viKoy
GLGTNLLOTOG OVAPOPAS TOL avaypapetal 6to [lapdpmua V. Mécm g avapopds avembountov
gVEPYEL®MV pmopeite vo fonOnoeTe 0T GLAAOYT TEPIGGOTEP®V TAPOPOPLDV GYETIKA LUE TNV OCPIAELL
TOV TTOPOVTOS POPULAKOV.

5. Iog va guiaccete To Micardis

To @appoko ovtd TPETEL VO PLAACCETAL GE PEPT] TOV OgV TO PAETOVV KoL OV TO POAVOLV TOL TOdLAL.

Na pn xpnoponoteite avTod T0 APUOKO LETE TNV NepounVia ANENG TOL AVOPEPETOL GTO KOVTL LETA
v nuepounvia AnEng. H nuepounvia AMéng elvar n teevtaio nuéP TOL PV TOV OVOPEPETOL EKEL.

Av16 TO QappaKko dev amaltel Waitepeg cvvOnkec Beppokpaciog @OAacnc. PvAGGeETOL GTNV aPYIKN
GLOKELOGIO Y10, VO TPOGTATEDETOL amtd TNV VYpacio. Apapéote 1o dickio Micardis amd TNV KOYWEAN
HLOVO apECHG TPV atd T AWM.

Mnv metdite EAPUAKO GTO VEPS TNG AMOYETELONG 1 OTA OIKLOKA amoppippata. Potiote tov
(OPLOKOTOLO GOG Y0 TO MG VO TETAEETE TO PAPUAKO TTOL OEV YPNOLOTOIEITE T AVTA ToL HETPaL Ot
BonBncovv oty tpoctacia tov mepPdiiovtog.
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6. Iepreyodpevo TS 6VOKELAGIOG KO AoTEG TANPOPOPieg

T tepréyer to Micardis

H dpaotici ovsia givan to telmisartan. Kdfe diokio mepiéyet 40 mg telmisartan.

Ta dAAa cuotatikd ivarl ToPdovn, peyrovpivn, vdpoéeidlo Tov vatpiov, copPiroin (E420) kot
GTEATIKO oYV O10.

Epeavien tov Micardis ka1 wepleyopeva TG 6VoKeLUGTOG

Ta diokio Micardis tov 40 mg givat Agvkd, emumkn diokio Kot yopayuéva pe tov Kodikd apduo S1H
KOl L€ TO AOYOTLTO TNG ETOUPELNG.

To Micardis dwotifetan o€ KoVTIO pe KLWELEG OV TTepLEyovy 14, 28, 56, 84 1 98 diokia, o KuyELEG
g pog 66omg mov mepiéyovy 28 x 1, 30 x 11 90 x 1 diokia 1| 6€ TOAVGVGKELOGIES TOV TEPLEYOLY
360 (4 ovokevaoieg twv 90 x 1) dokia.

Mmropet vo, unv KuKAOQOpOUV OAEG 01 GUGKEVAGIEG GTN YDPO GO,

Kéroyog Adsrag Kvkrhogpopiog ko Iapaockevaosti|g

Karoyog Adsrog Kvkhogopiog IHopaockevaostig

Boehringer Ingelheim International GmbH Boehringer Ingelheim Pharma GmbH & Co. KG
Binger Str. 173 D-55216 Ingelheim am Rhein

D-55216 Ingelheim am Rhein T'eppovia

T'eppovia

Boehringer Ingelheim EAlég A E.
50 yAu Honoviag - Mapkomodiov
Koponi Attikn, 19400

EALGSO

Rottendorf Pharma GmbH
Ostenfelder Strafie 51 - 61
59320 Ennigerloh
T'eppovia
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IMo omoladnmote TANPOPOPio. GYETIKA LLE TO TOPOV POPLOKEVTIKO TPOIOV, TAPUKAAEISTE VOl
angvBuvbeite otov Tomikd avtimpdsmmo tov Katdyov tng Adetag Kvhopopiag.

Belgié/Belgique/Belgien
SCS Boehringer Ingelheim Comm.V
Tél/Tel: +322 773 33 11

Bbarapus
bropunrep Uurenxaiitm PLB I'm6X u Ko. KT -
KJIOH bbnrapus

Ten: +359 2 958 79 98

Ceska republika
Boehringer Ingelheim spol. s r.o.
Tel: +420 234 655 111

Danmark
Boehringer Ingelheim Danmark A/S
TIf: +45 39 15 88 88

Deutschland
Boehringer Ingelheim Pharma GmbH & Co. KG
Tel: +49 (0) 800 77 90 900

Eesti

Boehringer Ingelheim RCV GmbH & Co KG
Eesti Filiaal

Tel: +372 612 8000

EA\LGoa
Boehringer Ingelheim Ellas A.E.
TnA: 4302 10 89 06 300

Espaiia
Boehringer Ingelheim Espafia, S.A.
Tel: +34 93 404 51 00

France
Boehringer Ingelheim France S.A.S.
Teél: +33 326 50 45 33

Hrvatska
Boehringer Ingelheim Zagreb d.o.o.
Tel: +385 1 2444 600

Ireland
Boehringer Ingelheim Ireland Ltd.
Tel: +353 1 295 9620
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Lietuva

Boehringer Ingelheim RCV GmbH & Co KG
Lietuvos filialas

Tel.: +370 37 473922

Luxembourg/Luxemburg
SCS Boehringer Ingelheim Comm.V
Tél/Tel: +322 773 33 11

Magyarorszag

Boehringer Ingelheim RCV GmbH & Co KG
Magyarorszagi Fioktelepe

Tel.: +36 1 299 89 00

Malta
Boehringer Ingelheim Ireland Ltd.
Tel: +353 1 295 9620

Nederland
Boehringer Ingelheim b.v.
Tel: +31 (0) 800 22 55 889

Norge
Boehringer Ingelheim Norway KS
TIf: +47 66 76 13 00

Osterreich
Boehringer Ingelheim RCV GmbH & Co KG
Tel: +43 1 80 105-0

Polska
Boehringer Ingelheim Sp.zo.o.
Tel.: +48 22 699 0 699

Portugal
Boehringer Ingelheim, Unipessoal, Lda.
Tel: +351 21 313 53 00

Romaénia

Boehringer Ingelheim RCV GmbH & Co KG
Viena - Sucursala Bucuresti

Tel: +40 21 302 28 00

Slovenija

Boehringer Ingelheim RCV GmbH & Co KG
podruZznica Ljubljana

Tel: +386 1 586 40 00



Island
Vistor hf.
Simi: +354 535 7000

Italia
Boehringer Ingelheim Italia S.p.A.
Tel: +39 02 5355 1

Kvmpog
Boehringer Ingelheim Ellas A.E.
TnA: +302 10 89 06 300

Latvija

Boehringer Ingelheim RCV GmbH & Co KG
Latvijas filiale

Tel: +371 67 240 011

Slovenska republika

Boehringer Ingelheim RCV GmbH & Co KG
organizac¢na zlozka

Tel: +421 2 5810 1211

Suomi/Finland
Boehringer Ingelheim Finland Ky
Puh/Tel: +358 10 3102 800

Sverige
Boehringer Ingelheim AB
Tel: +46 8 721 21 00

United Kingdom
Boehringer Ingelheim Ltd.
Tel: +44 1344 424 600

To wapdv @UAA0 00N YOV YprioNS avaOepOnKe Yo TEAEVTAIO POPE GTIS

Adreg INYEG TANPOQOPLAOV

Aemtopgpeic TANpogopieg yio 1o PappaKo avto gival d1afécieg 6To dKTLAKO TOTO Tov Evpmmaikod
Opyavicuot @oppdxmv: http:/ www.ema.europa.eu.
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®VOLho oonYIOV ypionc: [IAnpogopics yia Tov ypijoty
Micardis 80 mg owokia
Telmisartan

AWPaoTe TPOGEKTIKA OAOKANPO TO PVAAO 00 YIAOV YPNGNS TPLY UPYICETE VO, P CLUOTOLEITE

avTo TO PAPNOKO, OLOTL TEPLLAUPAVEL ONUOVTIKES TANPOPOPIES VIO GOC.

- DvidEte avTo TO EUARO 0dNYIDV Yprione. Towg xpelaotel va to dwufdacete Eavda.

- Edv éxete meportépo amopieg, p@INGTE TOV Y1OTPO 1| TOV PAPLOKOTOLO GOGC.

- H ovvtayn yio ovtd 10 ¢approko yopnynnke amokAEloTiKA Yio 60G. Agv TPETEL VO ODGETE TO
@AapUOKO G€ AAALOVE. MTopel Vo TOVG TPOKAAEGEL PAAPT|, KOO KOl OTOV TO GUUTTOUOTO TNG
acBéveldc Toug eivar 101 pe ToL KA OO,

- Edv mapatnpnoete kdmola avemBOUN T eVEPYELD, EVILEPADGTE TOV YLOTPO, TOV POPLOKOTOLO M
TOV VOGOKOUO 60G. AVTO 16Y0eL Kat Y10, kKaOe mhovn avemBountn evépyela mov dev avapEPETOL
GTO TTOPOV PUALO 0dNYIDV Xpiong. BAére mopdypago 4.

T epLéyeL 1o Tapdv @OAAO 00N YLOV:

T eivon o Micardis kot oo givat 1 gpron Tov

T mpénet va yvopilete npv mapete to Micardis

@ va mépete To Micardis

[Mbavég avemBounteg evépyeleg

[Mog va pvidooete to Micardis

ITepiexdpevo g cvokevaciog Kot Aoutég TANpopopleg

SN A LN

1. Th givar To Micardis kon oo givan 1) yp1jon Tov

To Micardis avikel o€ pio OpHado QOPUAK®OV TTOL EIVOL YVOGTA MG OVTOYMVIGTEG TOV VITOSOYEMY TNG
ayyeotevoivng Il H ayyeoteveivn II etvan o ynpuxn ovsio n omoio mopdyeton 6To GO GOG KO
TPOKAAEL TN OTEVOOT TOV Oy YEIDV GOC LLE ATOTEAEG LA VO ALEAVETOL 1] apTNPLOKT oag Ttieon. To
Micardis amokAeiel v exidpacn ¢ ayyeroteveivng I kévovtag ta ayyeio va yoAopdvouy Kot e
oVTO TOV TPOTO EAATTMVEL TNV APTNPLOKT GOG TTEO.

To Micardis ypnoipomoreitar yra 1 Oeponcio g mpwtonadods vréptaong (avEnuévn apTnploKn
mieon) otovg eviAkes. «IIpotomabng onuaivel 0Tt 1 avénuévn aptnplok Tieon dev TpoKaieito
oo KATOo GAAT KOTAGTOO.

H vymAn aptnplaxn micon, av d¢ Oepamevbei, umopel va PAGweL Ta apo@dpa ayyesio oe dtdpopa
OpYAVO KO G€ LEPIKEG TTEPUTTMGELS 0L 1) PAAPN pwopel va odnynoet o€ kapdlokég TPooPoAES,
KOPOLOKT 1| VEQPPIKN OVETGPKELD, EYKEPAALKA 1 TOQA®oT. H vymAn apmpilaxn wicon cuvnbmg dev €xet
CLUUTTOUOTO TPOTOV dNULOVPYNBoVY o1 PAGPEC. Q¢ ek TOHTOV TAKTIKN TAPOKOAOVONGN TN
pTNPLOKNG TTiESTC EIVOL OOPOLTITI TPOKEWEVOD VO SITIGTAOVETAL £V EIVOL EVIOC TOV PLGLOAOYIKDV
opiov.

To Micardis ypnowpomorgiton exiong yia ) pei®oN TOV KAPIYYEWWKOV GuUPAvToV (dniadn
EUPPUYLO TOV HVOKOPOIO 1) EYKEPAAIKO EMEIGOS10) OE EVIAIKEG 01 OToioL Elval o€ Kivduvo, emeldn
£YOUV LELOUEVN 1] ATTOKAEICUEVT] TTOPOYN QULOTOG OTNV KOPOLE 1} oTa 101 1] £X0VV VITOGTEL £val
EYKEPUAKO eMEIGOO10 1 SLofryTn VYNAOD KIvdVuVoL. O y1oTpog 6o UTopel Vo, 6ag el €0V €ioTe o8
VYNAO KIvOLVo Yo TETOW GUUPAVTA.

2. T péner va yvopilete mpv mwapete To Micardis

Mnv ndpete 10 Micardis

. o€ mePInT®oN aAlepyiog oto telmisartan 1| 6 00106NTOTE GALO OO TO GLGTATIKA AVTOV TOV
QOPUAKOV (OVOPEPOVTOL GTNV TAPAYPAPO 6)
. €av €xete mePAoEL TO TPAOTO TPiUNVo TG kumong. (Eivar ewiong mpotipdtepo va amopevyeTat 1o
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Micardis otV apyn g Konong — deite v mapdypapo Komon)

o €av €xete coPfapd NIOTIKA TPOPANHATA OTMG YOAOGTOCT 1 ATOPPAEN XOANPOPOY 0dMV
(TpofAnpata pe TapoYETELGT TG YOANG OO TO HTTOP Kot TN YOANIOYO KOGTY) 1| OTOLNONTOTE
AN Nrotikn acbévela.

o €av €xete StofrTn N dtaTapoyuévn VEPPIKN AELTovpyio Kol AUPBAVETE Oy®yn LE VO QUPLLOKO
OV UEIDVEL TNV OPTNPLOKT THEST Ko TEPLEYEL AALTKIPEVT).

Edv kdmoto and 1o mapandveo 16yveL Yo 64G, EVILEPDGTE TOV Y1OTPO 1 TOV PAPLOKOTOLO GOG TPV
nhpete To Micardis.

Ipogidomomoers kKot TpoPvAaLeg
AmevBuvleite otov yiatpo cog mpv mapete to Micardis Gv vVToQEPETE N EYETE VIOPEPEL OO
OTOL0ONTTOTE OO TIC TAPAKATM KOTOUOTAGELS 1] 000EVELEC:

. VEQPIKT VOGO 1] VEPPIKO LOGYEV LA

. OTEVOGT] VEQPPIKNG apTNPiag (0TEVOGT TV GLUOPOpOV ayyei®v aTov £va 1} Kot Tovg 600
VEQPPOVG)

. NmATIKY VOGO

. KapOLOKE TPOPATLOTO

. avénuéva emineda oAd0oTEPOVIG (KATUKPATNOT VOATOS KOl GANTOS GTO GO, LUE TOUPAAANAN
dTapayn TS 16oppoTiag daPOPOV 1YVOGTOLXEI®Y TOV AiIOTOC.

° YOUNAR apTnploky ieon (vdtaom), Tbavo va cupfel edv Exete apudotmbel (vmepPoikn

OTMOAELD COUOTIKOD VEPOV) 1 £xETE EAAEYT aAdTOV e&ontiog TNG SLOVPNTIKNAG AYWOYNS, dlotTa
YOUNAR o€ dAata, Sdppola, 1 EPETOG

. avénuéva eninedo KaAiov 6TO aipo Gog

o SwafrTn

AmevBuvbeite otov Yiotpd cog mpwv ndpete to Micardis:

e &dv AapPdvete, omo10dNTOTE OO TO TAPAKATM GAPUOKO TOL YPNCLOTO0VVTAL Y10 T Oeparmeio
™G VYNNG APTNPLOKTG TiESNG:
- évav avaotoréa MEA (yo mapddetyua evarampiin, AMcvorpiln, papimpiin ), diaitepa edv
&xete veppikd mpoPAnpata wov oyetilovrat pe dapntn.
- aAoKIpévn
O wTpog co¢ pmopel va eAEYEEL TN VEPPIKT GOG AELTOLPYIM, TNV APTNPLOKT GOG TIECT KOl TNV
TOGOTNTO TOV NAEKTPOAVT®V (Tr.). KOAL0) GTO QLo 060G G€ ToKTE daothuota. BAéne eniong
TANPoopiec oTNV Tapdypapo « Mnv mtapete To Micardisy.

o €av Aappdvete dryo&ivn.

®a Tpémet vo avapEpeTe 6TOV YoTpo oag edv vopilete ot elote (1 umopei va peivete) £ykvog. To
Micardis g cuvieTdton 6TV apyn TG KOMong kot o Oa Tpémel va AapuPavetal eav £xete TEPACEL TO
TPMOTO TPIUNVO TNG KNGOS, KoM pumopel va Tpokarécel cofapn PAGPN oto Bpépog cag edv
ypnoonon el g avtd 0 6TAdI0 (dite TNV TOPAYpao Kdmon).

e TePInTon YEPOLPYIKNG EMEUPaoNG N avoloOnoiag, 0o Tpénel va teite GTOV YITpO GOG OTL
Aappdvete Micardis.

To Micardis umopei va givat AyoTePO AmOTEAEGLOTIKO GTN UEIOT TNG APTNPLOKNG TECNS OE LODPOLS
aoBeveic.

Howowd kon Epnpor
H ypnion tov Micardis og moudid kKo eprovg péypt v nAikio tov 18 e1dv dg cuvieTaTOL

Alha @appoxo ko Micardis

Evnuepmote tov yiatpd 1| TOV opUaKOTOl0 oag 6V maipvete, £xeTe TPOGPUTA TAPEL 1) WITOPEL VOl
nhpete aGAlo pdpuako. O ylotpdc cog iomg ypelaotel va oAAAEEL TN 006N TV GAADY QAPUAK®Y T} VO,
AGPeL GAAEG TPOPVAAEELS. Xe PEPIKEG TEPIMTMGELG 100G Bol TPETMEL VO CTOUATIGETE VO TOIPVETE EVal
amo o pappoka. Avtd e@apudleTol EIO0IKE GTO PAPLOKE, TTOV AVUPEPOVTOL TOPUKATM
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ovyyopnyovueva pe Micardis:

o Ddappoka Tov mepEyovy Ao yia ) Oepaneio kdmolmv THTOV KOTAOAWYG.

. Dddappoka ta omoia umopei va avENGoLVV 0. ETITESD TOL KAAMOV GTO aip OTME VITOKUTAGTATA,
OAATOV TOV TEPLEYOVY KAAL0, KAALOGUVTNPNTIKG 6100pNTIKA (cuyKeKkpéVa diokia oV
amofairovy KOmp), avactoreic MEA, avtaymviotéc vrodoyémv ayyelotevaivng I, MEAD (un
GTEPOELDN OVTIPAEYLOVDON PAPLOKC, T.Y. AOTIPivn 1 povTpoaivn), nmapivn,
O0VOGOKOTAGTAATIKA (TT.). KuKhoomopivn 1 tacrolimus), Kot To avtiflotikd tpiuebompipn.

o Arovpnrikd («dtokio Tov amoPdAlovy VOWP»), E101KA av Aapupdvovial og VYNAES 60GELS
mapdAnAa pe Micardis, umopei va 0dnNyHoovV 6€ VITEPPOAIKTN ATMAELN COUATIKOD VEPOD KoL
YOUNAR apTnplokn wieon (vTdTaon)

o Edv maipvere évav avactorléa MEA 1 olokipévn (PAére emiong mAnpogopieg otnv Tapdypopo
«Mnv mapete 10 Micardisy» kot «IIpogdomotnoelc Kot TPoPLALEEID»).
. Aryo&ivn.

H dpdon tov Micardis umopei va peiwbel av Aaupavete kot MEA®D (Mn Z1epoeldn] AVIpAEYHOVOOM
Dappoka OTOG aomipivn 1 PovTpoPaivi) 1 KOPTIKOGTEPOELDN.

To Micardis umopei va avéncetl v nidpaot HeI®ONG TN OPTNPLUKNE TEGTC TOV GAA®V QOPUAK®OV
OV YPNOCLULOTOIOVVTOL Yo TN Bepameia TG VYNANG APTNPLOKNG THEOTG, ] POPUAK®OV LE dUVATOTITA
peimong g aptnplokng tieong (w.y. baclofen, amifostine).

Emumhéov, n younAn aptnplokn wieon umopel va emdevabei amd tn ypfon aAkooA, fappirovpikdv,
VOPKOTIKOV N avTIKOTAOMITIKOV. AVTO PUopel vo, To Tapatnpioete og LaAn 6tav onkaveote 6poiot.
®a mpénel vo, cLUPOVAEVTEITE TOV YLOTPO GOG GV TPETEL Vo pLOUicETE TN 6061 TOV GALOL PUPUAKOV
evo AapPavete Micardis.

Kvonon kot Onhaopog

Kvnon

Ba TpEMEL VO EVILLEPDOGETE TOV Y10TPO GaG GV vouilete 0Tt eiote (1 umopet va petvete) £ykvog.
Koavovikd, o yioatpog cag 0a cog copfoviéyet va otapatioete va Aappdvete to Micardis tpotov
petvete £ykvog 1 poAG pabete 0tL Kvogopeite kot B oag cupfoviedoet va AdPete dAro pappako avti
tov Micardis. To Micardis d¢ cuvictdtor otV apyn TG Konong kot o€ Oo tpénet vo AapPfavetol petd
TO TPOTO TPIUNVO NG KOOGS, Kabds pnopet va mpokaAésel coPapn PAAPN 610 Ppépog cag edv
ypMoLoTon el LETA TO TPMTO TPIUNVO TNG KONOTG.

OnAacpog

Evnuepaote tov yrotpd cag edv Onralete | mpokettan va Eekiviioete To Oniacpd. To Micardis d¢
ovvioTdTal 68 UNTEPES o1 omoieg OMAGLovv Kol 0 Y10TPOG 060G UITOPEl Vo EMIAEEEL EVOALUKTIKT
Oepaneio yio €0dg edv embopeite va OnAdoete, 1d1aitepa v T0 Ppéog cag eivatl veoyévvnto, N
yevviOnke tpdémpa.

0o ynon Ko EPLGROS UNYaAvVNRATOV

Kdanowot avOpwmor arcBdvoviar {ain 1 kovpaon otav maipvovv Micardis. Edv aucOdaveote (odn 1
Kovpao™, Unv odnyeite N xepileote unyovipota.

To Micardis wepiéyel copprroin.

Edv gpoavifeton ducavesio o€ KATOW0 GAKYOPM, ETIKOVOVIOTE LE TOV YIOTPO GOG TPV AAPete
Micardis.

3. I og va Tapete To Micardis

[Tavtote va maipvete To EAPUAKO CVTO CVGTNPE GOUPOVO. e TIG 0dNYieg TOV Yiotpo¥ cag. Edv éxete

apeBoriec, pOTNGTE TOV YOTPO 1] TOV POPUAKOTOLO GO,
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H ocvvietdpevn do6on givar éva diokio pia eopd v nuépa. [lpoonadrote va Aapfdvere to diokio Tnv
010 dpa kdOe pépa. Mrmopeite va Aapfdvete to Micardis pe 1} xopig tpoon. Ta diokio Ba mpémet va
Katomivovtol pe ™ Pondela pikpng TocdTNTOG VEPOD 1 GAAOD U1 dAKOO0A0VYOV ToToV. Eival
onuavtiko va Aappdavete to Micardis kde pépa uéyxpig 6Tov 0 Y1aTpog 6ag TEL KOTL d10popeTikd. Edv
€xete TNV eviLm®on OTL 1 emidpacn Tov Micardis givol ToAv dvvati 1 TOAD addvarTn, WMANCTE LE TOV
Y1aTpd GOS 1| TOV POPUOKOTOLO.

IMa ) Bepaneio TS VYNANG apTNPLOKNG TiEOTS, 1| cLVHONG dOom Tov Micardis Yo TOvg
neplocdTEPOVG acbeveic elvar £va diokio Tov 40mg pio popd TNV NUEPA Y10 TOV EAEYYO TNG
apTNPLoKNiG wieomng Yo 6Ao 10 24mpo. [Tapod’ avtd, pHepikéc Popég 0 YLUTPOC GOG LITOPEL vVa, Gag TN
GLOTNGEL TN YoUNAOTEPN 0o TV 20 mg 1 tnv vyNnAdTeEPT d60T Tewv 80 mg. To Micardis umopei
emiong va ypnoiponomn el 6 cLVIVAGHO pEe dLoVPNTIKH OIS VIPOYA®POoBelalion, Yio TV omoia £xet
amodelyDel 011 Exel emmpdobetn enidpacn 6N Hel®ON TG OPTNPLOKNG TECNG GE GLVOVAGHO LE TO
Micardis.

IMa ™ peioon tov kopdiayyelokdv coppdviav, 1 cuvning 66om tov Micardis givat éva diokio 80mg
pio eopa v nuépa. Xty évapén g mpoAnmtikng Oepomeiog e Micardis 80mg, n aptnplokn wigon
Oa Tpémetl va Taparxorovdeital cuyva.

e aoBeveic pe mpoPAnpata and To fmap n cvviong 06on de Ba tpénel va vepPaivel Ta 40 mg pio

@opd TNV Npépa.

Edv napete peyordtepn 06omn Micardis amwd tnv kavoviki
Av toyaio AaPete ueyaro apBpod doKimv ETKOWVMOVNGTE X0pig kabvuatépnon e Tov y1uTpd 6ag, ToV
QOPUOKOTOLO ] LE TO TUNILO EXELYOVIOV TEPICTATIKADV TOV TANGLEGTEPOVL GE GG VOGOKOUEIOL.

Eav Egyaoete va mapete To Micardis

Av Egyaoete va Tapete pio 0061, UV avnovynoete. Oa TPEmEL va TNV TAPETE OUESMG UOALG TO
BounBeite kot cuveyiote ¢ cuVNOWG. Av dev TAPETE TO O1O0KIO KATTOWH NUEPO, TAPTE TNV KAVOVIKN
doo1 TNV enouevn nuépa. Mnyv mépete S1mAn SO Y10, VO AVATANPAOCETE SOCELS TOV EEYUCATE.

Edv éxete meplocOTEPES EPOTNOELS CYETIKA LLE TN YPNOT AVTOV TOV PUPLEAKOV, POTHGTE TOV Y10TPO 1)
TOV QUPLOKOTOLO GOG.

4. IIBavég avemBOUNTES EVEPYELES

Onwg 6ha To pappaKa, £TG1 KOl AVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, AV
ka1 6gv Topovclalovtal 6€ OAOLE TOVG avOPMTOVC.

Kémoweg avemOopnteg evépyeieg pmopei va givar cofapés kot va yperalovror dpueon woTpiki
TapaKoA0VONON

O mpénel vo emiokePOeite ToV Y10TpO GOC OUECMG LOAG EUPOVICETE KATOL0 OO TOL TOPAKAT®
GUUTTOOTOL:

ZAym* (ouyva amoKoAOOUEVT] «ONANTNPINGT) CUUOTOC», Elval o coPapn LOAVVOT UE PAEYLOVOON
OTAVTNON € OAO TO COU), YpTyopn d10yKmon (TpH&Lo) Tov SEPUATOG Kal TV PAEVVOYOVOV
(ayygooidnua)” avtég ol avemBounteg evépyeleg sival omdvieg (Umopei va ennpedoovy Emg 1 oTovg
1000 avOpmdmovc) aArd eivar e€oupetikd coPapég Kot ol acheveic TpEmel va SloKOWYOLV T ARYT| TOV
QopuIaKov Kot va emtoke@Bov Tov yloTpd Toug apéownc. Edv avtég ol emdpdoei dev
OVTIHETOMIOTOVV, UTOPEl va Exovv potpaia EkPaor).

IBavég avemBOuNTES evéPyELeg Tov Micardis

2uyvég avembounteg evépyeteg (Lmopel va ennpedoovy £mg 1 otovg 10 avBpmdmovg):
XounAn aptnplokn wieon (vrdtacn) o acheveic mov Aappdvovv aywyn yo T peioon Tov
KOPOLOYYELOKOY GUUPAVTOV.

Oy ovyvég avemBounteg evépyeleg (Umopet va ennpedoovy £og 1 otovg 100 avBpmmoug):
AoudEEIC 0VPOTOMTIKAG 000V, AOIUMDEELS TOV AVADTEPOL AVATVEVGTIKOD GUOTHUATOS (TT.Y.
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TOVOLOLLOG, PAEYLOVAOOELG KOATOL, KOO KPLoAdYNLa), EAAeyT og epuBporvtTapa (avaipio), vynid
enineda kKaAiov, duokoia emédevong vivov, aictnon OAlYNg (kKatdOiwym), Aumobupia (cuykonn),
aioOnua wepiotpoeng (ilyyog), younAn kapdiokn cuyxvotnta (Bpadvkapdio), YoaunAn apTnplokn
wtieon (vdtaon) o€ acbeveic Tov AapuPdvovy aywyn Yo VYA aptnplakn wieon, CaAN Kotd v
éyepon (opBoctatiki votao), Ppayeio avoamvon, fyos, Kotakdg TOVOGS, S1ppoL, KOIALOKN
duopopia, HETEDMPIGUOG, EUETOG, KVIIOUOS, ovénuévn epidpmon, poaprakenTikd e£avina, ooceuaiyia,
UVIKEG KPAUTES, LVTKOG TOVOC (LLoAdyin), VEQPIKT dvGAertovpYia cupmepthapfavouévng o&eiog
VEQPIKNG OVETAPKELNG, TOVOG 6T0 6TN00G, aicOnua advvapiog Kot avénuévo eninedo KpeaTvivng 6to
atpo.

2ravieg avemBounteg evépyeieg (umopel va ennpedoovy £o¢ 1 atoug 1.000 avbpdnovg):

IAyYn* (GLYVO ATTOKOAODUEVT] «ONANTNPINGT] CUIOTOC», Eival o coPapn LOAVVOT| LE PAEYLOVMON
OTAVTNGOT 68 OAO TO CAOUA 1 OOl UTOPEl va 00N YN GEL € BAvaTo), avENoN GE GUYKEKPLUEVO
AgvkokvtTapa (noowvoPidia), yapnAids apBuds aponetariov (Bpopfomrevia), coPfapn aAlepykn
avtidpaon (avapLAaKTIKT avTidpacn), aArepykn avtidpaon (m.y. e€dvOnua, kvnouds, Svokorio otV
VaITVOT], GLPLYUOC, OION O TPOGMTOV 1 YUUNAT OPTNPLOKT TTiEN), YAUNAL ENiTEdH GOKYAPOL (CE
dafnrtikods acbeveig), aicOnua avnovyiog, vevniia, dTtapoyn otV 0pOcT), YPNYOPOg pLOUOS TG
Kapdlag (Toyvkapdia), Enpootopia, GTONAYIKY dlotapayn, dtTapoyn Thg Yevong (duoyevoia), un
QLOIOAOYIKN NTOTIKY Agttovpyia(meptocotepo mhavn o€ lanwveg acbeveic), tayeio 010yKmo™N TOV
O€POTOC KOt TV PAEVVOYOV@OV TTOL UTTopel emiong va 0dnyNoel g Bdvato

(ayyeooidonua copmeptrappavopévng tng potpaiog Exfaong), Exepa (Lo dtatapoyn SEPUATOG),
cofapd QappakevTikod e£avonua, Tévog Tev apbpmcewv (apbparyia), TOVOC TOV AkpmV, TOVOS TMV
TEVOVI®V, YPUTTMONG GUVOPOLLT, LEIWUEVT] OLLOoGPatpivr (Uio TP®TEIVN TOL aipaTog), avénuéva
emineda ovpucov 0&€og, avénuéva nratikd Eviupo 1 KPEATIVOPOOPOKIVAGCT] GTO Gl

oA omdviec avemBounteg evépyeteg (Umopei va emmpedoovy émg 1 otovg 10.000 avOpdmovg)
[Ipoodevtikn dnuovpyio OVANG TOV TVEVUOVIKOD 16TOV (S1dpecn Tvevpovorddeia) **

* To copPav pmopet va cuvéPn toyaia 1 Ba pmopovce va oyetileTon pe £va TPog T0 TapoOV AyvmGTO
Unovicpo.

** Eyovv avaeephel TEPITTOGELG TPOOSEVTIKNG ONUOVPYING OVANG TOL TVEVLOVIKOD 1GTOV KATA TN
AyM teEMoaptdvne. Qotdc0, dev ival YVOGTO €4V oLTiot NTOV 1) TEALLGOPTAVY.

Ava@opd avemBupNTOV EVEPYELDV

Edv mapoatnproete kamowo avemBOUNTN VEPYELD, EVIUEPDOTE TOV YIOTPO 1) TOV POPLOKOTOLO GO,
Av10 1oy0et Kot Yo kGOe mhavr avemBiuntn evépyela mov dev avaPEPETOL GTO TAPOV EVAAO 0ONYLDV
yphone. Mropeite emiong va avapépete avembounteg evépyeleg anevbeiag, uéow Tov fvikoy
GLGTNLLOTOG OVAPOPAS TOL avaypapetal 6to [lapdpmua V. Mécm g avapopds avembountov
gvepyelmv pnopeite vo fondfoete 0T GLAAOYN TEPIGCOTEP®V TANPOPOPIDYV GYETIKA LE TNV ACPAAELL
TOV TTOPOVTOS POPULAKOV.

5. Iog va guiaccete To Micardis

To @apuako ovTd TPEMEL VO PLAACCETOL GE LEPT] TOV OEV TO PAETOVV KoL OV TO POAVOLV TOL TOdLAL.

Na pn xpnoponoteite avTod T0 PAPIOKO LETE TNV NEPOUNVIa ANENG TOV OVOPEPETOL GTO KOVTL LETA
v nuepounvia AnEng. H nuepounvia AMéng elvan n televtaio nuépa TOL PV TOV OVOPEPETOL EKEL.

Av16 TO QappaKko dev amaltel Waitepeg cvvOnkec Beppokpaciog @OAacnc. PvAGGeETOL GTNV aPYIKN
GLOKELOGIO Y10, VO TPOGTATEDETOL amTd TNV VYpacio. Apapéote To dickio Micardis amd TNV KOYWEAN
HLOVO apECHG TPV atd T AWM.

Mnv metdite EAPUAKO GTO VEP TNG AMOYETELGONG 1 OTA OIKLOKA amoppippata. Potiote tov
(OPUOKOTOLO GOG Y10 TO MG VO TETAEETE TO. PAPUAKO TTOL OEV XPNOUOTOIEITE Tl AVTd Tl pPéETpa Ol
BonBncovv oty tpoctacia tov mepPdiiovtog.
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6. Iepreydpeve TS 6VOKELAGTOG KO AOITTEG TANPOPOPieg

T tepréyer to Micardis

H dpoaoticn ovsia givan to telmisartan. Kdfe diokio mepiéyet 80 mg telmisartan.

Ta dAAa cuotoTikd ivar ToPdovn, peyhovpivn, vopoéeidto Tov vatpiov, copPrroin (E420) kot
GTEATIKO oYV O10.

Epeavien tov Micardis kol wepieyopeva Tng 6uoKevoosiog

Ta diokia Micardis tov 80 mg givat Agvkd, empunkn diokia kot yopayuéva pe tov Kodikd apduo 52H
KOl L€ TO AOYOTLTO TNG ETOUPELNG.

To Micardis dwotifeton o€ kovTId TOL TTEPLEYOLV 14, 28, 56, 84 1| 98 diokin, 6€ KOYELEC TNG HLOG
doomg mov meptéyovy 28 X 1, 30 x 1 1 90 x 1 diokia 1} oe TOAVGLOKEVAGIES TOV TTEPLEYOLY 360 (4
ovokevaoieg tv 90 x 1) dioxia.

Mmopei va, unv KokAo@opohv OAEG 01 GLCKELAGIEG GTN YDPO. COG.

Kéroyog Adsrag Kvkhogopiog ko Iapackevaostiig

Karoyog Adsrag Kvkhogopiog IHopaockevaotig

Boehringer Ingelheim International GmbH Boehringer Ingelheim Pharma GmbH & Co. KG
Binger Str. 173 D-55216 Ingelheim am Rhein

D-55216 Ingelheim am Rhein T'eppovia

T'eppoavia

Boehringer Ingelheim EAlég A E.
50 yAu Howoviag - Mapkornodiov
Kopani Attikn, 19400

EALGSO

Rottendorf Pharma GmbH
Ostenfelder Strafle 51 - 61
59320 Ennigerloh
Teppovia
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I"o omoadnmote TANPOPOPio. GYETIKA LLE TO TOPOV POUPLOKEVTIKO TPOIOV, TAPOKAAEISTE VOl
angvBuvbeite otov Tomikd avtimpdsmmo tov Katdyov tng Adetag Kvhopopiag.

Belgié/Belgique/Belgien
SCS Boehringer Ingelheim Comm.V
Tél/Tel: +322 773 33 11

Bbarapus
bropunrep Uurenxaitm PLB I'm6X u Ko. KT -
KJIOH bbnrapus

Ten: +359 2 958 79 98

Ceska republika
Boehringer Ingelheim spol. s r.o.
Tel: +420 234 655 111

Danmark
Boehringer Ingelheim Danmark A/S
TIf: +45 39 15 88 88

Deutschland
Boehringer Ingelheim Pharma GmbH & Co. KG
Tel: +49 (0) 800 77 90 900

Eesti

Boehringer Ingelheim RCV GmbH & Co KG
Eesti Filiaal

Tel: +372 612 8000

EA\LGoa
Boehringer Ingelheim Ellas A.E.
TnA: 4302 10 89 06 300

Espaiia
Boehringer Ingelheim Espafia, S.A.
Tel: +34 93 404 51 00

France
Boehringer Ingelheim France S.A.S.
Tel: +33 326 50 45 33

Hrvatska
Boehringer Ingelheim Zagreb d.o.o.
Tel: +385 1 2444 600

Ireland
Boehringer Ingelheim Ireland Ltd.
Tel: +353 1 295 9620
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Lietuva

Boehringer Ingelheim RCV GmbH & Co KG
Lietuvos filialas

Tel.: +370 37 473922

Luxembourg/Luxemburg
SCS Boehringer Ingelheim Comm.V
Tél/Tel: +322 773 33 11

Magyarorszag

Boehringer Ingelheim RCV GmbH & Co KG
Magyarorszagi Fioktelepe

Tel.: +36 1 299 89 00

Malta
Boehringer Ingelheim Ireland Ltd.
Tel: +353 1 295 9620

Nederland
Boehringer Ingelheim b.v.
Tel: +31 (0) 800 22 55 889

Norge
Boehringer Ingelheim Norway KS
TIf: +47 66 76 13 00

Osterreich
Boehringer Ingelheim RCV GmbH & Co KG
Tel: +43 1 80 105-0

Polska
Boehringer Ingelheim Sp.zo.o.
Tel.: +48 22 699 0 699

Portugal
Boehringer Ingelheim, Unipessoal, Lda.
Tel: +351 21 313 53 00

Romania

Boehringer Ingelheim RCV GmbH & Co KG
Viena - Sucursala Bucuresti

Tel: +40 21 302 28 00

Slovenija

Boehringer Ingelheim RCV GmbH & Co KG
podruznica Ljubljana

Tel: +386 1 586 40 00



Island
Vistor hf.
Simi: +354 535 7000

Italia
Boehringer Ingelheim Italia S.p.A.
Tel: +39 02 5355 1

Kvmpog
Boehringer Ingelheim Ellas A.E.
TnA: 4302 10 89 06 300

Latvija

Boehringer Ingelheim RCV GmbH & Co KG
Latvijas filiale

Tel: +371 67 240 011

Slovenska republika

Boehringer Ingelheim RCV GmbH & Co KG
organizacné zlozka

Tel: +421 2 5810 1211

Suomi/Finland
Boehringer Ingelheim Finland Ky
Pub/Tel: +358 10 3102 800

Sverige
Boehringer Ingelheim AB
Tel: +46 8 721 21 00

United Kingdom
Boehringer Ingelheim Ltd.
Tel: +44 1344 424 600

To wapdév @UAA0 00N YIOV YprioNS avaOepOnKe Yo TEAEVTAIO POPE GTIS

Adreg INYEG TANPOQOPLAOV

Aemtopgpeic TANpogopies yio 1o PappaKko avtod gival d1abécieg oto dkTLaKO TOTO Tov Evpmmaikod

Opyavicuot @oppdxmv: http:/ www.ema.europa.eu.

70


http://www.emea.europa.eu

	ΠΕΡΙΛΗΨΗ ΤΩΝ ΧΑΡΑΚΤΗΡΙΣΤΙΚΩΝ ΤΟΥ ΠΡΟΪΟΝΤΟΣ
	Α.	ΠΑΡΑΣΚΕΥΑΣΤΗΣ(ΕΣ) ΥΠΕΥΘΥΝΟΣ(ΟΙ) ΓΙΑ ΤΗΝ ΑΠΟΔΕΣΜΕΥΣΗ ΤΩΝ ΠΑΡΤΙΔΩΝ
	Β.	ΟΡΟΙ Ή ΟΙ ΠΕΡΙΟΡΙΣΜΟΙ ΣΧΕΤΙΚΑ ΜΕ ΤΗ ΔΙΑΘΕΣΗ ΚΑΙ ΤΗ ΧΡΗΣΗ
	Γ.	ΑΛΛΟΙ ΟΡΟΙ ΚΑΙ ΑΠΑΙΤΗΣΕΙΣ ΤΗΣ ΑΔΕΙΑΣ ΚΥΚΛΟΦΟΡΙΑΣ
	Δ.	ΟΡΟΙ Ή ΠΕΡΙΟΡΙΣΜΟΙ ΣΧΕΤΙΚΑ ΜΕ ΤΗΝ ΑΣΦΑΛΗ ΚΑΙ ΑΠΟΤΕΛΕΣΜΑΤΙΚΗ ΧΡΗΣΗ ΤΟΥ ΦΑΡΜΑΚΕΥΤΙΚΟΥ ΠΡΟΪΟΝΤΟΣ
	Α. ΕΠΙΣΗΜΑΝΣΗ
	Β. ΦΥΛΛΟ ΟΔΗΓΙΩΝ ΧΡΗΣΗΣ

