ITAPAPTHMA I

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX
Telmisartan Actavis 20 mg dwokio
Telmisartan Actavis 40 mg dwokio
Telmisartan Actavis 80 mg dioxia

2. HOIOTIKH KAI TIOXOTIKH XYNGO®EXH

Telmisartan Actavis 20 mg dwokioa
KaBe drokio mepiéyer 20 mg telmisartan

Telmisartan Actavis 40 mg diokio
Ka0e diokio mepiéyet 40 mg telmisartan

Telmisartan Actavis 80 mg Swokia
Kabe diokio mepiéyet 80 mg telmisartan

IMa tov TApn kaTdloyo TV ekddy®V, PA. Tapdypapo 6.1.

3. DOAPMAKOTEXNIKH MOP®H
Awokio

Telmisartan Actavis 20 mg diokia
Agvkd, oTpoyyVAd, enineda dioKio mov EEPOVY TVTTOUEVO TO AoyoTumo T otn pia mhevpd.

Telmisartan Actavis 40 mg dwokia
Agvkd, ofdA, apeikupta Siokia e S10YMPICTIKN YPOLUUN TOL GEPOLY TLTTOUEVO TO Aoyotumo T ot
pia mhevpd. To diokio pmopel va doymplotel o€ dvo ioa pépn.

Telmisartan Actavis 80 mg diokia
Agvkd, ofdA, apeikvpta diokic TOv PEPOVY TVTMHEVO To AoyoTumo T1 otn pio TAgvpd.

4, KAINIKEX IAHPO®OPIEX

4.1 OgpomevTiKéG EVOEiEELG

Ynépraon
Ogpamneio TG 1310710000 VTEPTAON G GE EVAMIKEG.

Kapdwyysiakn tpdinwn

Meimwon kapdiayyelokng BvnooTNTaG 08 EVIMKEC LIE:

- éxdnin afnpobpouPmtikni kKapdiayyelakn voco (16Topikd ote@aviaing vOGo, ayyELKoD
EYKEPOUAIKOV EMEIGOOI0V 1| TEPLPEPIKNG OPTNPLOTADELNG) Iy

- ocoKyopmon Safrtn Tomov 2 pe tekunplopévn PAAPN og 6pyavo-cToyo.

4.2  Aocoloyio kKou TPOTOS YOPNYNONG

Aocoloyia

Ocpameio. 1010m0dovs vréproons

H ovviBwg dpactikn d6on givar 40 mg pia opd v nuépa. Mepikoi acbeveic pmopel va €youvv
O0peLOC Kal e Nuepnota doom 20 My. e TEPUTTACELS TOV JEV EMTVYYAVETOL 1) EXBVUNTA APTNPLOKN
mieon, n 8001 tov telmisartan pmopei va avéndei péypt t péyiotn 66om twv 80 Mg po opd tnv
nuépa. Evallaktikd, To telmisartan pmopet va ypnoiponom0el oe cuvdvacopo pe Betalida
dovpnTiKd 6TmG 1 VIPoYA®pPoDelalion N omoia £xel deilet va Exel aBPOIGTIKT EMIOPACT| GTNV TTOGN



NG apPTNPLOKNG Tieong otav yopnyeiton pali pe telmisartan. Otav e€etdleton n advénomn g d6ong, o
pénel va BLUOLOGTE OTL TO PEYIOTO OVTIVTEPTACIKO OMOTEAECLLO TALPATIPEITAL YEVIKG TEGOEPLS £MG
oKkTM efdopddeg petd v vapén g Bepanciog (BA. mapdypagpo 5.1).

Kaporayyeriaxn mpolinyn

H ocvvietopevn 66on givail 80 mg pia opd v nuépa. Agv etvat yvmotod edv d0oelg Kato tov 80 mg
telmisartan eivol aOTELEGUATIKEG OTN UEIMON TNE KAPSIAYYELOKNG VOOT|POTNTOC.

Koatd v évapén Oepanciog pe telmisartan yio tn peiowon g KopdloyyEWKng voonpotTnTag,
GUVICTATOL GTEVI TOPAKOAOVON O™ TG APTNPLOKNG TTiEoNS KoL EVOEXETAL VAL YPEIBLETOL KATAAANAN
TPOGOPLOYN TOV QOPUAK®Y OV LEDVOLV TNV aPTNPIOKT TTiEST.

E1dixol minboouoi

Adobeveig ue veppixn averapkeio,

Yrdpyel mepropiopévn eunelpia o€ acbeveis e cofopn VEPPIKN OVETAPKELD 1] GE ALOSIIAVOT. Xg
avTovg ToLvg aobeveic mpoteivetan pia pukpdtepn do6om Evapéng tov 20 mg (BA. mapdypago 4.4). Agv
amorteitor pOOoT g docoroyiag oe acOeveic e N £ LETPLO VEQPIKT] OVETAPKELQL.

AobOeveic ue nmoTiky avenopkelo.

To Telmisartan Actavis avtevdeikvutal oe ac0eveic pe cofapr nratikn avendpkela (PA. Tapdypopo
4.3).X¢ aoBeveic e Ao £0¢ LETPLO NTOTIKN AVETAPKELD, 1) 000T d¢ Oa Tpémet va vepPaivel Ta

40 mg i popd v nuépa (PA. mapdypagpo 4.4).

Hlixiowuévor aobeveic
Agv yperdletar Tpocapuoyn TG 600MG o€ NAIKI®UEVOVS acheveic.

Howdrorpixog minBoouog

H acpddeio ko ) amotelecpoticotnto tov Telmisartan Actavis o€ moudid ko eprfovg niikiog kdto
TV 18 etV dev &xel Tekunplodel.

Ta péypt Tdpa dSabécyo dedopéva TePLYpAPOvTaL oTig Tapaypdeovg 5.1 kot 5.2 adAdd dev pmopel va
yivel cvoTOoM Yo T 00GOAOYia.

Tpomog yopiynons
Ta dokia telmisartan gival yio epanag yoprynon ond tov 6TopaTog Kot 0o mpémetl va Aapfavovton e

VYPO pE N YWPIG TPOPT.
4.3  Avtevoeitag

YrepevaicOnoio 6tn dpactiky ovcia 1| 6€ KOO0 and Ta £KO0Y0 OTMG KATOYPAPOVINL GTNV
mapdypopo 6.1.

- AgVtepo Ko tpito Tpipmvo g kumong (BA. mapaypdeovg 4.4 kot 4.6)

- ATOQPOKTIKES SLOTOPAYES TOV YOANPOP®V

- Yofapn nratikn avendpKelo

H tavtoypovn ypnomn tov Telmisartan Actavis pe TpoidvTa oV TEPLEXOVY AMOKIPEVT AVTEVOEIKVTOL
oe acbevelg pe coxyoapmon daprn N veppikn duciertovpyio (GFR < 60 ml/min/1,73 m2) (Aéne
mapaypdeovg 4.5 kot 5.1).

4.4  E101kéC TPOELOOTONGELS KOl TPOPVAAEELS KATA T1| Y p1joN)

Kvnon

Ot avtayovicTég TV Vodoy v Tne ayyetoteveivng I dev Oa mpémet va didovtat kaTd T didpKeLlo TG
gykopoovvne. Extdc kot edv 1 cuvé ion TG ay®yng LE OVIOY®VIGTES TOV VTOSOYEMV TG
ayyeotevoivng Il Bempeitar amapaitntn, acbeveig mov mpoypappatilovy eykopocsvvn Ba tpémel va
oAAGLoVV G& EVOMUKTIKEG OVTIVTEPTUGIKES OYWYEG O1 OTTOIEC £XOVV OTOOESELYUEVO TPOPIA 0oPUAEiNG
Yo xpromn katd T ddpKela TG kKomong. Edv dtayvmotel eykopocivi, N oY@y HE QVTOY®VIOTEG TOV



VIodoYE®V NG ayyelotevaivng I Ba mpémet va daxomTeTon apécms, kal edv Oempeital amapaitnto o
TPETEL VAL 0PYIoEL EVOAAOKTIKY ay@yn (BA. mapaypdpovg 4.3 kot 4.6).

Hrotum averdpkelo

To Telmisartan Actavis dev Tpémnel va yopnyeitan o€ acOeveig Le YoAOOTAON, LE ATOPPAKTIKES
datapoyéc TV YoANeOpmV 1 coPapn Nratiky avendpkeia (PA. mapdypapo 4.3) epdcov 10
UEYOADTEPO HEPOC TOL telmisartan amofdiAetar e Tn yoAN. Avtoi ot acbeveic avapévetar vo Exovv
pelmpévn nratikn kabapon yuo to telmisartan. To Telmisartan Actavis 0o mpénet va ypnoyomoteiton
UOVO LE TPOGoYN o€ aoheveic [e N WG LETPLO TATIKY AVETAPKELDL.

Neppoayyelokr vréptaon

Yrdpyet ovénpévog kivouvog cofapnc vmdTaoTg Kol VEPPIKNG OVETAPKELNS o€ acheveic [e
OUEOTEPOTAEVPT OTEVIOCT TNG VEQPIKNG OPTNPLOG 1] OTEVIOOT TNG OPTNPING O LLOVIPT AELTOVPYIKO
veppd 0TOV avToi VIToPaArlovtal o€ Bepameia L PAPIOKO TOV GLOTHLLOTOC
PEVIVIG-0YYELOTEVGIVIG-AAD0OTEPOVNG.

Neopikn avemdpkelo Kot LETAPUIGYEVOT VEQPOD

SVGTAVETOL O TEPLOSIKOG EAEYXOG TV EMMEI®V TOL KUAIOV KOl TNG KPEATIVIVIG 0pOoD OTAV TO
Telmisartan Actavis ypnoonoleitol o€ acteveig pe datapayrévn veppikn Asttovpyia. Agv vrdpyet
gumelpio oyeTikd pe ™ yopnynon tov Telmisartan Actavis o€ acOeveic mov vrofAnOnkay TpdceaTa
G€ PETAUOGYEVOT VEQPPOL.

Evdoayyelakn vrooykauio

SOUTTOUOTIKT VTOTOOT, EOIKA UETE TV TpmTn 066M Tov Telmisartan Actavis, umopei va eupovioTel
o€ aobevelg pe vrooyKoio /Kot voTplomevia Tov opeiletal og Evrovn dtovpnTikn Bepamneia,

St Tikd TEPLOPIGO TOV AAATOC, dtdppota 1 EueTo. TETolec kataoTdoelg mpémel va, dlopbmBodv mpv
TN yopNynon tov Telmisartan Actavis. Ymooykopio 1i/kat vatplonevia mpénetl va dtopbmbel mpv
yopnynon tov Telmisartan Actavis.

AmAOC 0mOKAEIGUOC TOV GLGTALATOC pEvivnc-ayyeloteveivne-aldootepodvne (RAAS):

Yrdpyovv amodeielg 6TL ) tawtdYpovn xpnomn avactoréwv MEA, amokAeloTdv TV VTodoxEny
ayyeoteveivng I 1 aliokipévng avéavetl Tov Kivouvo VITOTOCNG, VIEPKOAOIUING KOl LELMUEVNG
veppikng Aettovpyiag (repthapavopévng g o&elag veQpikng avemdpkelog). g ek To0To, STAog
OTOKAEIGHOG TOV GLGTNILATOG PEVIVIG-ayyeloTevaivic-arldootepovng (RASS) péom g cuvovasévng
ypnong avactorémv MEA, anokAelotdv TV vrodoyéwv ayyelotevoivng I 1 alokipévng dev
ocvviotdral (BA. mopaypdpovg 4.5 kar 5.1).

Edv n Bepomeia Simhov amokAielcpod Bewpeitor amorlvtog anapaitntn, avtod Oa mpénet va Aapel yopa
Uovo KAt omd v emifAeyn €101ko0 Kol [Le GLYVT OTEVI] TAPAKOAOVON OGN TNG VEPPIKNC AELTOVLPYING,
TOV NAEKTPOAVTAOV KO TNG OPTNPLOKNG TIECTG.

O1 avaotoreic MEA kot ot amokAelotéc Tmv vrodoyéwv ayyetotevaivng I dev Oa npémet va
YPNOLLOTOL0VVTAL TAVTOYPOVA GE AcHEVEIS Le dafnTikn veppomadeLa.

AM\EC KOTOOTAOELS e EPEBIGIO TOV GLUGTNLATOC PEVIVIIG-OYYELOTEVOTVIC-AASOGTEPOVNG

Y& aoBeveig TOV 0 ayyelKOG TOVOS Kol 1] VEQPPIKT Agttovpyia e&apTdtan Kupimg amd Tn dpucTnPLoTNTa
TOVL CLGTNUATOS PEVIVIG-OYYELOTEVGIVIG-0AO0GTEPOVIG (T.Y. aoBEVEIG e fopld GLHPOPNTIKN
KOPOLOK OVETAPKELD 1) VTOKEILEVT VEPPIKT] VOGO, CUUTEPIAAUPOVOLEVIG TNG OTEVOGTC TNG VEQPIKNG
aptnpiag), Oepaneia pe pappoka mov exnpedlovv avTd T0 GVOTNU OTT®G To telmisartan £ygt
ovoyetiobei pe o&ela vrotaot, vrepalmbapio, olyovpia 1 omavia pe o&gia veppikn avemdpkeld (PA.
napypago 4.8).

Hpwtonabng ahdoctepoviorog

Ot acBeveic pe Tpmtomadn aAdocTEPOVIGUO YEVIKMG OeV o avtamokpliody e avTIVTEPTAGIKE
(QAPLLOKO TOV OPOLV UEGM OVOGTOANG TOL GLUGTHIOTOG PEVIVIIG-OYYEIOTEVGIVIG. 2G €K TOVTOVL 1 Yp1IoN
Tov telmisartan dev cuvicTaTOL.




Evtepiko ayysooionua

"Exer avapepbel evtepicd ayyelooidnua og acbeveic mov Aapfdvovv Bepameio e avTay®VIOTEG TV
vrodoyéwv g ayyeloteveivng I (BA. mapdypaeo 4.8). Ot ev Aoyw acBevelg TapoLGINGHY KOIALKO
&dyog, vavtia, £ueto Kot didppota. To CUUTTOUATO VTOYDPNCAV UETE TN SL0KOTH TOV AVTOYWOVIGTMOV
TV VTOdoYE®V TG ayyelotevaivng L. Ze mepintwon didyvmong eviepucol ayygloodnpatog, B mpémet
Vo S10KOTTETOL 1) YOPTYNON TNG TEALUGOPTAVNG Kol Bo TPEMEL VO EEKIVIGEL 1) KOTAAANAN
TOPAKOA0VON G HEYPL TNV TANPT] VITOYDPTOT| TV CUUTTOUATOV.

Aoprtiki kon prpoetdng PorPidkn oTEVOGT), VITEPTPOPIKT] OTOQPAKTIKY Kopdlopvorddeio
Onwg pe dALovg oyyelodaoTOATIKOOS TAPAYOVTES, GLOTHVETAL WL{TEPN TPOGOYT G€ acbeveic Tov
TAGYOVV OO 00PTIKN 1 LTPoedn POAPIOIKT GTEVMOGT 1] VTEPTPOPIKT| OTOPPUKTIKY KOPSIOULOTADEL.

Awfnricol acBeveic vrd Bepaneia pe vooviivn 1 aviidofnrikd

Avtoi o1 acbeveig pmopel va eppavicovy vroyAlvkaipio Kot t Oepaneio pe e pucaptdvr. Q¢ ek
TOVTOV, G€ AVTOVG Tovg acbeveic Oa Tpémetl va e€etdletan kKaTAAANAN TapakolohOnon g YAvkoing
aipatoc. Mrmopel va ypelactel puBuion g 66omg TG VGOLAIVIG 1] T®V VTSN TIKGY OTAV
evdeikvoral.

YrepkohoioH yprion @opUOKEVTIKOV TPOIOVI®MV TOV EMOPOVYV GTO GUCTNUAPEVIVIG —
OYYELOTEVOIVIG - AAOOGTEPOVNC UTOPEL VO TPOKAAECEL VITEPKAALULLINL.

21006 NAMKIOUEVOLG, 6 ac0eVEIG e VEPPIKT aveTapKEL, o€ dafnTikovg acbeveis, oe acheveic mov
Aappdvouv cuyxpovmg Kot GAL0 QUPHOKEVTIKA TPOIOVTA TOL Pmopel va av&Noovv Ta eminedo Tov
KaAiov 1/kon acBevelg e mapepmintovio copPfavta, 1 vrepkoitapio propel va amofel potpaia.

[Ipwv tn oKéyn NG GLYYOPTNYOVLEVIC YOPNYNONS PUPLOKEVTIKMV TPOIOVI®MY OV EXLOPOVV GTO
GUOTNHO PEVIVIIG-0YYELOTEVTIVIC-OAO00TEPOVIG, Ba Tpémel var a&l0A0YEiTAL 0 AOYOG OPEAOVE KIVODVOV.
Q¢ kup1dTEPOL TAPAYOVTEC KIVOHVOD Y10 VITEPKUALaLic uropel va Bempnbovv ot

- Zaxyapmong dapnng, veppikn avemdpketa, nAiio (> 70 )

- ZVVOVOCHOG LE £va 1) TEPLGGOTEPO PUPLOKEVTIKA TPOIOVTA TOV EMOPOVV GTO GUGTILLOL
PEVIVIG-aYYEL0TEVGIVIIC-aAd0GTEPOVN G /KO VTTOKOTAGTOTA KaAiov. Dapuakentikd Tpoidvta 1
OepOmEVTIKN KATNYOPIO POPUOKEVTIKAOV TPOIOVIMV TOV UTOPOVV VO TPOKOAEGOVY
VIEPKAALOLLLIO EIVOL VTOKOTAGTOTH OAGTOV TOV TEPLEYOVY KAALO, KAALOGUVTPNTIKG
S10VPNTIKA, AVAGTOAEIC TOV LETATPENTIKOV EVEVIOV TG OYYELOTEVGIVIG, AVTIOYMOVIGTEG TOV
vrodoy€wv g ayysoteveivig 11, un otepoeldn avtipieypovmodn eappoaxe (MZAD,
TEPILOUPAVOUEV®V KOl TOV EKAEKTIKGOV avacToAémV Tng COX-2), nrapivn, avocoKaTOGTOATIKA
(xvKAoomopivn M tacrolimus) ko TpyLebompipn.

- [Mopepnintovta couPdvta, 0Kl apLIdTOOo™, o&eia pEN KOPSIOKNAG AVTIPPOTGEMG,
petafoiikn 0&Eman, EMOEVMON VEPPIKNG AEITOVPYIOG, ALPVIdLN ETIOEIVOOT TNG VEQPPIKNG
KaTAoToong (7). AOUDIELG VOGOL), KuTTapikn Ao (). o&ela woyarpio dipov, papdopvdivon,
EKTETOUEVO TPOVLLAL).

ZUVIGTATOL GTEVH TOPOKOAOVONGN TV EMITESWDY KOAIOL TOL 0poD o€ 0oOEVELG [1E SUVNTIKO KiVOLVO

(BA. mapdaypagpo 4.5).

Efvucég drapopég

Onwg mopotnpnonie Kol Le TOVG OVOCTOAEIG TOV UETATPETTIKOL EVEDIOV TG OYYELOTEVGIVIG, TO
telmisartan Kot ot GALOL OVTAY®VIGTEG TNG AYYEIOTEVGIVIG EIVOL TPOPAVAS AMYOTEPO OTOTEAEGLOTIKOL
oTNV €AATTOON TG APTNPLOKNIG TTEoNG 08 avOpOTOVG TNG LoPNG GUANG o’ OTL G€ Un Ladpovg,
mOavOV AOY® TOL VYNAOTEPOL EMTOANGUOD KOTAGTAGEWDY YOUNANG peVivig oTOV TANBLoUO TV
LOOP@V VTEPTUAGIKADV.

Ala

Onmg kot pe 0molovoNToTe GALO AVTIVTEPTAGIKO TAPAYOVTA, 1) VIEPPOAIKN LEI®ON TNG APTNPLOKNG
mieong o€ aobeveic e 1oYOUIKT KapIlomADELD 1) IGYOLUKT KOPSLOYYELOKT VOGO UTOPEL VO TPOKAAECEL
EUPPOYUE TOV HVOKAPSIO | EYKEPAAIKO ETEIGOD1O.

"Exdoyo(a)



Nérpio
AVt 10 PapROKELTIKO TPOiOV TTEPLEXEL AydTEPO 0td 1 mmol vatpiov (23 mg) avd diokio, ivar avtd
7ov ovopalovpe Kehevbepo voTpion>>.

45 Almiemopaoceig pe GALO QUPUOKEVTIKA TPOIOVTA Kol GAAeg HopPES ailniemiopacng

Avyo&ivn

Otav 1 teMucoptdvn cuyyopnynonke pe dryoivn, mapatnpnnkay didpueceg ovéNcelg ot HEYIoT
GLYKEVTPMON TAAGHOTOG TNG Otyo&ivng (49%) Kat otnv KatdTepn cvykévipwon (20%). Katd v
évapén, TPOCAPLOYN KOl SLOKOTH TNE TEAUCOPTAVIG, CUGTHVETAL 1] TAPAKOAOVONON TV EMTES OV
dryo&ivng, Tpokepévou va dtatnpnovv ta enineda vioc Tov BepamevTikon EVPOLE.

Onwg kot pe AL QOPUOKEVTIKAE TPOTOVTA TOV SPOVV GTO GUGTN LA
pevivnc-ayyelotevoivg-aldooTtepOVNG, TO telmisartan gvoéyetol vo TpokaAEsel viepkaitoio (PA.
napdypoeo 4.4). O kivovvog umopei va avénbei oe mepintmon Oepaneiog pe GAia eapuaKo To onoio
UTOPEL VO TPOKOAEGOVY VTTEPKOALULULIN (VTOKATAGTOTO CAUT®V TOV TEPIEXOVY KAALO,
KOALOGUVTINPNTIKA S10VPNTIKE, OVAGTOAEL TOV PETATPERTIKOD EVEVIOL TG 0YYELOTEVGIVIG,
OVTOYOVIOTEG TV VTTOJ0YEWMV NG ayyelotevaivig I, un otepoeidn aviipieypovadn edpuoka (MEAD
TEPIAAUPAVOUEVAOV KO TOV EKAEKTIKOV avacToréwv g COX-2), nrapivn, avoGOKATOGTAATIK
(xvhoomopivn N TaKpOALOVG) Kot Tpiedompipn).

H epedavion vreprotiopiog e€aptdrtal amd oyetilopevous mapdayovteg kivdvvov. O kivouvog
aLEAVETOL OTNV TEPITTOOT TOV MG VD OVAPEPOLEVOV GLVOVACUOY aymync. O kivduvog givar
eEapeTikd VYNAOG 68 GUVOLOCUO HE KAALOGUVTINPNTIKG S10VPNTIKE Kot OTOV GLUVOVALETOL e
VTOKOTAGTATO OAATOV TOV TEPLEYOLV KOAAO. ZUVOVOGLOC [LE AVAGTOAEIS TOV LETATPETTIKOV VIOV
g ayyeloteveivig  MEAD yuo topdadetypa, epeavifel pkpotepo Kivovvo pe v npotimdbeon 61t ot
TPOPLAGEELS KT TN XPNHoN aKoAovBovvTal CLGTNPGG.

Mpn oovietauevy aoyyopnyovUEvy oywyn

KoMoovvtnpntikd dtovpntikd 1) vrokotdotata kKaiiov

O1 ovToyovieTég TV VIodoYEmV NG ayyelotevaivng IT, 6nmg to telmisartan peidvovv v
TPOKOAOVLEVT amd TN dtovpnon andieto Koriov. Kailocuvinpntikd Stoupntikd w.y.
OTPOVOAOKTOVY], EMAEPEVOVT, TPLOUTEPTIVT] 1] ALUAOPIOT], VITOKATAGTOTO KOAIOV 1| VTOKATACTOTA
OAGTOV TTOV TEPLEYOVY KAAO, UTOPEL VO 001 YIGOVY GE GNUAVTIKY avENon Tov kariov otov 0pd. Edv
EVOEIKVLTAL 1] TOLTOYPOVT YOPNYNOT TOVG AOY® amodedetylévng vitokodtopiog, o Tpémel va yivetal
LLE TPOGOYN KOl LLE GUYVH TOPOKOAOLONON TV EMTESWOV KOAIOL GTOV 0po.

Aibwo

AvVooTpEYIEG AVENCELS TOV CLYKEVTPMOGEDY ABiov 6ToV 0pd Kot TOEIKOTNTO EY0VV avapepOel kaTd
TNV TOVTOYPOVI YOPNYN o™ ABi0L LE AVAGTOAEIC TOV PETATPENTIKOD VDOV TNG OYYELOTEVGIVIG KO
UE QVTOYOVIOTEC TOV VTTOJ0YEMV NG oyyelotevaivng 11, cvumepihappavouévov tov telmisartan. Eqv n
YOPNYNON TOL GLVOLAGHOV OTOJELYTEL AMAPAITITN, CLVIGTATAL 1) TPOCEKTIKT TOPOKOAOVONON T®V
emmédmv Tov Abiov oTov 0po.

20Y)0PNYOVUEVH OYWYH TTOV ATOITEL TTPOTOXN

Mn otepoeldn avTIAEYLOVAOT QOPUAKEVTIKA TPOIOVTOL

MEA® (dnA. akeTLAOGOAKLAKO 0ED GE SOGOAOYIKA GYNLOTO MG OVTIPAEYUOVMDOES, OVAGTOAELS TNG
COX-2 ko un ekhextikd MEA®) umopei va ELOTTOCOVY TNV OVTIVAEPTOCIKT dPACT) T®V
AVTOYOVICT®V TOV DTOS0XEMV TG ayyelotevaivng 1.

e kdmowovg acbeveig pe emPapupévn veppikn Asttovpyia (T.y. apvdotopévorl acheveic 1 nNAKiopévol
aoBeveic e emPopvpévn VEPPIKN AELTOVPYI), 1| GUYXOPNYNOT TOV AVTAYOVICTMOV TOV DTOO0YEDV TNG
ayyeotevoivng Il kot mapaydvtev mov avactéAlovy TNy KukAo&uyevdon UTopel va £yl og
OTOTEAEGILO TEPULTEP® EMIOEIVOCT TNG VEPPIKNG AgtTovpYiag, meptiapPavouévng Kot mhavng o&elag
VEQPIKNG OVETAPKELNG, 1 oToia eivatl cuvnBwg avactpéyiun. Ondte, 0 cuvovacouog Ba Tpémet vo
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yopnyeitar pe Tpocoyn, eWKd otovg nAkimpévoue. Ot acbeveig o mpénet va Aapfdvovy emapkn
TOGOTNTA VYPAOV Kol O TPpEMEL vaL AN@OEl VITOYT 1 TaPaKOAOVONOT TG VEPPIKNG AetTovpying PeTd
™V &vapén TS GLYXOPNYOVUEVNG AYOYNG KOl GTT CLUVEYELD KOTE TEPLOSOLG,.

X pio peAétn n ovyyopnynon telmisartan ko ramipril 081 ynce og avénon €wg 2,5 popég otnv
AUC.24 Kot Cax TOL ramipril kot Tov ramiprilat. H kAtvikn onpoacio ovtig g mapatipnong ogv eivat
YVOOTN.

Awvpnrikd (Berolideg 1] dtovpnTiKd TN AYKOANG)

[Iponyoduevn aymyn pe vynAég 60GELG SLOVPNTIKGV OT®S POVPOGEUISN (S10VPNTIKO TNE AYKVANG) Kol
vopoyrmpobelalion (Oealidkd dovpNTIKO) UTOPEL VO, EYEL MG ATOTEAEGLLO TNV LEI®OT TOL OYKOVL Kol
eVOEYOLEVO Kivouvo vIoTaoNnc, 6Tav Yivel  évapén g aywyng pe telmisartan.

2oyyopnyoduevy aywyn wov Qo mpémel vo Aaufiavetar vmoyn

Ao VTIWTTEPTAGIKOT TAPEYOVTES
H dpdon tov telmisartan otn peiwon g mieong Tov aipatog pmopel va avéndet pe tn tantdypovn
YOPNYNON GAL®V OVTIWTEPTACIKMOV QUPUIKEVTIKDV TPOIOVIMV.

Ta dedopéva amd KAvikég perétec £xovv deiEet 0Tl 0 SMAOG AMOKAEIGHOG TOV GUGTILLOTOG PEVIVIC-
ayyeloteveivng-oAdootepovig (RAAS) péow g ocuvovacuévng yprong avactorémv MEA,
OTOKAEIGTAOV TV VIodoYEwVv ayyelotevaivng Il 1 alokipévng cvoyetiletar pe vynAdTEPN cLYVOTNTA
OVETLOLENTOV GUUPAVTOV OTTMG 1] VTOTAGCT, 1] VIEPKAALNLLLIO KOL 1] LELOUEVT VEQPIKT] AELTOVPYiN
(meprapPavopévng g o&eiog VEQPPIKNG OVETAPKELNG) GE CUYKPLOT| LLE TN YPTOT] EVOG LOVOV
Tapdyovta Tov dpa 6To GUGTNUA PEVIVIG-aYYEL0TEVGIVIC-aAd00TEPOVNS (RAAS) (BA. mapaypdpovg
43,44k 5.1).

Me Bdon Tig QUPUOKOAOYIKEG TOVG WO1OTNTEG UTOPEL VO AVOUEVETOL OTL TO TOPAKAT® POPUAKEVTIKE
TPO1oVTa Pmopel va eVIoHGOLVV TIG OVTIVTEPTACIKEG OPACELG OAWDV TV UVIIVTEPTACIKADV,
ovuneptloppavopévou kai tov telmisartan: Bakloeévn, apipootivn.

Eniong, n opboctatikn vrdtacn umopei va emdevabei amd tn yp1ion aAKooAng, fapPitovpikdv,
VOPKOTIKOV 1 AVTIKATOOMTTIK®OV.

Koptikootepoeidn (GLoTnUaTiKy 006¢)
Meiwon tng avtinepTactkng dpdong.

4.6 Tovipétnra, KOO KoL Yorlovyia

Kinon

H ypfion tev aviayoviot®v tov bTodoxémv g ayyeloteveivng I dev cuvictdtotl koatd ™ didpketo
TOV TPAOTOL TPVOL NG Kinong (BA. Tapdypapo 4.4). H yprion oV aviayovioT®V TOV DTOS0YEMV
g ayyeloteveivng Il avrevdeikvotan katd tn S16pKELD TOV SEVTEPOL KO TPITOL TPLUIVOL TNG KOOGS
(PA. mopaypdpovg 4.3 kot 4.4).

Agv vtapyovv emapkn otoryeio and ™ ypnon tov Telmisartan Actavis o€ éykveg yovaikec. MeAéteg
oe (oo KoTéder&ov ToEIKOTNTO 6TV VOTopoy®YIKh tkavotnta (BA. Topdypago 5.3).

Emionpioroywd ototyeio avapoptkd pe Tov Kivouvo tepatoyéveons Hetd and £kBeomn oe avacToAeic
tov MEA xo1d ™ d1dpKelo Tov TPATOL TPYWRVOD TNG KON oG Ogv £800aV GO CUUTEPAGLOTA, TP’
oML VT pKpn aHENOT TOV KIvdLVoL dev pmopel va amokielsdel. Epdcov dev vrdpyovv eheyyoueva
EMONLUOAOYIKE OEOOUEVE OGOV 0POPE GTOV KIVOLVO LLE OVTOYOVIOTES TV VTTOO0XEWDV TNG
ayyetoteveivng 11, mapopotog kivouvog pmopel va DITAPYEL KOL Y10 0UTH TNV KATYoPio PapUiK®V.
Extdg k1 gdv 1 cuvéyion TG aymyNG HE aVTaY®VIOTEG TV VTodoYEmV TG ayyeloteveivig Il Bewpeitan
amapaitntn, acbeveic mov mpoypappatilovy eykvpocsvvn Ba mpénet va aALALovv o€ EVOAAAKTIKES
OVTIVTTEPTOAGIKES OYMYES Ol OTOTEG EXOVV SATMIGTOUEVO TPOPIA 0GPAAElNG Yio XPpTOT KATA TN O1bpKEL
¢ kOmonc. Otav dayvmotel eykopociiv, 1 Ay®y| LE AVTAYMVIGTEG TV DTOSOYEWMVY TNG
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ayyeroteveivng 11 Oa wpémel va dokdnTeTOl Apéoms Kot edv Bempeital anapaitnTo mTpénet va apyicet
EVOALOKTIKT ay®yn.

"'ExBeon og ayoyn pe avtayovioTég TV vodoyéwv g ayystoteveivng I katd tn didpkeia Tov
dgvTEPOV KOl TPITOV TPUNVOVL TG KONOTG gival yvmotd 0Tt Tpokael euPpuoToikdtnTa oToV
avOpomo (LEI®UEVN VEPPIKN Agttovpyia, oAyobdpauvio, ETPPASUVOT 0GTEMOTNG TOL KPOVIOV) Kal
To&IKOTNTA 6TO VEOYVO (VEPPIKN avETAPKELD, LTOTACT), VITepKaAtapia). (BA. mapdypapo 5.3).

Edv n éxBeom o€ avtaymviotég Tov vmodoyéwv g ayystotevaivng I €xet yivel to dedtepo Tpipnvo g
KONONG, GLVIGTATOL EAEYYOG LLE DTTEPNYOVG Y10 TN VEPPIKN AEITOVPYIO Kot TO Kpavio.

Neoyvd Tov omoimv ot unTépeg Exouv AAPEL OvVTayOVIGTES TV VTTOd0YEWMVY NG ayystoteveivig 11
TPEMEL va TapakolovBovvtal 6tevd yio votact (PA mapaypdeovg 4.3 kot 4.4).

Onlocuds
Kabdg dev vadpyovv dwabéciua otoysio oxetikd pe ™ xpnon tov Telmisartan Actavis katd ™

dugpkela Tov OnAacpov, o Telmisartan Actavis dev GUVIGTATOL KO TPOTILAOVTOL EVOAAOKTIKES
Oepameieg pe KOAOTEPO ATOJEIEIYUEVA TPOPIA ACPAAELNG KOTA TN d1dpKELD TOL ONAAGLOV, Waitepa
KaTé T0 ONAAGHO VEOYVDVY 1} TPOMPO. YEVVILEV®V PPEQ®V.

Tovwoémra
Xe mPOKAMVIKEG LEAETEC, Oev TTapoTnpnONKay emdpdoelg Tov telmisartan TV avOpPIKn Kol YOVOLKELN

YOVILOTNTAL.
4.7 Emopacelg 6Ty IKavoTTo 0011Y161G KOl EIPIGROD P avAY

Kotd ™ didpkeio 00Mynong oxnUatov 1 xepiopon unyovov 0o tpénel vo AauPavetor va’ oy 0Tt
VIAPYEL | TOOAVOTNTO TEPIGTACIOKNG EUQAVIONG acOnuatog (AANng 1 vtvnAiog, Kotd T didpkela
avTwneptacikng Oepaneiog 6mws to Telmisartan Actavis.

4.8 AvemOopnteg evépyeleg
Hepilnyn tov mpoeil aopaoleiog

Ot coPapég avemBOuNTES EVEPYELEC TEPIAUUPAVOLY AVOPLACKTIKN OVTIOPOOT Kol 0y YEL00ION LA TO
onoio propel va ovpPet ondvia (=1/10.000 £wg < 1/1.000) kot o&eia veppikn avendpketa.

H ocvvolikn| cuyvotnta epedvions tov avemBOHUNT®V EvEPYEL®V oV avapEpdniay pe To telmisartan
NTAV GLYKPIOIUN HE TOV EKOVIKOD @appdkov (41,4% évavt 43,9 %) og eheyyOueveg neAétes pe
gwovikd pdppoko o acbeveig mov Ehafav Bepamneia yio vréptaon. H cuyvotnta tov avembountov
gvepyelmV dgv oyeTileTan Le TN 060M Kot deV £J€1EE GLOYETION WE TO POAO, TNV NAIKIC 1] TN VAN TOV
acBevav. To mpopik aopdrelag Tov telmisartan og acBeveic mov Elafav Bepaneia yio T peiwon g
KapOIOYYELOKNG VOGT|POTNTAG NTOV CUVETEG LE EKEIVO TTOV AOKTHONKE GE LIEPTAGIKOVG AGOEVEILS.

O1 avemBOpnTeg evépPyeleg OV avaypapOVTOL TAUPAKAT® EYOVV GLYKEVTPWOEL 0md eAeYYOUEVES
KAMviKEG peAéTeg oe aoBeveic mTov dafav Bepameio yio vIEPTACT KOl OO OVOPOPES LETH TNV
EUTOPIKN KUKAOQOPia. XTOV KatdAoyo Aapfdavoviat eniong vdyn coPapés avemBOunTeg evépyeteg
KoL OVEmIBOUNTEG EVEPYELEG TTOVL 00N YOVV GE SLOKOTT Kol avapEPON KOV GTIG TPEIG KAVIKEG
LAKPOYPOVIEG LEAETEC OTIG OTOlEG cLpmepteM@Oncav 21.642 acBeveig mov Ehafav telmisartan yio
peimon ¢ kapdiayyelokng voonpotntag péypt &1 €.

Alota twv avemBountwy evepyeldv oe Lopen mivoxo.

Ot avemBOunTeg evépyeteg £xovv talvounbei o kotnyopieg cuyvotntag Pdcet v akdoiovbmv
Kavovmv: Todd cuyvég (> 1/10), cvyvég (> 1/100 émg < 1/10), oy ovyvég (> 1/1.000 émg < 1/100),
onaviec (> 1/10.000 £mg < 1/1.000), ol ondvieg (< 1/10.000).

Evtég ka0 katnyopiog cuyvotntog eLedviong, ot avembvunteg evépyeleg mopatifevral Kotd
eBivovca celpd coPapdmrag.



AODEELS KOL TOPUCITOCELG
Oy ovyvéc: Aolpumén g ovpoEdPov 0500 cLUTEPIAAUPUVOUEVIG KVOTITIONG,
AOTU®EN TNG AVAOTEPTC AVATVEVGTIKNG 000V
CUUTEPILOUPAVOLEV®Y PaPLYYITIONG KOl TUPOUPPIVOKOATITIONS,

Xmavieg: Tyn cvpmepihapfovopévng Bavatnedpog Ekfaonct
AlTopay£G TOL GLLOTOUWTIKOD KO TOV AEUPIKOD GUGTHILOTOG

Oy ovyvéc: Avoio

Zrdvieg: Hoowogpthia, Opoufomevia

Awatopayéc TOL OVOGOTTOTIKOD GLGTHOTOG
Ymaviec: AVaQUAOKTIKT ovTidopaon, vrepsvaicincio

Alotapoyéc Tov petafoMcpo Kot g 0péymg
Oy ovyvéc: Yreproltopio
Yravieg: Yroylvkoio (o€ dofntikovg acbeveic)

Yoyrotpikég Statapayss
Oy ovyvéc: Admvia, katdOiym
Zrdviec: Avyyog

Awotapoyég ToV VeEupikon

GUGTNHOTOG
Oy cvyvéc: 2vykomn, Cain
Ymaviec: Yrvnia
OpBarpiég dratopoyég
Xraviec: Awtapoyn oploemc

Awtapoyés Tov OTOC Kol TOL

AafopivBov
Oy ovyvéc: Tayyog
Koapdiaxég dratapoyésg
Oy ovyvéc: Bpoadvkapdia
ETAVIEG: Tayvkapdio
Avyyelokég dStatopayec
Oy ovyvéc: Ynotaon?, opfosTaTiky VIOTAC

AloTapoy€G TOV OVOTVELGTIKOD GLGTHLATOG, TOL Odpaka Kot Tov pHesodmpoakion
Oy ovyvéc: Avomvou, Pryog
[ToAd omaviec: Atdpgon mvevpovomddeta

Alotopay€g TOL YOOTPEVIEPTKOD
Oy ovyvéc: Kook dhyog, dtdppota, Svomeyia, LETEDMPIGUOG, EUETOG
Zrdviec: Enpooctopia, cTopaykn Sucpopia, duvoyevoia

Alotapoy€g TOV HIOTOG KOl T®V YOANPOP®V
Zrdvieg: Avépoin Aettovpyio frotog/mmatiky dtotapoyi’

Alotapoyég ToV SEPUATOC KAl TOL VTTOSOPLOV 1GTOV
Oyt ouyvéc: Kvnoudc, vrepdpwoia, e£avonua
ETAVIEG: Ayyelooionpa (cvumeptiappavopévng tng popaiog Ekpaong),
éxlepa, ep0ONUa, Kvidwon, PapuakeLTIKO eEAvOM A, ToEKO
deppotikd Eavomua



AloTapoy€G TOV LVOGKEAETIKOD GUGTILOTOG KO TOV GLVIETIKOD 16TOV
Oyt ovyvéc: Ocuodyia (m.y. woywoiyia), poikoi cmacpol, poaiyio
Zrdviec: ApBpadryia, TOVOGg oTA AKPO, TOVOG TEVOVTA (CUUTTMLOTO
TOPOUOLO, LLE TEVOVTITION)

ATOpayEG TOV VEQPOV KOL TOV 0VPOPOP®Y 00DV
Oy ovyvéc: Neppikn dvcAertovpyio cvumeptiapfavopévng o&elog veppikng

OVETOPKELNG

Ievikég Sratapayég Kol KATOOTAGELG TG 000V YOPNYNOoNG

Oyt ovyvéc: Owpokikd Gryos, e&acbivion (advvopia)
YTaviec: I'puddng cvuvdpoun
ToapaxAiwvikég e€etdoslg
Oy ovyvéc: AvEnuévn kpeatvivn aipotog
Zrdvieg: Mewopévn apoceatpivn, avénuévo ovpkd o&L aipotog, avénpéva

Nratikd EvOopa, avENREVI KPEOTIVOQPMGPOKIVACT OiaTOg

1,2,3,4: yio mepontépm mepLypapés, dgite TNV vwo-tapdypapo "lleptypapn Tov enheypévoy
AveETBOUNTOV EVEPYEIDV".

Leprypapn twv emideyuévav avemOountwy evepyeimv

yn

>t peiétn PRoOFESS, mopatnpnOnke avénuévn enintoon onyng pe telmisartan oe cOykpion pe
gkovikd pdppoko. To couPdav pmopel va stvar Toyaio evpnuo 1 va oyeTileTon e UNyovIGUo TPog 1o
mopdv dyvwoto (dgite TV mapdypapo S5.1).

Ynétaon

Avt 1 avemBountn evépyela avapépOnke g cuyvn oe acobeVeig e EAeyYOLEVT OPTNPLOKN TTiEST Ot
omoiol Oepamevovtay pe telmisartan yio peimon tng KapdloyYELOKNG VOGN POTNTOS ETITPOCGOETO NG
TUTIKNG AYWOYNC.

Mn ouc1oloyiK) NIATKN AELTOVPYio / NTOTIKN O10TOpOYN

O1 TEPLEGOTEPEG TEPUTTAOCELS [UT] PUGLOAOYIKNG NTOTIKAG AEITOVPYING / NTATIKAG SLOTOPAYNG OO
gumelpio petd v KukAopopia cuvéPnoav ot yammvelovg acbeveic. Ot yrummvélol acbeveig ivar wo
TOavo Vo EPEAVIGOVY VTEC TIG AVETIOOUNTEG EVEPYELEG.

Avpeon TlvevpovordBeia

"Exovv avaeepbei mtepintdoeig Sidpueong tvevvovondOelog katd tny euneipia petd tn 61d0eon otnv
ayopa G€ YPOVIKT GUGYETION e AMYN TEAUIOAPTAVNG. £26TOC0, deV £XEL TEKUNPLOOET Hiol dITIOAOYIKY|
GLGYETION.

"Exovv avoepBel TepIoTATIKA EVIEPIKOD AYYELOOIONLOTOG LETE TN XPTION AVIUY®VICT®V TOV
vrodoyéwv g ayystoteveivng I (BA. mapdypago 4.4).

AvaQopd VTONTOV AVETBVUNTMOV EVEPYELDV

H avagopd eixaldpevov avemBOUnNTec EvepyEL®Y PETA TNV EYKPICT] TOV QUPHUAKOL EIVOL GNUAVTIKY.
Emutpénel ™) cuveyn mopakorovdnemn g oyxEong 0pEAOVG / KIVOUVOL TOV QOPUAKEVTIKOD TPOIOVTOG.
Ot emayyelpotieg TG vyelag KAAODVTOL VO ovapEPOVY 0O1EGONTOTE EIKOLOUEVESG OVETIOOUNTESG
eVEPYELEG LEGM TOV €BVIKOD GLOTNHOTOC aVaPOPES ToV avagépeTatl 6to [Hopdptnua V.

49 Ymnepodoooloyia
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O1 dBéoueg TANPoPopieg GYETIKG LLE TNV VITEPSOGOLOYIN G AVOPOTOVG Eival TEPLOPIGUEVEG,.

Svuntdpato: Ot o uepavels ekdNAMOGELG TG VEpdocoAoyiag pe telmisartan fTav VTOTOGT KoL
tayvkopdio. Bpadvkapdio, {aAn, avénon g kpeatvivng opod Kot o&eio veppikn avemdpKelo, EYovv
emiong avaeepOel.

Oepameio: To telmisartan dev amopakpvvetal pe apodidiven. O acBevig Oa Tpénel va
mapokolovbeital oTeVA Kol M ayy Oo TPETEL VoL EIVOL CUUTTOUOTIKY KO VTOGTNPIKTIKY. H
OVTILETOTIOT eE0PTATAL OO TO YPOVIKO SIACTNLO TOV HEGOAAPNOE amd T ANy Kot ad T Bapvtnta
TV cuuTtEOUdTeV. [Ipotewdueva péTpa Teptlhapufavouvy TpoxAncmn euetol 1/kot TAVCT| GTOUMYOV.
Evepyog avOpaxag pmopei va givar yprioywog otn Oepameia tng vrepdocoroyiag. Ot nAekTpoAdTES Ko
N Kpeatvivn opov Ba mpénet va mapakolovBovvtal cuyvd. Edv eupavictel vtdtaomn, o acbevig o
npénel va tomofetn Ol o€ HiTio BEoM Ko va yopnynBovy TaxEMG LITOKATACTUTA VYPHOV Kol
NAEKTPOAVTDV.

5. DOAPMAKOAOTI'IKEY IAIOTHTEX
51 ®@oppokodvvopikE 1010TNTEG

Ddoppokobepanentikn katnyopio: Aviaymviotég tng Ayyestoteveivng 11, amhoi, koduwog ATC:
C09CAO7.

Mnyaviopog dpdong

To telmisartan givot évog 0o TOV GTOUATOC OTOTEAEGUATIKOC KO EI0TKOC AVIUYWOVIOTNE TOV
vrodoyémv (tomov AT1) g ayysoteveivng 1.

To telmisartan ektomilel v ayystoteveivn I pe ToAD 1oyvpn cvyyévela amd T BEom cLVOEGEMS TG
otov votomo ATy vrodoyéa, o omoiog givar vVIEHOVVOS Yo TIC YVOGTEG Opdoelg Tng ayyeslotevaivng 1.
To telmisartan dev emOEKVIEL Kapio dpAcTNPIOTNTO LEPIKOV ay®VIaTh otov vodoyéa ATi. To
telmisartan cuvdéeton exiexticd pe tov AT vmodoyéa. H cuvdeon avtn dwapkel yio peydio ypovikod
duotnua. To telmisartan dev €yel GYETIKN GLYYEVELD LE AAAOVG LTTOJOYELS, TEPIAAUPAVOVTAG TOVG
AT kot tovg dArovg Ayotepo yapaktnpiopévoug AT vrodoyeic. O Aeltovpyikdg pOAOS QVTOV TV
VTOJOYEMV deV EIVOL YVOGTOG 0ALY OVTE Kol TO OMOTELES A THAVIG VITEPSIEYEPTNC TOVG OO TNV
ayyelotevoivn I, ta enineda g omoiag av&dvovtal amd to telmisartan.

Ta enineda oAd0GTEPOVIG TOL TAAGUATOC LEIOVOVTOL 07t TO telmisartan. To telmisartan dgv
avaoTEALEL TNV avOpdTIVY pevivi TAAGHOTOG Kot dEV amokAgiel Tovg dlavAovg Wvtmv. To telmisartan
dev avaoTéAAEL TO petatpentikd EvOvpo g ayystoteveivig (Kivivdon II), to éviupo mov daomd
emiong v Ppadvkivivr. g ek TOVTOL, deV avapévovTal avemBOUNTEG evEPYELEG oXeTILOUEVEG L
pecoAdfnon g Ppadvkivivg.

Xtov dvBpwmo, 1o telmisartan o 60om 80 Mg avacTéAAEL oYedOV €€’ 0OAOKANpOL TNV abHENCT TNG
apTNpaKng Tieong Tov Tpokaigitol amo v ayyelotevoivn I H avacstaitikn dpdon dwotnpeitot yio
24 ®peg ko givar voloyiown puéypt 48 mpeg.

KAwvikn omoteAeGUOTIKOTITO KOl 0GQAAELD,

Ogpaneia 1010madovc VEEPTOoNC

Metd v TpdTn 060N TOoL telmisartan, 1) AVTIWAEPTAGIKT SPASTNPIOTNTO YIVETOL GTOSIOKA ELPAVIG
péca oe 3 mpeg. H péyiotn peiwon g apmpilokng mieong exttuyyavetol yevikd 4 £og 8 efoopuddeg
petd v €vapén tng Bepameing Kot dtatnpeitor KoTd T StipKeln pakpoypoviag Bepomeiog.

To avTmePTAcIKO OTOTEAECUN SLOTNPELTAL GUVEYMG Y0 24 DPEC UETA TN XOPNYNoT TG OGNS Kot
epLopPavel Tic TeEAevTAiEg 4 OPES TPV TNV EMOUEVT OOGT OTMOG ATOdEiYONKE 0O CLVEXEIS LETPNOELS
NG APTNPLOKNG TTEONG TEPITUTNTIKOV aoOevmdy. Avtd emPefatmdnke kabmg oTIg EAeYYOUEVES e
EIKOVIKO QAPUAKO KAVIKEG LEAETEC 0 AOYOG BACEMG TTPOG KOPLPN NTAV dLoPKDS Avm Tov 80% petd
amo yoprynon d6cewv 40 kot 80 mg telmisartan.
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Yrapyet po epeavig Taom yio pie oyEoT HETOED SO0TG Kal XPOVOL ETOVOSOD GTIV 0PYIKI] GUGTOAIKN
aptnpoxn wigon (ZAID). Katt avdroyo de cupfaiver pe tn dtaotohkn aptnplokn wieon (AAID).

e aoBeveic pe véptaon, To telmisartan ELOTTOVEL TOGO T1 GUGTOAIKT OGO KO TN S10.GTOAIKY
apTnploKn migomn yopic va ennpedletl ™ cuyvotnta Todlpumv. H copfoin g dtovpntikng kot
VOTPLOVPNTIKNG OPAGT S TOL POPUAKOV GTNV VITOTUGIKT TOV OTOTEAECHATIKOTNTO OEV EXEL
dtevkpwvicBel axopa. H avtwmeptacikn amotelecpotikdtnto Tov telmisartan givatl cuykpicyun pe
EKEIVT] OVTITPOCOTEVTIKAOV TOPUYOVIMV A0 AALEG KOTNYOPIEG OVTIVTEPTOCIKADV PUPUAKEVTIKMDV
TPOIOVTOV (WTO amodeiydnke oe KAVIKEG SOKIIEC TOV cLVEKPIVAY TO telmisartan pe apAodimivn,
OTEVOAOAN, evaAaTpiAn, vVOpoyAmpobelalion Kol Mctvompiin).

e amotoun dwokont| tng Bepameiog pe telmisartan, 1) aptnplokn wieon eMGTPEPEL GTASIOKE GTIG TTPO
Oepameiog TIEG GE YPOVIKO OIACTNLO LEPIKDY NUEPDV YWOPIG EVOEIEELS AVTIOPACTIKNG VITEPTOUONC.

e KMvikég peréteg amevbeiag chykpiong Tmv d00 AVIWTEPTACIKOV BEPATEIDV, 1| GVYXVOTNTA ENPOD
Brxa nTov onuovtikd yaunAotepn oe acBeveic mov yopnynonke telmisartan oe GOYKPION LE EKEIVOVG
OV YOPNYNONKAV AVAGTOAEIG TOV LETATPEMTIKOV EVEVLOL TNG AYYEOTEVGIVIG.

Kopdiayyeioxn mpdinym

H perétn ONTARGET (ITayxoopuo Merét Katodnktikdv Enueiov pe Xovéyion yopnynong
Telmisartan Mepovopéva kot oe Zovovacud pe Ramipril) cuvékpve tig emdpaoelg tov telmisartan,
Tov ramipril kot Tov cuvdvacuov telmisartan kot ramipril oe kKapdiayysiakég exkpdoeig o

25.620 acBeveig nhikiag 55 etV Kol Gvo LE 1IGTOPIKO GTEQUVINING VOCOV, OYYELIKOD EYKEPUALKOD
EMEIG0010V, TOPOSIKOD 1IGYOUIKOD ETEICOOI0V, TEPLPEPIKNG OPTNPLOTADELNG 1) GOKYOPDIN ST
TOHTOV 2 IOV cLVOdEVETAL aTd GTOLXElD. PAAPNG TEAKOV 0pYdvov (TT.). aupifAnatpogidonaleio,
DIEPTPOPLA. OPIOTEPHS KOIALOG, HOKPO- 1 UIKPOLEDKWUATIVOVPIO,), TOV amoTEAOVY TAnBoouo mov
OLOTPEYEL KIVODVO EUPOVIONG KOPOLAYYELOKDY ETEITOOLWV.

O1 aoBeveic ToyoonomOnkay e pic omod Tig TPEL TapaKaTo opddes Oepaneiag: telmisartan 80 mg
(n =8.542), ramipril 10 mg (n = 8.576) N cuvdvacudg telmisartan 80 mg o ramipril 10 mg
(n = 8.502) ko mapakorovdnOnkay yio péco ypovo mapatnpnong 4,5 .

To telmisartan Tapovcioce Tapopoto dpdon e To ramipril o peiwon Tov TPOTEVOVTOG GHVOETOL
KOTOANKTIKOD oNUEIOL BovATon KapdlayyEIOKNG atTloAoYiag, U1 Bavatneopov LEPAYIATOC TOV
pvokapdiov, un Bovatneopov 0yyELKOD EYKEQPOAKOD ETEIGOSIOV 1 VOGNAEING Y10 GUUPOPTTIKT
kapdiakn averdpkeo. H enintoon tov mpotedovioc KAToAnKTiKoH GNUEIOD NTOV TOPOLOLL OTIG
ouddeg pe telmisartan (16,7%) ko ramipril (16,5%). H avoloyio kivdbvov yio telmisartan gv. ramipril
frav 1,01 (97,5% CI 0,93-1,10, p (un xototepotnto) = 0,0019 o tepbopro 1,13). To mocootd
Bvnoodttag kKabe artioroyiog frav 11,6 % war 11,8 % avapecso o acbeveig mov éhafav telmisartan
ko ramipril avtictoya.

To telmisartan SwomioTmOnKe OTL €lvon TOPOpHOLN ATOTEAESLLATIKO e TO Tamipril 6To Tpokabopiouévo
dEVTEPEVOV KATOANKTIKO o1peio BovAaTou Kapdlayyelokng atrtioloyiog, un Bovatnedpov euepayratog
TOV pvokapdiov kat un BovatnEdpov ayyelakobd eykepaiikov encicodiov [0,99 (97,5 % CI 0,90-1,08),
p (un xototepotNTa) = 0,0004], TO TPOTEHOV KATOANKTIKO onueio ot perétn avapopdc HOPE
(Merétn A&oroynong [poinyng Kapdraxav ExBacemv), n onola elye diepguvioet Tnv nidpacn tov
ramipril evavtt Tov eikovikod gapudiov.

Ytnv TRANSCEND perétn toyatomombnkayv acbeveic pe ducaveéio oce MEA-I pe kKatd to GAAa
nopopoto kprnpia cvppetoyng pe v ONTARGET og telmisartan 80 mg (n = 2.954) 1 ewkovikd
eapuako (n=2.972), wov kot ta. 000 yopnynonkav pali pe cuvndn epovrido. H péon didpkeia
mopoKoAovONonc NTav 4 £ Kot 8 uivec. Agv SlomIoTOONKE GTATIOTIKA GMUOVTIKT S10POpd GTNV
EMMTMON TOL TPWTEVOVTOG GUVHETOV KOTOANKTIKOV onpeiov (Bdvartog kopdiayyelakng oattlohoyiag, un
Bavatneopo EREPayLe TOV HVoKapdiov, un Bavatnedpo ayyelaKd eyKeQUAKO enelcdd10 1| voonieio
Y0 GLUEOPNTIKY Kapdlokt| overdpkel) [15,7% otnv oudda pe telmisartan ko 17,0% oty opddo pe
EKOVIKO PapuoKo pe avaroyio kvdovov 0,92 (95% CI 0,81-1,05, p = 0,22)]. Yrpyov evoei&elg yia
0pelog Tov telmisartan e Gy€omn Le 1o EIKOVIKO PApLOKO 6TO TPoKaBopIoHEVO devTepebov ahivOeTo
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KOTOANKTIKO oNUEI0 BovATOL KOpdloyyELKNG alTioAoYiog, U Bovotneopov EUEPAYIATOG TOV
pvokopdiov kot pn Bavatneopov ayyelakol eykepaitkob engicodiov [0,87 (95% Cl 0,76-1,00,

p = 0,048)]. Aev vpyov otoryeia Yio 0¢GN0 GE GYEo e TNV Kapdlayyslokr Bvnootta (avaroyio
Kkwdvvou 1,03, 95% CI 0,85-1,24).

AVo peydrec toyoomompéveg, ereyyopeveg perétec (n ONTARGET (ONgoing Telmisartan Alone
and in combination with Ramipril Global Endpoint Trial) kax 1 VA NEPHRON-D (The Veterans
Affairs Nephropathy in Diabetes)) £xovv e€etdoet T ypromn Tov cLVILAGHOD eVOG avactoréo MEA e
£€vay amoKAEIOTH TV VTodoyEmV ayyelotevaivng 1.

H ONTARGET frav pia pekétn mov die&nydn o€ acbeveig pe 1otoptkd Kapdloyyelokng 1
EYKEPOUAIKNG OYYELOKNG VOGOV 1| GOKYOP®OT O10p1 T TOTOL 2 GLVOSELOUEVO amtd EvOelén PAAPNG
TEAKOD OpYavov.

H VA NEPHRON D ftav pio perétn og acBeveig pe cakyop®don dafntn tomov 2 kot StofnTikn
veppomdfela.

AVTEG 01 peAéTeg Oev £xouv Ogi&el oNUAVTIKT ®PEAMUN ETIOPAOT OTIS VEQPIKES KOUN OTIG
Kapdiayyslokég ekfdoetg Kot T Bvnodtta, evod mapatnpnonke Evag avénuévog Kivouvog
vreproltopiog, o&elog veppikng PAGPNC koM vdtaong o cOyKplon e T povobepameia.
AESOUEVOV TV TAPOLOIDV QOPLOKOSVVAUIKOV 1010THT®V, GVTA TO 0TOTELECUATA Eival ETiONG
GYETIKA V1o AALoVG avactoleic MEA kot amokielotég Tmv vrodoyéwv ayyelotevaivng 1.

Q¢ gk T00TOL 01 avaoToreic MEA Kot o1 amokAE16TEG TV LTOdoYE®V ayyelotevaivng 11 dev Ba mpémet
VoL YPNGILOTOL0VVTAL TAVTOYPOVA GE acbeveig pe drafntikn veppomddeia.

H ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease
Endpoints) ftav pio peAétn oyedtaouévn va ehéyEel 1o dQeAog TS TPOGONKNC OMOKIPEVNG OE [
nmpdtunn Bepaneio pe Evav avactoréa MEA 1 évav amoxielotn vrodoyéwv ayyeotevoivig Il o
aofeveic pe cakyapddn dtafntn TOToL 2 Kot XPOVIo VEPPIKT VOGO, KOpdloyyELOKT VOGO 1) Kot To, 600.
H peiérn diekdnn npodwpa AOY® evog avénpévou Kivovvou avemBountov exkfdoemv. O
Kapdloyyelokdg 06vatog Kot To yKePaAKO TGOS0 NToV Kot Ta S00 aplBunTiKd cuyvoTEPU GTNV
Opado TG OAGKLPEVTG OO OTL OTNV OUASH TOV EIKOVIKOD POPUAKOL Kot To avemBOunto coppavta
Kot ta soPapd avemBounta cupPavio evOlnPEPOVTOS (VITEPKOALOLLIC, VTTOTAOT] KOl VEQPIKT
dvoiertovpyia) avaeépinKay cuyvotepo TNV OUAda TNG AACKIPEVNG Atd OTL TNV OUdOa, TOV
EIKOVIKOV QapLUAKOL.

Brjyog kot ayygrooidnpa avaeépbniay Atydtepo cuyva oe acbeveic mov éhafav telmisartan oe oyéon
ue acbeveic mov Edafav ramipril, evéd vrotaon avaeipdnke cuyvotepa e telmisartan.

O ovvdvacpog telmisartan pe ramipril dev npocébece mepatépw 6Qerog o€ oyéomn pe To ramipril 1 1o
telmisartan pepovopéva. H kapdiayysiokn Bvnopdtnra Kot 1 Bvnoyotnta kdbe aittoloyiog nTov
aplOunTIKd VYNAOTEPEG UE TO oLVOVAGHO. Emmpocshitmg, vimpye onpavtikd vynAlotepn eXiTTOON
VIEPKOMOIUING, VEQPIKNG OVETAPKELOS, DVIOTACT|G KOl GUYKOTNG GTO OKELOG TOL GLUVOVAGHOV.
Enopévag, n yprion cvvdvacpov telmisartan kot ramipril dev cuviotdrot og avtdv tov IAnbvepod.

> perétn "Ayoyn Hpoeviaéng yio Atoteleopatikn [poAnyn Agdtepav Eykepalikov
Eneicodiov" (PROFESS) oe acbeveig 50 e1dv kot peyadhtepovg, ot 0moiol TpdcOATa VIEGTNOAV
EYKEPAAKO ENEIGOS10, ONUEIDONKE aLENUEVT emiTT®OT oNyNG Le To telmisartan e oyéon pe 1o
€1KOVIKO pdpuako, 0,70% évavtt 0,49% [RR 1,43 (95% didomua eumiotocvvng 1,00-2,06)]. H
eninToon TV BovaTneOpoV TEPIGTATIKMOV GNYNG NTav ovénuévn Yo acbeveig mov Aapfdavouvv
telmisartan (0,33%) évavti aoBevdv mov Aaufdvovv gikovikd eapuaxo (0,16%) [RR 2,07 (95%
dtouo, epmietocvvg 1,14-3,76)]. To mapotnpodpevo avénuévo T0606TO EUPAVIONS ONYNG OE
oyxéon pe T gpNon Tov telmisartan pmwopel va givor gite Tuyaio eopnua 1 oxeT{OpeEVO UE Evav TPOG TO
POV AYVOGTO UNYOVIGLO.

Hadrorpiicdg TinBuopodg
H acpddeio kor 1 amotelecpoticdtnto Tov telmisartan o€ moudid ko eprifovg nikiog kéto tov 18
ETMV dgVv Eyel TEKUNPLmBEL.

Ot emdpacelg ot peimon ¢ Tieong Tov ainatog pe dVo dOGEIC TEAGUPTAVN G EKTIUnONKOY Gg 76
VIEPTAGIKOVG KO 6€ peydro Babud vrépPapovg acbeveic nAikiog 6 £wg < 18 etdv (Pdpog cdpotog
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>20 kg ko < 120 kg, péoog 74.6 kg ) petd amd Aqyn teducaptavng 1 mg/kg (n = 29 mov érafav
ayoyn) 1 2 mg/kg (n = 31 mov éhaPav aymyn) oe didotnpo Bepanciog tecodpmv fdopddmv. Baon
g évtaéng M vmapén devtepomafoic vTEpTacng dev depevviOnke. Te PePIKOVG Amd TOVG acbeveic
7oV peAeTnONKay o1 00GELG TTOL YPNGIUOTOMOINKAY NTOV VYNAOTEPES OO TIC GCUVIGTOUEVEC Y10, TNV
ay@Y" NG VLEPTAOTG GTOV TANOVGUO TOV EVNAIK®V, QTAVOVTOC Lio NueEPNola 006N GUYKPIoUN UE
ovt) Tov 160 mg, n omoia diepevvnOnKe 6ToLG EVIAIKEC. META 0O TPOCAPLLOYT YO TIC EMOPAGELS
NG NAIKIOKNG opddag ot péoeg petaforég e ZAIL amd v apykn Tiun (KOplog 6kondg) nTa -

14.5 (1.7) mm Hg oty opdda mov éafe tehpoaptdvn 2 mg/kg, -9.7 (1.7) mm Hg oty opdda mov
éhoPe teluoaptavn 1 mg/kg group, kot -6.0 (2.4) otnv opdda mov rafe placebo. Ot
TPoGupUocpEveG petaPoréc g AATT amd v apyikn tipn frav -8.4 (1.5) mm Hg, -4.5 (1.6) mm Hg
and -3.5 (2.1) mm Hg avtiototya. H petafoin nrav docoelaptdpevn. Ta dedouéva aopareiog amd ™
pueAéTn avtn og aobeveic nAikiog 6 £o¢ < 18 €TV LEAVICTNKAY YEVIKA TOPOLOLN LE AVTA TTOV
apatnpnnkay otovg evidikes. H acpdieia tng Lakpoypodviag yopnynong tg TeEAUcHPTAvVNG G
ond1d kot epnPoug dev a&lohoynonke.

Mia avénon oo NOGIVOEIAN TOV KATAYPAPNKE G LTOV TOV TANOLGUO 0cOEVAOVY dev £xEl KaTaypapel
61oVG eviAikes. H kvikn tov onpacio kot oyéon eivatl ayvoorn.

AVTa o, KAMVIKE dedopéva dev EMTPETOVY TNV EQY®YN CUUTEPACLATOV GYETIKA [LE TNV
OTTOTEAEGLATIKOTITO KO TV AGQAAELD TNE TEAULOAPTAVIG OTOV VIEPTACIKO TOLIATPIKO TANOBVOUO.

5.2  ®@appoxoKivTIKES 1OL0TNTES

Amoppdenon
H amoppdenon tov telmisartan givor toyeio av kot 1 TocdTNTO TOL ATOPPOoPAToL TotKiAlel. H péon
amdAivtn Prodrabecipotnta Tov telmisartan sivon mepinov 50%.

Ortav 1o telmisartan Aopupavetor Le Tpoemn, 1 LEI®CN TNG EMUPAVELNG KOTM od TNV KOUTOAN
oVYKEVTPMGEMG TAAoUATOC-Ypdvov (AUC.,) Tov telmisartan motkiddet peta&y 6% (86om 40 mg) ko
nepimov 19% (d6om 160 mg). 'Ewg 3 dpec petd tn yopnynomn ol GLYKEVIPAOGELS TAACUATOS EIvVOL
TapOpolEG gite To telmisartan AapuPdvetal o€ kaTdoTOOT VNoTElNG ElTE UE TPOON.

Cpoppicotnto/pn ypoupukotnto

H pikpn peiwon otnv AUC dev avapéveral vo Tpokarécel peimon g Oepamevtikng
OTTOTEAECLOTIKOTITOG,

Agv vapyet ypoppukn oxéon petald d0cemv Kot EmmEd®mv 6to MAAGHA. To Crhax Kol 6 LIKPOTEPO
Babuo n AUC av&avovv dvsavdroyo og docelg avm tov 40 mg.

Kotavopn

To telmisartan 6£opeVETOL OTIG TPMTEIVEG TOV TAAGLOTOG Le VYNAS Babud (> 99,5%) xupimg pe v
aAPovpivn kot v dAea-1 6&vn yAvkompwteivr. O HEGOG PUIVOUEVOSG OYKOG KOTAVOUNG GT1
otabepomompévn katdotaon (Vass) eivar mepimov 500 I.

Buopetorponn
To telmisartan petafoAileTor cUVOEOUEVO LLE TO YAVKOLPOVISLO TNG UNTPIKNG EVoNG. Agv €xel

omoderyBel EapPUOKOAOYIKT OPAGTIKOTNTO Yid T cL{ELYUEVT OVGiaL.

Amofoin

To telmisartan yapaxtnpiletor amd SiekBetikn OBivovca pappakokivnTikn pe xpovo nuicetog {ong
TeEMKNG amoPoAng dve Tov 20 wpdv. H uéyiom cvykévipwon tAAcpotos (Cmax) Ko, G KPOTEPO
Babuo, n emeavelo KAT® amd TNV KAUTOAT GUYKEVIPOCEMG TAAGHOTOG-Xpovov (AUC) avédvouv
dvcavaloya pe T 060m. Agv vrdpyovv evdei&elg KMvikd onuavtikig afpoicews tov telmisartan, 6tav
oVTO AaUPAaveTal 6T cLVIGTOUEVT 00G0A0YIN. Ot CLYKEVIPDGELC TAAGLOTOG GTIC YUVAIKES NTAV
VYNAOTEPEG AT’ OTL GTOVG AVOPES YMPIC KOO OYETIKT EXIOPUCT] GTNV ATOTEAEGLOTIKOTNTA.

Metd and tov otopaTog (Kot evoopAEPLa) yopnynon to telmisartan amekKpiveTol oGOV OMOKAEIGTIKA
LE T, KOTTpOvaL, KOpLo g avaAroimtn ovoia. H cuvolikn anékkpion pe o obpa givol LikpOTEPT| TOV
1% g 600omg. H ol kdBaporn mhdopatog (Clir) ival vynin (tepimov 1.000 ml/min) cuykpivopevn
LE TNV Motk pon aipatog (epimov 1.500 ml/min).
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Eidixoi whnBoouoi

Hodwotpucde Tinbovoude

H poppokokivntikn 00 d06emV TEAGOPTAVNG EKTIUNONKE (G SEVLTEPEDMV GKOTOG GE VIEPTAGIKOVG
aocBeveic (n = 57) nAciog 6 £oc < 18 et@v petd and Aqymn terpicaptavng 1 mg/kg 1 2 mg/kg petd
amo mepiodo Oepaneiog tecoapmv efdopadmv. Ot apuaKoKIvNTIKOL 6TdY0L GUUTEPIEAABAY TOV
TPOGOLOPICUO TNG OTAOEPOTOMUEVG KATAGTOONG TNG TEAMGAPTAVNG O TAdLd Kot 1oug Kot
depevvnon Tev dapopmv mov oyetilovrat pe v nAkia. [Tapdio wov N peAétn frav oA Pikpn Yo,
pio 0vGoTIKY 0E0AGYNOT TG PAPUAKOKIVITIKNG 68 Todld nAkiog kdto Tov 12 1oV, Ta
OamoTELECUATA EIVOL YEVIKG OE GUUP®@VIO, LLE TOL EVPNUATO GTOVS EVIAIKEG Kot EMPEPaidvouy Tn un
YPOUKOTNTO, TG TEMUGAPTAVNG, E101KA Y10 TN Crax-

dvro
TTapatnpnOnkav S10pOoPOTONGELS OTIG CLYKEVIPDOGELS TAAGLOTOG, LE TO Cmax kot TNV AUC va givat
nepimov 2 kot 3 popég VYNAOTEPQ, OTIC YUVOIKEC GE GYEOT| LLE TOVE AVIPEC OVTIGTOLY®G,.

Hlkwopévor
H poppoakokivntikn Tov telmisartan dev dtopépet peta&ld Tmv NAMKIOUEVOVY Kol 0VTOV TOL gival

piKpoTEPOL 0md 65 £1.

Neopun averndpkelo

Y& aoBeveic e o ¢ PHETPLO Kot e GOPapT VEQPIKT aveTdpKELD TapotnpnnKe SIMAAGLOoUOG TOV
GLYKEVTPMGE®V 6T0 TAGGa. [Tapodia avtd, YapunAOTEPES GUYKEVIPMOGELS TAACLATOG TOPATPHON KOV
o€ ao0evelg Le veppikn avendpkela Tov vtodilovial o€ aipodidivon. To telmisartan deopedetan o
VYNAO Pabud amo Tic TpwTEIveEG TAAGLOTOC 68 AGOEVEIG e VEPPIKT OVETAPKELN KoL OEV QPULPEITOL LE
v apodidivor. O ypovog nuilmng dev petafdiietal o€ acbeveig e VEQPIKT OVETAPKELD.

Hrotum averdpkelo

Meléteg upproKoKvnTIKNG o€ acbevelg pe nrotikn BAAPT £dei&av avénom oty amolvt
BrodwaBecipotnra £wg oxeddv 100 %. O ypdvog nuimng dev petafdrieTor oe 0oOEVEIS e NIATIKY
OVETAPKELQL.

5.3 TIIpoxlvikd ogdopéva yia TV acQdreria

Y& mPOKAMVIKEG PEAETEC AT PAAELNG, OOCELS TTOL TPOKAALOVV £KBECT] GLYKPIGIUN HE OVTH TOV KAVIKOV
OepamenTIKOD EVPOVE TPOKAAECAV PEIDOT OTIG TOPAUETPOVG TNG EPLOPAC GEPAC TOV KLTTAPMOY TOV
aipatoc (epuBpoKvTTAPO, AOGPALPIVN, ALLATOKPITNG), LETAPOAEG OTIV ALOIVVALIKT TOV VEQPOV
(avEnon g ovplog aldTov Kot TG KPEATIVIVIG TOL alaTog), KOBMS Kat avénot Tov KaAiov opod o€
VOPUOTOGIKA {Ma. X& oKOAOVE TapatnpOnKe VEPPIKT coANVaplaky dtdtaoT kot atpoio. BAGPN tov
YaoTpKov PAevvoyovou (dtaPpwon, EAkn 1 pAeypovn) eniong mapatnprfnke o€ apovpaiovg Kot
OKOAOVC. AVTEC Ol PUPLLOUKOAOYIKA LECOAAPOVIEVES OVETIOVUNTEG EVEPYELES, YVOOTES OO
TPOKAVIKEG LEAETEC TOGO LE OVOGTOAEIG TOV LETATPENTIKOV VDOV TNG AYYEIOTEVGIVIG OALA KoL [LE
AVTOYOVIOTES TOV VTOJ0YE®V TNG ayyelotevaivng 11, amopevyniay pe amd tov 6TOUTOC
GUUTANP®UATO GAOTOC.

Kot ota 800 €idn mopatnpndnke avénpévn dpactnplotTta pevivig TAAGLOTOC Kot
VIEPTPOPIO/VTEPTANGIO TOV TOPUCTEPAUATIKOV KVTTAP®V TOL VEQPOV. AVTEG Ol LETAPOAEG, Ot
omoleg elvar emiong amotédecpa g Katnyopiog tov avactoAé®v MEA kot GAL®V avTay®VvIeTOV TOV
VIodoYEmV NG ayyelotevaivng 11, de paivetal va £xovv KAvik onuacia.

Agv vrdpyovv oo otorygia TepaToydvov dpaong, oAa oe To€ikd enineda telmisartan mopotnpnOnke
EMOPOOT 0T HETEUPPLIKT aVATTVEN TV amOYOVOV OGS YOUNAOTEPO BAPOG CAOUATOC KO
KOOVOTEPTOT GTO AVOLYLLO TV LOTIDV.

Aev vanpée kopio EvOgiEn yio dnpovpyio LETOAAAEEMG KOl GYETIKT LITOTIKT dpacTnplotnTa o€ in
Vitro pedétec, kabmg kot kopio EvOsEn KapKIVOYEVESTC GE BPOVPOIOVG KAl TOVTIKLOL.
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6. OAPMAKEYTIKEX IIAHPO®OPIEX
6.1 Katarloyog ekdoymv
2TEOTIKO LAYV Gl0

Noatprovyog kpookapueAAoln
Movvitoan

IToP1d6vn

Spapidio vopo&ediov Tov KoAiov
6.2 AocvupatétnTeg

Agv gpapuoletar.

6.3  Awgpkero Lonfg

3 xpovia

6.4 Iowitepeg TPoPLAAEELS KOTA TV QUAAEN TOV TPOIOVTOG

Koyélec amd alovpivio/aiovpivio:
DVAAGGETE GTNV OPYLKT] GLOKEVAGIN Y10 VO TPOCTUTEVETOL OO TO PG,

[Tepiéxtng diokimv HDPE pe kamdict LDPE:
Awotnpeite Tov TEPEKTN KOAQ KAEIGUEVO Y10 VO, TPOGTATEVETOL OO TO PG,

6.5 ®Von Kol GVETUTIKA TOV TEPLEKTI

Telmisartan Actavis 20 mg diokio

Telmisartan Actavis 40 mg dwokio

Telmisartan Actavis 80 mg diokio

Kvowyéheg amd alovuivio/alovpivio:

Meyébn cvokevaciag: 14, 28, 30, 56, 84, 90, 98 1} 100 dokia.

epréxng HDPE pe xomaxt LDPE kot omo&npoavtikd
Meyébn cvokevaciag: 30 1§ 250 dwokia

Mmopel va. pn KokAo@opoOV OAEG 01 GLCKEVAGIES.
6.6 Iowitepeg TPOPULLAEELS ATOPPLYNGS KO AALOGS YEIPLGIOG

Koapia €101k vroypéwon.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX
Actavis Group PTC ehf.

Dalshraun 1

220 Hafnarfjordur

Iohavdio

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

Telmisartan Actavis 20 mg Siokia
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EU/1/10/639/001
EU/1/10/639/002
EU/1/10/639/003
EU/1/10/639/004
EU/1/10/639/005
EU/1/10/639/006
EU/1/10/639/007
EU/1/10/639/008
EU/1/10/639/009
EU/1/10/639/010

(kvyéin 14 Siokimv)
(kvyéhn 28 diokimv)
(kvyéin 30 diokimv)
(kvyéhn 56 diokimv)
(kvyéhn 84 Sokimv)
(kvyéin 90 diokimv)
(xvyédn 98 diokinv)
(kvyéln 100 diokimv)
(repréxtng 30 diokiwv)

(mepréxtng 250 diokiomv)

Telmisartan Actavis 40 mg Swokia

EU/1/10/639/011
EU/1/10/639/012
EU/1/10/639/013
EU/1/10/639/014
EU/1/10/639/015
EU/1/10/639/016
EU/1/10/639/017
EU/1/10/639/018
EU/1/10/639/019
EU/1/10/639/020

(koyéAn 14 dokiwv)
(xoyédn 28 diokimv)
(xoyédn 30 doxiov)
(xoyéAn 56 dokiwv)
(xoyéin 84 diokiwv)
(xoyédn 90 diokimv)
(xoyéin 98 diokiwv)
(xkoyéAn 100 dioximv)
(mepiéxtng 30 dioximv)

(meptéxtng 250 dokiov)

Telmisartan Actavis 80 mg Siokia

EU/1/10/639/021
EU/1/10/639/022
EU/1/10/639/023
EU/1/10/639/024
EU/1/10/639/025
EU/1/10/639/026
EU/1/10/639/027
EU/1/10/639/028
EU/1/10/639/029

(xoyéln 14 doxiov)
(koyén 28 dokiwv)
(xoyéln 30 doximv)
(xoyédn 56 dokimv)
(xoyéln 84 dokimv)
(koyéin 90 diokiwv)
(xoyéln 98 diokimv)
(xoyéln 100 dwokiov)
(mepiéxtng 30 dokiwv)

EU/1/10/639/030 (mepiéxtng 250 diokiomv)

9. HMEPOMHNIA NPQTHX E'KPIXHX / ANANEQXHX THX AAEIAX
Huepopnvia tpotng yxpiong: 30.09.2010

Hpepopnvia tekevtaiog avavémong: 19.06.2015

10 HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmtopepn TANPoPoPLaKd aToLyEln Yo To TPoldv givar dtubéoipa otV 16ToceAida Tov Evpomnaiikon
Opyavicpov @apudxev http://www.ema.europa.eu/.
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ITAPAPTHMA 1I

IAPAT'QI'OI YIIEYOYNOI I'TA THN AIIOAEXEMEYXH
TQN ITAPTIAQN

OPOI H IEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAT AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEZIMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TIAPATQI'OI YHHEYOYNOI I'TA THN ATTIOAEEMEYXH TQN ITAPTIAQN

‘Ovopo kat d1evfuven Tov Tapay®wyoL oV eivol VTELOVVOC Y0 TNV OTTOOEGUEVCT TOV TAPTIO®V

Actavis Ltd

BLB015-016 Bulebel Industrial Estate, Zejtun ZTN 3000

MdAito

B. OPOI H ITIEPIOPIZXMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH

DopAKELTIKO TPOTOV Y10 TO OTOI0 OMALTEITAL LATPIKT] CLUVTAYT.

I AAAOI OPOI KAI AITAITHXEIX THX AAETAYX KYKAO®OPIAX

- Ex0fosic meprodikng mapokorovOneng g aopdlrerog (PSURS)

O Kdroyog Adstoc Kukiopopiog Oa katabételt PSURS yia to v Ady® Tpoidv OLPOVA LE TIG

TOTNOELG TOL 0pilovTal GTOV KOTAAOYO e TIG Nuepounvieg avapopds s Evaong (katdioyog

EURD) mov napatifetat oto apBpo 107y mapdypapog 7 tng odnyiog 2001/83/EK won £xel dnpocievdel

GTNV EVPOTOIKN SIKTVOKT TOAT] Y10, TO, PAPUOKO.

To oy£dio katdbeong tov PSUR akolovbei to oxédio PSUR tov mpmtdtumov mpoidviog Micardis.

A.  OPOI H HEPIOPIZMOI IOY XXETIZONTAI ME THN AX®PAAH KAI
ATNIOTEAEEMATIKH XPHXH TOY ®PAPMAKEYTIKOY ITPOIONTOX

Agv gpoppodletar.
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ITAPAPTHMA IIT

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX

20



A. ENIXHMANXZH
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

E&otepukd kouti Yo kKoyérn

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Telmisartan Actavis 20 mg dwokia

telmisartan

| 2. LYNOEXIH XE APAXTIKH(EX) OYEIA(EY)

Kabe drokio mepiéyel 20 mg telmisartan.

3. KATAAOI'OX EKAOXQN

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

14 Swokio
28 diokio
30 diokia
56 diokia
84 diokial
90 diokia
98 diokia
100 dwokia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

APacTe T0 PUALO 0INYIOV ¥PHONG TPV OO T XOPNYNOT.
Xpnon amd Tov GTOHATOG.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidooetal o€ 0éom, TV onoia dev PAETOLY Kt dev TPooeyYilovy Ta. TOLOA.

‘ 7. AAAH(EY) EIAIKH(EY) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX OYAAZEHX

DduAdocete oTNV OPYIKT) CLCKEVAGIN Y10 VO TPOGTATEVETAL OO TO PG,
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10. IAIAITEPEX IPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TON
YIHOAEIMMATQN IIOY NIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Actavis Group PTC ehf.
220 Hafnarfjorour
Iohavdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/10/639/001 (xvyéin 14 diokiov)
EU/1/10/639/002 (xvyéAn 28 diokimv)
EU/1/10/639/003 (xvyéAn 30 diokicmv)
EU/1/10/639/004 (xvyéin 56 diokimv)
EU/1/10/639/005 (xvyéAn 84 diokimv)
EU/1/10/639/006 (xvyéAn 90 diokimv)
EU/1/10/639/007 (xvyéAn 98 diokimv)
EU/1/10/639/008 (kvyéin 100 diokicmv)

13.  APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Telmisartan Actavis 20 mg

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

A1Gd106T0TOC YPOUU®TOS KOdKaG (2D) Tov pépet Tov TEPIANPBEVTO LOVASTKO OVOYVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX I1IOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER

Kvoyéin

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Telmisartan Actavis 20 mg dwokio

telmisartan

| 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Aoyotvomo Actavis

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX IAPTIAAYX

Lot

| 5.  AAAA XTOIXEIA
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ENAEIZEIX ITOY ITIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

Kovrti Yo mepréktn owokiov

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Telmisartan Actavis 20 mg dwokio

telmisartan

2. XYNOEXH XE APAXTIKH(EY) OYXIA(EX)

KaBe drokio mepiéyer 20 mg telmisartan

‘ 3. KATAAOI'OX EKAOXQN

‘ 4, OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

30 dwokia
250 dwoxkia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To QOALO 0INYIDV YPNoNG TPV AT TN YOPHYNon.
Xpnon amd Tov GTOUTOG.

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

Na puAdooetatl o Béon v omoia, dev PAETOLV Kal dev TpooeyYilovy Ta Toud1d.

7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)

ITepiéxet amo&npavtikd, vo Uny To KOTOMIVETE.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX OYAAEHX

Alotnpeite ToV TEPLEKT KOAR KAEIGUEVO Y10 VO, TPOGTAUTEVETOL OO TO PG,
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

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

Actavis Group PTC ehf.
220 Hafnarfjorour
IoAavdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/10/639/009 (mepiéktng 30 diokimv)
EU/1/10/639/010 (mepiéxtng 250 dickicmv)

13.  APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHEHY

‘ 16. TTAHPO®OPIEX XE BRAILLE

Telmisartan Actavis 20 mg

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

A163106T0TOC YPOUU®TOS KOdKaG (2D) Tov pépet Tov TepAn@BEVTa LOVASTKO OVOYVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITOY ITIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

Emonqpavon yo tepiéktn diokiov

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Telmisartan Actavis 20 mg dwokio

telmisartan

2. XYNOEXH XE APAXTIKH(EY) OYXIA(EX)

KaBe drokio mepiéyer 20 mg telmisartan.

‘ 3. KATAAOI'OX EKAOXQN

‘ 4, OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

30 dwokia
250 dwoxkia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To GUALO 0INYIDV TPV amd TN XOPTYNoN.
Xpnon amd Tov GTOHATOG.

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

Na puAdooetal o Béon v omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)

ITepiéxet amo&npavtikd, vo Uny To KOTOMIVETE.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX OYAAEHX

Alotnpeite ToV TEPLEKT KOAR KAEIGUEVO Y10 VO, TPOGTAUTEVETOL OO TO PG,
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATTIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

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

Aoyotomo Actavis

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/10/639/009 (mepiéktng 30 Stokimv)
EU/1/10/639/010 (mepiéktng 250 diokimv)

13.  APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHTI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

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

18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

E&otepukd kouti Yo kKoyérn

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Telmisartan Actavis 40 mg dwokio

telmisartan

2. YXYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

Kabe diokio mepiéyet 40 mg telmisartan.

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

14 Sokio
28 diokia
30 diokia
56 diokia
84 diokia
90 Siokio
98 diokia
100 Siokia

| 5. TPOIIOX KAI OAOX(OI) XOPHTHZHE

AwPaote T0 POALO 0INYIOVYPNOTG TPV Al TN YOPTYNOT.
Xpnomn amd Tov GTOLTOG.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, TV onoia dev PAETOLY Kat dev Tpooeyyilovv Ta TOddL.

‘ 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8.  HMEPOMHNIA AHEHE

EXP

9. EIAIKEX XYNOHKEYX OYAAEHX
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DduAdocete 6NV OPYIKT) CLCKEVAGIN Y10 VO TPOGTATEVETAL OO TO PG,

10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON IMPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

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

Actavis Group PTC ehf.
220 Hafnarfjorour
Iohavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/10/639/011 (kvyéin 14 Siokiov)
EU/1/10/639/012 (xvyédn 28 diokinmv)
EU/1/10/639/013 (xvyéin 30 diokiov)
EU/1/10/639/014 (xvyéAn 56 diokimv)
EU/1/10/639/015 (xvyédn 84 diokimv)
EU/1/10/639/016 (xvyéAn 90 diokicmv)
EU/1/10/639/017 (xvyéin 98 dickimv)
EU/1/10/639/018 (xvwyéAin 100 diokimv)

13.  APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Telmisartan Actavis 40 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOX TPAMMQTOX
KQAIKAZX (2D)

AGd106TOTOC YPAULU®TOS KOdKAS (2D) Tov pépet Tov TEPIANPBEVTA LOVASIKO OVAYVOPLOTIKO KMOIKO.

18. MONAAIKOZX ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX [1IOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER

Kvoyéin

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Telmisartan Actavis 40 mg dwokio

telmisartan

| 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Aoyotvomo Actavis

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX IAPTIAAYX

Lot

| 5.  AAAA XTOIXEIA
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ENAEIZEIX ITOY ITIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

Kovrti Yo mepréktn owokiov

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Telmisartan Actavis 40 mg dwokio

telmisartan

2. XYNOEXH XE APAXTIKH(EY) OYXIA(EX)

KaBe drokio mepiéyer 40 mg telmisartan.

‘ 3. KATAAOI'OX EKAOXQN

‘ 4, OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

30 dwokia
250 dwoxkia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To QOALO 0INYIDV YPNoNG TPV AT TN YOPHYNon.
Xpnon amd Tov GTOUTOG.

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovy Ta Toudid.

7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)

ITepiéxet amo&npavtikd, vo Uny To KOTOMIVETE.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX OYAAEHX

Alotnpeite ToV TEPLEKT KOAR KAEIGUEVO Y10 VO, TPOGTAUTEVETOL OO TO PG,
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TON YIIOAEIMMATON
ITOY NPOEPXONTAI AIIO AYTA, E©OOXON ATTAITEITAI

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

Actavis Group PTC ehf.
220 Hafnarfjorour
Iohavoia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/10/639/019 (mepiéktng 30 dtokimv)
EU/1/10/639/020 (mepiéxtng 250 dickicmv)

13.  APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHEHY

‘ 16. TTAHPO®OPIEX XE BRAILLE

Telmisartan Actavis 40 mg

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

AGd100TOTOC YPAUU®TOS KOdKAS (2D) Tov pépet Tov TEPIANPBEVTA LOVASIKO OVAYVOPLOTIKO KMOLKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITOY ITIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

Emonqpavon yo tepiéktn diokiov

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Telmisartan Actavis 40 mg dwokio

telmisartan

2. XYNOEXH XE APAXTIKH(EY) OYXIA(EX)

KabBe drokio mepiéyer 40 mg telmisartan

‘ 3. KATAAOI'OX EKAOXQN

‘ 4, OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

30 dwokia
250 dwoxkia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To QOALO 0INYIDV YPNoNG TPV AT TN YOPHYNon.
Xpnon amd Tov GTOUTOG.

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovy Ta Toudid.

7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)

ITepiéxet amo&npavtikd, vo Uny To KOTOMIVETE.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX OYAAEHX

Alotnpeite ToV TEPLEKT KOAR KAEIGUEVO Y10 VO, TPOGTAUTEVETOL OO TO PG,
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TON YIIOAEIMMATON
ITOY NPOEPXONTAI AIIO AYTA, E©OOXON ATTAITEITAI

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

Aoyotomo Actavis

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/10/639/019 (mepiéxtng 30 Siokimv)
EU/1/10/639/020 (mepiéktng 250 diokimv)

13.  APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

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

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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ENAEIZEIZ ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

E&otepukd kouti Yo kKoyérn

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Telmisartan Actavis 80 mg dwokia

telmisartan

2. YXYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

KabBe drokio mepiéyet 80 mg telmisartan.

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

14 Sokio
28 diokia
30 diokia
56 diokia
84 diokia
90 Siokio
98 diokia
100 Siokia

| 5. TPOIIOX KAI OAOX(OI) XOPHTHZHE

APaoTe T0 POALO 0INYIOV XPHONG TPV OO T XOPNYNOT).
Xpnomn amd Tov GTOLTOG.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI ZE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, TV onoia dev PAETOLY Kat dev Tpooeyyilovv Ta TOddL.

‘ 7. AAAH(EY) EIATIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8.  HMEPOMHNIA AHEHE

EXP

9. EIAIKEX XYNOHKEYX OYAAEHX
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DduAdocete 6NV OPYIKT) CLCKEVAGIN Y10 VO TPOGTATEVETAL OO TO PG,

10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATTIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON IMPOIONTQN 'H TON YIIOAEIMMATON
ITOY NPOEPXONTAI AIIO AYTA, E©OOXON ATTAITEITAI

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

Actavis Group PTC ehf.
220 Hafnarfjorour
Iohavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/10/639/021 (kvyédn 14 diokiov)
EU/1/10/639/022 (xvyédn 28 diokinmv)
EU/1/10/639/023 (xvyéin 30 diokiov)
EU/1/10/639/024 (xvyéAn 56 diokimv)
EU/1/10/639/025 (xvyédn 84 diokimv)
EU/1/10/639/026 (kvyéAn 90 diokicmv)
EU/1/10/639/027 (xvyéin 98 diokimv)
EU/1/10/639/028 (xvwyéin 100 diokimv)

13.  APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Telmisartan Actavis 80 mg

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

A163106T0T0C YPOUU®TOC KOdKaS (2D) mov épet Tov TepAN@BEVTo, LOVASTKO 0VOYVOPLOTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX [1IOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER

Kvoyéin

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Telmisartan Actavis 80 mg dwokia

telmisartan

| 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Aoyotvomo Actavis

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX IAPTIAAYX

Lot

| 5.  AAAA XTOIXEIA
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ENAEIZEIX ITOY ITIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

Kovrti Yo mepréktn owokiov

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Telmisartan Actavis 80 mg diokio

telmisartan

2. XYNOEXH XE APAXTIKH(EY) OYXIA(EX)

Kabe drokio mepiéyer 80 mg telmisartan.

‘ 3. KATAAOI'OX EKAOXQN

‘ 4, OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

30 dwokia
250 dwoxkia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To QOALO 0INYIDV YPNoNG TPV AT TN YOPHYNon.
Xpnon amd Tov GTOUTOG.

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovy Ta Toudid.

7. AAAH(EZX) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)

ITepiéxet amo&npavtikd, vo Uny To KOTOMIVETE.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX OYAAEHX

Alotnpeite ToV TEPLEKT KOAR KAEIGUEVO Y10 VO, TPOGTAUTEVETOL OO TO PG,
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON IMPOIONTQN 'H TON YIIOAEIMMATON
ITOY NPOEPXONTAI AIIO AYTA, E©OOXON ATTAITEITAI

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

Actavis Group PTC ehf.
220 Hafnarfjorour
Iohavoia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/10/639/029 (mepiéktng 30 dtokimv)
EU/1/10/639/030 (mepiéxtng 250 dickicmv)

13.  APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHEHY

‘ 16. TTAHPO®OPIEX XE BRAILLE

Telmisartan Actavis 80 mg

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

A16d106T0TOC YPOUU®TOS KOdKaS (2D) Tov pépet Tov TepIANPBEVTO LOVASTKO OVOYVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITOY ITIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

Emonqpavon yo tepiéktn diokiov

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Telmisartan Actavis 80 mg diokio

telmisartan

2. XYNOEXH XE APAXTIKH(EY) OYXIA(EX)

KaBe drokio mepiéyer 80 mg telmisartan

‘ 3. KATAAOI'OX EKAOXQN

‘ 4, OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

30 dwokia
250 dwoxkia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To QOALO 0INYIDV YPNIoNG TPV AT TN YOPHYyNoN.
Xpnon amd Tov GTOHATOG.

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovy Ta Toudid.

7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)

ITepiéxet amoénpavtikod, vo Uny To KOTOMIVETE.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX OYAAEHX

Alotnpeite ToV TEPLEKT KOAR KAEIGUEVO Y10 VO, TPOGTAUTEVETOL OO TO PG,
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATTIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN IMPOIONTQN 'H TON YIIOAEIMMATOQN
ITOY NPOEPXONTAI AIIO AYTA, E©OOXON ATTAITEITAI

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

Aoyotomo Actavis

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/10/639/029 (mepiéxtng 30 Siokimv)
EU/1/10/639/030 (mepiéktng 250 diokimv)

13.  APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

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

AGd100TOTOC YPAUU®TOS KOdKAS (2D) Tov pépet Tov TEPIANPBEVTA LOVASTKO OVaYVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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B. ®’YAAO OAHTI'TQN XPHXHX

43



®vAro ooV rpiong: IIAnpogopiss yro Tov yp1otn

Telmisartan Actavis 20 mg dwokia
telmisartan

AP AOTE TPOGEKTIKA OAOKANPO TO QPVAAO 0ONYLOV TPOTOV UPYIGETE VU TAIPVETE AVTO TO

PappoKo, o10TL TEPLAAUPAVEL CNUAVTIKEG TANPOPOPIES Y10, GOG.

- Dvra&te avTd TO PUALO 0dNYIDY YpNong. Towg ypelaotel va to dufdcete Eavd.

- Edv éxete meportépw amopieg, p@TNOTE TOV YLOTPO 1 TOV PAPLOKOTOLO GOC.

- H ocvuvtayn v avtd 10 0appoko xyopnynonke amokAEIoTIKA Yo GoG. AV TPEMEL VO ODCETE TO
@apupako og aGAAovg. Mmopel vo Tovg TpokoAéael PAAPT, akoOpa Kot OTav To oNUein TG
ac0éveldg Tovg givar 01 pe ta Sk Gog.

- Edv mapatnproete kdmoo avemBOunTn EVEPYELD, EVILEPDOTE TOV YIATPO 1 TOV QOPUAKOTOLO
c0G. AvTo 1oyvel Kot Yo kKaBe mhovy avemBOUNTN EVEPYELN TOV OEV OVOPEPETOL GTO TAPOV
@OAAO oMYV ypriong. BAére mapdypago 4.

T egpréyer 1o Tapov VALO 0ONYLOV:

Tt etvan to Telmisartan Actavis Kot ot €ivat 1 ¥pio™m TOL

T pémer va yvaopilete potov mapete to Telmisartan Actavis
[a¢ vo mapete to Telmisartan Actavis

[MBavéc avemBOunTes evépyetes

Id¢ va pvidooetor to Telmisartan Actavis

[Tepeydpeva TG cVoKELAGIOG Kot AOUTEG TANPOPOPIES

o E

1. Th givan 1o Telmisartan Actavis kon wowa givan 1 ypfon Tov

To Telmisartan Actavis mepiéyel T dpactikn ovoia telmisartan mov avrket og pio Kotnyopia
QOPUAKOV YVOOTH O OVTAYOVIOTES TOV VITOd0YEWV NG ayystoteveivng 1L

H ayysotevaivn 11 eivar pio oveio Tov TapdyeTol 6T0 GO GOG Kol TPOKOAEL TN OTEVOGT TOV
ayyeiov oag pe amotédeoua vo avEdvetal 1 aptnplokn cog tieon. To Telmisartan Actavis amokAeiet
v enidpaon g ayyelotevaivng I Kdvovtag To apoeopa ayyeio vo YoALp@VOLV Kat e VTOV TOV
TPOTO EAUTTMVEL TNV OPTNPLUKT GOG TTIEDT).

Ta dwokia Telmisartan Actavis ypnoipomolovvtar yia tn Oegpaneio g Wonabovg veéptaong (VYNAN
apTnploky Tieon) oe evijlkeg. «Id1omafng» onpaivel 6Tt 1 VYNAN apTNPLOKN TTieon Oev TPOoKaAEiTOL
OO KATOl GAAT KATAGTOOT).

H vymAn aptnprakn wieon, edv o Bepamevbei, pmopel va fAayEeL Ta apto@dpa ayyeia o didpopa
OPYAVO KOl GE PEPIKEG TTEPITTMGELS 0VTH M PAAPN pmopel vo 0dnynoet o€ kapdlakég TpocsPorEc,
KOPOLOKN 1) VEQPIKN AVETAPKELN, OYYELOKEA EYKEQPOAMKE £TEIGOO10 1) TOPA®SN. H vynAn aptnploxm
mieon ovvnBmg dev £xEl CLUTTONOTO TPOTOV OMoLPYNBOVY o1 PAAPES. (g €K TOVTOL TAKTIKN
TOPAKOA0HON G TNG APTNPLOKNG TTiEoNS eival amapaitnTn TPOKEEVOD Vi SAMIGTAOVETOL EAV Eivor
EVTOG TV PLGLOAOYIK®OV OPimV.

To Telmisartan Actavis ypnowuonoleital exiong yio T Ueiwon ToV KapdlayyElokOv enelcodinv (dnA.
Kapdlokr) TPocPorn 1 ayyELNKO eYKEQUAKO ETEIGOS10) GE EVIIMKEG TTOL dlatpéyouvy Kivduvo sEartiog
peimong N amoepa&ng e Tapoyns aitatog oTtny Kopdld 1 oTa KAT® GKpa, 1) £XOVV VTOGTEL AYYELNKO
EYKEPAUAKO EMEIGOS10 N TAGYKOLY Ao Stafn T LYNA0D Ktvdvvov. O Y1atpog oG Umopel va odig
EVNUEPDOGEL AV dATPEXETE DYNAO KIVOLVO Y1 VO EKONADGETE TETOL EXELGOLO.

2. Tvrpémer va yvopilete apotov ndpete 1o Telmisartan Actavis

Mnyv napete To Telmisartan Actavis
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- Edv giote aAlepykoi oto telmisartan 1) 6 0wo1007TOTE GAALO GVGTATIKO AVLTOV TOV PAPUAKOV
(katayplovtal 6TV Tapdypapo 6).

- Edv éxete mepdoet o mpdto tpipmvo g kimong. (Eivar emiong mpotipdtepo va amoeedyeton 1o
Telmisartan Actavis otnv apyf g konong —pA. Tapdypago yia komon).

- Edv &yete coPfopd nrotucd mpofAnpata 0Tmg YoAdoTOo 1 ATOPPAEN XOANPOPOV 0OMV
(TpofAnuata e TapoYETELGT TG YOANG OO TO NP KoL TN YOANSOY0 KUGTN) 1] OTOLOONTTOTE
GAAN coPapni nratomddeia.

- €qv €xete SwaPrTn N dTopayuévn veEPPIkn Agttovpyia kol AAUPAVETE 0y@yn LE VO QOPLOKO
OV UEIDVEL TNV OPTNPLOKT TLEST KO TEPIEXEL AACKIPEVT).

Edv omolodnmote amd ta mopondvm 1oYVEL Yo 06G, TapuKaAEicOEs va EVUEPDOETE TOV Y10TPO 1 TOV
(OPLOKOTTOL0 GOG TPOTOL Vo, TapeTe To Telmisartan Actavis.

IIposgidomou|oels Ko TPOPLAGEELS

MUANGTE LE TOV YI0TPO GOG EAV VTOQEPETE 1 £XETE VITOPEPEL OO OTOLUONTOTE OO TIC TOPAKATM

KOTOOTACELS 1] ao0EveleC:

- Neppiki} vOco 1| veppikod LOGYEV L

- 2tévaon veepikn aptnpiag (6TEVeoN TV aHo@OpV ayyEiv GTov £va 1§ Kot Tovg 600
VEPPOVG)

- Hratwn véco

- Kaopdiokd mpofAanuota

- Avénpéva eninedo aAd0oTEPOVNG (KATAKPATNGOT VOATOC KOl AANTOS OTO GO LLE TOUPAAANAN
dlatapoyn TG IGOPPOTIAG SLUPOPMOV LYVOSTOLYEIDV TOV AiLOTOC)

- XoaunAn aptnplaxn mtieon (vmotoaon), mbavo va cupPel edv Exete apudatwdel (vepfoiikn
ATMOAELN COUATIKOV VEPOV) 1] €xeTe EXAeyT ahdtev e&ottiog Tng StovpnTikng aymyng («diokia
vepoOY), dlatta yapnAr o€ dAata, didppola 1 EPETOG

- Avénpéva eninedo kaAiov 6To aipa cag

- Awpi

AmevbuvBeite otov yatpd cog tpotov mhpete to Telmisartan Actavis:

- €av Aappavete dryo&ivn.

. €bv Aappdvete, omol0dNTOTE OO T TUPAKATM PAPLLOKO TTOV YPTNCLULOTO0VVTOL Y10 TN Oepameio
NG VYNANG apTNPLoknG mieong:
- évav avaotoréa MEA (v mapadetypo evarampidn, AMowompiln, paumpidn ), witepa edv
€xete veppkd mpoPAnpata mov oyetilovron pe Staprn.
- oMoK1pévn

O y1atpog oag pmopel va eAEYEEL TN vEQPIKN oG AELITOVPYIQ, TNV OPTNPLOKT| GOG TECT) KOL TNV
TOGOTNTA TOV NAEKTPOAVTOV (T.). KAAL0) OTO Oill0l GOG GE TOKTH S10GTILATA.

B\éne eniong mAnpoeopiec oty Tapdypapo «Mnv mdpete to Telmisartan Actavisy.

AmevBuvbeite 6Tov Y10Tpd GOG €AV ELEAVIGETE KOIALOKO AAYOG, VauTio, EUETO 1| SLéPPOLO LETA TN
Aym tov Telmisartan Actavis. O yatpog cag 0o anopacicel oyeTkd e TV meportépm Bepamneio.
Mnv ctapaticete va maipvete Telmisartan Actavis omd pdvot cog.

B0 TPETEL VO, AVOPEPETE GTOV YL0TPO GOG GV vopilete 0Tt giote (1 wmopel va peivete) £ykvog. To
Telmisartan Actavis 0e GuvioTdTol Gty apyn ™S Kinong Kot de Oa mpénel va Aapupdveton eav €xete
TEPAGEL TO TPOTO TPIUNVO TNG KU ONG, KOOBMG Umopel va mpokaréoel coPapn PAAPN oto Bpépog cag
£av ypnoiponombei og avtd 1o o1dd10 (AEITE THN ITAPATPA®O KYHZH).

X mepinton yepovpykng emépPoaong 1 ovaicinoiog, O Tpémel va meite oTov yoTpd cog OTL
AapPavete Telmisartan Actavis.

To Telmisartan Actavis pumopel va eivat AydTteEPO OmMOTEAEGUATIKO 0T HEl®ON TNG apTNPLOKNG TTieon
o€ pavpovg acbeveic.
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Mowora ko Egnpor
H ypnion tov Telmisartan Actavis o€ modid ko eprifovg £mg 18 etdv dev cuvictdral.

Alro @appoxa kor Telmisartan Actavis

Evnpepmaote tov yiatpd 1| TOV QOPUOKOTOLO GAG GV TAlpVETE 1| £XETE TAPEL TPOGOATA. 1] LTOPEL VaL
mhpete AAA0 pappaka. O yiatpdg cag pumopet va ypetootel vo aAAGEEL T 660M TV ALOY QOPUAK®Y
N vo AaPet GALEG TPOPVAAEEIC. Xe OPIGUEVEC TEPUTTMOELS UTOPEL VAL YPELOGTEL VO SLOKOYETE TN ANYN
€vOG 0o T0 PapHOKA. AVTO EQAPUOLETAL EIOIKE GTO PAPIOKE TOV CVUPEPOVTOL TOPUKATM
ovyyopnyovueva pe Telmisartan Actavis:

- Dappoka Tov TepEyovv Aib1o yia tn Bepaneio Kamol®V TOTOV KATAOAYNG.

- Ddppoka ta omoio pmopei va av&Ncovy To eTinedo TOL KAAMOL 6TO aiplo OTMG VITOKOTAGTOTO
OAATOV TOV TEPLEYOLV KAALO, KOAOGUVINPNTIKE S100pNTIKAE (GVYKEKPIUEVO JIOKIM TOV
amofairovy ¥Owp), avactoreic MEA (avactoAeig Tov petatpentikod evEOUOL TG
QYYEIOTEVGIVIG Y10L TNV QVTIUETOMTION TNG VYNANG OPTNPLOKNG TEONG), OVTAY®OVIGTEG TMOV
vrodoy€wv g ayystoteveivng I (yio tnv avTipet®dmion g VYNANIG apTnploKng Tieonc),
MXEA® (un oTtepOEd AVTIQAEYLOVMOT OApLaKa .. acmpivi 1 povmpoaivn), nroapivn
(pappoKo yio TNV apaieon Tov GiflTog), OVOGOKATAGTAATIKG (7). KUKAOGTOpivn 1 tacrolimus)
Kot 1o avtiBlotikd Tpyebompipn.

- ArovpnTikd («diokio Tov amoPailovy Vd®P») 181K GV Aapfavoviol o€ VYNAES 0OGELC,
mapdAinia pe Telmisartan Actavis, umopei va 00Myncovv e vaepPOAIKT OTDOAELL CMOUOTIKOD
vepoL Ko yoUnAn aptnplokn mieon (vrodTaon).

- Aryo&ivn.

- Edv maipvere évav avactoréa MEA 1 aliokipévn (BAéne emiong mAnpopopieg oty mopdypago
«Mnv médpete 1o Telmisartan Actavis kot «IIpogidonomoelg kol TPOPVAAEELS.

H 6pdon tov Telmisartan Actavis pmopet va peiwbet edv AapPdvete kot MEAD (un otepogidn
AVTIPAEYLOVAOIT PAPUOKO OT®S aoTpivn 1 PoLTPOQaivn) 1| KOPTIKOGTEPOELDT.

To Telmisartan Actavis umopet va av&foet v nidpacn PEIWONG TG APTNPLOKNG TECNS TOV AAL®DY
QOPUAK®V TOL YPNCLOTOOVVTAL Y10, T Oepameio TG LVYNANG APTNPLOKNG THECTG , | PUPUAKOV LE
duvatotnrta peimong g aptnplokng wieong (m.y. baclofen, amifostine). EmimAéov, n younin
apTnploKn migomn punopet va emdevobel and  xpnomn aAkood, BapPrrovpikdv, VOPKOTIK®V 1
ovTiKoTaOMITIK®Y. AVTO umopel va 1o Tapatnpnoete o¢ (dAn 6tav onkoveote dphiot. Oa mpémet va
ovppovlevteite ToV Y0TPO GOG EGV TPEMEL v pLOicETE TN 366N TOL GALOL PaPUAKOV VD AapPdaveTe
Telmisartan Actavis.

Kinon ko1 Oniaopdg

Konon

Bo mpémel va EVNUEPADGETE TOV YoTpd G0¢ €av vopilete Ot glote (1 _umopel va peivere) €ykvog.
Koavovikéd o yiutpog cag 0o cag cvppoviéyel va otapatnoete vo AopPavete to Telmisartan Actavis
W peivete €ykvog M HOAMC pabete Ot kvogopeite kal Ba cag cvpPfoviedost vo Aapete dGAho
@appako ovti tov Telmisartan Actavis. To Telmisartan Actavis dev GUVIGTATOL GTIV APy TNG KOTGNG
Kot Ogv o mpémel va AapuPavetal HETA TO TPOTO TPIUNVO NG KNoNG, KoOMG Uropel va TPoKaAEEL
coPapéc PAaPec oto Ppépog Gag dv ypnoyomondel petd to TpmTo TPiNnVo TS KONoNg.

Talovyio

Evnuepoaote tov yuotpd oag edv Onialete ) mpokerton va Egkvnoete to Onhaocpod. To Telmisartan
Actavis 0ev ouvioTdrtol 10 o UnTéPEG Tov ONAAlovv Kot 0 YiaTpdg Gag pumopet vo emheget GAAN
Oepameio yio eodg edv embupeite va OnAdoete, eldikd edv to Ppéeog cag gival veoyévvnto 1
yevviOnke tpdmpa.

001yNoN Kot YEPIGUOS PNYOVOV

Kdamototl avBpamor arcOdvovtor {ain i kovpacn dtav maipvovy Telmisartan Actavis. Eqv aioBdveote
CaAn M kobpaon, unv odnyeite 1 yepileote unyaves.
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To Telmisartan Actavis mepiéyel varpro.
To gdppaxo avto mepiéyel Aydtepo and 1 mmol vatpiov (23 mg) ava diokio, ivarl avtd o
ovoudlovpe Kelebbepo vatpiov>.

3. og va wapete To Telmisartan Actavis

No Aopupavete TavTo avtd T0 APUAKO 0LOTNPA COUP®VE LE TIG 00N Yieg ToV YoTtpo¥ oag. EeléyEete
LLE TOV Y1OTPO 1| TOV QUPLOKOTOLO GOG €0V OV €l0TE Glyovpog/n.

T v avTIHETOTIOoN TS VYNANG apTNPLaKng Tieonc, 1 ouvidng d6om Telmisartan Actavis yio Tovg
neplocdTepOVg acbeveic elvar éva diokio Tov 40 mg pia popd v NUEPA Y10 TOV ELEYYO TNG
apTNPLOKNC Tieomng Yia 0Ao 10 24-wpo. O Y1Tpdg oag £XEL GVLOTNOEL LIKPOTEPT OGN EVOG d10KIOV T®V
20 mg v nuépa. To Telmisartan Actavis pnopei eriong va ypnoipomombei 6€ cuvovacud pe
drovpntikd (Siokio Tov anoPdAirovy VdWpP) OT®S 1 VEPoYAmPobelalidn, N onoia £xel dei&et va. £yt
aBpoloTIKY EMIBpACT GTNV TTOON TNG APTNPLKNG Tieong otav yopnyeitan uali pe telmisartan.

To ™ peioon Tov Kopdayyelkdv enclcodiov, n coviong 66or Telmisartan Actavis sivat éva diokio
v 80 mg pia popd v nuépa. Katd v évapén g mpoinmtikng Oepanciog pe Telmisartan Actavis
80 mg, n apmpilokn wicon Oo Tpénel vo TopakoAiovdeital cuyva.

Y& aoBeveig pe nmatien TpofAnuoata, 1 cuvning 66om dev mpémet va vrepPaivel ta 40 mg pia popd
™V NUEPa.

Y& aoBeveic pe veppika TpofAnpata, cuvioTaTol PIKpoTEPT 0pYIKn 660m Twv 20 mg.

Ipoonadnote va taipvete o diokio v 810 dpa kébe nuépa. Mropeite vo maipvete to Telmisartan
Actavis pe 1 yopic tpoen. Oa mpénel va Kotomivete ta dtokia pali pe Aiyo vepd 1 pe dAlo un
aAkoorovyo pognpo. Eivar onpavtiko va maipvete to Telmisartan Actavis kabe nuépa £mg 6tov o
YTpdG o0g SMoEL SlopopeTikés 0dnyiec. Edv éxete tnv evivmwon 0t 1 enidpaocn Tov Telmisartan
Actavis givatl moAd 1oyvp1| 1| TOAD acOEVIC, EVIUEPDGTE TOV YIOTPO 1 TOV PUPLOKOTOL0 GOC.

Edv Lapete peyardtepn 066n Telmisartan Actavis amwod TNV KEVOVIKI

Eivar onpavtikd va tmpeite m 660m 6mmg ™ yopnyel o ywtpog ocag. Edv tuyaio AdPete peydio
aplOpod diokimv pOTNGTE APECHS TO YITPO 0ag TL va KAveTe 1| anevBuvleite 610 TUNUA ETELYOVTOV
TMEPLOTATIKDV TOV TANGLEGTEPOV VOGOKOUEIOV.

Ta cuyvotepa cuunTOATO VIEPSOGOLOYING e telmisartan gival 1 yoUnAn apTnPLoKn Tieon
(vmdtaon) kot o Toydg pLOUOS Kapdidg (tayvkapdia). Exetl emiong avapepbei Bpaddg puOudc kapdiig
(Bpadvkapdia), LaArn, vymAdTepa EMIMESQ KPEATIVIVIG OTO OO KoL 0LpVIOLOL VEQPPIKT] OVETAPKELQL.

Edv Eeydoete va mapete To Telmisartan Actavis

Edv Eeybdoete va mapeTe TO PAPUOKO GOC, TPEMEL VO TAPETE TN dOOM HOALG TO BuunBeite v 101
nuépa. Edv dev mdpete 10 diokio cag kdmola nuépa, TEPTE TNV KOVOVIKN OGN TNV EXOLEVT NUEPAL.
Mnv mdpete Kamoia S1TAN d6GN Y10l VO, AVOTANPOGETE OGN TOV EEYACATE.

Eav dwoxéyete T Mpyn tov Telmisartan Actavis

®a npénel va maipvete Telmisartan Actavis kéBe pépa yio 660 kopd 10 yopnyel o YaTpdg oag, OoTE
va dlaTnpeitat 1 apTNpLoK cog Tieon vd Edeyyo. Edv éxete tnv evivmwon 611 N enidpacn Tov
Telmisartan Actavis givotl 1ol 1oyvpn N TOAD ac0eViG, JMANGTE GTOV Y1UTPO 1] TOV POPLOKOTOLO GOG.
Edv éxete meplocdtepeg epMTNCELG CYETIKE LLE TN YPNOT AVTOV TOV TPOIOVTOG POTNGTE TOV YLOTPO 1|

TOV QUPHOKOTOLO GOC.

4, IMBavég avemBOUNTES EVEPYELEG
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Onmg 6A0 T0 PAPLLOKOL, TO PAPHOUKO OVTO UTOPEL VO TPOKAAEGEL AVETIODUNTES EVEPYELES, AV KOl OEV
TapoLo1LovTol 6e OAOVG TOVG AVOPOTOVG.

Kémoweg avemOopunteg evépyeleg propel va gival cofapéc ko va yperdlovror aueon woTpikn
mopuKorovOnoN:

O mpénel vo, emckePOEiTE TOV Y1OTPO GOG APECHS LOAG ELPAVICETE KATOLO OO TO, TOPOKATD
GUUTTOOTA

ZRun* (cvyva amokalovpevn «IANTpiacn aipatogy, eival po coPapn LOALVOT| LLE PAEYLLOVMOT
OTAVINGCT GE OAO TO CAOUM), YPIYOPT S0YK®SN (TpN&o) Tov SEPUOTOC Kot TV BAEVVOYOVEOY
(ayyelooidnpa)” avtég ol avemBounteg evépyeleg ivar omdvieg (umopel va emnpedoovy €émg 1 otovg
1.000 avBpmdmovg) aild givar e&apeTikd coPapéc kat ol acbeveig Tpémet va d1akOWOoLY TN Ay Tov
QOPUAKOD KoL VO ETLEKEPOOVY TOV Y10TPpd TOVG apécmc. Eqv avtég ol emidpacelg dev
OVTILETOTIOTOVV, UTOPEl va Exouv potpaio Exfao.

IMOavég avemOOuNTES EVvépyELES Tov telmisartan:
2uyvég avemBountec evépyeles (umopel va ennpedoovy £oc 1 otovg 10 avBpdnovng):

XounAn aptnplokn mieon (voToon) o€ acheveig mov Aapufdavovy aymyn yio tn Heiwon Tov
KOPOLOYYELOK®OV GUUPAVIOV.

Oyt ovuyvéc avemBounteg evépyeieg (Umopei va ernpedoovy £mg 1 otovg 100 avBpdmovg):
AoudEES 0VPOTOMTIKAG 000V, AOTUMDEELS TOV OAVATEPOL AVATVEVGTIKOD GUGTHUATOG (TT.Y.
TOVOLULUOG, PAEYHOVAOIELG KOATOL, KOO KPpLoAoynua), EAhenym og epubporvttapa (avaiuio), Vynid
emineda kKaAiov, duokolio enédevong Vvov, aicOnorn OAIYNg (katdOiuyn), Auwobupia (cuykonn),
CaAn, aicOnua meptotpoPng (IAryyoq), younin kapdiakn cuyvotnta (Bpadvkapdic), younin
aptnploxn tigomn (vwoTaoT) o acheveig mov Aapfavovy aymyn Yo VYNAN apTnploKn Tieon, (AAn
Katd v €yepon (opbootatikn voTaom), Ppayeio avamvon, fyag, Koltokog TOvoc, didppota,
KOIAMOKT SVoQOopia, LETEMPICUOC, EUETOC, KVNOUOG, 0uENUEVT] EQIOPOOT), PAPUAKEVTIKO EEAVON UL,
ooQLayio, LUIKEG KPAUTES, LUIKOG TOVOG (Luadyia), VEQPIKT SUGAEITOVPYIO CUUTEPIAUUPOVOUEVIG
o&eing VEPPIKNG aVETAPKELNG, TOVOC 6T0 6TN00g, aictnua advvapiog kal avénuévo eninedo
KPETIVIVIG GTO OlipLal.

Xrdvieg avemBountec evépyeleg (umopel va ennpedoovy £oc 1 otovg 1.000 avBpdmovg):

EAym#* (Guyve amoKoAOOUEVT] «ONANTNPIOGCT) HOTOG», Elval pia coPapn LoOAvven e PAEYLOVAOON
TAVINGN € OAO TO CAOUM 1) OTTOi0 UTOPEL VO 00N YN GEL 6€ BAvaTo), aDENcN 68 GUYKEKPLUEVD,
AevkokvTTOPa (MOCWVOPIAL), XauUnAdg aptBudc aponetariov (Opopfonevia), coPapn ariepykn
avtiopaon (avagLUAOKTIKY avtidpact)), aAAepyIKT| avtidpact (T.y. eEavOnua, KVNoUOS, SUGKOMA GTNV
OVOTTVOT], GLPTYLLOG, OION O TPOGOTOV 1 YAUNAT] OPTNPLKN TiEST), YOAUNAG EMineda caKydpoL (o
dwfnrticots acbeveig), aicOnpa avnovyiog, vevniia, datapoyn oty 6pacT, YPYopog puduodg g
Kapdlig (toyvkapdia), ENpoctopia, GTORAYIKN dloTapayn, dloTapoyn Tng Yevons (dvayevaia), un
QLOIO0AOYIKN NTOTIKN Agttovpyia (mepiocdtepo mhavn oe lamwvec aobeveic)**, Tayeia S1OYK®GN TOVL
dépoTog Kot TV PAEVVOYOVOVY OV UTopEl emtiong va 001 yNnoeL o€ Bdvato (ayyglooionua
ovumeptioppavopévng g potpaiog EkPoaonc), Exlepa (Lo drtatapayn dEpUatoc), epudpdnta
dépHOTOg, KVIdmTIKO e&avOnua (kvidwon), coPapd eapuakevtikd eEdvinpa, Tovog tov apbpdceny
(apBparyia), TOVOG TV AKP®V, TOVOG TV TEVOVIMV, YPUITMONG GLUVOPOUT, HELWUEVT OLOGOAPiv
(Mo TpwTeivn TOL aipaTog), avEnpéva eminedo ovptkov 0&Eog, avénuéva nratikd Eviopa
KPEATIVOPOGPOKIVAGT] GTO CifLaL.

oA omdviec avemBounteg evépyeieg (umopei va emnpedoovy émg 1 otovg 10.000 avOpdmovg):
[Ipoodevtikn dnpovpyic. OVANG TOL TVEVUOVIKOV 16TOV (d1dplesn Tvevpovondhea) **

«Mn yvoomg cuyvotntacy (1 cuyvatnta oev pmopei va extiundel pe Bdon ta dwabéoipa dedopéva):
Evtepkd ayyerooidnua: €xel avapepOei oidnpo ToL EVIEPOV UE CLUTTOUOTO OTOS KOIALOKO GAYOG,
vavutio, EUETOG Kol S1G,ppOota LETA TN (PTOT TAPOUOI®V TPOIOVIMV.
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* To copPdv propei va cuvéPn tuyaio 1 Oo propodce va oyetileTon pe Evay TPog T0 TUPOV AYVMOGTO
pnyavicpo.

*# "BEyouv avapephel TepITTOCELG TPOOSEVTIKTG OMLULOVPYING OVANG TOV TVELLOVIKOD 1GTOV KOTA TN
AMym teEMoaptavne. 61000, dev gival YvmoTo 4V artio fTav 1 TEAGAPTAV.

Koataypagn Tov napevepyeidv

Edv mapoatnproete Kamowo avemBOUNTN EVEPYELD, EVIUEPDGTE TOV YITPO 1) TOV POPLAKOTOL0. AVTO
1oYVEL Kal Yo KGOe oV avemiBounTn evEPYELR TOV JEV AVAPEPETOL GTO TAPOV PUAAO 0ONYIDV
ypNons. Mnopeite eniong va avagépete Tig Tapevépyeleg anevbeiog LEG® Tov £6viKoD GLOTANOTOC
avapopdg mov aroapiduovvral oto Hopdptnua V. Me v avapopd TopevepyEI®Y UTOPEITE Vo
Bonbnoete va mapéyete mePIGGHTEPEG TANPOPOPIEG TYETIKE LLE TNV AGPAAELD TOV POPUAKOV OVTOV.

5. g va puidooetar To Telmisartan Actavis
To @appako ovtd TPETEL VoL PUAACCETAL GE PEPT TOV OgV TO PAETOVVY Kal OV TO POAVOLY TOl TULSIA.

No pn ¥pMoIoToLEite aVTO TO PAPLOKO LETE TNV NEpoUVia AENG TOL AVOPEPETOL GTO KOVTI, TN
O18AN 1 TV KOWEAN petd amd ) «EXP». H nuepounvia AMEng eivar ) tedevtaio npépa Tov Hivo mov
OVOPEPETOL.

Kowyéheg amd alovuivio/alovpivio:
DuAGcGETE GTNV OPYIKT) CLGKEVOAGIN Y10l VO TPOGTATEVETAL OO TO PWG,.

ITepiéxtng dokicwov HDPE:
Al peite Tov mEPIEKTN KOAG KAEIGUEVO Y10, VO TPOGTOTEVETOL OTTO TO POG.

Mnv TeTdTe PAPLAKO GTO VEPD TNG OTOYETEVONC 1 OTO GKOLTIOWN. PMTAOCTE TOV QUPLAKOTOLO GOG TMG
Vo TETAEETE TO PAPLOKO TOV JEV YPNCILOTOLEITE o, AVTA To pé€Tpa Bo Bonbncovv oty Tpoctacio
ToV TEPPAALOVTOG.

6. Mepreydpevo TG oVoKEVOGING KO AOTES TANpOPOpieg

T epréyer To Telmisartan Actavis

- H dpaoctiki ovcia givat To telmisartan. Kabe diokio mepiéyel 20 mg telmisartan.

- Ta GAAo GVoTATIKE vl GTENTIKO LOYVIGL0, VOTPLOUY0G KPOTKOPUEAAOLT, HOVVITOAN,
oP1d36vn, opapidio vVOPo&eWdiov TOL KaAlOV.

Epeavien tov Telmisartan Actavis kot TePLEYOUEVO TG GVGKEVAGIOGS
Ta diokia tv 20 Mg gival AevKd, GTPOYYLAQ, ETINEDH O10KI0 TOL PEPOLY TLTTOLEVO TO AoyoTLTo T
o1 [o TAgvpd

Mey£0n ovokevaciog:

koyéreg Al/AL: 14, 28, 30, 56, 84, 90, 98 ko 100 diokia

ITepiéxng dokiwv: 30 kot 250 diokia.

O mepéktng SoKimv TEPIEYEL AmOENPAVTIKO, UV KOTOVOADGETE TO AmOENPAVTIKO.

Mmopel va pn Kokho@opoOV OAEG 01 GLCKEVAGIES.
Kéroyog adcrag kukrho@opiag kKot Tapaywyodg
Karoyog aderog xvoxlopopiog

Actavis Group PTC ehf.

Dalshraun 1
220 Hafnarfjorour
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IoAovdio

Hopaywyog

Actavis Ltd
BLB015-016

Bulebel Industrial Estate
Zejtun ZTN 3000
Modrta

I'a omoladmoTe TANPOEOPio GYETIKA LE TO TOPOV POPUAKEVTIKO TPOIOV, TOPAKOAEISTE VO
amevBuvbeite 6TOV TOTTIKO AVTITPOGOTO TOV KATOYOL TNG AOEWNG KUKAOPOPING.

Belgié/Belgique/Belgien Lietuva
Teva Pharma Belgium N.V./S.A./AG UAB Teva Baltics
Tél/Tel: +32 38207373 Tel: +370 52660203

Bwarapus
Tesa ®apma EAJ]
Ten.: +359 24899585

Ceska republika

Teva Pharmaceuticals CR, s.r.o.
Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf.: +45 44985511

Deutschland
ratiopharm GmbH
Tel: +49 73140202

Eesti

UAB Teva Baltics Eesti filiaal

Tel: +372 6610801

EALada

TEVA HELLAS AE.
TnA: +30 2118805000

Espafia
Teva Pharma, S.L.U.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000
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Luxembourg/Luxemburg

Teva Pharma Belgium N.V./S.A./AG
Belgique/Belgien

Tél/Tel: +32 38207373

Magyarorszag
Teva Gybgyszergyar Zrt.
Tel.: +36 12886400

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +44 2075407117

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich
ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43 1970070

Polska
Teva Pharmaceuticals Polska Sp. z 0.0.
Tel.: +48 223459300

Portugal
Teva Pharma - Produtos Farmacéuticos, Lda.
Tel: +351 214767550

Romaéania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524



Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi: +354 5503300

Italia
Teva ltalia S.r.1.
Tel: +39 028917981

Kvmpog
TEVA HELLAS AE.
EAL G0
TnA: +30 2118805000

Latvija

UAB Teva Baltics filiale Latvija

Tel: +371 67323666

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

To wapov OALO 00N YOV YprioNS avaBewp1Onke Yo TELEVTOIO POPd GTIG

Agmtopepn TANpoPoplakd ooyl Yo To TPoidv givar dabécipa oty 16T0ceAda Tov Evpmmaicod
Opyavicpod Gopudkov: http://www.ema.europa.eu/.
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®vAro ooV rpiong: IIAnpogopiss yro Tov yp1otn

Telmisartan Actavis 40 mg diokia
telmisartan

APAOTE TPOGEKTIKA OAOKANPO TO QPVAAO 0ONYL®OV TPOTOV UPYIGETE VU TAIPVETE AVTO TO

PappoKo, o10TL TEPLAAUPAVEL N UAVTIKEG TANPOPOPIES Y10, GOG.

- DoraEte avtd TOo EUARO 0dNYIBY YpNong. Towg ypelaotel va to daPdcete Eavda.

- Edv éxete meportépw amopieg, p@TNOTE TOV YLOTPO 1 TOV PAPLOKOTOLO GOC.

- H ocvuvtayn v avtd 10 0appoaxo xopnynonke amokAEIGTIKA Yo 6oG. Aev TPEMEL VO ODCETE TO
@apupako 6g GAAovg. Mmopel vo Tovg TpokoAéael PAAPT, akoOpa Kot OTav Ta onueio TG
ac0éveldg Tovg gival id1a pe ta Sk Gog.

- Edv mapatnpnoete kamoto avemBOunTn eVEPYELD, EVILEPDGTE TOV YLOTPO, TOV QAPLOKOTO0 N
TOV VOGOKOUO 60G. AVTO 16Y0eL Kot Y10, kKaOe mhovi avemBOuntn evépyela Tov Oev avapEPETOL
07O TTOPOV PUALO 0dNYIDV XpNomg. BAéne mopdypapo 4.

T wegpréyeL 1o Tapov VALO 0ONYLOV:

Tt etvan to Telmisartan Actavis Kot oo €ivat 1 ¥piom Tov

T pémer va yvaopilete mpotov mapete to Telmisartan Actavis
[a¢ vo mapete to Telmisartan Actavis

[MBavéc avemBOunTes evEpyetes

[Tog va puidoocetat To Telmisartan Actavis

[Tepeydpeva g cuoKELAGING KOl AOUTEG TANPOPOPiES

o whE

1. Th eivan 1o Telmisartan Actavis kon wowa givan 1 (pfon Tov

To Telmisartan Actavis mepiéyel T dpactikny ovoia telmisartan mov avrket og pio Kotnyopia
QOPUAKOV YVOOTH O OVTAYWOVIOTES TOV VITOd0YEWV NG ayystoteveivng 1L

H ayysotevaivn 11 eivan pio oveio Tov TapdyeTon 6T0 GO GOG Kol TPOKAAEL TN OTEVOGT TOV
ayyeiov oag pe amotéAeoua vo avédvetal 1 aptnplokn cog tieon. To Telmisartan Actavis amokAeiet
v enidpaon g ayyelotevaivng I Kdvovtag To apoeopa ayyeio vo YoALp@VOLV Kat e ouTdV TOV
TPOTO EAATTMVEL TNV OPTNPLUKT GOG TTIEDT).

Ta dwokia Telmisartan Actavis ypnoipomolovvtar yia tn Ogpaneio g WWonabovg veéptaong (VYNAN
apTnploky Tieon) oe evijlkeg. «Id1omafng» onpaivel 0Tt 1 VYNAN apTNPLOKN TTieon Oev TPOKAAEITOL
oo KATO GAAT KATAOTOOT).

H vymAn aptnprakn wieon, edv o Bepamevbei, pnopel va fAayeL Ta apto@dpa ayyeia o didpopa
OPYAVO KOl GE PEPIKEG TTEPITTMGELS 0VTH 1 PAAPN pmopel vo 0dnynoet o€ kopdlakég TpocsPorEc,
KOPOLOKN 1) VEQPIKN AVETAPKELD, OYYELONKE EYKEQPOAKE £TEIGO10 1) TOPA®SN. H vynAn aptnploxm
mieon ovvnBmg dev £xEl CLUTTONOTO TPOTOV OMoLPYNBOVY o1 PAAPES. (g €K TOVTOL TAKTIKN
TOPAKOA0HON G TNG APTNPLOKNG TTiEoNS eival amapaitnTn TPOKEEVOD Vi SAMIGTAOVETOL EAV Eivor
EVTOG TV PUOLOAOYIK®OV OPimV.

To Telmisartan Actavis ypnowuonoteital eniong yio ™ peiwon Tov KapdlayyelokOv enelicodiny (dn.
KopdLoKN TPOGPOAN N AYYELKO EYKEQPAMKO ETEIGOO10) GE EVIIAMKEG TTOL Sl TPEYOLV Kivovvo €antiag
peimong N amoepa&ng e Tapoyns aitatog otny Kopdld 1 oTa KAT® GKPa, 1) £OVV VTOGTEL AYYELNKO
EYKEPAUAKO €MEIGAS10 N TAGYOLY Ao Stafn T LYNAOD Ktvdvvov. O Y1atpog oag Umopel va odig
EVIUEPDGEL AV dATPEXETE DYNAO KIVOLVO Yo VO EKONADGETE TETOL0 EXELGOILO.

2. Tvrpémner va yvopilete apotov ndpete To Telmisartan Actavis

Mnyv napete To Telmisartan Actavis
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- Edv giote aAlepykoi oto telmisartan 1) 6 0wo1007TOTE GAALO GVGTATIKO AVLTOV TOV PAPUAKOV
(katayplovtal 6TV Tapdypapo 6).

- Edv éxete mepdoet o mpdto tpipmvo g kimong. (Eivar emiong mpotipdtepo va amopedyetot 1o
Telmisartan Actavis otnv opyn g kdnong —PA. Tapdypago Yo Komon).

- Edv &yete coPfopd nrotucd mpofAnpata 0Tmg YoAdoTOo 1 ATOPPAEN XOANPOPOV 0OMV
(TpofAnLaTa, e TApOYETELGT TG YOANG OO TO NP KoL TN YOANSOY0 KUGTN) 1] OTOLdNTTOTE
GAAN coPapni nratomddeia.

- €0y &yete SoPnn N SrTOPAYILEVT VEQPIKT AEtTovpYia Kol AAUPAVETE aymyn Le Eva QAPLLOKO
OV LEUDMVEL TNV OPTNPLOKY] TECT KO TEPIEXEL AAGKIPEVT).

Edv onotodnmote amd T0 Topamdve 16Y0EL Y10, EG0G, TOPUKUAEIGOE VO EVUEPDGETE TOV Y1ATPO 1) TOV
QOPUOKOTOLO GO TPOTOV va whpete To Telmisartan Actavis.

IIposgidomou|oels Ko TPOPVAGEELS

MUANGTE LE TOV YI0TPO GOG EAV VTOQEPETE 1 £XETE VITOPEPEL OO OTOLUONTOTE OO TIC TOPAKATM

KOTOOTACELS 1) 0o0EveLEC:

- Neppiki} vOco 1| veppikd LOGYEVLLOL

- 21évaon veppikn aptnpiog (6TEVOON TV AHoPOpOV ayYEIOV GTOV £va 1] Kot TOVG 600
VEPPOVG)

- Hratwn véco

- Kapdiokd mpofAanuota

- AvEnuéva enimeda aldooTepOVIG (KOTOKPATNOT VOOTOG Kl GANTOG OTO GMOUN e TapAAANAN
dlatapoyn TG 1IGoPPOTIAG SLPOPWOV 1YVOSTOLXEIDV TOL AipLOTOC)

- XounAn aptnplokn wieon (votoon), Thavo va cupPel edv £xete apudatmbel (vTepPolikn
AmOAELD COUATIKOV VEPOD) | £xeTE EALEYM OAdT®V e&ontiag TG StovpnTikng aywyng («diokia
vepo»), dlauta YOUNAN o€ dhata, S1dppoto 1| ELETOC

- Avénpéva eninedo KaAiov 610 aipa cog

- Awpim

AmevbuvBeite otov yatpd cag tpotov mhpete to Telmisartan Actavis:
- €av Aappavete dryo&ivn.
- ebv Aappdvete, 0mol0dNTOTE 0 TA TUPAKATMD PAPLLOKO TTOV YPTCLLOTOI0VVTOL Y10 TN
Oepoameio TG LVYNANG OPTNPLOKNG TTiEoNC:
- évav avaotoréo MEA (yuo mapddetypa evaiampiin, Mowvompidn, popmpiin ), dwaitepa edv
€xete veppikd TpoPAnpata tov oyetiCovron e dafnn.
- oMoKIpEVT

O ywTpog oag pmopel va EAEYEEL TN VEPPIKT 0OGC AELTOVPYIQ, TNV OPTNPLOKT OOC TECT KAl TV
TOGOTNTO T®V NAEKTPOAVTOV (TT.). KAAL0) OTO QU0 GO OE TUKTH S10GTIHLOTA.

BA\éme eniong mAnpogopiec oty mapdypago «Mnv ndpete to Telmisartan Actavisy.

AmevBuvheite 6TOV Y10TPO GOG €AV EUPOVICETE KOIAOKO AAYOG, VauTio, EUETO 1| SIAPPOLO. LETA TN
Afym tov Telmisartan Actavis. O yatpog cog o amopacicel oyeTikd pe v tepattépw Oepameia.
Mnv otapatioete va maipvete Telmisartan Actavis amd poévol coc.

®o TPEMEL VAL AVAQEPETE GTOV Y10TPO GOG GV vopilete 0Tt glote (1) umopel va petvete) £ykvog. To
Telmisartan Actavis d¢ cuvietdtol 6Ty apyn ™G KOnong Kot de Ba mpémet vo Aappdveton edv €xete
TEPAGEL TO TPAOTO TPIUNVO TNG KVNONGS, Kabmdg uropel va mpokarécel cofopn PAGPN oto Bpépog cag
gav ypnoonombel o awtd 1o o1dd10 (AEITE THN ITAPATPA®O KYHZH).

Y€ MEPIMTMOON YEWPOLPYIKNG eMEUPaonc N avaroOnciag, Oa mwpénel va neite oTov YaTpd Gog OTL
happavete Telmisartan Actavis.

To Telmisartan Actavis umopet va €ivat AyOTEPO AMOTEAEGLOATIKO GTY| LEIMON TNG APTNPLOKNG TESC
o€ pavpovg acbeveic.
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Mowora ko Egnpor
H ypnion tov Telmisartan Actavis o€ modid ko eprifovg £mg 18 etdv dev cuvictdrol.

Alro @appoxa kor Telmisartan Actavis

Evnpepmaote tov yiatpd 1| TOV QOPUOKOTOL0 GAG GV TalpveTE 1| £XETE TAPEL TPOGOATA. 1] LTOPEL VL
mhpete AAA0 pappaka. O yiatpdg cag pumopet va ypetootel vo aAAGEEL T 6601 TV ALDY QOPUAK®Y
N vo AaPet GALEG TPOPVAAEEIC. Xe OPIGUEVEC TEPUTTMOELS UTOPEL VAL YPELOCTEL VO SLOKOYETE TN ANYN
€vOG 0o T0 PappHOKa. AVTO EQAPUOLETAL EIOIKE GTO PAPIOKE TOV AVUPEPOVTOL TOPAUKATM
ovyyopnyovueva pe Telmisartan Actavis:

- Dappoka Tov TepEyovv Aib1o yia tn Bepaneio Kamol®V TOTOV KATAOAYNG.

- Ddppoka ta omoio pmopei va av&Ncovy To eTinedo TOL KAAMOL 6TO aiplo OTMG VITOKOTAGTOTO
OAATOV TOV TEPLEYOLV KAALO, KOAOGUVINPNTIKE S100pNTIKAE (GVYKEKPIUEVO JIOKIM TOV
amofairovy ¥Owp), avactoreic MEA (avactoAeig Tov petatpentikod evEOUOL TG
QYYEIOTEVGIVIG Y10L TNV QVTIUETOMTION TNG VYNANG OPTNPLOKNG TEONG), OVTAY®OVIGTEG TMOV
vrodoy€wv g ayystoteveivng I (yio tnv avTipet®dmion g VYNANIG apTnploKng Tieonc),
MZEA® (un oTtepOEd AVTIQAEYLOVMOT GApLaKa TT.Y. acTtpivi 1 povmpopaivn), nroapivn
(pappoKo yio TNV apaieon Tov GiflTog), OVOGOKATAGTAATIKG (TT.Y. KUKAOGTOpivn 1 tacrolimus)
Kot 1o avtiBlotikd Tpyebompipn.

- ArovpnTikd («diokio Tov amoPailovy Vd®P») 18K GV Aapavovial o€ VYNAES 0OGELC,
mapdAinia pe Telmisartan Actavis, umopei va 00Mynoovv e vaepPOAIKT OTDOAELL CMOUOTIKOD
vePoL Ko yoUnAn aptnplokn mieon (vrodTaon).

- Aryo&ivn.

- Edv maipvere évav avactoréa MEA 1 aliokipévn (BAére emiong mAnpopopieg otnv mapdypapo
«Mnv mapete 10 X» Kot «IIpogidomomoelg Kot TpoeLAGEEIS» )».

H 6pdéon tov Telmisartan Actavis pmopet va peiwbet edv AapPdvete kot MEAD (un otepogdn
AVTIPAEYLOVAOIT PAPUOKO OT®S aoTpivn 1 PoLTPOQaivn) 1| KOPTIKOGTEPOELDT.

To Telmisartan Actavis umopet va avé&nioet v nidpacn PEIWONS TNG APTNPLOKNG TEGNS TOV AAL®DY
QOPUAK®V TOL YPNCILOTOOVVTAL Y10, T Oepameio TG LVYNANG APTNPLOKNAG THECTG , | PUPUAKOV LE
duvatotnrta peimong g aptnplokng tieong (.. baclofen, amifostine). EmimAéov, n xounin
aptnploKn migon punopet va emdevmbel and ™ xpnorn aAkooA, BapPrrovpikdv, VOPKOTIK®V 1
avTIKOTAOMTTIK®Y. AVTO umopel va 1o Tapatnpnoete o¢ (dAn 6tav onkoveote dpBiot. Oa mpémet va
ocvppovlevteite 10 Yi0TPO GOG €0V TpEmeL va, puBpicete T d6GM TOL GAROL Papudkov evd Aapupdvete
Telmisartan Actavis.

Kinon ko1 Oniaopdg

Konon

Oa TPEMEL VO EVIUEPDGETE TOV YTPO GO¢ €4v vouilete Ot giote (1 umopel va peivete) €ykvog.
Koavovikéd o yiutpog cag 0o cag cvppoviéyel va otapatnoete vo AopPavete to Telmisartan Actavis
W peivete €ykvog M HOAMG pabete Ot kvogopeite kal Ba cag cvpPfoviedost vo AaPete dGAlo
@appako ovti tov Telmisartan Actavis. To Telmisartan Actavis d&v GUVIGTATOL GTNV OPYN TNG KONONG
Kot Ogv Oa mpémel va AapuPavetal HETA TO TPOTO TPIUNVO NG KNoNG, KoOMG Uropel va TPoKaAEEL
coPapéc PAaPec oto Bpépog cag dv ypnoyomondel petd to TpmTo TPiNnvo TS KOMoNg.

Talovyio

Evnuepoaote tov yuotpd oag edv Onialete 1 mpokerton va Eekivnoete to Oniaopod. To Telmisartan
Actavis 0ev ouvioTdrtol T0 o UNTéPEG oL INAAlovv Kot 0 Y1aTpdg cag pmopet vo emheEet GAAN
Oepameio yio €0dg edv embopeite va Onddoete, eldkd edv to Ppépog cag gival veoyévvnto 1
yevviOnke tpdmpa.

001 ynon Ko YEPIGUOS PNYOVAOV

Kdamotot avBpamot arsOdavovtor {ain i kovpacn dtav maipvovy Telmisartan Actavis. Eqv aioBdveote
£aAn M kobpaon, unv odnyeite 1 yepileote pnyoavec.
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To Telmisartan Actavis tepiéyel varpro.
To @dppaxo avto mepiéyel Aydtepo and 1 mmol vatpiov (23 mg) ava diokio, ivar avtd o
ovoudlovpe Kelebbepo vatpiov>.

3. oc va wapete To Telmisartan Actavis

No Aopupavete TavTo avtd T0 PAPUOKO 0VGTNPA COUE®VA UE TIG 00NYieg TOV Yiatpol cag. EAéyéete
LE TOV Y10TPO N TOV PUPUOKOTOLO GOG AV gV €loTe Glyovpog/m).

Mo mv aviyetdnion g VYNANG ApTNPLOKNG Tieong, N cuvnOng doom Telmisartan Actavis yio Tovg
neplocdTEpOVG acbeveic eivar éva diokio Tov 40 mg pio popd TV NUEPA Y10, TOV ELEYYO TNG
apTNpLoKng Tieong Yo 6Ao to 24-wpo.

Qo1600, eviote 0 Y10TPOG GO UTopel Vo cuGTHOEL LuKpdTEPT oo™ TV 20 mg 1 vyNnAOTEPN dOCT TV
80 mg. EvoAlaktikd, To Telmisartan Actavis propet va, ypnoiponoinel 6€ cuVOLAGUO [LE FLOVPNTIKE
(61okio Tov amoPaiiovy VOWP) OTWS M VIPOYA®PODELOLidn, N omoia Exel dei&et va el abBpoIoTIKN
EMIOPOOT OTNV TTMOOT TG 0PTNPLOKNG TTieong otav yopnyeital pali pe telmisartan.

Mo ™ peioon tov kapdloyyelokdv enelcodiov, 1 cuviong 06on Telmisartan Actavis gival éva diokio
tov 80 mg pio opd v nuépa. Katd v évapén tg mpoinmrikng Oepaneiog pe Telmisartan Actavis
80 mg, n apmpioxn wicon Oo Tpénet va TopakoAiovdeital cuyva.

Y& aoBeveic pe nratikny TpofAnuota, 1 cuvning d6om dev mpémet va vrepPaivel ta 40 mg pia popd
TV NUEPaL.

Ye aoBeveic pe veppika TpofANpaTo, GUVICTATOL LIKPOTEPT 0PIk 600 TV 20 mg.

[Ipoonabnote va maipvete To diokio TV idlo dpa kabe nuépa. Mropeite va naipvete to Telmisartan
Actavis pe 1 yopic Tpoon|. Oa mpénel va katomivete To dtokio pali pe Alyo vepd f pe GAlo un
aAkoorovyo poenua. Eivatl onuoavtikd va maipvete to Telmisartan Actavis ka0 nuépa €wg 6Tov o
Y10TPOC G0G ODGEL SLPOPETIKES 0dnyiec. Edv éxete Tnv evtimmwon 611 1 emidpaoct tov Telmisartan
Actavis givatl oA 1oyvpn N TOAD acbevig, EVUEPDGTE TOV YI0TPO 1 TOV PUPHOKOTOLO GOC.

Edav Lapete peyardtepn 0661 Telmisartan Actavis amwd Tnv Kavoviki

Eivor onpavtikd va tpeite T d6om dmwg ™ xopnyel o yatpodg cag. Edv tuyaio Aapete peydio
aplpod S1oKimV POTAGTE AUECHS TOV YITPO GAG TL VA KAVETE 1) anevBuvOeite 6To TN ETEYOVTOV
TEPLOTATIKDOV TOV TANGLEGTEPOL VOGOKOLEIOV.

Ta cuyvotepa cuunTOLOTO LTEPSOGOLOYING e telmisartan glval 1 yoUnAn opTNPLOKY Tieon
(vmdtaom) kot o Toydg pLOUOC Kapdidg (tayvkapdia). ‘Eyxel emiong avaeephei Ppadvg puOude kapdiic
(Bpadvkapdia), LaAn, vymAdTepa EMIMESQ KPEATIVIVIG OTO OO KOl 0LpVIOLOL VEQPPIKT] OVETAPKELQ.

Edv Eeyaoete va wapete To Telmisartan Actavis

Edv Eeydoete va mhpeTe TO PAPUOKO GOC, TPEMEL VO TAPETE TN dOON LOALG TO BuunBeite v 101
nuépa. Edv dev mdpete 10 diokio cag kdmolo nuépa, TAPTE TNV KOVOVIKY OOGT TNV EXOUEVT NUEPAL.
Mnv mdpete Kamota H1TAN 066N Y10 V. AVOTANPDOGETE dOOT TOL EEYAOATE.

Edv owukéyete ™ Mjyn tov Telmisartan Actavis

®a npénel va taipvete Telmisartan Actavis kéBe pépa yio 660 kopd 1o yopnyel o yaTpdg 6ag, OoTE
va dlotnpeitan 1 applokn cog wieon vrd Eleyyo. Edv éxete v evidmmon Ot 1 enidpact Tov
Telmisartan Actavis givot ToAD 1Gyvpn N TOAD acOeVNG, LMANGTE GTOV Y1OTPO 1] TOV QUPLOKOTOLO GOC.
Edv éxete meplocdTepeg EpMTNCELS CYETIKA LLE TN YPTNOT) AVTOV TOV TPOIOVTOG POTHGTE TOV YLOTPO 1|

TOV QAPHOKOTOLO GOG.

4, IMBavég avemBounTeg evépyeieg
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Onwg 6A0 To PAPLOKOL, £TCL KOL TO PAPUAKO OVTO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv TOPoVSLALovTaL 6€ OAOVG TOVG AvEPMOTOLC.

Kémoweg avemOounteg evépyeleg propel va gival cofapéc ko va yperdlovror aueon wwTpikn
mopoKorovOnoN:

O mpénel vo, emckePOEiTE TOV Y1OTPO GOG APECHS LOAG ELPAVICETE KATOLO OO TO, TOPOKATD
GUUTTOOTAL

ZRun* (cuyva amokalovpevn «OMANTNPiacT aipatogy, eival po coPapn LOALVOT| LLE PAEYLLOVMOT
OTAVINGT GE OAO TO CAOUW), YPIYOPT| dS0YK®SN (TPNR&o) Tov SEPUOTOC Kot TV PAEVVOYOVEOY
(ayyelooidnpua)” avtég ol avemBounteg evépyeleg ivar omdvieg (umopei va emnpedoovy €mg 1 otoug
1.000 avBpmdmovg) aild sival e&apeTikd coPapéc kat ot acbeveig Tpémet va S1akOWOLY TN Ay Tov
QOPUAKOD KoL VO ETLEKEPOOVY TOV Y1oTpd TOVG apécmc. Eqv avtég ol emidpacelg dev
OVTILETOTIOTOVV, UTopEl va Exouv potpaio Exfao.

IMOavég avemOopunTeg evépyereg Tov telmisartan:
Ot cuyvég avemBounteg evépyeleg (umopel va ennpedoovy £m¢ 1 otovg 10 avBpdnovg):

XounAn aptnplokn wieon (votoomn) o€ acbeveig mov Aaufavouvy aywmyn yio tn Heiwon Tov
KOPOAYYELOKDV GUUPAVTOV.

O1 61 ovyvég avemBountec evépyeleg (Umopel va ennpedoovy €mg 1 otovg 100 avBpadmovg):
AoudEES 0VPOTOMTIKAG 000V, AOTUMDEELS TOV OAVATEPOV AVOTVEVGTIKOD GUGTHUATOG (TT.Y.
TOVOLOLLOG, PAEYHOVAOIELG KOATOL, KOWVO KPLoAOYN ), EAAenym og epubporvtTapa (avaiuio), vynid
emineda kKaAiov, duokolio enéievong vvov, aicOnomn OAIYNg (katdOiuyn), Auwobupia (cuykonn),
CaAn, aicOnua mepiotpoPg (IAryyoq), younAn kapdiokn cuyvotnta (Bpadvkapdic), younin
aptnplokn mieon (vwodTaon) oe acheveic Tov AauPdvouvy aywyn Yo vynAn aptnplakn tieon, LoAn
Katd v £yepon (opbootatikn voTaom), Ppayeio avamvon, fyag, Kotokog TOvoc, didppota,
KOIAMOKT SVoQOopia, LETEMPIOUOC, EUETOC, KVNOUOG, 0uENUEVT] EQIOPOOT), PAPUAKEVTIKO EEAVON UL,
0GPLOAYIO, HVIKEG KPAUTEG, LVIKOC TOVOG (LuaAyia), veppikn ducAettovpyio cuumepAaUPavoprEVng
o&eiog vEPPIKNG aveETApKELNG, TOVOC 6T0 6tN00g, aictnuo advvapiog kal ovénuévo eninedo
KPETIVIVIG GTO OlipLal.

O ondvieg avemBounteg evépyeteg (Umopel va emnpedoovy £mg 1 atoug 1.000 avOpdmovg):

ZRun* (cuyva amokaAlovEVN «ONANTNPIacT) aipaTogy, Eival pio coPapn LOAVVOT| LLE PAEYLLOVMOT
OTAVINGT G OAO TO CAOUM 1) OTTOi0 UTOPEL Vo 001 YN oEL o€ Bdvato), avénon oe GuyKEKPLUEVD
AgvkokvTTapa (MOSVoEIAia), Yo unAoc apBpoc oponetaiiov (Bpopfonevia), cofapn aAlepyn
avtidpaocn (avapLAOKTIKT avTidpacn), arlepyikn avtidpaon (m.y. eavOnua, kKvnouods, duckoiio otV
OVOTVOT], GLUPLYLOC, OIONUE TPOCHTOV N YAUNAT OPTNPLOKY TiEST)), XOUNAA eXineda cakydpov, (o€
dwafnrikode acbeveig), aicOnua avnovyiog, vevniia, dlatapoyn Ty 0pacT, YPYOPog puouds g
Kkapd1dg (Toyvkapdia), Enpoctopic, GTOMYIKN dtaTopayn], dloTtapoyn TG Yevong (dvayevaia), Un
(QLOIO0AOYIKN NTOTIKY Agttovpyia (mepiocdtepo mbavn oe lammves aobeveic)**, Tayeia epuhpoTnTa
d€pHOTOG Kot TV PAEVVOYOVOV OV UTopEl emiong va 0d1ynoel o€ Bdvato (ayygiooionua
coumeptropfavopévng g potpaiog EkPaonc), kvidmtiko e&avOnua (kvidwon)), cofapd PapUAKEVTIKO
eEavOn o, Tovog TV apbpvdcemv (apBpaiyia), TOVOC TOV AKP®VY, TOVOG TV TEVOVTI®V, YPUTIMONG
oLVOPOUN, LEWOUEVT] opoc@atpivn (Lo TPMTEIVN TOL aipatog), avénuéva eninedo ovpikov 0&Eoc,
ovénuéva Nratikd Evalupo 1 KPEUTIVOPOGPOKIVAGT GTO CiiLld.

ol omdviec avemBounteg evépyeieg (Umopei va emnpedoovy émg 1 otovg 10.000 avBpdmovg):
[Ipoodevtikn dnputovpyic. OVANG TOL TVEVUOVIKOV 16TOV (S1dpesn Tvevpovonddeia) **

«Mn yvootc suyvotnTagy (N cuyvotnTo dev umopel va ektiun0ei pe faon ta dabécyuo dedouéva):
Evtepkd ayysrooidnpa: £yl avapepOei oidnpo Tov EVIEPOL e CLUTTOUOTO OTOG KOIALOKO AAYOG,
vauTia, EPETOS Kot O1Gppota LETA TN YPNOT TUPOLOIDV TPOTOVIMYV.
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* To copPav propei va cuvéPn tuyaio 1 Bo propodce va oyetileTon Le Evav TPog TO POV AYVOGTO
pnyavicpo.

*¥ Eyouv avapepbel mepmtdoelg TpoodeuTIKNG dNUIOVPYING OVANG TOL TVEVIOVIKOD 1GTOV KATA TN
AMyM teEMoaptavne. 61000, dev gival YvmoTO €4V artio Tav 1 TEAUGOPTAV.

Kotaypagn Tov tapevepysidv

Edv mapatnproete kdmola avemBountn evépyela, EVIUEPMOTE TOV YIOTPO 1 TOV PUPHOKOTO0. AVTd
1oYVEL Kal Yo KGBe oV avemiBounTn evEPYELR TOV JEV AVAPEPETOL GTO TAPOV PVAAO 0ONYIDV
ypnons. Mnopeite emiong va avagépete Tig Tapevépyeleg angvbeiag LEG® Tov £6viKoD GLOTANOTOC
avagopdg mov arapidpovvrol oto Hopdptnua V. Me v avapopd TopevepyEIdV UTOPEITE va
Bonbnoete va mapéyete mePIGGHTEPEG TANPOPOPIEG TYETIKE LLE TNV AGPAAELD TOV POPUAKOV OVTOV.

5. g va puidooetar To Telmisartan Actavis
To @appako ovtd TPETEL VO UAACOETAL GE IEPT TTOV gV TO PAETOVV Kot dgV T0 POAVOVY Ta TALO1E.

No pn ¥pMoILoToLEiTE VTO TO PAPLOKO LETE TNV NepoUNVia AENG TOL AVOPEPETOL GTO KOVTI, TN
O18AN 1 TV KOWEAN petd amd ) «EXP». H nuepopnvia Aéng etvar n tedevtaio npépa Tov pive mov
OVOPEPETOLL.

Kowyéheg amd alovuivio/alovpivio:
DuAGcGETE GTNV OPYIKT) CLGKEVOAGIN Y10l VO TPOGTATEVETAL OO TO PWG,.

ITepiéxtng dokicwov HDPE:
Al peite Tov mEPIEKTN KOAG KAEIGUEVO Y10, VO TPOGTOTEVETOL OTTO TO POG.

Mnv TeTdte PAPLAKO GTO VEPO TNG OMOYETEVONC T} OTA OKOVTION. POTHGTE TO PapLOKOTOLO GOG DG
Vo TETAEETE TO PAPLOKO TOV JEV YPNCILOTOLEITE o, AVTA To pé€Tpa Bo Bonbncovv oty Tpoctacio
ToV TEPPAALOVTOG.

6. Mepreydpevo TG oVoKEVOGING KO AOTES TANpOPOpieg

T epréyer To Telmisartan Actavis

- H dpaoctiki ovcia givar To telmisartan. Kabe diokio mepiéyer 40 mg telmisartan.

- Ta GAAo cuoTOTIKA Elval GTENTIKO LOYVIGLO, VOTPLOVYOG KPOGKOPUEAAGLT, LaVVITOAY,
ooV, opapidia vVOPoLediov Tov KaAiov.

Epeavien tov Telmisartan Actavis kot TEPLEYOUEVO TNG GVGKEVAGIOGS
Ta diokia v 40 mg givar Aevkd, ofaA, apeikvpTa e SIXOPLOTIKY YPOLUU TOV GEPOVY TUTOUEVO TO
hoyotvmo T ot pia mhevpd. To diokio umopet va doymplotel o€ dvo ico uépn.

Mey£0n ovokevaciog:

Koyéreg Al/AL: 14, 28, 30, 56, 84, 90, 98 kar 100 diokia

ITepiéxng dokiwv: 30 kar 250 diokia.

O mepéktng SoKimV TEPIEYEL ATOENPAVTIKO, UNV KOTOVOADGETE TO AOENPAVTIKO.

Mmropel va pn KokAo@opoOVv OAEG 01 GLOKEVAGIES.
Katoyog doc1og kukhoQopiag Kol Tapay®yodg
Karoyog aderog xvoxlopopiog

Actavis Group PTC ehf.

Dalshraun 1
220 Hafnarfjorour
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IoAovdio

Hopaywyog

Actavis Ltd
BLB015-016

Bulebel Industrial Estate
Zejtun ZTN 3000
ModAta

T"a omoladmote TANPOEOPio GYETIKA LE TO TOPOV POPUAKEVTIKO TPOIOV, TOPAKOAEISTE VO
amgvBuvbeite oTOV TOTIKO AVTITPOGOTO TOV KATOYOL TNG AOEWNG KUKAOPOPING.

Belgié/Belgique/Belgien Lietuva
Teva Pharma Belgium N.V./S.A./AG UAB Teva Baltics
Tél/Tel: +32 38207373 Tel: +370 52660203

Bwarapus
Tesa ®apma EAJ]
Ten.: +359 24899585

Ceska republika

Teva Pharmaceuticals CR, s.r.o.
Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf.: +45 44985511

Deutschland
ratiopharm GmbH
Tel: +49 73140202

Eesti

UAB Teva Baltics Eesti filiaal

Tel: +372 6610801

EALada

TEVA HELLAS AE.
TnA: +30 2118805000

Espafia
Teva Pharma, S.L.U.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000
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Luxembourg/Luxemburg

Teva Pharma Belgium N.V./S.A./AG
Belgique/Belgien

Tél/Tel: +32 38207373

Magyarorszag
Teva Gybgyszergyar Zrt.
Tel.: +36 12886400

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +44 2075407117

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich
ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43 1970070

Polska
Teva Pharmaceuticals Polska Sp. z 0.0.
Tel.: +48 223459300

Portugal
Teva Pharma - Produtos Farmacéuticos, Lda.
Tel: +351 214767550

Romaéania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524



Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi: +354 5503300

Italia
Teva ltalia S.r.1.
Tel: +39 028917981

Kvmpog
TEVA HELLAS AE.
EAL G0
TnA: +30 2118805000

Latvija

UAB Teva Baltics filiale Latvija

Tel: +371 67323666

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

To wapov OALO 00N YOV YprioNS avaBewp1Onke Yo TELEVTOIO POPd GTIG

Agmtopepn TANpoPoplakd ooyl Yo To TPoidv givar dabécipa oty 16T0ceAda Tov Evpmmaicod
Opyavicpod Gopudkov: http://www.ema.europa.eu/.
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®vAro ooV rpiong: IIAnpogopiss yro Tov yp1otn

Telmisartan Actavis 80 mg diokia
telmisartan

APAOTE TPOGEKTIKA OAOKANPO TO QPVAAO 0ONYL®OV TPOTOV UPYIGETE VU TAIPVETE AVTO TO

PappoKo, o10TL TEPLAAUPAVEL N UAVTIKEG TANPOPOPIES Y10, GOG.

- DoraEte avtd TOo EUARO 0dNYIBY YpNong. Towg ypelaotel va to daPdcete Eavda.

- Edv éxete meportépw amopieg, p@TNOTE TOV YLOTPO 1 TOV PAPLOKOTOLO GOC.

- H ocvuvtayn v avtd 10 0appoaxo xopnynonke amokAEIGTIKA Yo 6oG. Aev TPEMEL VO ODCETE TO
@apupako 6g GAAovg. Mmopel vo Tovg TpokoAéael PAAPT, akoOpa Kot OTav Ta onueio TG
ac0éveldg Tovg gival id1a pe Tt Ok Gog.

- Edv mapatnpnioete kdmota avemBOUN T EVEPYELD, EVILEPDGTE TOV YLOTPO, TOV QAPLOKOTOL0 N
TOV VOGOKOUO G0G. AVTO 1Gy0eL Kot yio, KO mhovn avemBOunTn evEpyEla OV OV OVAPEPETOL
GTO TTOPOV GUALO 0dNYIDV XpHomg. BAéne mopdypago 4.

T epréyeL 1o Tapov UALO 0ONYLOV:

Tt etvan to Telmisartan Actavis Kot oo €iva 1 piom Tov

T pémer va yvaopilete mpotov mapete to Telmisartan Actavis
[a¢ va mapete to Telmisartan Actavis

[MBavéc avemBOunTes evEpyetes

ITog va pvildooetot to Telmisartan Actavis

[Tepieydpeva g cLoKELAGIOG Kot AOUTEG TANPOPOPIES

o whE

1. Th givan 1o Telmisartan Actavis kon wowa givan 1 (pfon TOVL

To Telmisartan Actavis mepiéyel T dpactikn ovoia telmisartan mov avrkel og pio Kotnyopia
QOPUAKOV YVOOTEH O OVTAYOVIOTES TOV VITOd0YEWV NG ayystoteveivng 1L

H ayyesotevaivn 11 eivan pio oveio Tov TapdyeTol 6T0 GO GOG Kol TPOKAAEL TN GTEVOGT TOV
ayyeiov oog pe amotéAeopa vo avédvetal 1 aptnplokn cog tieon. To Telmisartan Actavis amokAeiet
v enidpaon g ayyelotevaivng I Kdvovtag To apoeopa ayyeio vo YoALp@VOLV Kot LE VTOV TOV
TPOTO EAATTMVEL TNV OPTNPLUKT GOG TTIEDT).

Ta dwokia Telmisartan Actavis ypnoipomolovvtar yia tn Oegpaneio g WWonabovg veéptaong (VYNAN
OPTNPLOKY TLEST) OE EVIMKEG.
«Id1omabn ey onuaivel 0TI 1 LYNAY aPTNPLOKN TTiEGT dEV TPOKOAEITAL OO KATOLN GAAT KATAGTOOT).

H vymAn apmprakn wieon, edv de Bepamevbei, pnopet va frayel Ta aproopa ayyeia o d1dpopa
OPYAVO KO GE LEPIKEG TTEPUTTMGELS 0VTH 1 PAGPN pmopel vo 0dnynoet o€ kapdlakég TpocsPorec,
KOPOLOKN ) VEQPIKN AVETAPKELD, OyYELOKE EYKEQOAKE £TEIGO10 1} TOPA®SN. H vynAn aptnploxm
mieon ovvnBmg Sev £xEL CUUTTONOTO TPOTOV OMoLPYNBOVVY o1 PAAPES. g €K TOVTOL TOKTIKN
TOPAKOA0VON G TNG APTNPLOKNG TTiEoNS Elval amapaitnTn TPOKEEVOD Vi SATIGTAOVETOL EAV Eivor
EVTOG TV PLGLOAOYIK®OV OPimV.

To Telmisartan Actavis ypnowonolgitat eniong yio T LeimoN TOV KAPSAYYEINKOVY ETEIGOdIMV (ONA.
KapALOKN TPOGPOAN N AYYELKO EYKEQPAMKO ETEIGOD10) GE EVIIAIKEG TTOL SLTPEYOLV Kivovvo Eantiag
peimong N amoepa&ng e Tapoyng aiptatog oTny Kopdld 1 oTa KAT® GKPa, 1) £XOVV VTOGTEL AYYELNKO
EYKEPOUAKO EMEIGOS10 N TAGYKOLY Ao S1afn T LYNAOD Ktvdvvov. O Y1aTpog oG Uropel va odig
EVIUEPDOGEL AV JATPEXETE DYNAO KIVOLVO Yo VO EKONADGETE TETOL0 EXELGOILO.

2. Tvrpémer va yvopilete apotov ndpete To Telmisartan Actavis

Mnyv napere 10 Telmisartan Actavis
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- Edv giote aAlepykoi oto telmisartan 1) 6 0wo1007TOTE GAALO GVGTATIKO AVLTOV TOV PAPUAKOV
(katayplovtal 6TV Tapdypapo 6).

- Edv éxete mepdoet o mpdto tpipmvo g kimong. (Eivar emiong mpotipdtepo va amopedyetot 1o
Telmisartan Actavis otnv apyf g komong —pA. Tapdypago yia komon).

- Edv &yete coPfopd nrotucd mpofAnpata 6Tmg YoAOoTOoN 1 ATOPPAEN XOANPOPOV 0OMV
(TpofAnLaTa Le TApOYETELGT TNG YOANG OO TO NP KoL TN YOANSOY0 KUGTN) 1] OTOLdNTTOTE
GAAN coPapni nratomddeia.

- €qv €yete SwaPrTn N daTopayuévn vEPPIKn Agttovpyia kol AAUPBAVETE Oy@Yn UE VO QOPLOKO
OV UEIDVEL TNV OPTNPLOKT TEST KO TEPIEXEL AALOKIPEVT).

Edv omolodnmote amd ta mopondvm 1oYVEL Yo €06, TUPUKUAEIGOE Vo EVIUEPDOETE TOV Y1OTPO 1 TOV
QoppaKoTOLd Gog TpoTod va Tapete To Telmisartan Actavis.

IIposgidomou|oels Ko TPOPLAGEELS

MUANGTE LE TOV YI0TPO GOG EAV VTOQEPETE 1 £XETE VTTOPEPEL OO OTOLUONTOTE OO TIC TOPAKATM

KOTOOTACELS 1] ao0EveleC:

- Neppiki} vOco 1| veppikod LOGYEV L

- 2tévaon veepikn aptnpiag (6TEVeoN TV aHo@OpV ayyEiv GTov £va 1§ Kot Tovg 600
VEPPOVG)

- Hratwn véco

- Kaopdiokd mpofAanuota

- Avénpéva eninedo aAd0oTEPOVNG (KATAKPATNGOT VOATOC KOl AANTOS OTO GO LLE TOUPAAANAN
dlatapoyn TG IGOPPOTIAG SLUPOPMOV LYVOSTOLYEIDV TOV AiLLOTOC)

- XoapunAn aptnplaxn mtieon (vmotoaon), mbavo va cupPel edv Exete apudatwdel (vepfoiikn
AMOAELD COUATIKOV VEPOD) N €xeTE EAAEYM OAdT®V e&ontiag Tng dtovpnTikng aywyng («diokia
vepoOY), dlatta yapnAr o€ dAata, didppola 1 EUETOG

- Avénpéva eninedo kaAiov 6To aipa cag

- Awpni

AmevbuvBeite otov yatpd cog tpotov mhpete to Telmisartan Actavis:
- €av Aappavete dryo&ivn.
- gbv AopPdvete, omol0dNTOTE OO T TOPAKATO QAPLLOKO TOV XPNCHLOTO0vVTAL Yo T Ogpameio
™G VYNNG ApTNPLOKTG TiEOTC:
- évav avaotoréo MEA (yio mopddetypa evarampiin, AMowvompikn, papmnpiin ), witepa edv
€xete veepikd TpoPAnpato mov oyetiCoviot pe stafrTn.
- aMoKipévn

O 10tpdg oag umopel va eAEyEetl T veppikn oag AelTovpyia, TNV aPTNPLIKY| GOG TEST KoL TNV
TOGHTNTO TOV NAEKTPOAVTAOV (T.). KAAO) GTO iplo GOG GE TOKTE O0GTHLATA.

BA\éme eniong mAnpogopiec ot mapdypapo «Mnv ndpete to Telmisartan Actavis».

AmevBuvheite 6TOV Y10TPO GOG €AV EUPOVICETE KOIALOKO GAYOG, VOUTio, EUETO 1) SIAPPOLL. LETA TN
Aym tov Telmisartan Actavis. O ytpog cog Bo amoPacicel oyeTicd e TNV Tepattépw Bepameia.
Mnv ctaparticete va maipvete Telmisartan Actavis amd povot cog.

®o TPETEL VO AVAPEPETE GTOV YLOTPO Gag eav vouilete 0Tt giote (1 wropei va peivete) £ykvog. To
Telmisartan Actavis d¢ cuvietdtol otV apyn TG KONons Kot dg o mpémel vo Aappdveton edv €xete
TEPAGEL TO TPATO TPIUNVO TNG KUNONGS, Kabdg umopel va mpokarécel cofopn PAGPN oto Bpépog cag
gav ypnoonombel o avtd to otddo (AEITE THN ITAPATPA®O KYHXZH).

X mepinton yewpovpyikng enéuPaong 1 ovaicOnoiog, Oo Tpénel va meite otov yoTpd cog OTL
Aappdvete Telmisartan Actavis.

To Telmisartan Actavis umopet va ival AyOTEPO AMOTEAEGLATIKG GTY| HEI®MON TNG APTNPLOKNG THEGNC
o€ povpovg acbeveic.
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Mowora ko Egnpor
H ypnion tov Telmisartan Actavis o€ modid ko eprifovg £mg 18 etdv dev cuvictdral.

Alro @appoxa kor Telmisartan Actavis

Evnuepoote Tov y10tpd 1 10V @OpULOKOTOI0 oG 4V maipvete, £xETe TAPEL TPOGPATA 1) PUtopel vol
mhpete AAA0 pappaka. O yatpdg cag pumopet va ypetootetl vo aAAGEeL T 660M TV GALOY QOPUAK®Y
N vo AaPet GAAEG TPOPVAAEELC. Xe OPIGUEVEC TEPUTTMOELS UTOPEL VO YPELOGTEL VO SLOKOYETE TN ANYN
€vOG 0o T0 PapHOKA. AVTO EQAPUOLETAL EIOIKE GTO PAPIOKE TOV CVOPEPOVTOL TOPUKATM
ovyyopnyovueva pe Telmisartan Actavis:

- Dappoka Tov TepEyovv Aib1o yia ) Bepaneio Kamol®V TOTOV KATAOAYNG.

- Ddppoka ta omoio pmopei va av&Ncovy To ETinedD TOL KAAMOL GTO G0l OTWG VITOKOTAGTOTO
OAATOV TOV TEPLEYOLV KAALO, KOAOGUVINPNTIKE S100pNTIKAE (GUYKEKPIUEVE dIOKIM TOV
amoPdArrovv ¥Véwp), avactoreic MEA (avaotoAeic Tov petotpentikod eviOuov g
QYYEWOTEVGIVIG Y10L TNV QVTILETOMTIGT TNG VYNANG 0PTNPLOKNG TEONGS), OVTAY®VIGTEG TMOV
vrodoy€wv NG ayystoteveivng I (yio tnv avTiet®dmion g VYNNG apTnploKng Tieonc),
MZEA® (un 6TEPOELDN OVTIPAEYLOVAOIT QAPLOKO T.Y. acTipivi 1 ovmpoaivn), nrapivn
(pappoKo yio TNV apaieon Tov GiflTOC), OVOGOKATAGTAATIKG (7). KUKAOGTOpivn 1 tacrolimus)
Kot 1o avTilotikd Tpyebompipn.

- ArovpnTikd («diokio Tov amoPailovy VO®P») 81K eav Aapdvoviol o€ VYNAES 0OGELS,
mapdAinia pe Telmisartan Actavis, umopei va 00Mynoovv e vaepPOAIKT OTDOAELL CMOUOTIKOD
vepoL Ko yoUnAn aptnplokn mieon (vrodTaon).

- Aryo&ivn).

- Edv maipvere évav avactoréa MEA 1 aliokipévn (BAére emiong mAnpopopieg otnv mapdypago
«Mnv <zmdpete to Telmisartan Actavisy kot «IIpogidomooelc kot TpoPUAGEEIS )».

H 6pdéon tov Telmisartan Actavis pmopet va peiwbet edv AapPdvete kot MEAD (un otepogdn
AVTIPAEYLOVAOIT PAPUOKO OT®S aoTpivn 1 oLTPOQaivn) 1| KOPTIKOGTEPOELDT.

To Telmisartan Actavis umopet va av&noet Ty nidpacn HEIWONS TNG OPTNPLOKNG TTECNS TV AAL®DY
QOPUAK®V TOL YPNCLOTOOVVTAL Y10, T Oeparmeio TG LVYNANG APTNPLOKNAG THECTG , | PUPUAKOV LE
duvatotnta peimong g aptnplokng wieong (.. baclofen, amifostine). EmimAéov, n xounin
aptnploKn migon pnopet va emdevmbel and ™ xpnorn aAkooA, BapProvptkdv, VOPKOTIK®V 1)
avTIKoTaOMTTIK®VY. AVTO umopel va 1o Tapatnpnoete o¢ (dAn 6tav onkmveote dphiot. Oa mpémet va
ovppovlevteite Tov Y0TPO GOG EGV TPETEL v pLOUIGETE TN 366N TOL GALOL EUPUAKOV EVD AapPaveTe
Telmisartan Actavis..

Kinon ko1 Oniaopdg

Konon

Bo mpémel va eVNUEPADGETE TOV YoTpd Go¢ €qv vopilete Ot glote (1 _umopel va peivere) €ykvog.
Koavovikéd o yiutpog cag 0o cag cvppoviéyel va otapatnoete vo AopPavete to Telmisartan Actavis
W peivete €ykvog M HOAMG pabete Ot kvogopeite kat Ba cag cvpPfoviedost vo AaPete dAlo
@appako ovti tov Telmisartan Actavis. To Telmisartan Actavis dev GUVIGTATOL GTIV apy TNG KOTONG
Kot Ogv o mpémel va AapuPavetal HETA TO TPOTO TPIUNVO NG KNoNG, KoOMG Uropel va TPoKaAEEL
coPapéc PAaPec 610 Ppépog Gag dv ypnoyomondel petd to TpmdTo TPiNnVo TS KONoNG.

Talovyio

Evnuepoaote tov yuotpd oag edv Onialete 1 mpokeitan va Eekvnoete to Oniaocpod. To Telmisartan
Actavis 0ev ouvioTdrtol T0 o UNTéPEG oL INAAlovv Kot 0 Y1aTpdg Gag pmopet vo emheget GAAN
Oepameio yio €0dg edv embopeite va OnAdoete, eldkd edv to Ppépog cag gival veoyévvnto 1
yevviOnke tpdmpa.

001 ynon Ko YEPIGUOS PNYOVOV

Kdamototl avBpamot arsOdavovror {ain 7 kovpacn dtav maipvovy to Telmisartan Actavis. Edv
aoBdveote {aAn 1 KoOpaon, unv odnyeite 1 yepileote unyovec.
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To Telmisartan Actavis tepiéyel varpro.
To @dppaxo avto mepiéyel Aydtepo arnd 1 mmol vatpiov (23 mg) ava diokio, ivar avtd mov
ovoudlovpe Kelebbepo vatpiov>.

3. oc va wapete To Telmisartan Actavis

No Aopupavete TavTo ovtd T0 APUOKO QVGTNPGR COLPOVO LE TIG 00MYIEC TOVL YIATPOL GOC. Oa Tpimel
va 10 EAEYEETE e TOV YLOTPO 1) TOV POPUAKOTOL0 0ag EQV deV €loTE Giyovpog/m.

Mo mv aviyetdnion g VYNANG ApTNPLOKNG Tieong, N cuvnOng doom Telmisartan Actavis yia Tovg
neplocdTEPOVG acbeveic eivar éva diokio Tov 40 mg pia popd TV NUEPA Y10, TOV ELEYYO TNG
apTNploKng Tieong yio 6Ao to 24-wpo. 26T6G0, £VIOTE 0 Y10TPOG GO UTOPEL VO, GUGTNGEL PUKPOTEPT
5601 tov 20 mg 1 vyniotepn 860 Tv 80 Mg.

EvoAloktikd, To Telmisartan Actavis pmopei va ypnoiponondel 6 cuvdvacuod (e d10vpnTikd (Stokia
7ov anofdAiovv VOwpP) dwc M VIpoyAmpobelalion, n omoia £xel deifel va €xel aBpoloTikY| EMidpaoT
OTNV MTOOCT TNG OPTNPLUKNG Tieong OTov yopnyeiton pall e telmisartan.

IMo ™ peioon tov kapdlayyelokov exelcodiov, 1 cuviong 06on Telmisartan Actavis givar €va diokio
v 80 mg pia opd v nuépa. Katd v évapén tg mpoinmrikng Oepanciog pue Telmisartan Actavis
80 mg, n apmpiloxn wicon Oo Tpénel va mopakorovieital cuyva.

Y& aoBeveig pe nmatucn TpofAnuoata, 1 cuvning 66om dev pémel va vrepPaiverl ta 40 mg pia popd
TV NUEPa.

Ye aoBeveic pe veppika TpofANUOTo, GUVICTATOL LIKPOTEPT 0pYIKT 600 TV 20 M.

IIpoonabniote va maipvete to diokio v idwo dpa kabe nuépa. Mmopeite va naipvete to Telmisartan
Actavis pe 1) yopic Tpoon|. Oa mpénel va katomivete o dtokio pali pe Alyo vepd f pe dAlo pun
aikoorovyo poonua. Eivar onuovtikd va maipvete to Telmisartan Actavis ka6g nuépa €wg 6Tov o
Y10TPOG G0G ODGEL SLpOoPeTIKES 0dnyiec. Edv éxete v evtimmwon 611 1 enidpaoct tov Telmisartan
Actavis givatl oA 1oyvpn N TOAD acbevig, EVUEPDGTE TOV YI0TPO 1 TOV PUPLOKOTOLO GOC.

Edv Lapete peyardtepn 066mn Telmisartan Actavis amwod TV KOVOVIKI

Eival onpavtikd va tmpeite T 660m 6mwg ™ yopnyel o ywtpog ocag. Edv tuyaio AdPete peydio
aplpod dioKimv pOTNGTE AUECHS TOV YITPO GaG TL VA KAVETE 1) anevBuvOeite 610 TUNO ETEYOVTOV
TEPLOTATIKDOV TOV TANGLEGTEPOV VOGOKOUEIOV.

Ta cuyvotepa cuuTTOUATO VTEPSOGOLOYING e telmisartan gival 1 yoUnAn apTnPLOKY Tieon
(vmdtaom) kot o Toydg puOUOS Kapdidg (tayvkapdia). Exetl emiong avapepbei Bpaddg puOudc kapdidg
(Bpadvkapdia), LaAn, vymAdTepa EMIMESQ KPEATIVIVIG OTO OO KOl 0LpVIOLOL VEQPPIKT] OVETPKELQL.

Edv Eeydoete va mwapete To Telmisartan Actavis

Edv Eeybdioete va mapeTe TO PAPUOKO GOC, TPEMEL VO TAPETE TN dOOM HOALG TO BuunBeite v 101
nuépa. Edv dev mdpete 10 diokio cag kdmola nuépa, TAPTE TNV KOVOVIKY OGN TNV EXOLEVT NUEPAL.
Mnyv mépete Kamoia S1TAN 66N Y10 VO, AVOTANPDOGETE OGN TOL EeYAoaTE.

Edv owukéyete ™ Mjyn tov Telmisartan Actavis

®a npénel va maipvete Telmisartan Actavis kéBe pépa yio 660 kopd 10 yopnyel o YaTpdg oag, OoTE
va dlotnpeitan 1 apnplokn cog wieon vid Eleyyo. Edv éxete v evidmmaon 6T 1 enidpact Tov
Telmisartan Actavis givotl oA 1Gyvpn N TOAD a60gVIG, JMANGTE GTOV Y1UTPO 1] TOV POPLOKOTOLO GOC.
Edv éxete meplocdtepeg EpMTNCELG CYETIKE LLE TN YPNOT AVTOV TOV TPOIOVTOG POTNGTE TOV YLOTPO 1|

TOV PUPHOKOTOLO GOC.

4, MBavég avemOBOUNTES EVEPYELEG
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Onwg 6A0 To PAPLOKOL, £TCL KOL TO PAPUAKO OVTO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv TOPOVGLALoVTaL GE OAOVG TOVG AVEPMOTOLC.

Kémoweg avemOopunteg evépyeieg propel vo eival cofapéc kar va ypetdlovror apueon wWoTpikn
mopoKorovOnoN:

B mpénel va, emckePOEiTE TOV YLOTPO GOG APECHS LOAG ELPAVICETE KATOLO OO TO, TOPOKATD
GUUTTOOTAL

ZRun* (cuyva amokalovpevn «IMANTNPiacT aipatogy, ival po coPapn LOAVLVOT| LLE PAEYLOVMOT
OTAVINGOT GE OAO TO CAOUW), YPYOPT dS0YK®SN (TPNEIL0) TOL SEPUOTOC Kot TV PAEVVOYOVAOV
(ayyelooidnpa)” avtég ol avemBounteg evépyeleg ivar omdvieg (umopel va emnpedoovy €émg 1 otovg
1000 avBpmmovc) aArd eivor e&oipetikd coPapég kot ot acheveic TPEMEL va S1OKOWOVVY TN AYN TOL
QOPUAKOD KoL VO ETLEKEPOOVY TOV Y1oTPpd TOVG apécmc. Eqv avtég ol emidpacelg dev
OVTILETOTIOTOVV, UTOPEl va Exouv potpaio Exfao.

IMOavég avemOopunTeg evépyereg Tov telmisartan:
Ot cuyvég avemBounteg evépyeleg (umopel va ennpedoovy £m¢ 1 otovg 10 avBpdnovg):

XounAn aptnplokn wieon (votoomn) o€ acbeveig mov Aaufavouvy aywmyn yio tn Heiwon Tov
KOPOAYYELOKDV GUUPAVTOV.

O1 61 cvyvég avemBounteg evépyeleg (Umopel va ennpedoovy €w¢ 1 atovg 100 avOpadmovg):
AoUDEEIC OVPOTOMTIKNAG 0000, AOIUMEEIC TOV AVATEPOV AVATVEVCTIKOD GUGTHUATOC (TT.).
TOVOLOLLLOG, PAEYHOVAIELG KOATOL, KOVO KPLoAOYN L), EAhenym og epubporvtTapa (avaipio), vynid
enineda KaAiov, duvokolio enédgvong vvov, aicOnor OAlYNg (katdOiwym), AuoBupia (cuykonn),
CaAn, aicOnua mepiotpoeng (IAryyog), xapmAn kapdiakn cvyvotnta (fpadvkapdic), xounin
aptnplokn mieon (vwodTaon) oe acheveic Tov Aapupdvovy aywyn yio vynin aptnplakn tieon, {oAn
Katd Vv €yepon (opbootatikn voToom), Ppayeio avamvon, fyag, Kotlakdg Tovog, didppota,
KOIAOKY] SuGPOpia, LETEMPIGHOC, ELETOG, KVNOLOC, LENUEVN EPISP®ON, PUPUAKEVTIKO EEAVON LA,
0GPLOAYIO, HVIKEG KPAUTEG, PVTKOC TOVOG (LuaAyia), veppikn ducAettovpyio cUTEPIAAUPAVOUEVTG
o&elog veppikng avendapKeLng, mOVog 610 otn0og, aicnua advvapiog kot avénuévo eninedo
KpeaTvivng 6To aiplo.

O ondvieg avemBountec evépyeteg (umopel va ennpedoovy £mg 1 otovg 1.000 avBpdnovg):

EAym#* (Guyve amoKoAOOUEVT] «ONANTNPIOGCT) HOTOG», Elval pia coPapn LoOAvven e PAEYLOVAOON
AmAVINGN € OAO TO CAOUM 1] 0TTOi0 UTOPEL VoL 001 YN GEL 6€ BAvaTo), avénon oe GUYKEKPLUEVD,
AevkokvTTOPa (MOCWVOPIAia), XaunAoc aptBudc aponetariov (Opopfonevia), coPapn ariepykn
avtiopaon (avaQLUAOKTIKY avtidpact)), aAAepYIKT| avtidpaot (T.y. eEavOnua, KvNoUOG, SUGKOAMA GTNV
OVOTTVOT], GLPTYLLOG, OION UG TPOGOTOV 1| YAUNAT] OPTNPLUKN TieaT), YAUNAG eMineda cakydpov (o
dwfnricods acbeveig), aicOnpa avnovyiog, vevniia, dtatapoyn oty 6pacT, YPYOPog puduodg g
Kapdlig (toyvkapdia), ENpoctopia, GTORAYIKN dloTapayn, dlotapoyn Tng Yevongs (dvuayevacia), un
QLOIO0AOYIKN NTOTIKN Agttovpyia (mepiocdtepo mhavn oe ldmwvec aobeveic)**, Tayeia S1OYK®GN TOVL
d€POTOC Kot TV PAEVVOYOV@OV TTOL UTTOPEi emiong va 0dnyNnoetl og Bdvarto

(ayystooionua copmeprrapfovouévng e potpaiog EkPaong), Eklepa (Lo dotapoyn 0EPLATOG),
cofapd PappakevTiKod e£avOnua, Tévog Tev apbpmdcewv (apbpaiyia), TOVOG TOV AKP®V, TOVOG TMV
TEVOVI®V, YPUITMONG GLUVOPOLT, HELWUEVT OLLOCOAPIVY (Lo TPOTEIVY TOL AaTOg), avENUEVa
emineda ovpucov 0&€og, avénuéva nrotikd Eviupa 1 KPEATIVOPOOPOKIVACT] GTO aijLd.

oA omdviec avemBounteg evépyeleg (umopei va emnpedoovy émg 1 otovg 10.000 avOpdmovg):
IIpoodevTiKn dNpUIOVPYIO OVANG TOV TVELLOVIKOD 16TOV (SLAUEST) TVEVIOVOTTAOELR) **

«Mn yvootic suyvotnTagy (1 cuyvotnta dev umopel vo ektiun el pe faon ta dSabéoya dedopéva):
Evtepiko ayysiooionua: éxet avagpepbel oidnpo ToV EVIEPOL e GUUTTMOUATO OTOS KOWMAKO AAYOC,
votio, EUETOG KOl S1GPPOLa LETA TN (PTOT TAPOUOI®V TPOIOVIMV.
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* To copPav propei va cuvéPn tuyaio 1 Bo propodce va oyetileTon Le Evav TPog TO POV AYVOGTO
pnyavicpo.

*# Eyovv avapephel TepITTAOCELG TPOOSEVTIKTG OMLLLOVPYING OVANG TOV TVELLOVIKOD 1GTOV KOTA TN
AMyM teEMoapTavne. 261000, dev gival YvmoTo 4V artio Tav 1 TEAUGOPTAV.

Kotaypagn Tov mapevepysidv

Edv mapatnproete Kamowo avemBOUNTN EVEPYELD, EVIUEPDGTE TOV YITPO 1 TOV POPLAKOTOL0. AVTO
1oYVEL Kal Yo KGOe TOav| avemiBounTn EVEPYELN TOV JEV AVAPEPETOL GTO TAPOV PVAAO 0ONYIDV
ypnons. Mnopeite eniong va avagépete Tig Tapevépyeleg anegvbeiog LEG® Tov €6viKoD GLOTANOTOG
avapopdg mov arapidpovvrol oto Hopdptnua V. Me v avapopd TopevepyEIdv UTOPEITE va
Bonbnoete va mapéyete mePIGGOTEPEG TANPOPOPIEG CYETIKA LLE TNV ACPAAELN TOV PAPUAKOV OVTOV

5. g va puidooetar To Telmisartan Actavis
To @appako ovtd TPETEL VoL PUAACCETAL GE PEPT TOV OgV TO PAETOVVY Kal OV TO POAVOLY TOl TULSIA.

No pn ¥pMoIoToLEite aVTO TO PAPLOKO LETE TNV NEpoUVia AENG TOL AVOPEPETOL GTO KOVTI, TN
O18AN 1 TV KOWEAN petd amd ) «EXP». H nuepounvia AMéng eivar n tedevtaio npépa Tov pHive mov
OVOPEPETOLL.

Kowyéheg amd alovuivio/alovpivio:
DuAGcGETE GTNV OPYIKT) CLGKEVOAGIN Y10l VO TPOGTATEVETAL OO TO PWG,.

ITepiéxtng dokicwov HDPE:
Awonpeite Tov TEPIEKTN KOAG KAEIGUEVO Y10 VO TPOGTOTEVETOL OTTO TO POC.

Mnv TeTdTe PAPLAKO GTO VEPD TNG OTOYETEVONC 1 OTO CKOLTIOWN. PMTAOTE TOV QUPLAKOTOLO GOG TMG
Vo TETAEETE TO PAPLOKO TOV JEV YPNCILOTOLEITE o, AVTA To pé€Tpa Bo Bonbncovv oty Tpoctacio
ToV TEPPAALOVTOG.

6. Mepreydpevo TG oVoKEVOGING KO AOTES TANpOPOpieg

T epréyer To Telmisartan Actavis

- H dpaoctiki ovcia givat To telmisartan. Kabe diokio mepiéyel 80 mg telmisartan.

- Ta GAAa cuoTOTIKA Elval GTENTIKO LOYVIGLO, VOTPLOVYOG KPOGKOPUEAAOLT, LaVVITOAN,
ToP1d6vn, opapidia vVOpoLediov Tov Kaiiov.

Epeavien tov Telmisartan Actavis kot TepLeYOUEVO TNG GVGKEVAGIOGS
Ta diokia v 80 mg givar Aevkd, ofdaA, apeikvpta mov PEpovy TVT®REVO To Aoydtuno T1 ot pia
TAEVPAL.

Meyéfn cvokevaoiog:

Koyéheg Al/Al: 14, 28, 30, 56, 84, 90, 98 kot 100 diokia

ITepiéxng dokiwv: 30 kot 250 diokia.

O mepéktng SoKimV TEPIEYEL ATOENPAVTIKO, UNV KOTOVOADGETE TO AmOENPAVTIKO.

Mmopel va. pn Kokho@opoOVv OAEG 01 GLCKEVAGIES.
Kéroyog Goclag kukrho@opiag kot mapaywyodg
Kdroyog aderog xvoxlopopiog

Actavis Group PTC ehf.

Dalshraun 1
220 Hafnarfjorour
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IoAovdio

Hopaywyog

Actavis Ltd
BLB015-016

Bulebel Industrial Estate
Zejtun ZTN 3000
ModAta

T"a omoladmote TANPOEOPio GYETIKA LE TO TOPOV POPUAKEVTIKO TPOIOV, TOPAKOAEISTE VO
amgvBuvbeite oTOV TOTIKO AVTITPOGOTO TOV KATOYOL TNG AOEWNG KUKAOPOPING.

Belgié/Belgique/Belgien Lietuva
Teva Pharma Belgium N.V./S.A./AG UAB Teva Baltics
Tél/Tel: +32 38207373 Tel: +370 52660203

Bwarapus
Tesa ®apma EAJ]
Ten.: +359 24899585

Ceska republika

Teva Pharmaceuticals CR, s.r.o.
Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf.: +45 44985511

Deutschland
ratiopharm GmbH
Tel: +49 73140202

Eesti

UAB Teva Baltics Eesti filiaal

Tel: +372 6610801

EALada

TEVA HELLAS AE.
TnA: +30 2118805000

Espafia
Teva Pharma, S.L.U.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000
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Luxembourg/Luxemburg

Teva Pharma Belgium N.V./S.A./AG
Belgique/Belgien

Tél/Tel: +32 38207373

Magyarorszag
Teva Gybgyszergyar Zrt.
Tel.: +36 12886400

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +44 2075407117

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich
ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43 1970070

Polska
Teva Pharmaceuticals Polska Sp. z 0.0.
Tel.: +48 223459300

Portugal
Teva Pharma - Produtos Farmacéuticos, Lda.
Tel: +351 214767550

Romaéania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524



Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi: +354 5503300

Italia
Teva ltalia S.r.1.
Tel: +39 028917981

Kvmpog
TEVA HELLAS AE.
EAL G0
TnA: +30 2118805000

Latvija

UAB Teva Baltics filiale Latvija

Tel: +371 67323666

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

To wapov OALO 00N YOV YprioNS avaBewp1Onke Yo TELEVTOIO POPd GTIG

Agmtopepn TANpoPoplakd ooyl Yo To TPoidv givar dabécipa oty 16T0ceAda Tov Evpmmaicod
Opyavicpod Gopudxev: http://www.ema.europa.eu/.
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