IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
Exforge 5 mg/80 mg emucorvoppéva, pe Aemtd vpuévio diokia

Exforge 5 mg/160 mg emkodvpupévo pe Aento véVio diokia
Exforge 10 mg/160 mg gmxaivppéva pe Aemtd vpévio diokia

2. ITOIOTIKH KAI TIOXOTIKH XYNOEXH

Exforge 5 mg/80 mg smuxoaAvupuéva e Aemtd vuévio diokio,

Kabe emkatoppévo pe Aemtd vpévio diokio mepiéyetl 5 mg apiodurivng (og aprodmivn Becviikn) Kot
80 mg Boicaptdvng.

Exforge 5 mg/160 mg emukoivupévo pe Aerttd vuévio dokia

Kdabe emucoroppévo pe Aemtd vpuévio diokio mepiéyel S mg aphodumivng (og aprodimivn Pecviikn) kot
160 mg Baicaptdvng.

Exforge 10 mg/160 mg smukaioupévo pe Aemtd VUEVIO SIGKIN

Kdabe emxarvppévo pe Aemtd vpévio diokio mepiéyel 10 mg aprodimivng (g aprodurivn fecviikn)
ka1 160 mg Boicaptdvnc.

"o Tov mpn katdoyo v exdoywv, BA. Tapdypapo 6.1.

3. DAPMAKOTEXNIKH MOP®H
Emwcaioppévo pe Aemtod vuévio diokio

Exforge 5 mg/80 mg smukoivuuéva pe Aemtd vuévio diokio

2KoVPO KITPIVO, GTPOYYVAOD, EMKAAVUUEVO UE AETTTO DUEVIO O10KIO e A0EOTOUNEVE, GKPOL KOt
evomopéva ta «NVR» ot pia mievpd kot «NV» oty dAAn. Méyebog katd tpocséyyion: 8.20 mm.

Exforge 5 mg/160 mg gmkoAvupuéva pe Aertd vuévio dickio,

2KoVPO KITPIVO, MOEIDEG, EMKAAVUUEVO E AETTO DUEVIO O1oKio pe evivmopéva ta «NVR» ot pia
mhevpd ka1 «kECE» oty dAAn. Méyebog katd mpocéyyion: 14.2 mm (punkog) X 5.7 mm (wAdtog).

Exforge 10 mg/160 mg smkalvpupévo pe Aemtd vuévio dokia

AvVOIKTO KITPIVo, MOELBES, EMKAAVUUEVO UE AETTO DUEVIO OloKio e evivmouéva to «NVR» ot pia
mievpd ka1 «UIC» oty dAAN. Méyebog katd tpocéyyion: 14.2 mm (ukog) X 5.7 mm (TAd10g).

4. KAINIKEX ITAHPO®OPIEX

4.1 OgpomevTIKég EVOEigelg

Beponeio g W0Tadovg VIEPTAONC.

To Exforge gvocikvutal yia ypron o€ EVAAMKEG, T®V OTOLMV 1) APTNPLOKN TTEST 08V EAEYYETOL ETOPKMG
pe povobepameio aprodimiving 1 Pailsaptdvng.



4.2  Aocoloyio Kol TpOTOS YOPNYNONS

Aocoloyia

H ocvvietdpevn d6om tov Exforge eivon éva diokio tnv nuépa.

To Exforge 5 mg/80 mg pnopei va xopnynOel o€ acbeveic v omoiv 1 aptnploakn mieon dev
eMéyyeton emopkdg e povobepameio 5 mg aprodimivng 1 80 mg Paicaptdvng.

To Exforge 5 mg/160 mg umopei va yopnynbei oe acheveic twv onoimv 1 aptnplokn mieon dev
eAEyyeTON EMOPKMG e povobeparmeia 5 mg aprodumivng 1 160 mg BaAicaptdvg.

To Exforge 10 mg/160 mg pnopei va yopnynOei og acbeveic Tov omoiwv 1 aptnplokn Tieon oev
eAEyyeTon emopkdg e povobepameio 10 mg aprodimivig | 160 mg Baroaptdvng i ue Exforge
5 mg/160 mg.

To Exforge pumopei va. AngOei pe 1 yopic tpoen.

ZuvieTdton 1) TITAOTOINGT TG 0O0MNG TOV LEHOVOLUEV®V GUGTATIKAOV TOV (ONAadY|, TNG UAOSITIVIG Kot
g Boicaptdvng) Tpv T petdfoon oto otabepd cuvdvacud. Otav gvdeikvotal KAviKd, umopei va
e€etaotel 10 evigyoOuevo TG amevbeiog petdpaocng and ™ povobepomeio GTo GuVOLOCUO GTOOEPNS
doong.

INo Adyovug evkoriog, ot acBeveic mov Aapupdvouv Baicaptdvn Kot aprodutivn o€ Eeyoplotd
Swokia/koydiio pmopovv va Egkviioovy tn Aym tov Exforge mov mepiéyet t1g 600 awtég ovaieg 6Tig
idteg dooels.

Neoppixn dvolertovpyio

Agv vrdpyovv dabécipa kKhvikd dedopéva yio aobeveic pe cofapn veppikn ducAettovpyio. Agv
ATOLTEITOL TPOTOTOINGT TNG BOGMGE Y10 TOVE OGOEVEIG e NI MG HETPLO VEQPIKT SOLGAELTOVPYia. XTnV
UETPLOL VEQPIKT] SUGAEITOVPYIO GUVIGTATOL EAEYYOC TOV ETTEIDV TOL KAAIOV Kal TNG KPEUTIVIVIG
TAQGLLOTOG.

Hrotikn dvolsirovpyio
To Exforge avtevdeikvutol og acbeveic pe cofapn nratikny dvciertovpyia (BA. Tapdypapo 4.3).

E@iotaror 1 mpocoyn katd tn yopnynon tov Exforge oe acbeveig pe nrotikn dvciertovpyia
ATOPPOKTIKEG TOONOELS TV YOANQOpaV (BA. Tapdypao 4.4). Xe acOeveic pe Nmia £0¢ pétpia
Nnatikn dSucAettovpyio YmPic YoAOGTACN, 1| HEYIOTH GUVIGTOMEVT] 60T glvar 80 mg BaAcaptavng. H
oLVIGTOUEVT d0GOAOYI TNG aprodimivng dev &xel akoun kKabopiotel 6Tovg acbeveic e No Emg
puétplo NroTikn dvoiettovpyia. Katd tnv addayn tov emAéEumv vieptacikav aclevav (PA.
mapdypoo 4.1) pe nratiky dvchertovpyia og aprodurivn 1 Exforge, Oa mpémet va ypnoponomei n
YoUNAOTEPN dlabéciun d6on aprodutivig oe povobepaneio 1 AUAOSITIVIIG G€ GLVOLAGO, OVTIGTOLYO.

Hluriouévor (nhikioc 65 ety kou avew)

2100 NAMKIOUEVOLG acbevels, amatteitol mpocoyn 6tav avsavetol 1 docoroyia. Kotd v aAloyn tov
EMAEE OV MAUKIOUEVOY VTIEPTACIKOV aclevav (PA. mapdypago 4.1) oe aprodimivn | Exforge, Oa
wpéneL va, ypnoiporon el n yauniotepn dwbéciun d6on aprodinivig oe povobepameio 1 oplodimiving
G€ GLVOLOGUO, OVTIGTOTYCL.

Houdrogpiog tAnBoouoc
H aoopddeia kot 1 amotelecpaticotnta tov Exforge o maoid nikiog kdto tov 18 etdv dev £ouv
axopa tekunpliwbei. Agv vadpyovv StafEciLa dedopEVaL.




Tpomog yopnynong

Ao otOUaTOC YpNOT).
Yvviotdton  Aqyn tov Exforge pe Alyo vepo.

4.3 Avtevositeac

. YrepevoioOnoio 6Tig dpacTIKEG OVGIEC, OTO TOPAYMYO TG dTVOPOTVPLOIVNG 1| OE KATOL0 amtd Ta
£K00Y 0 IOV avaPEPOVTOL TNV TTapdypapo 6.1.

o YoBapn nratikn Svcieitovpyia, YOAKN Kippwon 1 yoAdGTOCT.

. H tavtoypovn ypnon tov Exforge pe npoidvia mov meptéyovv aAMoKIpEVT OVIEVOEIKVITUL GE

acbeveic pe caxyopddn dapn N veppikn dvciertovpyia (GFR <60 ml/min/1,73 m?) (BA.

mapaypdeovg 4.5 kot 5.1).

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

Yofapn vrdtaom.

Yok (ocvumephapPavopévon Tov Kapdloyevohs GoK).

AmO6Qpoén g 0600 EKPONG TNG APLOTEPAC KOTMOAG (TT.). VIEPTPOPIKT ATOPPUKTIKN

KapSOULOTADELN KOl AOPTIKT GTEVOGT] VYNAOL Babfpov).

o AoduvoutKa actadn Kopolokr ovETapKeELn LETA amd 0ED EUEPAYILO TOV HDOKOPSIoV.

4.4 E101kég TPOEIOOTOUNGELS KUL TPOPVAGEELS KATA TN (pion
H acpdlelo kot 1 amoTteAeGHOTIKOTNTO, TG AUAOSITIVIG GE VIEPTUGIKT KPioT Oev EXEl TEKUNPLOOEL.

Kbnon

O1 Avtayoviotég tov Ynodoyéwv tng Ayyetotevaivng II (AY AlL) dev Ba mpémet va yopnyobvtot kotd
T S1apKEL TNG KUNONG. 1€ TEPImT®MON 7oL 1 cvvEyion ¢ Oepaneiog ue AY Al Bempeitor avaykaio,
acBeveic mov oyedidlovv eykvpooivy Ba mpénet va adAdEovv avTmepTacikn Oepameio e KATOW
GAAN M ool va £XEL AVAYVOPIGUEVO TPOQTIA ACOAAEING Vi TNV YPNOT TOV QOPLAKOL KATH TNV
Kkomon. Edv damiotmbel eykopocivn, 1 Oepancio ue AY All o tpénet va dtakornel Gueca kal g6v
amorteital, Oa wpémel vo, Eekivioet kdmotla evailoktikn Oepaneio (BA. Tapaypdpovg 4.3 kot 4.6).

Aocbeveic 1e VITOOYKOLLLIO KO DTTOVOTPLOULLIO,

YoPBap1| vrdtaomn napatnprnke oto 0,4% TV acbevav pe un emmheypévn vépToot Tov EAafay
Exforge oe eheyydueveg pe eucovikd edpuoxo pelétes. e acbeveig e evepyomompévo chotnua
pevivnc-ayyeloteveivng (0nmg eivar ot aobeveig pe petmpévo 0YKo Kal/f vaTplo mov Aapupdvovy
VYNAEG 0OGELG SLOVPNTIKMV) TOL AOUPAVOLY AVOGTOAEIS TOV VTOSOYEMV TNG AYYEIOTEVGIVIG,
EVOEYETOL VO, ELQOVIOTEL CLUTTONATIKT VEOTOoT. [Ipv amd T yoprynon tov Exforge cuviotdton n
dopbwon owtng ¢ Katdotaong N N otevn wTpiky enifieyn katd v Evapén g Oepamneiog.

Edv eppoviotel vdtaon and t AMyn tov Exforge, o acBevnig Oa npénel va tonobeteitan og vt
0¢om ko, edv glval amapaitnTo, vo Tov YopnYEITOL PLGLOAOYIKOG 0pdG GE eVOOPAEPLa £yyvom. H
Oepaneia umopei va cuveyiotel poiig otabepomombei n aptnplokn wieon tov acbevoic.

Yrepkohoiuio

H tavtoypovn xpnon tov Qapudkov He GOUTANPOUATO, KOAIOV, KOAOGLVTIPTTIKA S10VPNTIKA,
VTOKATACTATO, AAOTOG TOV TEPLEXOVY KOALO, 1| GAAC PUPUAKEVTIKA TPOIOVTO TOL EVOEYETAL VAL
avénoovv ta emineda kaiiov (Mrapiviy K.AT.) TPENEL VoL YIVETAL LE TPOCOYN KO LE GUYV
TaPOKOA0VON oY TOV EMITES®V KAAIOL.



2TEVOOT TV VEQPIKDOV 0pTNPLDV

To Exforge Oa npémel va ypnoyomoteital pe Tpocoyn yio t Oepameio g véptaong o€ acbeveig pe
HOVOTAEDPN 1] OUPOTEPOTAEVPT] CTEVIOOT] TOV VEPPIKAOV OPTNPLOV 1 OTEVOGCT] GE LOVIPN VEPPO
dedopévov OtL M ovpia aipatog Kot 1 Kpeativivn opov pmopel va avéndel oe avtos Toug acbeveic.

Metoudoyevon veppon

Méypt onjuepa dev vapyet epmelpio GYETIKG Le TNV acpaAeln TG ¥prong Tov Exforge oe acBeveig
7OV LOPANON KAV TPOGPATA GE PETAUOCYEVGT VEPPOD.

Hrotwn dvorettovpyio

H Boaicaptdvn amofdiietor kupimg avorioiotn pécw g xoAns. H nuimepiodog (ong g
apAodutivng Tapateivetal oe 0oBevelg Le dtatapoyn g NIATIKNG Agttovpyiog Kot ot Tipés g AUC
glvar vynidtepes. H cuviotdpevn docoroyia 6tovg acbeveig avtoig dev Exel akoun KabopioTel.
Amarteiton Wiaitepn Tpocoyn KoTa T Yopnynon tov Exforge oe acbeveic pe fmia mg pétpla nratikn
dvuodeltovpyia 1 OTOQPAKTIKEG TOONGELS TOV YOANPOPOV.

e aobeveic e o £m¢ LETPLO NTATIKT SVGAELTOVPYiL Y®PIC YOAOGTAGN, 1| LEYIOTI GUVIGTAOUEVT
doon givar 80 mg Parkcaptdvng.

Neoppikn dvsAisttovpyia

Agv amaiteiton tpomonoinon g 66omg Tov Exforge yuo tovg aoBeveic pe Nmia £mc péTpia veppikn
duohertovpyia (PZA >30 ml/min/1,73 m?). Tt pétpa veppikh Susiertovpyio cuvietdrar ELeyy0G Tov
EMIESOV TOV KOAOL Kol TNG KPEATVIVIG TAAGLOTOC.

I[pwtoradnc varepardooctepovioudc

Ot acBeveic pe Tpmtomadn VTeEPaAd0GTEPOVIGUO eV TTPEMEL Vo AauPavouy Bepomeia pe Tov
AVTOYOVIOTN TV VIodoYEwV NG ayyelotevaivng Il falcaptdvn, Kabmg 1 tpmtonadng voécsog
emmpedlel To oo PEVIVIIC-OYYELOTEVGIVIG.

Ayyelooionpa

e aobeveic mov Ehafav Oepaneia pe foroaptdvn, Exet avapeplel ayyelooidnua,
GUUTEPTAAUPOVOLEVOD TOL OLOTLLOTOG TOV AGPLYYO KO TG YAWTTIONG, TPOKAADVTIS OTOPPAEN TV
AEPAY®YDOV KON TPNEO 6TO TPOGOTO, TO XEIAT], TO PApLYYQ KOUT TN YADood. Mepikol amd avtong
Tovg acbeveic Tapovoiacay ayyel00idnue 6To TapeABOV Le AAAL PAPUAKEVTIKG TPOIOVTO,
ocvumepthappavouévev kat tov avaotoréov MEA. To Exforge mpénet va dtaxomnel apéowng o
ac0eveic TOV AVOTTOGGOLVV AYYEIO0ION A Kot OEV TPETEL VOL YOPTYEITOL EK VEOV.

Evtepkd aryyslooionuo,

"Exet avapepbei evtepikod ayyelooionpa o aobeveic mov Aapfdvovv Bepameio [Le aVTAY®VIOTEG TOV
VI0d0YE®V TG ayyelotevaivng I, cvumepihappavouévng g Boicaptavng (BA. Tapdypago 4.8). Ot ev
MOYo acBeveic mapovoiacav Kotlokd dAyog, vavtia, Eueto Kot didppota. To cvurtduaTo
VIOYDOPNCOV UETA TN SLOKOTN TOV AVIOY®OVIGTAOV TV LTodoyéwv g ayystoteveivig Il. Te nepintmon
SAYVOGCNC EVTIEPIKOD Oy YEL00OMUOTOC, Oa TpEmel vo, SakdmTETAL ) YopYNom g Barcoptdvng kot Oa
TPEMEL VAL EEKIVIGEL 1] KATAAANAT TOPpaKOA0VON O™ LEYPL TNV TATPT] VITOYDPTOT TOV CUUTTOUATOV.

Kapdioxkn avemdprelo/petd omd EUQPoryLo TOV LVOKApdTiov

Q¢ OmOTEAEG O TNG AVOCTOANG TOV GUGTNUATOG PEVIVIG-0YYEIOTEVGIVIG-0Ad0GTEPOVNG, Elvar THAVO
va mapatnpnBodv petafoléc e veppikng Asttovpyiag o evaicOntovg acbeveic. Xe acheveic pe
coPapn KapdloK aveTdpKeLn TV OTolmV 1 VEQPIKT Asttovpyia pmopel va eEaptdton amd



SpacTNPIOTNTO TOV GLGTHHATOG PEVIVIG-AYYELOTEVGIVIIC-0Ad0GTEPOVNC, 1| Bepameia (e avaoTOAEIS TOV
MEA ot avtayovioTég TV vmodoyEmv NG ayyeloTeveivng £xel cuvoebet e olryovpia Kavm
poodevtikn| almboipio kot (omavia) pe o&eio veppikn avemdpkelo Kaun Bdvaro. [apopoieg exPaoeig
&yovv avapepbei pe ) Parcaptavn. H a&lohdynon tov acbevav pe kapdlokn averdpKelo 1 LETA Ao
EUQpayo TOL pVokapdiov TPEMEL TAVTA v TEPILOUPAVEL EKTIUNOT TG VEQPIKNG Agttovpyiag.

e o LoKpoypovia, EAEYYOUEVT He elkoviko @apuako perétn (PRAISE-2) g ypriong g
apAodutivng o 0oBevel e KopOlaKT AVETAPKELL [N 1oYXOKTS atttodoyiag katnyopiog I kot IV
ovppava pe v tastvopnon g NYHA (Kapdroroywn Etapeia Néag Yopkng), | aprodurivn
oLVOEDTKE e aENUEVO PO aVOPOPDOY TVELLOVIKOD OIONUATOG TOPA TN U1 CTUAVTIKT] S0(popd
OTNV EMNTOON NG EMIEIVOONG TNE KAPIIUKNG OVETAPKELNG GE GUYKPLOT| LLE TO EIKOVIKO QAPUAKO.

Ot avactoheic dStowiwv acPeotiov, cvumeptiappavopévng g aprodurivng, 0o Tpémel va yopnyovuvral
UE TPOGOYN G€ AchEVEIC e GUUPOPTTIKT KOPIIOKT AVETAPKELD, KaODS purmopel va ovéneovy Tov

Kivouvo HEALOVTIK®V KapdlyYELIKOY cuuPapdtov kot Bvntdtmrag.

2tévmon TS aopTNS Kal TNG WMTPosdone BaiBidog

Onmg kot pe OAa Ta ayYE0d1GTUATIKA, EVOElKVUTOL Wd10iTEPT) TPOGOYN o€ acBeveic mov moyovy and
OTEVOOT NG WTPOEWOVE PaAPidag 1] GNUAVTIKY GOPTIKN GTEVOGT TTOL deV gival YNAoD Babpo.

AAOC 0moKAEIGLULOC TOV GLGTNUATOC PEVIVIG-ayyEloTEVGivc-aAdootepdvne (ZPAA)

Yrdpyovv amodeifelg 6Tt n TawTtOYpovn Ypnon avactoréwv MEA, AY AL 1§ adokipévngavédvel Tov
Kivduvo vTdTAONC, VIEPKAAMOALUIOG Kot LELOUEVIC VEPPIKNG AElTOVPYiaG (TeEpAapfoavouévng TG
o&elog veppikng avendpkelng). g ek T00TOL, SIMAOG AMOKAEIGUOC TOV GLGTHIOTOG PEVIVIG-
ayyeoteveivnc-oldootepovng (EPAA) péow g ocuvovacpévng ypnong avactoréov MEA, AYAIL
alokipévng oev cvviotdtar (BA. Iapaypdpovg 4.5 ko 5.1).

Edv n Oepomeio sumhov anokAelopow Bempeitar 0morivTmg anapaitnt, avto Oa pénel va AdPel yopa.
uévo kT omd TV emifAeyn €101K0D Kol Le GLYVN GTEVT] TAPAKOAOVONGT TG VEQPIKTG Agttovpyiog,
TOV NAEKTPOALTAV KoL TG aptnplakng wieons. Ot avactoreic MEA kot ot AYAII dev Oa mpémet va
YPTOLOTOL0VVTOL TOVTOYPOVa GE acBeveic pe dafntikn veppordabeia.

To Exforge dev éxel pehetndei oe dAAo TANBLGHO 0cOevdY EKTOC OO VITEPTOCIKOVG,.

4.5 Aliemopdosic pe GAlo QUPRIKEVTIKA TPOIOVTA KoL GALES pOPPES ahinienmiopaong

2UYVEC OAMNAETOPGGELC LE TO GLVOVOGUO

Agv &govv mpaypotonom el peléteg aAiniemdpaoewv tov Exforge pe dAAo @opUOKEVTIKG TPOTOVTAL.

No. Aoufavovral vrown us tovtoypovy yprion

Al o1 avtivmeptaotkol Topdyovreg

O1 cuYVA XPTCILOTOIOVUEVOL OVTIVTEPTOCIKOT TOPAYOVTES (.. GAPO ATOKAEIGTEG, SLOVPNTIKEL) Kot
AL POPUOKEVTIKA TTPOTOVTO TO 07010 UTTOPEL VO TPOKOAEGOVV aVETIHOUNTO VTOTAGIKE,
amoteréopara (.. TPIKLKAMKE ovTIKaToOAITTIKG, GAQA OTOKAEIGTEG Yo TN Bepoameio TN kKaAon0ovg
VIEPTANGING TOL TPOGTATN) Uropel vo, avNGOVY TNV AVTIVAEPTAGIKT SPACGT TOL GLVOVAGHOV.

AMNAETIOPAGELC TTOV GLVOEOVTAL UE TNV OUAOIUTIVN)

Aev ovuvioTaTol ) To0T0Ypovy ypran

Tkpéimppout 17 youog yrpéimppovt

Agv cuvioTATOL 1] YOPNYNOT TS OUAOSUTIVIG LE YKPEITEPOUT 1] YULO YKPEWPPOLT KaBMDS Lropel val
avénbei n Prodiabeciudtnto o 0pIGUEVOLG AGOEVELS, e OmOTEAESIL TV AOENCT) TOV
OVTIDTEPTAGIKOD OMOTEAEGOTOG.




Amrouteiral mIpoooyn KoTo. Y Ta0TOYPOVH Yol

Avaortoleic tov CYP3A4

H tavtoypovn ypnon g apiodutivig pe 1oyvpovg 1 nETplovg avactoieic tov CYP3A4 (avactoieig
TPOTEACNG, AVIIHVKNTIOCIKA TNG OPLAdag TV aloAdv, pakporidia 6mws epvBpopvkivn 1
KhapBpopvkivn, Bepamapiin 1| dStktialéun) pmopel va odnynoet oe onuavtiky] ovénomn g ékbeong
oV aprodiivi. H KAvikn HeTdopooTt auTdv ToV QopUAKOKIVITIKOV S10(POPOTOMGEDY EVOEYETOL VO
glvat eviovoTtepT 6TOVG NAMKIOUEVOVG. ZUVERMG, UITopel Vo amonteiton KAVIKY mopakolovinon Ko
TPOCAPLOYN TNG docoAoYiaS.

Eraywyeic tovo CYP3A4 (oavtieminmrixa [w.y. kopPoualenivy, poavofopfitaly, porvotoivy,
PWEPOIVDTOIVY, TPIUIOOVI], PIQOUTIKIVY, DEPIKOV TO O1GTPHTOV)

Me 1 ouyyopfynomn yvootov enaymyémv 1ov CYP3A4, 1 cuykévipwon g apiodurivig 6To TAGGU
umopei va mowkiddel. Katd cuvénela, Oa mpénel va mapakorovbeital n aptnplokn Tieon Kot va
Aappavetal vToOwT 10 evOgOUEVO PHBLGNC TG 6OGNG TOGO KaTd TN SLIPKELNL OGO KOt LETH TNV
TAVTOYPOV POPUAKEVTIKT XOPNYNOT, WITEPMG LE 1oYLPOoVG emaymyeic Tov CYP3A4 [m.y.
prpaumikivn, St. John’s wort (Yrepikd/Baroapdyopto)].

Zfaortativy

H ovyyopnynon mrolhamiodv docemv tov 10 mg aprodimivng pe 80 mg cyuPactativng odnynoe ot
avénom 77% g €kbeong otn cPactativn 6g GOYKpIoN UE TN GPacTaTiv) LoV TNG. ZUVIGTATOL VO
ePoPloTel 1 6601 g cPaoctativig oe 20 mg nuepncimg oe acheveic pe aprodurivn.

AavipoAévio (éyyvon)

Metd amd yopnynon Pepamapiing Kot davipoieviov evoopieping oe (da, mapatnpnnie
OovanEOpoc KoLAMaKY HopropLYn Kot kapdloyevic kataminéio oxetilouevn pe vaepkoonpio. Adym
TOV KIVOUVOU EUGAVIOTG VIEPKOALOUING, GCUVIGTATOL 1] OTOQVYT] GUYYXOPNYNONG AVUCTOAEWDY SIOOAWDY
Tov acPeotiov, OTMG N aproditivn, o€ acbeveic emppeneic oe kKakonOn vepOepuio KoL oTNV
AVTILETOTIOT TNG KakonBovg vrepBeppiiog.

Taxpoiyovs

Yrdpyel kivouvog avénuévev eTmédmy TOKPOALLOVS GTO Ol KATA T GUYXOPNYNOT ME OUA0dTivY).
Ipokeywévou va amoevydel N TOEIKOTNTA TOL TAKPOAUOVG, 1| YOPNyNoN TS aprodimivng og acbevn
7OV AQUPAVEL TAKPOALOVS OTTALTEL TV TOPAKOAOVONOT TOV ETTEI®V TAKPOAOVE GTO GLLOL KOt
TPOCAPUOYN TNG SOOTG TOV TAKPOALLOVG OG KATOAANA®G,.

No. Alopfavovral vmown us tovtoypovy yprion

Alla

Y& KAMVIKEC PHEAETEG aAANAETIOpaIOTG, 1 AUAODITIVY) OEV EMNPENCE T POPUOKOKIVIITIKN TNG
atopPactativng, tng dryo&ivng, ¢ Papeapivng 1 TS KukAocmopivg.

AMNAeTOpAcElC Tov cuvoéovTal ue TN BarlcapTdvn

H rovtoypovn ypnon dgv ovvictatol

Ai6o

"Exovv avaeephel avactpéyipes avéNoeElc Tmv GUYKEVIPOoE®Y ToV AlBiov atov 0pd kabdS Kol
TEPIOTATIKG TOEIKOTNTOG KOTA TN SIAPKELN TAVTOYPOVNG Yopnynong Adiov pe avaotoieic Tov
UETATPENTIKOV EVEDUOV TNG QLYYEIOTEVGIVIG 1] OVTAY®OVIGTEG TV VITOO0YEWVY TNG ayyetotevaivng 11,
ocvumepthapPavouévnc g farcoptdvng. Etouévmg, cuviotdton TpoGEKTIKN TopaKoAoVONoT TV
emmédv Tov ABiov oTov 0pod KOTA TNV cLYYopnYNon. Eriong, edv ypnoiponoteital kot 3100pnTIKod, 0
kivduvog epupdviong to&ikotrag Adym tov Abiov mhava va avénbei tepartépo pe to Exforge.

Koliooovinpntikd 0100p0TIKG, COUTANPOUOTO. KOAIOD, DTOKOTAOTATO GAOTOS TOV TEPLEYOVY KOALO KO
GAAES 0VOIES TOD UTOPEL VO ODENTOVY TO. ETITEDO. KOAIOD

Ed&v og cuvdvaouo pe m Baicaptdv, TpOKELTOL VO cLVTAYOYPAPN el POpULOKEVTIKO TPOIOV TOV
emnpealel To eminedo KOAOL, CLVIGTATOL 1] TOPAKOAOVONON TOV EMAESWDV TOV KOAOV GTO TAAGLA.



Amouteitor Ipoooyn Kot Ty To0T0YPOovY XpHoH

Mpn otepoeion avaupleyuovaon papuoxo (MEAD), repilopfovouévav exlextikav avaotoléwv COX-2,
oKkeTVI0COAIKVAIKOD 0LE0S (>3 g/muépa) ar un exciextinwy MXAD

Otav o1 avtayoviotég g ayysoteveivng I yopnyovvion tavtdypova pe MEAD, prnopel va
nmapotnpndet eacbévnon g aviwneptoctkng dpdong. EmumAéov, ) tawtdypovn ypion aviayovicT®dv
g ayyeloteveivng I kot MEAD evoéyeton va odnynoet e avénpévo kivouvo emdetvmong g
VEQPIKNG Aettovpyiag Kot og avénomn tov Kariov opov. Eropévac, cuvietdtor ) mopakoiovdnon g
VEQPIKNG Aettovpyiog Katd v Evapén tng Bepameiog Kabmg Kot 1 ET0PKNG EVVOAT®GN TOL 0oBeEVOVG.

AVOaoTOAELS TOD UETAPOPED TPOTANYNG (PLYOUTIKIVY, KOKAOOTOPIVY) 1§ UETOPOPEQ EKPONS (prrovafipn)
Ta anoteAéopoto piog LEAETNG in Vitro Pe 16TovG avBpdmTvov fatog dgiyvouv 0Tl 1 BaAcapTdvn
amotelel VTOGTPOLA TOV pETAPOPER NIATIKNS TPdcAnyng OATP1BI1 kot tov petagpopéa g
nratikng ekpong MRP2. H cuyyopnynon tov avacstorlémy Tov Heta@opéa TPOGANYNG (pLoapmikivn,
KuKloomopivn) N Tov petapopéa ekpong (prtovaPipn) umopet va avénoet v cuotnuatikn £kbeon
o™ PaAcapTavn.

Mimhog amorleionog tov XPAA ue AYA, avaoroleic MEA 1 aliokipévn

Ta 6edopéva amd KAMvikég peAéTeg Exouv dei&et 0TL 0 SMAOG MOKAEIGUOG TOV GUGTHLOTOG PEVIVIG-
ayyeoteveivnc-oAdootepovng (EPAA) péow g cuvovacpévng ypnong avactoréov MEA, AYAIL
aAMoKIPEVN G GLGYETICETAL e VYNAOTEPT GLYVOTNTA AVETIOVUNTOV GUUPAVTOV OTTMG 1 LVIOTACN, T
vIEPKOALOULIO KoL 1] LELOUEVT VEPPIKN Agttovpyia (Teptiapfavouévng tng o&elag veppikng
AVETAPKELOG) GE GUYKPLGT] LLE TN XPNOT) EVOG LOVOD TOPAYOVTA TOV dPO GTO GUGTNLLO, PEVIVIG-
ayyeoteveivnc-oldootepovng (XPAA) (BA. mapaypdapovg 4.3, 4.4 xar 5.1).

Aldo

e povobepameio pe Parcaptavi, 6gv Exovv SmoTOOEl AAMANAETIOPACEIC KAIVIKNG CNUAGIOG LE TIC
TOPOUKATO OVGIEC: GUUETIOVN, Bappapivr, ovpoceuion, dtyo&ivn, atevolorn, wwdouebakivn,
vopoyrmpobelalion, aurodimivn, YAPevKAauion.

4.6 Tovipétnra, kONon km yorovyio
Kbnon

Aulodimivy
H acpdiela g aprodimivng katd tnv d1apKeLa TnG KuMong ogv éxetl tekunplmbel. e pehétec mov

mpaypatorodnkay og {ma, Topatnpndnke avarapaywyikn to&ikotnto o VYNAEG doaels (PA.
mapdypoaeo 5.3). H yprion apiodurivig Katd tn Stdpkela TG €YKVHOGUVNG GUVIGTATOL LOVO ATV dEV
VTAPYEL GAAN ACQAAESTEPT) EVOALOKTIKY Kot OTOV 1 1010 1) aoBEvela QEPEL peyadldTepo Kivouvo yia
TNV UNTEPQ Kot To ERPPuo.

Boloaptivn

H yprion tov Aviayovietdv tov Yrodoyxéwv e Ayyelotevaivng I (AY AL dev cuvictdton Katd ™
SLAPKELN TOV TPMTOV TPLUIVOL TNE £YKVpoovvng (PA. mapdypago 4.4). H yprion tov AYAIl
AVTEVOEIKVLTAL KATA T1) S1GPKELD, TOV OEVTEPOL KOt TPITOL TPLUAVOL TNG eyKvposuvng (BA.
Tapoypapovg 4.3 kot 4.4).

Ta TN OAOYIKEG GTOLYEIN TOV VTTAPYOVY GYETIKA LUE TOV KIVOLVO TEPATOYEVESNC UETA amtd YpToM
avaotorémv MEA katd ) S14pKELD TOV TPAOTOL TPIUAVOL TNG EYKVUOGVUVIG 08V £X0VV KATOANEEL GE
COQEC CUUTEPAGHLA. Q20TOCO JEV LITOPEL VO AITOKAEIGTEL (o ikpn avénen epeaviong Kivahvov.
[Tapdro Tov dev VTLAPYOLY EAEYYOUEVA ETIONUIOAOYIKA GTOTXELD Y10 TOV KivOLVO LIE T Yp1iom
Avtayoviotdv Tov Yrnodoxémv g Ayyetoteveivng I (AYAIL), uropei vo vdpyetl Tapdpotog
Kivduvog Yo auTh TV KoTnyopia eapudkmv. e mepintmon mov 1 cuvéyion g Oepaneiog pe AYAIL
Oesmpeiton avaykaia, acbeveic mov oyedidlovv eykvpocivn Ba Tpémel va OAALAEOVY AVTIVTEPTUGIKN
Oepameio pe kdmoto GAAN 1 omoia va £YEL AVayVOPIGIEVO TPOPIA AGPAAEING Y10 TNV YP1ON TOV
QapuaKov Kotd tnv komon. Edv dtomiotmbel eyxvopoocvvn, n Bepaneio pe AYAIL Ba tpénet va
dwokomet dpeca Ko eqv amotteitol, 0o Tpénet va Eekvioet kdmolo evailakTikn Bepomeia.
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H éxbeon oe Bepoameio pe AY AL xotd 10 de0TEPO KO TPiTO TPiUNVO ElvaL YVOGTO OTL TPOKAAETL
euPpvotolikotnTo 6TOV AVOPOTO (LEIWUEVN VEPPIKT AELTOVPYia, OAYODdPALVIO, KaBLGTEPTON
0GTEOTOINOMG KPAviov) Kot Bpe@ikn ToEIKOTNTO (VEQPIKT AVETAPKELN, VTOTAGCT), VITEPKaAtoLia) (BA.
Tapaypoaeo 5.3).

Edv n éxBeon oe AY AII éhafPe ydpa HETA TO SEVTEPO TPIUNVO TNG EYKVUOGVVNG, GUVIGTATOL EAEYYXOG
NG VEPPIKNG AELTOVPYING KO TOL KPOVIOU LLE LITEPTXOVG.

Neoyva tov onoiwv o1 untépeg extédnkay e AY All Ba npénel va mapakorlovbodvtar 6TeVA Yo
vrotaon (PA mapaypdpovg 4.3 kot 4.4).

OnAacpog

H aplodinivn anexkpivetor oto avBpdmivo yaia. To mocootd T unTpikig d6omg mov AopPavetol
and 1o Bpéeog xet extiunOel pe drbotnpa petagd 1% kon 3°° tetaptnpopiov 3—7%, pe péyoro 15%.
H enidpaon g aprodimiving ota Bpéen dev etval Yvoot. Aev VTapYoLV SL0OECTO GTOYELD TYETIKA
pe tn xpnon tov Exforge katd tn didpreia g yorovyiog, emopévmg to Exforge dev cuvietdton o
avT TV TTEPlodo Kol TpoTeivovTal EVOALAKTIKES Oepameieg e EYKATESTNUEVO TPOPIA ACPAAELNG,
Wwitepa Katd To ONAacud vEoyEVVITOD 1 TPOMPOL VEOYVOD.

Tovipétnto

Agv vapyovv KAMvikég peréteg yia tnv yovipodtta pe Exforge.

Bolooprdvny

H Boakcaptdvn dev elye avemBOuNTEC EVEPYEIEC GTNV AVOTAPOUYDYIKT TKOVOTITO OPCEVIKOV 1
OnAvkadv apovpainy e omd Tov oTopaTog 600elg pueypt 200 mg/kgmuépa. Avt n ddon eival 6 Eopéc
N UEYI6TN GLUVIGTAOUEVT 800N 6ToV GvBpwTo pe Pdon mg/m? (o1 vroroyicuoi VToBETovy omd TV
otopaTog 060om 320 mg/muépa kot acbevn 60-kg).

Aulodimivy
e oplopévoug acbeveic mov Elafav Oepomeio pe avacsToleic TV dlaAmV aoBectiov avapépOnkay

avaoTPEYIIES Broymuikéc petaforéc oy Ke@oin Tov orepuatolmopiov. Ta kivikd dedopéva ivort
OVETIOLPKT] GYETIKA LE T SuVNTIKN EMIOPAOT TNG OUAOIITIVIG OTN YOVILOTNTO. € pio LEAETY OE
apovpaiovg mapotnpnOnKay avemBOUNTEG EMOPAGEIS TN YOVIHOTNTO TV OPCEVIK®V (PA. Tapdypapo
5.3).

4.7 Emopacels 6Ty IKavoTnTo 0017161S KUl YEIPLEUOD Y UVIIULATOV

Ot acBeveic mov Aapupdvovv Exforge kot 0dnyodv oynuata 1 xewpilovol unyoveg mpémet vo
Aappdvovy voyn 0Tt umopel va epeaviotel {AAN 1| KOTMON TEPIGTUCIOKC.

H aplodimivn umopel va €xet pucpn| 1 LETPLOL EXIOPACT] GTIV IKAVOTITO 001 YNONG KOl XEPIGLOV
unyovnudtov. Eav ot acBeveic mov Aaufdavovy aprodutivn vropépouvy amd (OAn, kepalalyia,
KOTwon N vavtia, 1 kavdmTa avTidpaong puropel vo éxel ennpeacbet.

4.8 AvemOOuNTESG EVEPYELES

TIepiinwn Tov TPOEIA ac@aAeioC

H aocpdieia tov Exforge éxet a&loloyn0el oe mévte eheyydueveg KAViKEG pedéteg pe 5.175 acBeveig,
Ao Tovg omoiovg o1 2.613 élafav Parcaptdvn g cuvdVAGUO pe apAodutivr). Ot axdAovOeg
avemBounteg evépyeteg Ppédnkav va gival o1 o cuyva UEaviLOUEVEC 1] OL TTLO CTUOVTIKEG 1] GOPOPEC:
pvoeapvYyitda, Ypinn, vrepevacinoia, ToOVoKEPUAOS, GLYKOTY, 0pOOGTATIKY VITATACT], O1ON A,
olonUa [e EVTOTTOLO, 01010 TPOCOITOL, TEPLPEPIKO 0idN A, KOTWoN, epuBpdtnTta, eEachévion kat
EEaym.



Kotdroyoc avemBountmv evepysldv € Tivako,

O avemBountec avtdpdoelg £xovv tasivoundel o katnyopieg avaroya pe Tn cuyvOTNTA TOVG
YPNOLOTOIDVTOG TOV TAPUKAT® Kavdva: ToAd cuyves (=>1/10), cuyvég (>1/100 émg <1/10), Oyt cuyvEg

(>1/1.000 ¢wg <1/100), omdvieg (=>1/10.000 émg <1/1.000), woAd onavieg (<1/10.000), un yvootés (dev

umopovv vo, ekTiunBovv pe Baon to dtabéciio dedopéva).

AapopivBov

Opyoaviko Avem@OunTeg evépyereg ZoyvéTnTo

ovotnna Exforge Aploodrurivny Baloaptavn

oOPPOVA NE TN

Béon dedopévav

MedDRA

Aouméelg kot Pwogapvyyitida Suyvég - --

TOPUCITOCELG I'pinnn XuyvEg - --

Awroapayéc tov | Aosearpivn kot - - Mn yvootég

OLLLLOTOU TIKOV OLLOTOKPITNG LEIOUEVOL

KOl TOV AEUPIKOV | Agvkomevia - IToAV omdvieg --

GUGTNHOTOG Ovdetepomevia -- -- Mn yvootéc
®popPonevia, pepikés popég - [ToAV omdvieg | Mn yvootég
LLE TTOPPLPO,

Awotapayéc Tov YrepevoioOnoio Xmhvieg [ToAV omvieg | Mn yvootég

OVOGOTOLNTIKOD

GLGTNHUOTOG

Awtapayéc Tov Yrepylokoio -- [ToAb omdvieg --

petaforopuon Yrovotpropio Oyt ovyvég - --

Kot TG Bpéwng

Yoylatpikég Kozdbiwm -- Oy ovyvég --

SlTapoyES Ayyog Xravieg
Admvia/doTopoyég VTVoY - Oy ovuyvég --
Awkopdveelc g - Oy ovyvég --
cuvousOnuoTikng d1ébeong
Zuyyvon -- Xravieg --

Awotapoyég Tov Mn @ucloloyKkog Oy cvyvég - --

VELPLKOV GUVTOVIGHOG

GUGTNLOTOG Z&n Oy ouyvég 2uyvEQ -
Z6&n Béong Oy ouyvég -- --
Avcyevoia - Oy ovyvég --
E&omupaudikd chvopopo -- Mn yvootég --
Kepaioryio Xuyvéc Xuyvéc --
Ymneprtovia -- [ToAV omdvieg --
[MoparcOnoia Oy cuyvég Oy ovyvég --
[eprpepikn vevpomadeia, -- [ToA¥ omdvieg --
vevporadelo
YrvnAia Oy ovyvég Yuyvég --
Zvuykomn -- Oy ovyvég --
Tpduog -- Oy ovyvég --
YroicOnoia -- Oy ouyvég --

OpOaipukég Ontikn doTopayn TIAVIEG Oy ouyvéc --

SLoTapoyEG Meiwon ontikng o&htnrag Oy ovyvég Oy ovyvég --

Awotapayéc Tov Eufoég Zrdvieg Oy ovyvég --

®Ttdg KOl TOV TAvyyog Oyt ouyvég - Oyt ovyvég

10




Kopdiakég AicOnuo TtoApov Oy ouyvég Suyvég --
SrataporyEg SvyKom Xmhvieg - --
Tayvkopdio Oy ovyvég -- --
AppoBpieg - [ToAV omdvieg --
(ovumepriopPaverol n
Bpadvkapdia, 1 KOAMOKA
ToLKaPSia KoL 1 KOATIKN
HOpHOPVYT)
‘Epgpayua Tov puokapdiov - [ToAV omdvieg --
Ayyelaxég ‘E€ayn - Xuyvég --
StoTapayEs Ymotaon 2mAviEC Oy ouyvég --
OpbBoctatikn vadTaon Oy ovyvég -- --
Ayyeutida - [ToAd omdviec | Mn yvootég
Awroapayéc tov | Bryog Oy ovyvég | TIoAd ombvieg Oy ouyvég
OVOTTVEVLGTIKOD Avocrvola -- Oy ouyvég --
CLOTAUOTOG, TOV | DapuYYOLUPLYYIKO GAYOC Oy cvyvég - -
Odpaka kar Tov | Pitido -- Oyt ovyvég -
uesofwpdikiov
Awtapayéc Tov Kook dvepopia, dhyog Oyt ouyvég Xuyvég Oy ovyvég
YOOTPEVIEPIKOD | GTIV GV® KOWMOKN YDPO.
GULGTNLOTOG Metafoin eviepikmv - Oy ovyvég --
cuvnbfeiv
Avcrotdtnta Oy ovyvég - --
Avgppora Oy cvyvég Oy ovuyvég --
Enpoctopio Oy cvyvég Oy ouyvég --
Avoneyia -- Oy ovyvég --
lootpitida - [ToAV omdvieg --
Yrepriacio oOAV - [ToAV omdvieg --
Noavtio Oy ouyvég Xuyvég --
[aykpeatitido - [ToAd omdvieg --
‘Epetog -- Oy ovyvég --

Evtepcd ayysrooidnua

[ToAV omdvieg

Awotapoyég Tov
ATOTOG KOl TV
YO POPp®V

Aoxkipacieg NmoTikng
Aettovpyiag un
(PVOIO0AOYIKEC,
SLUTEPTAAUPOVOUEVNC TNG
a0&nong g xoAepubpivng
oiploTog

[ToAv omdviec*

Mn yvooTtég

Hnazitoo

[ToAV omdvieg

Evdonmatikn yordotaon,
ikTepOg

[ToAV omdvieg
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Awotapayéc Tov Alorekia -- Oy ovyvég --

déppotog Kot Tov | Ayygiooidnuo - [ToA0 omdvieg | Mn yvootég

VTOOOPLOL 16TOV | AgpUaTiTIdn TOUPOAYOING -- -- Mn yvootéc
Ep0vOnua Oy ovuyvég - --
[ToAdpopeo epvinua - [ToAV omdvieg --
E&avOnua ErAvVIEg Oy ouyvég --
Yrepidpwon Xmhvieg Oy ouyvég --
Avrtidpaon - Oyt ouyvég --
pwtogvaicnoiog
Kvnoudg Zrdvieg Oy ovyvég Mn yvootég
IToppHpa - Oy ouyvég --
E&vOnua Oy ovyvég Oy ovyvég Mn yvooTtég
Amoypouatiopds SEPUATOC -- Oy ovyvég --
Kvidmon kot dArec popeéc - IToAV omdvieg --
eEavOnuarog
AmopoMdmTIKN depUATITION -- [ToAb omdvieg --
2ovopouo Stevens-Johnson -- [ToAb omdvieg --
Oidnua Quincke - [ToAV omdvieg --
To&wkn emdeppiky - Mn yvooTtég --
VEKPOALGT

Awtapayéc Tov ApbBpodyia Oy cvyvég Oy ovyvég --

LVOGKEAETIKOV Oceuaiyia Oy ouyvég Oy ovuyvég --

ovoTuaTog Kot | Oidnua otig apdphoelc Oy ouyvéc - --

TOV GVLVIETIKOD | Muikdc omacudc Tmhvieg Oy cvyvéc --

16700 MuoAiyia - Oy ouyvég Mn yvootég
Oidonuo ceupmv - Xuyvég --
KapnPapia Yrivieg - --

Awrtapoyéc tov | Kpeativivn aipatog -- -- Mn yvooTtég

VEQPOV KoL TOV | avEnuévn

oVPoPOPMY 000V | AloTapoyn TG 0VPNONG -~ Oy ovyvég -~
Nvuktovpia -- Oy ovyvég --
IMoAlakiovpia Yrhvieg Oy cuyvég --
IToAvovpia Emivieg - --
Neppun avendpkeLo Ko -- -- Mn yvootécg
dvoAeitovpyia

Awotapoyég Tov Avikovotnta -- Oy ovyvég --

avoTapay@ytkod | ETuTikn SucAsttovpyio TIAVIEC - --

GLOTANATOS Kot | TyvatkopaoTia Oyt ovyvég -

TOV LOCTOV

Ievucég E&acOévion Xuyvéc Oy ovyvég --

dloTopayEs Ko Avcpopia, aicOnua -- Oy ovyvég --

KOTOGTAGELS TNG | KOKOVYIOG

00600 yopnynong | Kémmon Suyvég Suyvég Oy cuyvég
Oidnua TpooOTOV Suyvéc -- --
'E€ayn Xuyveég -- --
Mn xopdiokd Bmpokikd - Oy ovyvég --
dAyog
Oidnua Suyvéc Suyvéc --
Oidnua meprpeptkd 2uyvéc -- --
Alyoc -- Oy ovyvég --
Oidnua pe evtdmoua Xuyvég -- --
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HMopaxAvikég AvEnon kaliov aipatog - - Mn yvootég
eketdoelg AvEnon copatikov Bapovg -- Oy ouyvég --
Meimon couatikod Bapovg -- Oy ovyvéc --
* Kvping copPoatd pe yoloctaon

Emunpdobetec mAnpogopiec oyeTIKA LE TO CLVOVOGUO

ITeprpepikd oidnpa, o avoyvopiouévn avemBountn evépyeta g apAlodurivig, yevika
mapoTnPHONKE 68 PKPATEPN CLYVOTNTA EULPEVIONG G acBevelg mov EAafov cLVIVAGHO
aproduriving/Paroaptdvng amd 0Tt 6€ avTohe oV EAAPAV LOVO GpAOdITIVY. Xe SITAU-TOPALC,
EAEYYOUEVES KAVIKES SOKIUEG, 1] GLYVOTNTO ELPAVIONS TEPLPEPIKOV OONUATOG GE GYECT UE TN
docoloyia Tav 1 akdAoLON:

% aoBevav mov glyav Balooptavn (mg)
TEPLPEPLKO 01OM L
0 40 80 160 320
0 3,0 5,5 2,4 1,6 0,9
2,5 8,0 2,3 5,4 2,4 3,9
Aphrodwrmivny | 5 3,1 4,8 2,3 2,1 2,4
(mg) 10 103 |NA [NA |90 9,5

H péon cuyvomnta epnedvions Tepipeptkon odNUATOS OLOLOUOPPO GTAOUIGUEVT GE OAO TO EVPOG TOV
docewv ftav 5,1% pe 10 cuvdvacpd aprodumivne/farcaptévne.

Emnpdobetec mANPOQOPIeC GYETIKA LE TO UELOVAOUEVE GLGTOTIKA

Ot avemBOUNTEC EVEPYELEC TOL PAPUAKOV TOV AVAPEPOTKOV TOPATAV® V1o TO KAOE LEPOVOUEVO
ovotatikd (aprodmivn N fakcaptdvn) propel va arotelécovy mhaveg avemBOunTeg evEPYEIEG TOV
Exforge eniong, éotm kot av dev mapoatnpndnkay g KAMvikEG dOKIUEG 1 KATE T O1APKELD TNG
KuKAoQopiag Tov.

Aulodimivy

2oyveg YrvnAia, (aAn, aicOnuo ToApdy, Kothlokd Glyog, vauTio, oidnUo GEUP®Y.

Oyt ovyvég Abmvia, petaforég g odbeonc (cupmepthapufoavoprévon Tov dyyovg), KatadAy,
TPOUOG, SVGYELGIN, GLYKOTN, LITAGONGia, OTTIKEG SlaTapayES
(ovumepriopPfovouévng e dumhoniag), UPoés, vToTaoT, SUGTVOLN, PVITIOW,
éuetog, dvomeyia, OA®TEKIM, TOPPVPA, SVCYPOUOTIGUOG OEPHOTOC, AVENUEVN
£Qidpwo, Kvnopog, e&avinua, pookyio, HOTKEG KPOAUTES, AAYOC, SLoTOPUYN
o0pNoNGC, ALENUEVT GLYVOTITO OVPTOTG, OVIKOVOTTO, YOVAIKONAGTIO, Bopakikd
dAyog, e€acBévion, avénon couatikod Bdpove, peimon copatikov Bdpoug.

2ravieg Xyyoon.

oo oravies  Agvkomevia, Opopfomevia, aALEPYIKEG AVTIOPAGELS, VTEPYAVKALUIN, VTEPTOVIQL,
TEPLPEPIKT VELPOTADELD, EUPpayLa TOV pvokapdiov, appvbuio
(ovumeprrapfovopuévav e Ppoadvkapdiag, Tng KOIAKNG TayuKapdiag Kot Tng
KOATIIKNG LOPLOPVYNG), OYYEUTION, TOYKPEAUTITION, YAGTPITION, VIEPTANGIN OVAWY,
nratitda, iktepog, nrotikd Evivua avEnuéva®, ayyelo0oidnua, ToAdUOPPO
gpVOnua, Kvidwor, aroeodmtikn depuatitida, chvopopo Stevens Johnson,
oidnpa Quincke, pwtogvoicOncia.

Mn yvwotéc  To&un Emdeppuc Nekpoivon

* xuplog coppatd pe yohdotaon

e eEapetikéc TePImTAOoELG £xel avapepOel eEmmupapidiKd cOVIpoLo.
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Baloaptovny
Mn yvwotés  Meimon g opospatpivng, peimwon tov awpotokpitn, ovdeteponevia,
Bpoupoxvtonevia, adEnom Tov KaAiov 6Tov 0po, AHENCT TOV TILMV TNG NTATIKNG
Aertovpyiog cvpmepriapfoavopévng e avénong g yoAepubpivng opov, veppiky
AVETAPKELD Ko duoAettovpyia, avénon g KpeaTvivng opov, ayyelooidnua,
poodyio, ayyeltida, vrepevatcncio cvumeptAapfavopuévng tng opovociag.

Avopopd THavoloyoOUEVOV aVETIOOUNTOV EVEPYELDY

H avagopd mBavoroyodpevov avemBOunTmv evepyeumdv PETA amd T yopnynon adelog kukiopopiog
TOV PAPUOKELTIKOV TPOIOVTOG elvar onpavtikn. Empénet tn cuveyn mapakorovdnon g oyéong
0PEALOVE-KIVOHVOL TOVL QOPUOKEVTIKOD TPOTOVTOS. ZnTeitarl amd Tovg emayyeAloties vyeiog va
AVOPEPOVY OTTOIEGONTOTE TOUVOAOYOVUEVES OVETIBVUNTEG EVEPYELEG LECH TOL EBVIKOD GLGTNOTOG
ovoeopdg mov avaypdeeton oto [Hopdptmua V.

4.9 Ynegpdocoroyia

ZVUTTOUOTOL

Agv vrdpyet epmeipio vepdosoroyiag pe o Exforge. To kupidtepo cOuntmpa e vrepdocoroyiog pe
Baicaptdvn givar evdeyopévac n éviovn votaon pe Lain. H vrepdocoloyia pe aplodimivn propei
VoL 001 YNGEL G€ VIEPPOAIKT TEPLPEPIKT AYYELODIOGTOAT Kol EVOEXOUEVOC, GE OVTOVOKANGTIKN
Tayvkapdio. Me tnv aprodimivy éxetl emiong avoaeepOel onUavTIKh Kot SUVNTIKOS TUPUTETAUET
GLGTNUATIKT LTOTAGT), TOL TTEPAapPiverl katamin&io pe BovaTneopo KaTdAnén.

Eravio €xel avapepbel un ko pdloyevEG TVELLOVIKO 0idN U TOV Umopel vo ekdNAmOel pe
kaBvotepnuévn Evopén (24-48 dpeg LeTd TNV KATATOGT) KOl OTALTEL OVOTVELGTIKY VTOGTHPLEN ©OG
GULVETELD, TNG VIEPSOCOAOYiNG apAiodumivng. 'Eykatpa pétpa avévnyng (copmepiiapfovopuévng e
VIAEPPOPTMOTG LE VYPA) Yo TN SLOTNPNGT TNS AUATOONG KoL TNE KOPSIOKNE TOPOYNG UTOPEL vaL
AELTOVPYNCOVY MG TOPAYOVTEG EMIGTEVLOTC.

O¢pamneio

Edv éywve npocpata 1 katdmoon, uropel va eEeTaoTtel T0 EVOEYOUEVO TPOKANONG ELETOV 1 TAVONG
otoudyov. H yopriynom evepyod avOpoka g vyieic €0eAovtég apéome LETE TN ANYN apAodimiviig 1)
£0¢ Ko V0 MPEG LETA A0 VTNV EYEL AMOOELYTEL OTL LEIDVEL GNUAVTIKA TNV OTOpPOPNoN TN
aprodurivig. H khvikd onpavtikn vmodtaon mov opegiletol og vrepdocoroyia pe Exforge amottel v
EVEPYN KAPSLOYYELOKT] VITOGTHPIEN, CUUTEPIAAUPAVOUEVIC TG GLUYVIG TOPAKOAOVONONG TNG
KOPSIOKNE KoL TNG OVOTVEVGTIKNG AELTOVPYIAG, TNG AvOY®OONG TOV GKPOV KL TNE TopaKoAovOnong
TOV GYKOL TOV VYPDY 6TV KVKAo@opia kabd¢ kat ¢ omoPoing ovpwv. ‘Eva ayysiocuotoltiko
umopei va fondncel 6Ty 0mToKATAGTACT TOL OYYELKOD TOVOL KOl TNG OPTNPLOKNG TESNC, LE TNV
wpobmdOeon OtL dev avievdeikvutal 1 xpnomn tov. To evdoerefimg yopnyoduevo YAvkovikd acBEcTio
umopei va omofel EmPEAEC OGOV APOPA TNV TPOCTADELD VO OVTIGTPOPODV 01 ETOPACELS TOV
ATOKAEIGHOD TOV SOA®V acPeatiov.

Ko n parocaptdvn kot n aprodirivy eivan omibovo va ammopakpuviodv pécm apodtAongc.

14



5. DOAPMAKOAOTI'IKEZ IAIOTHTEX
51 ®@oppokodvvoptké 1O10TNTEG

Doppakobepanevtikn katnyopio: [Hopdyovteg mov dpovv 610 GHGTNHO PEVIVIG-OYYELOTEVGIVIG,
avTayOVIeTEG TNG ayyelotevoivg I, cuvdvacpol aviaymvietdv g ayyelotevaivig Il Kot amokhielotég
TV dladAov acPeotiov, kodikog ATC: CO09DBO1

To Exforge cuvovaletl 00 avTiomepTacIKeéS OVGIEG LE CLUTANPOUATIKOVS PNXAVIGLOVS dpdiong
TPOKEWEVOL Vo, eEAeyyOel | apTnplokn Tieon TV acHevav pe 1010mab1| VEPTAoN: 1 ApA0dITivY OVIKEL
GTNV OLLAS0 TV OVIOY®VIGT®OV TOV aoPeSTiON Kol 1 BAAGAPTAVY GTIV OUAS0 TOV OVTOY®VIGTAOV TG
ayyeoteveivig II. O cuVIVLAGHOG AVTAOV TV OVCLOV EYEL ABPOIGTIKT AVTIVTEPTAGIKY| EMLOPACT,
LELDVOVTOG TNV 0PTNPLOKN TieoT o€ peyodlvtepo Pabud om’ 6,1t To KAOE CLGTATIKO LEUOVMUEV.

Aprodumiviy/Balcoptdvn

O cvvdvacpog aprodimivig Kot BaAcaptavng odnyel o€ docoe&apTdUEVT BPOIoTIKN Heimon NG
APTNPLOKNG TTHESNG 08 OAO TO €0POG TV BegpamevTik®V ToL ddcemv. H avtwmeptaciky| dpdon piog
d00Mg ToL GLVIVAGLOD TaPEUELVE Y10 24 DPEG.

KAvikéc doxiuéc eleyyouevec ue e1koviKo popuaio

[eprocotepor omd 1.400 vrepracucol acbeveig Ehapav Exforge dma& nuepnoing oe 600 eleyydueveg
LE EIKOVIKO QOPUOKO SOKIUES. XTIC SOKIUEG CUUUETETYOY EVAALKOL 0ieOeVElg pe TG E0¢ LETPLOG
Bapdtnrag pun emmieypévn 1d1omadn véptacn (LEST JGTOAIKT apTNPlokn wieon oe kabiotn Béon
295 ko <110 mmHg). AnokAeiotnKoy ot acBeveic pe LYNAOVG KaPOLayyELAKODS KIVOUVOUS —
KapdloK avemdpkela, o Tomov I kot averaprmg ereyydpevo drafntn tomov I kot 16Topucd
EUPPAYLOTOG TOV LLOKOPIIOV N EYKEPAAIKOD ENEIGOOI0V EVTOG EVOG ETOVC.

KAvikéc doxiuéc eleyyouevec ue dpaotiko papuoKo oe aoleveic Tov JEV OVTOTOKPIVOVTOL OTH
rovobepameio

Mo TOAVKEVTPIKT], TUYALOTOUUEVT, OITAL TUQAY], EAEYYOUEVN LE OPACTIKO PAPHOKO SOKLUT
TAPIAANA®V OPAd®V £081EE OLOAOTOINON TNG OPTNPLOKNG TTiEONS (SIOTOAIKT) CPTNPLOKT TTEST OE
kaiom Béomn ota enineda kKohadog <90 mmHg oto Téhog ¢ dokiunc) oe acbeveic mov dev
eréyyovtav emapkag pe Parcaptdvn 160 mg 6to 75% twv acbevdv mov Erafav
aprodimivn/Borcaptdavn 10 mg/160 mg kot 6to 62% TtV acdevav mov Ehapav
aproduriviy/Parcaptdvn 5 mg/160 mg, évavtt Tocootov 53% TtV acbevdv Tov mapiuevay 6To
oynua parcaptavne 160 mg. H tpocOnkn aprodimivng 10 mg kot 5 mg odnynoe o€ emmpdcsdet
HEI®ON TNG GUGTOAIKNG/ G106 TOAMKNG aApTNPLaKiG Ttieong kotd 6,0/4,8 mmHg kot 3,9/2,9 mmHg
avtioTorya, o€ GUYKPLoN Ue ToVg acbeveic Tov mapéuevay ot povobepaneia pe Parcaptavn 160 mg.

Mo TOAVKEVTPIKT], TUYALOTOIUEVT, OUTAG TUQAY], EAEYYOUEVN LE OPACTIKO PAPHOKO SOKLUN
TAPIAANA®V OpAd®V £0e1E€ OHOAOTOINON TNG OPTNPLOKNG TTiEoNG (SIGTOAIKT] OPTNPLOKT TTEST O
kabiot) 0éon ota enineda kohddog <90 mmHg 6to Téhog ¢ nerétng) o acbeveic Tov dev
eléyyovtav emapkadc pe aprodimivn 10 mg oto 78% tov acbevav mov Elafav
aprodurivn/Parcaptdvn 10 mg/160 mg Evavti Tocoostov 67% TV acbevdv Tov Tapéuevoy 6To
oynua oprodirivne 10 mg. H npoctnin Barcaptdvng 160 mg odnynoe e mepattépm peimwon tng
GUGTOAIKNG/O10GTOMKNG apTNPLoknG Ttigong kotd 2,9/2,1 mmHg évavtt tov acbevadv mov mapiusvoy
010 oyfuo povobepamneiog aprodurivng 10 mg.

To Exforge peletnOnke emiong oe pia eheyyopevn pe dpaotikd appoko pedétn pe 130 vreptacikong
acOeveic pe péom daotoMkn aptnplokn mieon og kabiot) 0éon >110 mmHg kot <120 mmHg. X
peArétn avtn (aptnprokn mieon 171/113 mmHg xotd v évapén g perémnc), éva oynuo Exforge

5 mg/160 mg wov tritAomomOnke og 10 mg/160 mg peiwoe tnv aptnplokn wieon o€ Kabiotr 0o
katd 36/29 mmHg ce obykpion pe ™ ueimon tv 32/28 mmHg mov enetedydn pe Eva oynua
Mowonpiing/vdpoyrmpoberoliong 10 mg/12,5 mg mwov tithomombnke o 20 mg/12,5 mg.
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e 000 HaKpOYPOVIEG LEAETEC TapakoA0VONONG, N dpdomn Tov Exforge drotnprdnke yio wévo omd éva
ypévo. H amodtopn dwokomn g AMjymg tov Exforge dev éxel cuoyetiortel pe toyeio adéEnon g
apTNPLOKNG TTiEONG.

H nhxia, to @OLo, 1 @A 1 0 Seikng Papovg Tov cdpatog (>30 kg/m?, <30 kg/m?) dev ennpedovv
v avtandkpion oto Exforge.

To Exforge dev éxel peketnBei oe kavéva mAnbovoud acbevov TEpav avTdV TV TAGYKOLY UTd
vréptoon. H Bakoaptdvn €xet peretn0el o acbeveig pe TpoGPATO EROPAYLLO TOV HVOKOPOIOL Kot
kapdiokn| averdprela. H aprodimivn éxet pehetn et oe acbeveig pe xpovia otabepr| o0y,
OYYEWOGVOTOGTIKY GTNO&yyN KOl AyYEOYPAPIKA TEKUNPLOUEVT] GTEPAVINiA VOGO.

Aplodurivn

H aprodiivn, mov givon éva amd ta cuatatikd tov Exforge, avactédiel ) dapepfpavikn i6od0 tmv
WOVTOV 0cPecTiov 0ToV Kapdlakd Kot oTov ayyelakd Agio p. O unyoaviopds g vVTILTEPTUGIKNG
dpdiong tng apArodumivng opeileTal TNV YAANCT TV AI®V WOTKOV VOV TOV 0yYEI®V, TOL TPOKOAEL
LEIMOT TOV TEPLPEPIKDY AYYEIKDY OVTIOTAGE®V Kot TNG opTnplokng wicone. [epapatikd dedopuéva
VTOJEIKVVOLV OTL 1] AUAOITIVY] GLUVOEETAL GE oMpein GUVIESTG TOGO TV SOPOTLPLOVMY OGO Kot
OVGIMV TTOV OEV AVIIKOVV GTIV OUAdH TV S1WdPOTLPIOVAV. Ot GLGTUATIKEG S1UOIKAUGIEG TOV
KOPOLOKOV Kol 0yYELKOD Agl0v LLo¢ e€apTdvTal 0d TNV €i6000 TV EEMKLTTAPLOV 1OVI®V 0oPECTION
G€ QT TO, KOTTOPO SOUEGOV GLUYKEKPIUEVAV SIOOAMY 1OVT®V.

Metd and yopnynon BepumevTiK®V 60CEMY GE VTEPTUCTKOVG 0G0eVELS, N apAodiTtiv TpokaAel
AYYEL0010.6TOAN, 0ONYDOVTAG GE Lelmon TNG apTNPLOKNG Ttieons o€ DIt Kol 6€ Opbia BEon. Avtéc ot
LELDGELS TG OPTNPLOKNG TESTG eV GLVOIEVOVTAL OO CUAVTIKT LETABOAT TOV KapdlaKov puOpod 1
TOV EXTESD®V KATEYOLOUIVAOV GTO TAACUA [LE XPOVIOL YOPTYNOT.

O1 GVYKEVTPDGELS GTO TAAGHO CLCYETICOVTOL LE TO ATOTEAEGLLO KOl GE VEOUS KOl GE NAMKIWMULEVOLG
aceveic.

e VTEPTACIKOVG AGOEVEIC Le PUGTIOAOYIKT] VEQPIKN AELTOVPYIQ, Ol BEPATEVTIKEG HOCELS TNG
apAoduTivig 001 yNoaY G PEIMOT TV VEPPIKMV AYYEWKMY OVTIOTAGE®V Kol 6€ 0vénom tov puhpov
OTEPULATIKNG SINONOMG KO TNG dPAGTIKNG VEPPIKNG PONG TAAGUATOG, YOPIC LETAPOAN TOL
KAaouatog onong N Tpwteivovpia.

Onwg kot pe GALOVG avOoTOAEIG TV SLAWMV AGPECTION, Ol AULOSVVOUIKES LETPAGELS TNG KAPILOKNG
Aertovpyiag oe npepio kot Katd tn didpkela aocknong (1 fnuatoddommong) o acheveic pe PUGIOAOYIKY
KOWAL0KT Agttovpyia mov Aapfdvouy aprodurivn £xovv dei&el YeviKa Likpn avénon Tov Kopdtakon
deiktn yopic onuavtikn enidpacn oto Adyo dP/dt 1 otV TEL0dI0GTOAIKY TTtigoT 1] TOV TEAOSIOGTOALKO
OYKO TG OPLOTEPNC KOIMOC. X& ALULOSVVOUIKES LEAETEC, 1] GUAODITTIVI] OEV £XEL GLOYETIOTEL UE
APVNTIKN WOTPOTO dpdon Otav yopnynonie oto €6pog Bepanmevtikdv d0ce®V g VYN (Do Kot
avOp®TOLS, aKOUA Kot 0TV cuyyopnyNOnke pe Pto amokAeloTéc og avOpdTOUG.

H apodimivn dev petafdiret tn Asttovpyic Tov AEROKOUPOV 7| TNV KOATOKOIAOKT Ay®YLLOTITO GE
vy (oo 1 avBpdToLS. Xe KAMviKEG LEAETEG OTTOL 1) A pAOdUTivY) YopNYNOTNKE GE GLVOVAGHO L PriTa
amokAEIoTEG 6 acbevel eite pe véptaon gite pe otnBAyyM, dev mapotnpHOnkav avemOOunTeC
EMOPACELS GE NAEKTPOKAPILOYPOPIKES TUPAUETPOVG.

Xpnon oe acBeveic ue vrépraon

Mia toyotomotmpévn, dSuthd TvEAN LEAETN Voo poTNTaS-BvnodTnTag, Tov ovoudletor Melétn
Avtwmeptootkng Kot Avtimmdayukng Oepamneiag yo tnv Ipdinyn tov Kapdiakod Encicodiov
(ALLHAT), mpaypoatomombnke yia vo cuykpivel vedtepeg Oepameieg: aphodurivn 2,5-10 mg/muépa
(amoxdelo¢ TV dladAmv aoPeotiov) | Mowvorpiin 10-40 mg/Mmuépa (AMEA) wg Oepamneieg mpdnC
YPOUUNG £vavTt ToL dtovpnTikoD Betaliong, yAwpoboidovn 12,5-25 mg/Mmuépa otnv Nria £0¢ péTpla
VIEPTOOT).
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Yvvolka 33.357 vreptacikoi acBeveig nhikiag 55 €TV Kot dve TuyotomodnKay Kot
mapoKorovdnOnkay Yo péco ddotnua 4,9 etdv. Ot acbeveic elyav TovAdyioTOV évav Tpodcheto
TAPAYOVTA KIVOUVOL GTEQUVIAING VOGOV, GUUTEPIAAUPAVOUEVOD TOV TPOTYOVLEVOD EUPPAYIOTOS TOV
LLOKOPSOI0V 1 TOL OYYEIOKOD EYKEPUAIKOV ENEIG0SI0V (>6 punveg Tpv TV €vtaén) N GAANG
TEKUNPLOUEVNS aONPOCKANPOTIKYG Kapdlayyelakng vosov (cuvorkd 51,5%), dtafritn thmov 2
(36,1%), vynAng TuKvOTNTOG MITOTPMTEIVTS - YoANoTePOAN <35 mg/dl 1] <0,906 mmol/l (11,6%),
SAYVOGCT LIEPTPOPIOG TNG OPLOTEPTIC KOIMOG HEGH NAEKTPOKAPIIOYPOUPTIUATOG 1|
nyoxoapdoypaprnatog (20,9%), evepyol kanviotég (21,9%).

To kOp10 KaTtaAnkTiKd onueio Ntav cuvleto Kot Tepiedpupave Bovatneopo oTePaviaio vOGOo 1 U
Bovotneopo Epepaypa Tov LLoKapdiov. Agv LIAPYE CNUAVTIKT SL0POPE GTO KOPLO KUTUATKTIKO
onueio peta&y g Paciopévng oe aproduivn Bepaneiog kot g faciopévne oe yhwpobaidovn
Oepaneiog: oyetikdg kivovvog (RR) 0,98, 95% CI (0,90-1,07), p=0,65. Amod ta devtepehovia
KOTOANKTIKG onueia, 1 eXTTOON TN KOpPIOKNE avemdpkelog (cuvieT®oa evog cuvBeTon
GUVOLOGLEVOL KOPILAYYELOKOD KATAANKTIKOD GNUEIOV) TTOV OTUAVTIKA VYNAOTEPT GTNV OUAOA TG
apAOSITIVIG, GE GUYKPIOT HE TNV Opdda TS yAwpoBoiddvng (10,2% évavtt 7,7%, RR 1,38, 95% CI
[1,25-1,52], p <0,001). Qo1600, dev LIANPYE CNUAVTIKT OLALPOPE TN BVyNGOTNTO OAMV TOV ALTIOV
peta&d g Paciopévng oe aprodurivn Bepaneiog kot g Paciopévng og yYAwpobaiddvn Bepameiog
RR 0,96, 95% CI [0,89-1,02], p=0,20.

BoaAcaptdvn

H Baicaptdvn gival £vag xopnyodUEVOS 0d TOL GTOUATOG OPUCTIKOS, 1GYLPOG KoL EIOIKOG
AVTOYOVIGTNE TOV VTTOd0YE®V TG ayyelotevaivng 1. Apa exkextikd otov vroTvTo VITodoyEn AT, mov
glvar vevBouvog ya TG Yvwotég dpdoelg g ayyeroteveivig L. Ta avénuéva enimeda g
ayyewoteveivig Il oto mAdopa petd and amokielcpnd tov vrodoyéa AT pe Bakcaptdvn pumopet vo
SlEYEIpOVVY TO UM ATOKAEIGUEVO VTTOTVTO TOV LITOdOYEN ATs, 0 omoiog eaivetat 6Tt avTioTaduilel T
dpdon tov vrodoyéa ATi. H Badcaptdvr dgv emBEIKVOEL LEPIKN AYOVIGTIKT dPAoN GTOV VTTOSOYEN
AT ko €xer mohd peyorvtepn (mepimov 20.000 popéc) cuyyévela yia tov vrodoyéa AT am’ 6,11 Yo
Tov vmodoyéa ATs.

H BaAcaptavn dev avactéirel to MEA, yvaotd kot o¢ Kivivaon 11, mov petatpénel v ayysioteveivn
I o ayyesotevoivn Il ko amoucodopel ) Ppadvkivivn. Kabog dev mopatnpeitan kapio enidpaocn oto
MEA a1 xapio evioyvon g fpadvkivivng 1 e ovaiag P, ot avtaywviotég e ayyslotevoivng 11
glvan amiBavo va oyetiovtat pe o Pryo. Xe kKAvikég dokyég 6mov 1 Paicaptdvn cvykpibnke pe Evav
avaotoréa MEA, 1 enintoon Enpov Prixa tav oe onuoavtikd Babuod (p <0,05) yauniodtepn otovg
acOeveic mov Ehafav aywyn pe Bakcaptdvn an' 6,71 6ToVE 0cbeveig oV AoV ay@YN UE AVOGTOAE
MEA (2,6% évovtt 7,9%, avtictoya). Xe pio, KAMVIKA 00K TNV 0ol GUUUETE OV aceveic [
16TopKo ENPov Priya Kotd T didpkela Bepaneiog pe avactoréa MEA, Bryos epepaviomke oto 19,5%
TOV GUUUETEXOVT®V oV Ehafav Boicaptdvn Kat 610 19% tov acbevav mov EhaPav Ogtoliduco
dovpnTIKod, £vavtt T1ococTtol 68,5% tov acbevav mov Edafav avactoréa MEA (p <0,05). H
Baicaptdvn dev cuvdéetor N dev amokAeiel AALOLG VTTOJOYEIS OPHOVAOV 1] SIDAOVG 1OVTMOV TOV Eival
YV®oTo 0Tt TailovV GNUAVTIKO pOLO 6T pOOLIGT TOV KOPSL0YYELKOD GLUGTNOTOG.

H yopnynon Paicaptdvng oe acheveic e vtéptacn odnyel 6 TTMOGCT NG APTNPLOKNG TIECTG XWOPIg VA
ennpedlet Tov kopdlokd puouo.

v mhetovomra Tov acbevav, uetd t yopnynon piag 666mg amrd Tov GTOUNTOC, 1) AVTIVTEPTUCIKN
dpdon eppavifetor evidg 2 mpmdv, Kot 1 LEYIOTN TTOCT] TNG OPTNPLUKNG TECTG EMTVYYAVETOL EVTOG
4-6 wpav. H avtmeptacikn dpdon Tapapével yio SIGoTno LEYOADTEPO TV 24 @POV UETE TN
yopriynon. Me enavalopufavopevn yopynon, 1 LEYLOTN LEI®OT TS 0PTNPLOKNG TTiEoTG LE
omoladNmote 600 EMTLYYAVETAL EVTOG 2-4 £fJOUAd®V Kot dloTnpeitan Katd Tn S1GpKELD TG
paxpoypoviag Bepameiog. H andtoun diakonn tng ANyng Borcaptdvng dev €L GLOYETIOTEL L
VIOTPOTN TNG LVIEPTaoTS (rebound) 1 GAAES KAMVIKES avemBOUNTEG EVEPYELEG.
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Ao Aim)OS amoKAEIGUOC TOD TVOTHUATOS PEVIVIG-0LYYELIOTEVTIVHG-aldoaTtepovie (X PAA)

Avo peydreg Toyanomompévec, ereyyoueves pehéteg (n ONTARGET (ONgoing Telmisartan Alone
and in combination with Ramipril Global Endpoint Trial) kox 1 VA NEPHRON-D (The Veterans
Affairs Nephropathy in Diabetes)) £yovv e&gtdoet T ypnon Tov cLVIVAGHOD evoc avaoToréa MEA ue
évav AYAIL

H ONTARGET ftav pio perétn mov die&nydn oe aobeveic e 16TOPIKO KOPIOYYEIOKNAG M
EYKEQOAIKNG AYYELOKNG VOGOV 1 GOKYOPpDON SeffrTn TOTOL 2 Guvodgvdpevo amd £voeltn PAPng
teAkoV opydvov. H VA NEPHRON-D ftav pio pehétn o acbeveig pe cacyapmon dwafritn tomov 2
Kol SofnTikn veppomddeta.

AVTEG o1 peréteg dev £xouv OelEel oNUOVTIKY] ®EEALUT EMIOPACT] GTIS VEPPLKES KAUN GTIG
Kapdlayyelokég ekfaoelg kot tn Bvnolota, eved tapatnpninke Evag avénuévog kivouvog
vrepkoAopiog, o&elog veppikng PAAPNG ko vodTaong o€ chYKpIomn L TN povobepameia.
AgdoPEVOV TOV TOAPOUOI®V (POPUAKOSVVAUIKMV 1010THT®V, AVTE T aroTeLécuata gival exiong
oYETIKA Yot GAAovg avactoheic MEA kot AYAIL

Q¢ ek TovTOL 01 avactoAeic MEA kot ot AYAII dev Ba mpémetl va ypnoomolouvTaol TanTd(pova GE
acBeveic pe Sapntikn vepporddeia (BA. mapdypagpo 4.4).

H ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease
Endpoints) ntav pio perémn oxedoopévn va eAéyEet 1o 6QeAog TG TPocshnkng alokipévng o pial
wpotumn Bepomeio pe Evav avactoréa MEA 1 évav AY All og acOeveic pe cakyapdon dtafnt tomov
2 ka1 ypoVIoL VEQPPIKT VOGO, KOpdloyyelokT vooo 1 kot Ta 600. H pekétn diekomn mpdmpo Aoym evog
aLENUEVOL KIvovvoy avemBountov ekfacemv. O Kapdiayyelakog Bévatog Kol To £YKEQOAKO
€MEI06010 NTaV Kol To. SV0 0plOUNTIKA GLYVOTEPO GTNV OUAON TNG OAIGKIPEVNG 0O OTL TNV Opada
TOV EIKOVIKOV QapUdKov Kot To avemifounta copfdvta kat ta coPapd avemBounta coufdvia
EVOLPEPOVTOG (VTTEPKAALALUIN, VTOTAGT KoL VEPPIKT] SUGAEITOVPYIN) avoeEPONKaY GUYVOTEP GTNV
OpAda TNG OAOKIPEVNG AtO OTL GTNV OUASO TOV EIKOVIKOD QUPHAKOL.

5.2 @oppokoKivnTIKEG 1O10TTEG
CpoppkdTnTo
H aprodimivny ko 1 faicaptdvn Tapovctdlovy YpoppKY GopLakKOKIVITIKY.

Aprodutivny/Boicoptévn

Metd v and tov otopaTog Yoprynon tov Exforge, ot péyiotec cuykevipmoelg tng folcaptdvng kot
NG apA0dmivng 6To TAdoua nttuyydvovtol o€ 3 Kot 6-8 dpeg avtiotoya. O puOudg kot o fadudg tng
amoppdenong tov Exforge gival icodvvapor pe tn frodabesiudtnto T PaAcapTdvng Kot TG
apAOSITIvIG OTAV YOPTYOUVTOL OG LEUOVAOUEVD SIOKICL.

Aplodurivn

Amoppognon: Metd v amd Tov 6TOHOTOS Yop1yNnomn Bepamevtikdv d0cemv povobepameiog
APAOOTIVIG, Ol UEYIGTEC GUYKEVTIPMOOELS TNG AUA0SITIVIG 6TO TAGo LA EmtTuyydvovTal o€ 6-12 dpec. H
amodAvTn Prodiabeoipotnta vroroyileton 0Tt Kopaivetar petacd 64% kot 80%. H Brodwabeciudmro g
apAodTivng dev emnpedleTon oo TNV AT TPOPNG.

Koravoun.: O 6ykog katovoung eivar mepimov 21 kg, Meléteg in vitro pe v aprodutivn £dei&av 0Tt
70 97,5% mepimov Tov KLKAOPOPOVVTOG POPLAKOV OEGUEVETAL OO TIG TPMOTEIVEG TOV TAAGHOTOG.

Bioueraoynuatiouog: H aprodurivn petaforileton og exterapévo Babud (tepinov 1o 90%) oto map o€
avevepyoug puetaPfoiites.

18



Amofoln: H amopdkpouven g apiodimivng amd to mAAca eivatl Sipacik, Pe TeAK nuion yo v
amopdpuven 30 émg 50 dpeg. Ta enimeda otabeprg KATAGTAOTG GTO TAAGLLO EMTVYYEVOVTOL LETH OO
ouvveyn yopnynon yw 7-8 nuépec. To 10% g apyikng oprodimivng kot T0 60% tov petafoltodv Tng
OPAOBITTIVG OEKKPIVOVTaL 5T, 0VPOL.

BaAcaptdvn

Amoppognon: Metd amd tov otdpaTog Yopnynon povobepaneiog Balsoptdvng, ot HEYIOTEG
GUYKEVTPMGELS TG forcaptdvng oto TAdcpa enttuyydvovial og 2-4 dpec. H péon andivt
Brodwabecipdmra givar 23%. H tpoen peimvel v ékbeon (0mwg petpdral péow te AUC) ot
Baicaptavn katd 40% mepimov kot T HEYIOTN GLYKEVIP®OT) 6T0 TAUSUA (Cmax) KoTtd 50% Ttepimov,
av Kol 8 dpeg mepimov LeTd TN 606 Ol GLYKEVIPAGELS TNG PaAcapTavnG 610 TAAGLA Eivol TOPAOLLOLES
Yo TNV Opdda TV acBevdv wov EAafay TPoen Kot yio TNV Opdde anT®dv Tov dev EAafav. Q6T000,
avt M peioon e AUC dev ouvodevetal amd KAMVIKG GNUAVTIKY Peion Tng Oepamevtikng dpdong,
Kol emopévag M fodcaptdvn pmopel va yopnyeitan pe 1 xopig Tpoen.

Karavoun.: O 6ykog katovoung g parcaptdvng oe otabepn KOTAGTAON UETA 0O EVOOQAEPL
yopnynon etvar tepimov 17 Aitpa, vrodekvhovtag 0Tt 1 PAAcApPTAV dEV KATAVEUETOL EKTEVMS GTOVG
10100¢. H Barcaptdvn cuvdcetar oe peydro Pabuod pe mpoteiveg opol (94-97%), kupimg Aevkopativn
0pov.

Biouetooynpotiouss: H paicaptévn dev petatpéneton o peyoro Paduo, kabmg povo to 20% mepimov
g 060MC aviyvevetal og petafoirites. 'Evag petafolitng vdpo&éoc £xet evromiotel 6To TAGCUA GE
YOUNAEG SLYKEVTPOGELS (AtydTepo amd to 10% g AUC g arcoptdvng). Avtdc o petaforitng
glvat PopUOKOAOYIKE [T OPOGTIKOG.

Amoforn: H Bokoaptdvn eppavilet kivntikn moAvekfetikng e€aoBéviong (v, <1 dpag kot tys mepimov
9 mpeg). H Parcaptavn amofdiletor Kotd kOplo Adyo amd ta kdémpove, (epimov 1o 83% g d6eNC)
Kot o ovpa (mepinov 10 13% g 86oNG), Kupiws w¢ avarioinwto edppako. Metd amd gvdopiéPia
yopnynon, n kdBapon ¢ Parcaptdvng oto TAaoua gival mepimov 2 1/h kot ) veppikn g kdbapon
givar 0,62 1/h (mepimov 10 30% g oAknc kaBapong). H nulon e Parcaptaving eivan 6 dpeg.

Fidwkoi mAnfucuoi

Toudiozpixoc tAnBvouoc (mhikioc katw twv 18 etwv)
Agv vrdpyovv dabécia Sed0UEV POPLAKOKIVITIKNG OGOV apopd ToV Tandlatpikd TANOVGHO.

Hliwuévor (nhixiag 65 etov ko dvw)

O xpOVOG £0G TIG LEYIOTEC CLYKEVTPMGELS TNG AUAOIITIVIG 6TO TAAGLO VOl TOPOHOLOG Y10l TOVG
VEOLG KoL TOVG NAKI®pUEVOVS aobeveic. Xe nAtkiopévoug acbeveic, | kdbapon ¢ aprodimivig teivel
Vo LLEWMVETOL, KATL TOL TPOKaAEl avénoelg atny meployn Kato and v KapmdvAn (AUC) kot v
nuon anopdkpovone. H péon cvotnuatiky AUC g Baicaptavng lvar peyarvtepn katd 70%
OTOVG NAKIOUEVOVG aGBeVEIC 0o OTL GTOVG VEOLGS, ETOUEVMG OALTEITAL TPOGOYN OTAV OLEAVETOL 1|
docoroyia.

Neoppixn dvolsitovpyia

H @oppakoxivntikn g aprodimivng dev ennpedletor onuovtikd and veppikn dvcisttovpyia. Onmg
OVOUEVETOL Y10l Lo EVAOOT) TOV 1] VEQPIKT TG KABapon avtiototyel poig 6to 30% tng oAKNG
KkéBapong 610 TAAGO, deV TOPATNPNONKE CLGYETION UETAED TNG VEQPIKNG AELTOVPYinG Kot TNG
ovotnpatikng £kBeong ot Baicaptdvn.

Hrazikn dvalerrovpyio,

TToA0 mepropiopéva KAVIKE dedopéva etvat S1aBEGILa GYETIKA LLE TN XOPYNON TNG AUAOIITIVIG OF
aoBevelg pe nrotikn dvoierrovpyio. Ot acBeveig e NaTiKn dvGAEITOLPYIR TOPOVSIALOVY HELOIEVN
Kk@Bapon g aprodimivig pe cuvenakodiovdn avénon g AUC katd 40-60% mepinov. Katd péco
0po, o€ acbeveig e Mo Eog pétprog Papvtntag xpovia Nrotiky voco 1 ékbeor (uetpnbeioca pe Tiuég
AUC) o Barcaptdvn ivar 00 popég PeyaAdTePN 0o LT TOV VYLDV eBeElovTDOV (Le
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YOPAKTNPLOTIKE EE0LOIMUEVO MG TTPOC TNV NAIKIN, TO GUAO Kl TO c®UATIKO Bapog). [Ipénet va diveTon
npocoyn o€ aobeveic pe nmatikn voco (PA. mapdypago 4.2).

5.3 Ipoxiwvikd dgdopéva Y10 TNV 06QAAELN

Aprodurivn/Borlcoptdvn

Ot avemBOuntes avTdpaoelg pe mhoavi KMVIKT GNUacio Tov KaToypaenkay o€ HeAETES pe (da NTav
01 TOPUKATO:

IotomtaBoroyikd onpeio PAEYHOVIAG TOV AOEVIKOD 1GTOD TOV GTOUOYOV TApOTNPHONKAY GE ApCEVIKODS
apovpaiovg o ékBeon 1,9 (Baioaptdvn) kat 2,6 (apAodimivn) opég TEPITOV TIC KAVIKES SOCELS TV
160 mg Baicaptdvns kot 10 mg aprodurivng. Xe vynAdtepeg ekBéoelc, vanpe eEéAkmaon Kot
SuiPpmaon Tov PAEVVOYOVOL TOL GTOUEAYOL Kot GTOVG ONAVKOVG Kot 6ToVG apoevikovs. [lapdpoteg
aAroldoELg TopatnpnOnKay Kot oty opdda tng povobepamneing Baisaptavng (EkBeon 8,5-11,0 popég
v KAk 6001 tov 160 mg Bakcaptdvng).

AvEnuévn enintoon kot fapduTnTo VEPPIKNG COANVAPLOKNAG Baceo@Aiag/vaAivoong, S106TOAG Kot
TaPoLGiag KVAIVOp@V KaBMG Kot SIAUESTS AEUPOKVTTAPIKNG PAEYLOVIAG KOl DIEPTPOPIOG TOV
appinv Tov pécov yrtmva Bpédnkav oe éxbeon 8-13 (Baioaptdvn) kot 7-8 (aprodumivn) opég Tig
KAvikég 80oelg Tov 160 mg Barcaptavng kot 10 mg aprodurivng. [apdpoteg aAroidoelg
mapoTnpROnKay oty opdda g povobepaneiog farcaptdvng (xbeon 8,5-11,0 popéc v KAvIKN
doo1 tov 160 mg Bodcoaptdvng).

e o peAétn euPpuikng avamTuENG o€ 0poLPAIoVS, KATUYPAPN KOV VYNAES EMATOGCELS SIECTOAUEVOV
oVPNTHPOV, SUGTAUCTIKOV GTOYEIMV TOL GTEPVOL KOl LT OGTEMUEVOV QOANYYDV UTPOGTIVOD TG00
o€ ekBéoeic mepinov 12 (Baroaptdvn) kot 10 (aprodimivn) eopés Tig KMvikég docels tv 160 mg
Baicaptavng kot tov 10 mg aprodurivng. AleGTAAUEVOL OLPNTHPEG TOPATPNONKOY ETiong 6TV
ouada g povobepaneiog Paroaptdvng (éxbeom 12 popéc v KAvikn d6on Tov 160 mg
Barcaptavng). Xt cuYKEKPIUEVN HEAETT KaTaypAeNKay uoOvVo pETPLag Papvtntog evoei&elg
to&wdtnTag g untépag (Létpra peimon tov copatikod Bapovg). To enimedo pn mapatipnong
ATOTELEGLATOG, OGOV APOPd OTIG EMOPACELG GTNV avAnTLEN, TapATPNONKE o8 TPITAdGLN
(Bokoaptavn) kot tetpaniacia (aprodimivn) g khvikng éxbeong (Baoet g AUC).

Ocov apopd oTig pepovapéveg ovaieg dev vinp&av evdei&elg petarlo&loyovov dpaong, d1aemacng
TOV YOVISI®V 1] KOpKIVoyovov dpdong.

Aplodurivn

Avomapoywyikn tolixoloyia

Y& HEAETEG aVamUPOY®OYNG LE EMIUVES Kol WOEC, UETE amd yopTynon 06cewv mepimov 50 popég
UEYOADTEPEC OO TN PEYIOTH GLVICTMUEVT 00GOA0YI0 Yio TOVG avOpdmovg, facilouevol oe mg/kg,
mapoTnpOnkay kabvotépnon TokeTon, ovEnpévn SLIPKELD TOKETOD Kot LELOUEVT EMPIMOT] TOL
guPpvov Kot Tov VEOyVoD.

Avalertovpyia yoviuotnrac

Agv vipée enidpacn oTn YOVHOTNTA TV apovpainy Tov Erafav aprodmivn (To apoevikd yio

64 nuépec ko ta IAvka yio 14 nuépeg mpv 1o Levyapmua) oe docelg puéypt ko 10 mg/kg/muépa

(8 Qopéc™ peyadnTepn TG PEYIOTNG GLUVIGTONEVNC 800N S oTov AvBpwro Twv 10 mg, Pdcel mg/m?). Xe
pio GAAN peAétn og apovpaiovg Katd TNV omoia ota apoevikd yopnynOnke amlodipine besilate yio

30 nuépeg o€ 060N cuykpioun pe v avOpdmivn door Pdoet mg/kg, mapatnpnOnke peioon g
BvA0K0-01EYEPTIKNG OPLOVIG KO TG TEGTOGTEPOVIG GTO TAAGLO KOOMDE KOl LELWOELG OTNV TUKVOTNTO
TOV GTEPUOTOG KO GTOV aplOUd TNG MPUNG CTEPUOTIONG Kot TV KVTTApwV Sertoli.

20



Koprrvoyéveon, ustalrolioyévean

Agv vpyav evieilels KapKivoyéveong e apovpaiovg kat movtikia 6mov d60nKe 611 dlatd Tovg
apAOSTiVI Yol dVO XPOVIO GE GUYKEVTIPMGELS OV VITOAOYILETOL OTL AVTIGTOLYOVV GE NUEPTIGL dOCT)
0,5, 1,25 xon 2,5 mg/kg. H vynidtepn 6001 (Yo TOVG TOVTIIKOVG, OLOLOL KO Y10 TOVG 0povpaiovg dvo
POPEC* PEYOADTEPT TNG UEYIGTNG CUVIGTOUEVNG KAMVIKAG d0ong Tov 10 mg Bdoet mg/m?) oy kovtd
TN LEYLOTY OVEKT] SOOT Y10l TOVG TOVTIKOVG, AAAA Gyl Y10 TOLG APOVPAiOVG.

Meléteg petarra&loyéveoncs dev £0e1Eav ETOPAGELS TOV POPLAKOV GTA YOVidla 1] 6TO EMIMESO TV
YPOLOCOUATOV.

* Me Baon 1o Bapog acBevovg ico pe 50 kg.

BoAcaptdavn

Ta pn KAvikd dedopéva dev amokaAvTTovy 11aitepo Kivduvo yia tov dvBpmmo pe Paon Tig
oLUPOTIKEG LEAETES PUPLOKOAOYIKNG ACPAAELNG, TOEIKOTNTOG EMOVAAAUPOVOUEVOV dOGEDV,
YovoTOEIKOTNTAG, EVOEXOUEVNS KAPKIVOYOVOL dpaons, TOEIKOTNTAG GTIV AVOTOPAY®YIKN IKOVOTNTO
KoL avATTUED.

e apovpaiovg, unTpiké Toékég 60oelg (600 mg/kg/muépa) KoTd TIC TEAEVTAIEG NUEPES TNG KONONG
Kol KaTd T YoAovyio odynoay o€ ukpotepn enPicnon, youniotepn avénon Bapovg kot
kaBvotepnpévn avantoén (amokOAANGY TOL TTEPVYIOL TOV MTOG KO TOL E£® AKOLGTIKOV TOPOV) TV
amoyovav (PA. mapdypaeo 4.6). Ot docelg avtég oe apovpaiovg (600 mg/kgmuépa) ivar mepimov

18 popéc n péyiotn cvvictdpevn ovOpdmivn d6on g Bdon mg/m? (ot voloyicpol Bewpodv wg
dedopévn i amd Tov oTopatog doom tv 320 mg/Mmuépa kot acbevi 60-KIA®V).

e un KMVIKEG MEAETEC Y10, TNV ao@AAELn, VYNAEG 00Gelg Parcaptdvng (200 émg 600 mg/kg
COUOTIKOD BAPOVE) TPOKAALECHY GTOVG OPOVPOIOVE UEIMOT] TOV TUPAUETPOV TOV KVTTAPOV TV
epLBpOV apocearpinv (epubpordtropa, AHocEULPivn, AUATOKPITNG) Kol EVOEIEN HETABOADY OTN
VEQPIKT atpodvvapkn (EAagpd avénuévn ovpio aldTOV TOL AIATOC, VIEPTAAGIN TOV VEQPIKMDY
coAnvapiov kot faceo@iiia o appeveg). Ot 866elg antéc o apovpaiovg (20 £mg 600 mg/kg/muépa)
gtvan epinov 6 kar 18 popéc N uéyiot cuvictdpevn avBpdnivn d6on o Paon mg/m? (ot
vroloyiopoi Bempov wg dedopévn o amd Tov oTopatog 60om tv 320 mg/Mmuépa kot acbevn 60-
KIL®V).

Y& 0pKTOUVG O€ GLYKPIoLES OOGELS, Ol LETAPOAEG NTAV TAPOUOLIEG OV Kol GOPUPOTEPES, 1OAITEPA OTA
veppd, 0ToL ot petaPoréc eEeiyniay oe vepporabdeia, cupmephappavouévng avénuévng ovpiog
aldTOL aipaTog Ko KpeaTvivng.

Yreptpo@ia TV TOPUCTEPALNTIKGOV KVTTAp®V Tapatnpnnke eniong Kat oto 300 &idn {dwv. Oieg ot
uetaforéc Bewpnnke 6T TPOKANONKAV 0O TN PAPUAKOAOYIKT dpdor TN Balcaptdyng, Tov
TpoKaAel TapateTapévn LTOTACT, 1O10iTEPE GTOVG APKTOUVES. o BepamevTikég 06oe1C PaAcapTavng
oToV AvOp®MO, 1 VITEPTPOPIN T®V TUPUCTEPAUATIKOV KUTTAPWOV O POIVETOL VAL £XEL KOO GYETIKY
onuocio.

6. DAPMAKEYTIKEX IAHPO®OPIEX

6.1 Kaotaloyog ekddymv

Exforge 5 mg/80 mg smkaivupuéva pe Aertd vuévio dickio,

Tlvpnvac tov diokiov

Kvutropivn ukpokpuotaAlki
KpoomoBidovn (thmov A)

Avodpo KOALOEWES TVPITiOV 0EEId10
Moayviolo oTeaTIKo
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Emixaloyn

YrpoueAloln, €idog vrokatdotaong 2910 (3mPa.s)
Tiraviov d10&eido (E171)

Z1dmpov o&eido, kitpwvo (E172)
IToAvarBvievoyivkdin 4000

TaAxng

Exforge 5 mg/160 mg smkoalvpupévo pe Aertd vuévio dokia

Lvpnvog tov diokiov

Kvttapivn pikpokpuotaiiikn
Kpoomofidovn (tomov A)

Avodpo KOALOEWES TVpLTion 0EEId10
Maoyviclo oteatikod

Emixaloyn

YrpopeAloln, eidog vrokardotaong 2910 (3mPa.s)
Tiraviov d10&gido (E171)

Z10npov o&eido, kitpvo (E172)
IMoAvaBvievoyivkoin 4000

TéAxng

Exforge 10 mg/160 mg smukaioupévo pe Aemtd VUEVIO SIGKIN

Tvprnvac tov dioxiov

Kvttapivn MikpokpuoTadiiky
KpoomoBiodvn (tomov A)

Avodpo KOALOEWOESG TVpLTioV 0EEID10
Moyviiolo oTeatikd

Emixdioyn

YrpopeAloln, eidog vrokatdotaong 2910 (3mPa.s)
Tiraviov o10&eido (E171)

Z1dnpov o&eido, kitpwvo (E172)

Z10mpov o&eidro, epubpod (E172)
IMoAvaBvievoyivkoin 4000

TaAxng

6.2 AocvupatoétnTeg

Agv gpapuodletat.

6.3 Awdpkera Long

3 ypévi0.

6.4 Iowitepeg Tpo@LAGEELS KOTE TN POAAEN TOV TPOiIdVTOG

Mn gpuAdooete og Ogppokpacio peyarvtepn tov 30°C.

DvAdcoete GTNV APYIKN CLOKEVAGIO Y10l VO TPOGTATEVETOL OO TNV VYPACIA.
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6.5 @von Kal GLGTATIKA TOV TEPLEKTT

Yvokevacieg koyéing PVC/PVDC. Mia cuckevacio koywédng mepiéyel 7, 10 1§ 14 emkodoppéva pe
AETTO LUEVIO dloKia.

Meyébn cvokevaciag: 7, 14, 28, 30, 56, 90, 98 1 280 emucoivppéva pe Aentd vuévio diokia kot
ToALOTAEG cuokevacieg mov epiEyovv 280 (4x70 1 20x14) emkaivppéva pe AemTod LUEVIO doKia.
PVC/PVDC didtpnro blister, povddmv 66ons. Mia cuokevacio koyéing tepiéyet 7, 10 1

14 emaAivppéva pe Aemto vpévio dlokia.

Meyébn cvokevaociag: 56, 98 1 280 emcoivppévo e Aemtd vEVIO diokid.

Mmropei va pmv KuKAOQOpovV OLEG 0L GUOKEVAGIES.

6.6 Iowitepeg TPOPLAGEELS UTOPPLYNGS KOL GALOG YEWPLGNOG

Koapia e1dkn vroypéwon.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

8. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

Exforge 5 mg/80 mg smuxaivupuéva pe Aemtd vuévio dickio,

EU/1/06/370/001
EU/1/06/370/002
EU/1/06/370/003
EU/1/06/370/004
EU/1/06/370/005
EU/1/06/370/006
EU/1/06/370/007
EU/1/06/370/008
EU/1/06/370/025
EU/1/06/370/026
EU/1/06/370/027
EU/1/06/370/034
EU/1/06/370/037
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Exforge 5 mg/160 mg smkoivuuéva pe Aertd vuévio diokia

EU/1/06/370/009
EU/1/06/370/010
EU/1/06/370/011
EU/1/06/370/012
EU/1/06/370/013
EU/1/06/370/014
EU/1/06/370/015
EU/1/06/370/016
EU/1/06/370/028
EU/1/06/370/029
EU/1/06/370/030
EU/1/06/370/035
EU/1/06/370/038

Exforge 10 mg/160 mg smkaioupdvo pe Aemtd vpévio diokia,

EU/1/06/370/017
EU/1/06/370/018
EU/1/06/370/019
EU/1/06/370/020
EU/1/06/370/021
EU/1/06/370/022
EU/1/06/370/023
EU/1/06/370/024
EU/1/06/370/031
EU/1/06/370/032
EU/1/06/370/033
EU/1/06/370/036
EU/1/06/370/039

9. HMEPOMHNIA ITPQTHX EF'KPIZHX/ANANEQXHY THX AAEIAX
Huepounvia mpong £ykpiong: 17 Iavovapiov 2007
Huepounvia televtaiog avavémong: 22 Noguppiov 2011

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANpoeopieg Yio T0 TapdV POPUUKEVTIKO TPOIOV ivor S1BEGILES GTOV SIKTLOKO TOTO
tov Evpomnaikov Opyoviopod Gapudkov: http:/www.ema.europa.eu.
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ITAPAPTHMA 11

HHAPAXKEYAXTHX(EX) YHEY®OYNOX(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IEPIOPIXMOI XXETIKA ME TH ATAOEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AIIOTEAEZMATIKH XPHXZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHX(EYX) YIIEYOYNOX(OI) I'TA THN
AIIOAEXMEYZXH TQN ITAPTIAQN

‘Ovouoa kot d1evfvven tov(tev) TopackevaoTN(@V) Tov givor vTedOuvoc(ot) yio TV OTOdOEGLELCT) TOV
ToPTIdV

Novartis Farma S.p.A.

Via Provinciale Schito 131
80058 Torre Annunziata (NA)
ItoAia

Novartis Farmacéutica S.A.

Gran Via de les Corts Catalanes, 764
08013 Bapkehdvn

Iomavio

Novartis Pharma GmbH

Sophie-Germain-Strasse 10

90443 Nvpeppépyn

Teppoavia

270 £VTUTTO UALO 0JNYLDV XPNOTG TOV PAPHLOKEVLTIKOD TPOIOVTOG TPETEL VO OVALYPAQETOL TO OVOLLOL
Kol 1 d1ev¥BvvoT Tov TAPUCKELAGTH TTOV gival VITEHOLVOG Y10 TNV ATOOEGUEVGT] TNG CYETIKNG TAPTIOAG.

B. OPOI'H HEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH

DopHaKeLTIKO TPOTIOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GLUVTOYT.

' AAAOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX

. Ex0¢ce1g meprookng mapaxorovdnong s acedreras (PSURS)

Ot anmortioelg yio v vroPoirn towv PSURS yuo 10 gv Adym @apuokevtiko mtpoiov opilovtal 6tov
KatdAoyo pe T npepounvieg avagopds g Evoong (katdroyog EURD) nov mapatifeton otnv

Tapdypoeo 7, Tov dpbpov 107y, tng odnyiag 2001/83/EK kot kdOe emakdlovdng emkorponoinong
OT®G OMLLOCIEVETAL GTIV EVPAOTOTKT SUKTLAKT TOAT Y10l TO POPLLOKOL.

A.  OPOI'H HEPIOPIZMOI XXETIKA ME THN AX®AAH KAI AHIOTEAEEMATIKH
XPHZIH TOY ®APMAKEYTIKOY ITPOIONTOX

Agv gpapuodletat.
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IHAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Exforge 5 mg/80 mg emucoloppéva pe Aemtd vuévio dokia
aprodutivy/Parcaptdvn

2.

YYNOEXIH XE APAXTIKH(EX) OYZIA(EX)

Kdabe diokio mepiéyet 5 mg aprodimivny (og aprodurivn fecvikn) kot 80 mg Barcaptdvn.

| 3.

KATAAOI'OX EKAOXQN

| 4.

OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vuévio diokio

7 emMKAAVUUEVA LE AETTO DUEVIO dloKia

14 emkoAvppéva pe AeTTO LUEVIO dloKio

28 eMKOAVUUEVO UE AETTTO DUEVIO OIGKIO

30 emkoAvppEVO PE AETTTO DUEVIO OloKiO

56 gmiKoAvppEVO e AETTO DUEVIO OLoKI0L

90 emkaALUUEVOL PE AETTTO DUEVIO O1GKIO

98 emkaAvUUEVL PE AETTTO DUEVIO O1GKIO

280 emucodvppéva pe Aemtd vEVIo dlokia

56x1 emkodvppévo pe Aemtd vuévio diokio (LovAdwmY 6061C)
98x1 emkalvppéva pe Aemto vuévio d1okio (LovAdwmv 6061C)
280x1 emucodvppéva pe Aemtd vpévio dtokia (LOVAd®Y S00TG)

| 5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpaote 10 PUALO 0INYIOV ¥PNOTG TPV OO TN XPTOT.
Amo6 otopaTOC YpNO.

6.

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

Na euldocoetal o€ 0éom, TV onoia dev PAETOVY Kt dgv TPpooeyyilovv Ta Taldld.

7.

AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EYX)
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8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn gpuAidoocete og Beppokpacio peyardtepn tov 30°C.
DuAdooete GTNV APYIKN CLOKEVAGIN Y10l VO TPOGTATEVETOAL OO TV VYPAGIaL.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHHOAEIMMATQON IIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavédia

12. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/06/370/001 7 emucoloppévo pe Aemtd VEVIO dtokio

EU/1/06/370/002 14 emkaAvppéva pe AETTO DUEVIO O1GKI

EU/1/06/370/003 28 emkaALUPEVO LE AETTO VUEVIO dloKia

EU/1/06/370/004 30 emkoivppéva pe AeTTO VUEVIO dloKia

EU/1/06/370/005 56 emkaAvpupéVe pe AETTO DUEVIO O1oKiaL

EU/1/06/370/006 90 emkaAvpupévo pe AETTO DUEVIO O1oKIa

EU/1/06/370/007 98 emkalvppéva pe AenTO VUEVIO dloKia

EU/1/06/370/008 280 emikoAvppEVE e AETTO DUEVIO dLoKia

EU/1/06/370/025 56x1 emkaivppéva pe Aemto vuévio dlokio (Lovadwy 6061C)
EU/1/06/370/026 98x1 emkaivppéva pe Aemtd vuévio dlokio (Lovadwy 666mC)
EU/1/06/370/027 280x1 emkoivppévo pe Aertd vuévio dtokia (Lovadmv 600mg)

13. APIOMOZX ITAPTIAAX

MMoptida

14. TENIKH KATATAEZEH I'TA TH AIAGEXH

DopHoKeLTIKO TPOTIOV Y10 TO OTOI0 ATOLTEITOL LOTPIKT] GLVTOYT.

15. OAHI'IEX XPHXHX
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16. IAHPO®OPIEX XE BRAILLE

Exforge 5 mg/80 mg

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

A6d1d0T0ToC YPoUL®TOHg KddKaS (2D) mov pépet tov TepAn@BEvTa LoVaSIKO avayvepLoTIKO KOOKO

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

PC
SN
NN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENAIAMEXO KOYTI I'TA IIOAAAIIAH XYXKEYAXIA (XQPIX BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Exforge 5 mg/80 mg emucoloppéva pe Aemtd vuévio dokia
aprodutivy/Parcaptdvn

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Kdabe diokio mepiéyet 5 mg aprodimivny (og aprodurivn fecvikn) kot 80 mg Barcaptdvn.

| 3.  KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vuévio diokio

70 gmkodvppévo e Aemtd vuévio diokia. Xtotyeio TOAAATANG cuokevaciog. No unv ToiodvTot
EexmwploTd.
14 emkaAvppéva pe Aemto vUEVIO dlokia. XTotyeio ToAAUTANG cLuokevaciag. No unv ToAodvToL
EexoploTd.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpaote 10 POALO 0INYIOV XPNOTG TPV OO TN XPTON).
Amo6 otopaTOC YpNO.

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

Na euidcoetal o€ 0éom, TV onoia dev PAETOVY Kt dev TPooeyyilovv Ta Taldld.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTNOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

AHEH
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdoocete og Beppokpacio peyardtepn tov 30°C.
DuAdooete GTNV APYLIKN CLOKEVAGIN Y10l VO TPOGTATEVETOAL OO TV VYPAGIaL.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH

XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavédia

12. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/06/370/034 280 emikodvppévo pe Aemto vpévio diokia (4x70)
EU/1/06/370/037 280 emikoAvppéva pe Aemtd vuévio diokia (20x14)

13. APIOMOX ITAPTIAAX

[oprtioa

14. TENIKH KATATAEH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. NAHPO®OPIEX XE BRAILLE

Exforge 5 mg/80 mg

KQAIKAX (2D)

17. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AIXAIAXTATOX TPAMMQTOX

TON ANOPQIIO

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI I'TA IOAAAIIAH XYXKEYAZXIA (IIEPIAAMBANEI BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Exforge 5 mg/80 mg emucoloppéva pe Aemtd vuévio dokia
aprodutivy/Parcaptdvn

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Kdabe diokio mepiéyet 5 mg aprodimivny (og aprodurivn fecvikn) kot 80 mg Barcaptdvn.

| 3.  KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vuévio diokio

[MoAramAn cvokevacio: 280 (4 kKovtid tv 70) emkaivppéva pe ATt LUEVIO diokia
[ToAhamAn cvokevacio: 280 (20 kovtid TV 14) emikoivppéva pe AeTTO VPEVIO SloKia

| 5.  TPOMNOX KAI OAOX(OI) XOPHTHZHE

Awpaote 10 PUALO 0INYIOV XPNOTG TPV OO TN XPTON.
Ao otouaTOC YpNON).

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

Na puidooetal o€ 0éon, TNV onoia dev PAETOLV Kot dev Tpooeyyilovy Ta madid.

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

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn gpuAdocete og Beppokpacio peyarvtepn tov 30°C.
DvAdooete 6NV APYIKN CLOKEVAGIO Y10l VO TPOGTATEVETOL OO TNV VYPACIA.
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10.

IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPI¥YH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11.

ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

IpAavdia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/06/370/034 280 gmkoivppéva e Aemtd vpévio dokia (4x70)
EU/1/06/370/037 280 emikoAvppévo pe Aemto vuévio diokia (20x14)
13. APIOMOZX ITAPTIAAX

[oprtioa

14. TENIKH KATATAZEH I'lA TH ATAGEXH

DopHaKeLTIKO TPOTIOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GUVTOYT.

| 15. OAHTIEX XPHIHE
| 16. TIAHPO®OPIEX XE BRAILLE
Exforge 5 mg/80 mg
17. MONAAIKOX ANATNQPIETIKOE KQAIKOX — AIFAIAZTATOX TPAMMQTOX

KQAIKAX (2D)

A160106T0TOC YPUUU®TOS KddKaS (2D) mov gépel Tov TEPIANPOEVTO LOVASTKO aVOyVOPIGTIKO KMOTKO.

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

PC

SN

NN
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

BLISTER

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Exforge 5 mg/80 mg emucoioppéva pe Aemtd vuévio dokia
aprodurivy/Barcaptivn

2. ONOMA KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AHZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Exforge 5 mg/160 mg emkaivppéva pe Aemntd vpévio diokio
aprodutivy/Parcaptdvn

2.

YYNOEXIH XE APAXTIKH(EX) OYZIA(EX)

Kdabe diokio mepiéyet S mg aprodinivny (og aprodurivn Becvikn]) ko 160 mg Baicaptdvn.

| 3.

KATAAOI'OX EKAOXQN

| 4.

OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vuévio diokio

7 emMKAAVUUEVA LE AETTO DUEVIO dloKia

14 emkoAvppéva pe AeTTO LUEVIO dloKio

28 eMKOAVUUEVO UE AETTTO DUEVIO OIGKIO

30 emkoAvppEVO PE AETTTO DUEVIO OloKiO

56 gmiKoAvppEVO e AETTO DUEVIO OLoKI0L

90 emkaALUUEVOL PE AETTTO DUEVIO O1GKIO

98 emkaAvUUEVL PE AETTTO DUEVIO O1GKIO

280 emucodvppéva pe Aemtd vEVIo dlokia

56x1 emkodvppévo pe Aemtd vuévio diokio (LovAdwmY 6061C)
98x1 emkalvppéva pe Aemto vuévio d1okio (LovAdwmv 6061C)
280x1 emucodvppéva pe Aemtd vpévio dtokia (LOVAd®Y S00TG)

| 5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpaote 10 PUALO 0INYIOV ¥PNOTG TPV OO TN XPTOT.
Amo6 otopaTOC YpNO.

6.

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

Na euldocoetal o€ 0éom, TV onoia dev PAETOVY Kt dgv TPpooeyyilovv Ta Taldld.

7.

AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EYX)
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8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn gpuAidoocete og Beppokpacio peyardtepn tov 30°C.
DuAdooete GTNV APYIKN CLOKEVAGIN Y10l VO TPOGTATEVETOAL OO TV VYPAGIaL.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHHOAEIMMATQON IIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavédia

12. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/06/370/009 7 emucoloppévo pe Aemtd VEVIO dtokio

EU/1/06/370/010 14 emkaAvppéva pe AETTO DUEVIO O1GKI

EU/1/06/370/011 28 emkaALUPEVO LE AETTO VUEVIO dloKia

EU/1/06/370/012 30 emkoivppéva pe AeTTO VUEVIO dloKia

EU/1/06/370/013 56 emkaAvpupéVe pe AETTO DUEVIO O1oKiaL

EU/1/06/370/014 90 emkaAvpupévo pe AETTO DUEVIO O1oKIa

EU/1/06/370/015 98 emkalvppéva pe AenTO VUEVIO dloKia

EU/1/06/370/016 280 emikoAvppEVE e AETTO DUEVIO dLoKia

EU/1/06/370/028 56x1 emkaivppéva pe Aemto vuévio dlokio (Lovadwy 6061C)
EU/1/06/370/029 98x1 emkaivppéva pe Aemtd vuévio dlokio (Lovadwy 666mC)
EU/1/06/370/030 280x1 emkoivppévo pe Aertd vuévio dtokia (Lovadmv 600mg)

13. APIOMOZX ITAPTIAAX

MMoptida

14. TENIKH KATATAEZEH I'TA TH AIAGEXH

DopHoKeLTIKO TPOTIOV Y10 TO OTOI0 ATOLTEITOL LOTPIKT] GLVTOYT.

15. OAHI'IEX XPHXHX
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16. IAHPO®OPIEX XE BRAILLE

Exforge 5 mg/160 mg

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

A160106T0TOG YPOUUU®TOS KddKaG (2D) mov pépel Tov TEPIANPOEVTO LOVOITIKO aVOyVOPIOTIKO KOOIKO

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

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENATIAMEXO KOYTII'TA ITIOAAAIIAH XYXKEYAXIA (XQPIX BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Exforge 5 mg/160 mg emkaivppéva pe Aemntd vpévio diokio
aprodutivy/Parcaptdvn

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Kdabe diokio mepiéyet S mg aprodinivny (og aprodurivn Becvikn]) ko 160 mg Baicaptdvn.

| 3.  KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vuévio diokio

70 gmkodvppévo e Aemtd vuévio diokia. Xtotyeio TOAAATANG cuokevaciog. No unv ToiodvTot
EexmwploTd.
14 emkaAvppéva pe Aemto vUEVIO dlokia. XTotyeio ToAAUTANG cLuokevaciag. No unv ToAodvToL
EexoploTd.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpaote 10 POALO 0INYIOV XPNOTG TPV OO TN XPTON).
Amo6 otopaTOC YpNO.

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

Na euidcoetal o€ 0éom, TV onoia dev PAETOVY Kt dev TPooeyyilovv Ta Taldld.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTNOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

AHEH
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdoocete og Beppokpacio peyardtepn tov 30°C.
DuAdooete GTNV APYLIKN CLOKEVAGIN Y10l VO TPOGTATEVETOAL OO TV VYPAGIaL.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH

XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavédia

12. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/06/370/035 280 emikodvppévo pe Aemto vpévio diokia (4x70)
EU/1/06/370/038 280 emikoAvppéva pe Aemtd vuévio diokia (20x14)

13. APIOMOX ITAPTIAAX

[oprtioa

14. TENIKH KATATAEH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. NAHPO®OPIEX XE BRAILLE

Exforge 5 mg/160 mg

KQAIKAX (2D)

17. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AIXAIAXTATOX TPAMMQTOX

TON ANOPQIIO

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI I'TA IOAAAIIAH XYXKEYAZXIA (IIEPIAAMBANEI BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Exforge 5 mg/160 mg emkaivppéva pe Aemntd vpévio diokio
aprodutivy/Parcaptdvn

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Kdabe diokio mepiéyet S mg aprodinivny (og aprodurivn Becvikn]) ko 160 mg Baicaptdvn.

| 3.  KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vuévio diokio

[MoAramAn cvokevacio: 280 (4 kKovtid tv 70) emkaivppéva pe ATt LUEVIO diokia
[ToAhamAn cvokevacio: 280 (20 kovtid TV 14) emikoivppéva pe AeTTO VPEVIO SloKia

| 5.  TPOMNOX KAI OAOX(OI) XOPHTHZHE

Awpaote 10 PUALO 0INYIOV XPNOTG TPV OO TN XPTON.
Ao otouaTOC YpNON).

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

Na puidooetal o€ 0éon, TNV onoia dev PAETOLV Kot dev Tpooeyyilovy Ta madid.

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

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn gpuAdocete og Beppokpacio peyarvtepn tov 30°C.
DvAdooete 6NV APYIKN CLOKEVAGIO Y10l VO TPOGTATEVETOL OO TNV VYPACIA.
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10.

IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPI¥YH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11.

ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

IpAavdia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/06/370/035 280 gmkoivppéva e Aemtd vpévio dokia (4x70)
EU/1/06/370/038 280 emikoAvppéva pe Aemtd vuévio diokia (20x14)
13. APIOMOZX ITAPTIAAX

[oprtioa

14. TENIKH KATATAZEH I'lA TH ATAGEXH

DopHaKeLTIKO TPOTIOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GUVTOYT.

| 15. OAHTIEX XPHIHE
| 16. TIAHPO®OPIEX XE BRAILLE
Exforge 5 mg/160 mg
17. MONAAIKOX ANATNQPIETIKOE KQAIKOX — AIFAIAZTATOX TPAMMQTOX

KQAIKAX (2D)

A160106T0TOC YPUUU®TOS KddKaS (2D) mov gépel Tov TEPIANPOEVTO LOVOSTKO aVOyVOPIGTIKO KOOKO

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

PC

SN

NN
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

BLISTER

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Exforge 5 mg/160 mg emkaivppéva pe Aemntd vpévio diokio
aprodutivy/Barcaptdvn

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Exforge 10 mg/160 mg gmxaivppéva pe Aemtd vpévio diokia
aprodutivy/Parcaptdvn

2.

YYNOEXIH XE APAXTIKH(EX) OYZIA(EX)

Kabe diokio mepiéyet 10 mg aprodurivn (wg aprodimivny Becviikn) kot 160 mg Boicaptivn.

| 3.

KATAAOI'OX EKAOXQN

| 4.

OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vuévio diokio

7 emMKAAVUUEVA LE AETTO DUEVIO dloKia

14 emkoAvppéva pe AeTTO LUEVIO dloKio

28 eMKOAVUUEVO UE AETTTO DUEVIO OIGKIO

30 emkoAvppEVO PE AETTTO DUEVIO OloKiO

56 gmiKoAvppEVO e AETTO DUEVIO OLoKI0L

90 emkaALUUEVOL PE AETTTO DUEVIO O1GKIO

98 emkaAvUUEVL PE AETTTO DUEVIO O1GKIO

280 emucodvppéva pe Aemtd vEVIo dlokia

56x1 emkodvppévo pe Aemtd vuévio diokio (LovAdwmY 6061C)
98x1 emkalvppéva pe Aemto vuévio d1okio (LovAdwmv 6061C)
280x1 emucodvppéva pe Aemtd vpévio dtokia (LOVAd®Y S00TG)

| 5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpaote 10 PUALO 0INYIOV ¥PNOTG TPV OO TN XPTOT.
Amo6 otopaTOC YpNO.

6.

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

Na euldocoetal o€ 0éom, TV onoia dev PAETOVY Kt dgv TPpooeyyilovv Ta Taldld.

7.

AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EYX)
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8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn gpuAidoocete og Beppokpacio peyardtepn tov 30°C.
DuAdooete GTNV APYIKN CLOKEVAGIN Y10l VO TPOGTATEVETOAL OO TV VYPAGIaL.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHHOAEIMMATQON IIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavédia

12. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/06/370/017 7 emucoloppévo pe Aemtd VEVIO dtokio

EU/1/06/370/018 14 emkaAvppéva pe AETTO DUEVIO O1GKI

EU/1/06/370/019 28 emkaALUPEVO LE AETTO VUEVIO dloKia

EU/1/06/370/020 30 emkoivppéva pe AeTTO VUEVIO dloKia

EU/1/06/370/021 56 emkaAvpupéVe pe AETTO DUEVIO O1oKiaL

EU/1/06/370/022 90 emkaAvpupévo pe AETTO DUEVIO O1oKIa

EU/1/06/370/023 98 emkalvppéva pe AenTO VUEVIO dloKia

EU/1/06/370/024 280 emikoAvppEVE e AETTO DUEVIO dLoKia

EU/1/06/370/031 56x1 emkaivppéva pe Aemto vuévio dlokio (Lovadwy 6061C)
EU/1/06/370/032 98x1 emkaivppéva pe Aemtd vuévio dlokio (Lovadwy 666mC)
EU/1/06/370/033 280x1 emkoivppévo pe Aertd vuévio dtokia (Lovadmv 600mg)

13. APIOMOZX ITAPTIAAX

MMoptida

14. TENIKH KATATAEZEH I'TA TH AIAGEXH

DopHoKeLTIKO TPOTIOV Y10 TO OTOI0 ATOLTEITOL LOTPIKT] GLVTOYT.

15. OAHI'IEX XPHXHX
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16. IAHPO®OPIEX XE BRAILLE

Exforge 10 mg/160 mg

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

A160106T0TOG YPOUUU®TOS KddKaG (2D) mov pépel Tov TEPIANPOEVTO LOVOITIKO aVOyVOPIOTIKO KOOIKO

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

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENATIAMEXO KOYTII'TA ITIOAAAIIAH XYXKEYAXIA (XQPIX BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Exforge 10 mg/160 mg gmxaivppéva pe Aemtd vpévio diokia
aprodutivy/Parcaptdvn

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Kabe diokio mepiéyet 10 mg aprodurivn (wg aprodimivny Becviikn) kot 160 mg Boicaptivn.

| 3.  KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emucaloppévo pe Aemto vuévio diokio

70 gmkodvppévo e Aemtd vuévio diokia. Xtotyeio TOAAATANG cuokevaciog. No unv ToiodvTot
EexmwploTd.
14 emkaAvppéva pe Aemto vUEVIO dlokia. XTotyeio ToAAUTANG cLuokevaciag. No unv ToAodvToL
EexoploTd.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpaote 10 PUALO 0INYIDV XpHoNg TPV amd TN YOPNYNOT.
Amo6 otopaTOC YpNO.

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

Na euidcoetal o€ 0éom, TV onoia dev PAETOVY Kt dev TPooeyyilovv Ta Taldld.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTNOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

AHEH
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdoocete og Beppokpacio peyardtepn tov 30°C.
DuAdooete GTNV APYLIKN CLOKEVAGIN Y10l VO TPOGTATEVETOAL OO TV VYPAGIaL.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH

XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavédia

12. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/06/370/036 280 emikodvppévo pe Aemto vpévio diokia (4x70)
EU/1/06/370/039 280 emikoAvppéva pe Aemtd vuévio diokia (20x14)

13. APIOMOX ITAPTIAAX

[oprtioa

14. TENIKH KATATAEH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. NAHPO®OPIEX XE BRAILLE

Exforge 10 mg/160 mg

KQAIKAX (2D)

17. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AIXAIAXTATOX TPAMMQTOX

TON ANOPQIIO

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI I'TA IOAAAIIAH XYXKEYAZXIA (IIEPIAAMBANEI BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Exforge 10 mg/160 mg gmxaivppéva pe Aemtd vpévio diokia
aprodutivy/Parcaptdvn

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Kabe diokio mepiéyet 10 mg aprodurivn (wg aprodimivny Becviikn) kot 160 mg Boicaptivn.

| 3.  KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emwcaloppéva pe Aemtd vuévio diokio

[MoAramAn cvokevacio: 280 (4 kKovtid tv 70) emkaivppéva pe ATt LUEVIO diokia
[ToAhamAn cvokevacio: 280 (20 kovtid TV 14) emikoivppéva pe AeTTO VPEVIO SloKia

| 5.  TPOMNOX KAI OAOX(OI) XOPHTHZHE

Awpaote 10 PUALO 0INYIOV XPNOTG TPV OO TN XPTON.
Ao otouaTOC YpNON).

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

Na puidooetal o€ 0éon, TNV onoia dev PAETOLV Kot dev Tpooeyyilovy Ta madid.

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

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn gpuAdocete og Beppokpacio peyarvtepn tov 30°C.
DvAdooete 6NV APYIKN CLOKEVAGIO Y10l VO TPOGTATEVETOL OO TNV VYPACIA.
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10.

IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPI¥YH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11.

ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

IpAavdia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/06/370/036 280 gmkoivppéva e Aemtd vpévio dokia (4x70)
EU/1/06/370/039 280 emikoAvppéva pe Aemtd vuévio diokia (20x14)
13. APIOMOZX ITAPTIAAX

[oprtioa

14. TENIKH KATATAZEH I'lA TH ATAGEXH

DopHaKeLTIKO TPOTIOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GUVTOYT.

| 15.

OAHTI'IEX XPHXHX

| 16.

ITAHPO®OPIEX XE BRAILLE

Exforge 10 mg/160 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160106T0TOC YPUUU®TOS KddKaS (2D) mov gépel Tov TEPIANPOEVTO LOVOSTKO aVoyVOPIOTIKO KOOKO.

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

PC

SN

NN
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

BLISTER

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Exforge 10 mg/160 enucoloppéva pe Aemtd vpévio diokia
aprodutivy/Barcaptdvn

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

S. AAAA ETOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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@vAro ooV ypiong: IIAnpogopics yra Tov ypriotn

Exforge 5 mg/80 mg emkoioppéva pe Aemtd vuévio diokia
Exforge 5 mg/160 mg emkaioppévo. pe Aentd vpuévio diokia
Exforge 10 mg/160 mg emuxaivoppéve pe Aemtd vpuévio diokio
aproduriviy/Baicaptdvn

Awpdote TPoceKTIKG 0AOKAN PO TO PVAAO 0ONYIAV YPTONG TPV 0PYIiCETE VO TAIPVETE AVTO TO
PappraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

DvrdEte avTo TO EOALO 0N YDV Yprone. Towg ypelactel va to dofdacete Eavda.

Edv éxete mepartépw amopieg, p@TNGTE TOV Y1OTPO 1] TOV PAPHOKOTOLO GOGC.

H cvvtayn v avtd to dppoko xopnynnke amokAeloTiKd Yo cog. Agv Tpémel va dMGETE TO
@apuako og GAAovg. Mmopel va Toug TpoKaAésel PAAPN, aKkOU Kot OTAV TO, CUUTTOUATO TG
acOévelog Tovg eivar id1a e ta S1kd oG,

Ed&v mapotnpricete Kdmoto avemBopuntn evépyela, EVIUEPMDGETE TOV YIATPO 1 TOV GUPUAKOTOLO
cag. Avtd 1oyvet kot yuo KGO mBovi avemBOUNTN EVEPYELD TTOV OEV OVAPEPETOL GTO TALPOV
@OALO 0OMY1DV Yprione. BAéme mapdypago 4.

T epréyel 1o Tapodv UAA0 00N YIOV:

A S

Tr etvon o Exforge ko mwoa etvat n ypnon tov

T mpénet va yvopilete npv mapete 1o Exforge

Ia¢ va mapete to Exforge

[MBavég avemBounteg evépyeteg

g va puidocoete to Exforge

[epreydpeva g cvokevaciog Kot AOmEC TANPoPopieg

Tu eivan To Exforge kot wora gival n yp1jon Tov

Ta diokio Exforge mepiéyovv 600 ovsieg mov ovoudlovratl aprodurivn kot faicaptavn. Kot ot 600
aVTéG ovaieg Ponbovv va eleyyBel VYA apTpLoKn TigoT.

H apAodutivn avikel oe pia opddo ovGLdv oV 0VOUALOVTOL «OVOCTOAEIG TV SLOAWMY
acPeotiovy. H aprodutivn epmodilel v €16000 ToV 06PECTION GTO TOTYWMUA TOV QHLOPOP®V
ayYEi®V, KOTL TOV OTOTPETEL T1 GUGTOAN TOV ULLOPOP®Y OYYEI®V.

H BoAcaptdvn avikel og pio opdon OLGLMY OV OVOUALOVTOL «AVTOYWOVIGTEG TMV VITOO0YEWDY
¢ ayyeloteveivng I». H ayyeotevoivn I mapdyetor amd Tov opyovicpo Kot TPOKAAEL T
GUGTOAN TOV QHOPOP®V ayYei®V, YeYyovog mTov avEavel Tnv aptnplakn wicon. H faicoptdvn
dpa avaotéAhovtag T dpdon g ayyelotevaivng 1L

Av16 onuaivel 6Tt Kot 01 300 aVTEC ovoieg fonfovv TNV ATOTPONH TG GVGTOANC TOV ALLOPOPDV
ayyeiov. Q¢ amoTéAECLA, TA AULOPOPA Ay YELD YOAAPOVOLY KOl 1] OPTNPLOKT TIECT] LELDOVETOL.

To Exforge ypnoyiomoteitar yio tn Ogpameio tng vVYNANG apTNPLOKNAG TLECTG G EVIAIKEC 1] OPTPLUKT)
mieon TV OmoiV deV EAEYYETAL EXOPKMG LLE TN LEPOVOUEVT ANy €ite aphodutivng gite PakcapTdvng.

2.

Tvpémer va yvopilete npwv wapete To Exforge

Mnyv napete To Exforge

o€ MePInT®ON aAlepyiag oTNV APAOSITIVI) 1] GE OTOLOVGONTOTE UMOKAEIGTEG TOV SLODAWDY
acPeotiov. Avtd pmopel va mepAapPavel eoayodpa, KOKKIVIGHO TOV 0EPUATOC 1} SUGKOMA GTIV
avamTvon.

o¢ mepintwon odiepyiog otn fodlcaptdvn 1| o€ 0TO10dNTOTE AALO GO TO GLGTOTIKA ALTOV TOL
Qapudrov (avapépovtol otny mapdypapo 6). Edv vopilete 6t pmopel va £xete adlepyioa,
ov{ntmote e Tov yuTpo cag mptv Tapete 1o Exforge.
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- o€ MEPIMT®ON ToL £YeTE cOPapd NTATIKA TPOPANLOTA 1) TPOPANUATA 5T YOAT OTTMG YOAKN
kippwon 1 yoAdcTOoM.

- o€ MEPIMTOOTN OV €l0TE TEPIOGHTEPO Ao 3 Unvav £ykvog. (Emiong etvat kaivtepo va
amopevyete to Exforge oto Eexivnpa g eykvposvvng, PA. mapdypago komon).

- o€ MEPIMTOON ToL £YETE WAITEPA YOUNAN apTNPloKy Tieor (vdTaon).

- o€ MEPIMTOON TOL £YETE GTEVOGT TNG A0PTIKNG PaAPidag (0opTikn 6TEVMGT) 1 KAPIIOYEVEG GOK
(o katdotaor 0mov 1 kapdid dev givar og BEon va mapéyetl apketd aipa 6To GAOL).

- 0€ MEPINTOGT TOL TAGYETE AMd KOPIOKN AVETAPKELD LETA OO pa KapdLKT TPOGPOAN).

- edv €xete draPrtn N droTopaypévn veppikn Agttovpyia kol AdpPAveTe ay@yn LE EVa GOPLOKO
OV PEUDVEL TNV OPTNPLOKT TECT KO TEPLEYEL AAMOKIPEVT).

Edv kdmowo amé ta mapondve wyvel yio e6dg, pnv napete to Exforge kan eviipepaoote 10 Y10tpo

coG.

IIposidomou|oelg kKo TPoPLAGEELG

AmevBuveite otov Yiatpod cog mpwv ndpete to Exforge:

- €dv glote appmatog (£eTo 1 diappotla).

- €4V €xeTe TPOPANLOTA UE TO HTTOP T) TOVE VEQPPOVG GUGC.

- €dv €yete vroPAnbei oe peTopudoyELON VEPPOL 1 EEPETE OTL £YETE GTEVMON VEPPIKNG apTNPiag.

- €4V TAoYETE AMO L0 VOGO TOV ETVEPPLOI®MV Kol OVOUALETOL «TTPOTOTAONG
VIEPAAOOGTEPOVIGUOCH.

- €4V TAoYETE A0 KAPOLOKT UVETAPKELD 1) EYETE VITOOTEL KOPOLOKT TPOSPOAT. AkoAovONoTE TIC
00MYiEC TOVL YITPOV GAG Yo TNV apykn 066m TpocekTiKd. O yraTpdg coc pnopel eniong va
EAEYYEL TN AEITOVPYIO TOV VEQPDOV GOG.

- €4V 0 YloTpOg Gog £XEL EVNUEPDTEL OTL £YETE GTEVMOON T®V PaAPidwv TG Kapdidg («OTEVMOON TNG
QOPTNG 1 TNG UITPOELOOVS») | OTL TO TTAYOG TOL PLOKOPOIOL Go¢ givar TaBoloyikd avénpévo
(ovoudletol «amoO@POKTIKN VIEPTPOPIKT] KAPIIOUVOTADELO»).

- e €xete TPNEO, 10101TEPA OTO TPOGMOTO KO TO AQLUO, EVA TAIPVETE GALL PAPLOKOL
(cvumep A aUPOVOUEVOV TMV OVOCTOAE®DY TOV UETATPERTIKOD EVIDUOV). AV £xeTe 0LTA TO,
CUUTTMOWNOTO, OTOUTNOTE va Taipvete To Exforge kot evnuepmote to yrotpd oag apéonc. Agv
npénel ot va Eavandpete To Exforge.

- €dv gppavioete kothakd dAyog, votia, £ueto N d1dppota petd ™ Aqyn tov Exforge. O yiatpdc
cag o amopacicsl oyetikd pe v tepattépm Bepameio. MV GTAPATCETE VA TOIPVETE TO
Exforge omd uévol cog.

- €4v Aappdvete, 0mol0dNTOTE OO TO TOPAKAT® PAPLUAKE, TTOL YPNCUOTO0VVTAL Y10, TN Oeparmeio
™G VYNANG apTpLakig migong:

- évav avootoréa MEA (yio mapddetypo evarampidn, Movompiln, papumpidn), diaitepa
edv €xete veppkd mpoPAnpata wov oyetilovtan pe doPnTn.
- oAoKipévn.

O wTpog coc pmopel va EAEYEEL TN VEPPIKN GOG AELTOVPYIM, TV APTNPLOKT GOG TEST KOl TNV
TOGOTNTO TOV NAEKTPOAVT®V (T.). KOAO) GTO Ci[L0l OO GE TUKTH OOOTILOTAL.

B\éne emiong mAnpoopiec oty Tapdypapo «Mnv mapete to Exforge».

Edv kGmoo a6 Ta Tapamave 16y vEL Y10 £64S, EVIIUEPADOTE TO YU TPO GO TPOTOV TAPETE TO
Exforge.

Hoowd xon £pnpor
H ypnon tov Exforge oe maudid ko epnPovg dev cuviotdton (MAikiog kdto Tovl8 eTdv).
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Alha @appoxa kol Exforge

Evnuepoote tov yratpd 1 Tov popLokomold 6ag eqv TOipVETE, £XETE TPOCOOTA TAPEL 1] LITOPEL VoL

mhpete dAla pappoka. O yloTpdg cog umopel va ypelactel va adAdEEL T dO6T GVTOV TV GAA®DY

QopUAK®V 1 Vo AAPel GALEC TPOPLAGEEIC. XE OPIGUEVEG TEPUTTMGELS UTOPEL VO, YPELOOTEL VO,

SlaKOWETE TN AYN KATOW0L amd autd to @éppaKa. AvTd 1oy0eL IOUTEPMS Y1t TO PAPLLOKO. TTOV

ToPaTOEVTOL TOPOKAT®:

- edv maipverte évav avactoréa MEA 1 olokipévn (BAéne emiong mAnpogopieg oty mTopdypopo
«Mnyv mapete 10 Exforge» xai «IIpogidonomoelg kot mpo@uAd&eis»),

- dovpnTiKa (évo €100¢ PUPUAKOD TOV AVEAVEL TNV TOGOTITO TV 0OVP®Y TOV TOPAYEL O
opyovicudg 6og),

- AlB10 (éva @appoko Tov ypnoyLonoleitat yio tn Oepaneio oplopEveV e10®V KaTAOAYNC),

- KOALOGUVTINPNTIKG SLOVPNTIKE, GUUTANPOUATO, KOAIOV, DTOKATACTATO, GANTOS TOV TEPLEXOVY
KéA0 Kot GAAES ovaieg Tov propet va avércovy Ta enineda Koiiov,

- GUYKEKPIUEVOG TOTTOG TOVGITOVMY TOV OVOUALOVTOL LT GTEPOEIDN CVTIQAEYUOVMOT] QAP UOKOL
(MZA®) 1 exhektikoi avaotoreic g kukhoo&uyevaons-2 (avactoreic COX-2). O yotpdg Gog
uropel emiong va eléyEel TNy Aettovpyio TOV VEQP®V GOG,

- AVTIETIANTTIKOVG TTopayovTeg (m.y kapPapalenivn, eavoBoapBrtdin, eowutoivn,
OOCPEULYLTOIVY, TPYUSOVY)),

- VIEPIKOV TO dtdTpnToV (BaAcaLd)0pTO),

- vitpoylvkepivn Kot dAlo vitpdom, 1| dAleg ovaieg Tov ovopalovTol «oyyEl0010GTAATIKAY,

- oappaxa wov ypnotpororovvtot yio to HIV/AIDS (m.y. prrovafipn, wtwvapipn, velowaBipn),

- oapuaka yuo T Bepomeio TV HUKNTIOCIK®OV AOUDEEDV (T.Y. KETOKOVALOAN, 1tpaKkovaloin),

- oappaka yio ™ Bepomeio tov Paktnplakdv Aopuméemv (6nwg ppapmikivn, epudpopvkivn,
KhopiBpopvkivn, TeMBpopvkivn),

- Bepamapiin, Sthtialépn (eappaka yio TNy kopold),

- ofaoctativn (eAPLOKO TOL YPNCUYLOTOLEITAL Y10l TOV EAEYYO TV VYNADY EMUTEWDV TG
XOANGTEPOANG),

- davTpoAévio (€£yyvomn yio coPapéc dtatapayés e Oepprokpaciog Tov GOUATOC),

- TAKPOMUOLS (YpMopomoteitar yio vo eAeyyOel 1 0voGOTOINTIKN TOKPICT| TOL OPYOVIGUOD GOG,
dtvovtog T duvatdTNTa 6TOV 0pYaVIGUO Gag va dexDel To peTapooyevévo dpyavo),

- QAPLLOKO TTOV YPTGLLOTOIOVVTOL Y10, TV TPOCTAGIN OO TV ATOPPIYT LOGYEVLATOG
(KvKAoomopivn).

To Exforge pe 1po@i] kot motéd

To ykp&umepouT Kot 0 YVUOS YKPETPPOLT eV Ba TPENEL VL KATUVAADVETOL 0O TOLG 0VOPDOTOVG TOL
naipvouv 1o Exforge. Avto cuuPaivel 110 10 YKPEMPPOLT KOl O YLUOG YKPEMPPOLT UTOPEL VoL
001 YNGEL G€ NG TOV EXITES®Y TNE OPAGTIKNG 0VGiag apAodimivig 6To aipa, T0 omoio 0dnyei o
anpoPArentn avénomn g avTTEPTAGIKNG Opdong Tov Exforge.

Kinon kot Oniaopog

Kinon

®a TpETEL VO, EVIUEPDGETE TO Y1TPO GaG eV vopilete 0Tt elote (1) umopel va peivete) £ykvoc.
Koavovikd o yiatpog oag 0o cog cuatiosl vo, otapatioste va naipvete Exforge mpwv peivete £yxvocm
ApECOS LOMG To udbete kat Oa cag cvoathosl va Tdpete AAAo eappako avti tov Exforge. To Exforge
dgV GLVIOTATOL GTO TPAOTO GTAJLO TNG EYKLUOCHVNG (TPOTOLG 3 UVES) Ko OeV TPEMEL Vo, AdpaveTan
€dv glote mePLocOTEPO 0o 3 UNVAOV £yKLOog, KaBmg pmopel vo tpokarécel coPapéc PAGPEC oTo Lmpod
GOG €AV YPNOULOTOLEITOL LETA TOV TPITO HNVO TNG EYKVLLOGUVT|G.

ONnAacpog
Evnuepmote tov yiatpd cog edv Onidalete 1 oxépteote va Eekvijoete Oniaoud. H apiodimivn €xet

Katadel el OTL TEPVAEL GTO UNTPIKO YOAN OE HKPEG TOocOTNTEG. Agv cuviotdtal to Exforge og
untépeg mov Onialovv. Edv embupeite va nidcete o yiatpog ocag Oa emaélel dAAn Oepaneia yio cag,
€101KA €AV TO LOPO Gag etvat veoyévvnto 1 £xet yevvnOel Tpodwpo.

ZnoTe TN GLUPOLAT TOV YLOTPOD 1] TOL POPUAKOTOLOD GOG TPV TAPETE OTOLOONTOTE PAPLLOKO.
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Oonynon ko EPLGROS PN avHdTOV

To @dppaxo ovtd propet va cog tpokarécet {aAn. Avtd pnopel va £xel enidpaoT 610 TOGO KAAL
umopeite va cuykevipmbeite. ‘Etot, edv dev giote Giyovpot yio 10 TmG anTo TO PApaKo Ba cog
EMNPEACEL, UMV 0ONYEiTE, UNV YPNOUYLOTOIEITE EPYAAELN ] UMV KAVETE AAAEG OPOGTNPLOTNTEG TTOV
YPEWALOVTOL GLYKEVTPMOT).

3. Hog va wapete To Exforge

[Tévtote va TaipveTE TO PAPIOKO AVTO AVGTNPE GOUPMOVO, LLE TIC 00T YIS TOVL Y1TpoL cog. Edv €xete
apPIPoAiEC, pPOTAGTE TOV YITPO 1) TOV QOPUOKOTOL0 Goc. Avtd Ba oag Bondncel va £yete ta kaAbTepa
ATOTELEGLLOTA KO VO LLEUDGETE TOV KIVOLVO TOPEVEPYELDV.

H ovvnOng d6om tov Exforge gival éva, diokio tnv nuépa.

- Eivar mpotipotepo va maipvete 1o ApLOKO cag TV 0o dpa kdbe nuépa.

- Noa maipvete ta diokia pe Eva, TOTHPL VEPO.

- Mmropeite va maipvete to Exforge pe 1 yopic poyntoé. Na unv naipvete to Exforge pe
YKPEMPOLT 1 YVUO YKPEWTPPOLT.

AvaLoya LE TO TOC avTOTOKPiveEsTE 6T Bepameia, 0 YOTPOC 6OG UTOPEL VO 0O TPOTEIVEL LYNAOTEPT
N xopmAdtepn doom.

Mnyv vrepPaivete tn 6001 OV GOg £xEL GLVTAYOYPUPNOEL.

Exforge koan nAixiopévor (nhikiog 65 eTdv Kol Gve)
O y1atpog oag Bo Tpénel va mpocéyel Kabe popd mov cag avédvel T doOom.

Edv éxete meplocOTEPEG EPOTNOELS GYETIKA LLE TN (PT|OT] AVTOV TOV PAPUAKOV, POTNOTE TOV Y1ATPO 1)
TOV QUPULOKOTOLO GOG.

Edv napete peyarvtepn 06on Exforge amé tnv kavovik

Edv mépete mopd moArd Swokia Exforge, 1| kdmotog dAlog mapet Ta diokia oag, cupfovievteite
apéomc Evav yiatpd. H meploceia vypdv Umopel va GuGGOPEVTEL GTOVG TVEDUOVES GOG (TTVELLLOVIKO
oidnua) TPoKaADVTUG SVGTVOLN OV Hmopel vo avartuyDel £mg kot 24-48 dpec petd ™ Aqyn.

Eav Egyaoete va mapete To Exforge

Edv Eeydoete va mhpete pio SOG1 0LTOV TOV QUPUAKOV, AVATANPMOGCTE TNV HOAC TO Buunbeite. Xt
GUVEYELD, TAPTE TNV EXOUEVN OO TN cuVNON dpa. Q6TdG0, E6v TANCLALEL 1| Dpa YioL TV EXOUEVN
d0om cag, unv ndpete tn 800m mov Topaieiyote. Mnv tapete SuTAn 000N Yo Vo, AVOTANPDOCETE TO
dwokio mov Egydoare.

Edv otapatiioete va naipvere to Exforge

H dwokom g Oepameiog pe 1o Exforge pmopel va yeipotepéyel v kotaotacn cag. Mnv
OTOOTICETE VA, TOIPVETE TO PAPLOKO GOG EKTOC EAV TO ATOPUGIGEL O YIUTPAC GG,
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4. IIBavég avemBOUNTES EVEPYELES

Onwg 6ha To eAppaKa, £TGL KOL GVTO TO QAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, OV
Kol 0gv Tapovolalovtal 6 GAOVG TOVE AVEPOTOLG,.

Opropéveg avemOounteg evépyeireg pwopovv va eivan cofapés ko yperdlerar aueon woTpikn
@povtiow:

Atyol acBevelg éxovv Tapovcldcel avtég TIc GoPapés avemBounteg evépyetes. Eav copfei kdmowo
0o To TOPUKATO, EVIUEPDOTE APECAOS TOV YIUTPO 0OG:

Zravieg (umopel va emnpedoovy uéxpt 1 ota 1.000 droua): AAAEPYIK ovTiOpACT UE CUUTTOUATH OTTMG
gpUONUO, KVMOUOG, TPNEWO TOL TPOGHOTOL, TV YEMMY 1 TNG YADCGCUS, SUGKOAMO KOTA TNV OVATVOT],
YOUNAT aptnplaky| wieon (tdon tpog Amobopia, Lain).

oo oravies (umopei vo, exnpeacovy uéypr 1 ota 10.000 droua): Evtepiko ayyglooionpa: oidnuo Tov
EVIEPOV UE GUUMTMUOTO OTMG KOWAKO AAYOC, VOUTio, EUETOG KOl SIpPOLa.

Alrec mOBavég avemBounteg evépyeteg Tov Exforge:

2oyveg (umopei vo, exnpeaoovy uéxpt 1 ora 10 aroua): I'pinn, BovAouévn potn, Enpog Aotpdg Kot
EVOYANGCT OTNV KOTATOGT), TOVOKEPOAOG, OIdN U TOV Bpayldvav, TOV UNp®V Kol KVIUOV, TOV
AGTPAYOA®V 1] TV TOdUDV, KOT®OoT], acBéveia (advvapia), epuBpdtra kot aicOnua Bepudtrag oto
TPOCHOTO /KO TO AQLUO.

Oyt ovyvég (umopet va emnpedoovy usypt 1 aro 100 droua): ZAaAn, vavtio Kol TOVOG GTIV KOWMA,
Enpootopia, vynAic, LOVSGUA 1] LUPUNYKIOGHO T XEPLX 1) ToL TOOLA, TAryYOS, TayvKapdia
nepthapfavouévne g aicOnong moipmv, {aAdda otav onkoveste 0pbiog, Priyac, didppota,
SVoKOIMOTNTA, OEPUATIKO EEAVONLUO, KOKKIVIOUO TOV OEPIATOC, O10TUN TV apHpdGE®V, TOVOG GTNV
AT, TOVOG OTIG ApOPDCELS.

2ravieg (umopel va emxnpedoovy uéxpt 1 ota 1.000 droua): Ayyos, fountod ota aptid (eUPoEg),
AmoBupio, amofoAn TEPICCOTEPOV OVP®V OO TO PLGIOAOYIKO, 1| EvTOVOTEPO aiicOnua 6T B€AeTE Vo
OVPNGETE, AVIKAVOTNTA EMITEVENG N SlTPNONG GTVOTG, oicOnua fapdTNTOC, YUUNAN APTNPIOKN
mieon pe cupmTOuaTe OTmG COAN, VIEpPOAKY EQidpwor, deppatikd eavOnpata g A0 cag TO GO,
KVNOUOG, LViKOG oTacOG.

Eév omowad1mote 06 0v1d 60g ennpedoel cofapd, EVIUEPDOGTE TOV YUTPO GG,

Avem@OunTeg evépyeies mov avaEpOnkav amé ™ pepovopivy Myn aprodimivic 1
Paicaptavng kot gite ogv mapatnpOnkav pe to Exforge | mapatnpiOnkav 6e vynidtepn
ovyvoTnTa amé 6, TL pe to Exforge:

Aplodumivn
ZopPovievTeiTe TO Y10TPO GOG AUECOS, EAV TUPOVGLAGETE OTOLUONTOTE OO TIS TUPUKATO TOAD

OTAVIES, GOPaPEG TOPEVEPYELES NETA TN Ay 0vTOD TOV QapudKovL:

- EapVvikdg cuptypds, Oopakikd ahyoc, SVGTVOLN 1) SVGKOALD GTNV AVOTVOT.

- Oidnua ota PAEpopa, 6T0 TPOGHOTO 1) GTA YEIAN.

- Oidnua ot YAOGG Kot 10 Aod Tov TPOKOAOLY Goopny SUGKOAIN GTIV OVATVON).

- Yofapéc depUOTIKEG AVTIOPACELS, GUUTEPIAAUPAVOUEVOVY TOV EENG: EVIOVO OEPLLOTIKO
gEavonua, kvidmon, epubpdTnTe. TOV FEPUATOS GE OAGKANPO TO GO0, GOPBAPOS KVIGUOC,
OAOKTOIVEG, OTOPOAOMOT Kot 01d1Lal TOL SEPHOTOC, PAEYLOVT TV PAEVVOYOV®V (GhVOpOLO
Stevens Johnson, to&ikn emdeppikn vekpoivoon) 1 GAAES OAAEPYIKES OVTIOPACELC.

- ‘Epepaypo tov pookapdiov, un uetoroyikog kapdlakdc puudc.

- dLeyuovi oT0 TAYKPENC, | 0ol Lopel vo TpokaAEcEL GoPapd KOIALOKO GAYOG KOl 0GQUAAYia,
GUVOOELOUEVT A0 £VTOVO OO Kakovying.
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"Exouvv avaeepbel o1 akdAovbec avemBounteg evépyeteg. EGv omotadnmote amd autéc 6o TPoKarEcel
TpofAnpata 1} €AV SlaPKOVV Y10 TEPLGGOTEPO amd Liio EBOOUAdA, TPEMEL VO EMKOVOVIGETE IE TO
Ytpd coc.

2oyveg (umopei vo, exnpeaoovy uéxpt 1 ota 10 aroua): Z6An, vtvniia, aicOnuo tolpomv (cuvaicOnon
TOV XTOTOV TNG KAPIIS GOG), £y, OIONLOL GTOVG AGTPAYAAOVS, KoMK GAyos, aicOnua
adtafeciog (vavtia).

Oyt ovyvég (umopet va ernpedoovy uéypt 1 oo 100 aroua): Metaoln didbeong, ayyos, katddiwym,
abmvia, Tpépovio, aAloimon g yebong, Amobupuia, anmdAiela TG aicOnong Tov TOVOL, ONTIKES
Swtapayéc, PAGPN g Opaocng, fountd oTa aTI, YOUNAY OPTNPLOKT THEST), PTEPVICUA/PIVIKY|
KaToppon AOY® PAEYUOVIG TOL PAEVVOYOVOL TNG HOTNG (pviTida), duomeyio, EUETOG, TPLYOTTMOOT),
aLENUEVN €QIOPMOT], KVNOUOG, OTOYPOUATIGUOC TOV OEPIATOC, SloTapayn TS 0OPNONG, ALENUEVN
avayKn o voyTEPIVY] 00pNGT|, GLYVOLPIE, AVIKAVOTNTO EMITELENG GTVONG, SOLGEOPIA 1 SOYKMOT TOV
HOGTAV 0TOVG AVOpES, TOVOG, aictnua kakovyiog, poodkyio, poikég Kpapmeg, avénon n ueiowon tov
COUOTIKOV Bapovg.

2ravieg (umopel va emnpecoovy uéxpt 1 ota 1.000 aroua): Xbyyoon.

Tlold oravies (umopel va emnpeacovy uéxpt 1 ota 10.000 droua): Meuwpévog aptBpog Aevkdv
ALLOCQUIPI®V, HEIDOT) TOV CUOTETAMMY TOV UTOPEL VoL 00N YNOEL GE AGVVHOIGTEG EKYVUDOEIC 1| O
€UKOAN TPOKANGT aupoppayios (KaTtasTpoet TV epudpmv apoceapinyv), avénuéva enitedo
GOKYAPOL 6TO aipa (VTepyAvKapia), oldNUa TV VAWMV, LETEMPIoUOS (YUOTPITION), LY PLUGIOAOYIKY|
NTATIKN AElTovpYia, AEYUOVT TOL YoTo¢ (NmaTitidw), Kitpiviopua Tov dépuatog (iktepog), avénon
TOV NIOTIKOV eVOOU®V TOV UTOPEL VoL EYEL ETTTOCELS GE OPIGUEVEG 1OTPIKEG eEETACELS, AVENUEVOG
LUiKOG TOVOG, PAEYLOVI] TOV OLLOPOP®V AyYEI®MV, GUVOOELOUEVT] GUYVEA ard deppoTikd eEAvOnpa,
omtogvaistneia, datapoyég mov cuvoVAlovy axouyia, TPOUO KAV dloTapayEs Kivnong.

BaAcoptdvn

Mpn yvwotés ( avyvotyto. dev umopei vo, extiunBet ue foon to drobéoiua dedouéva): Meiwon Tmv
£pLOPOV apocPapimY 6To aipa, TUPETOS, PEOIGUEVOC AaLOG 1] EAKT) 6TO GTOUN AOY® AoUDEEDY,
QLTONOTY cupoppayic 1 HEAGVIOGHA, VYNAG einedo KOAIOL GTO aijLo, U1 PUGLOAOYIKA ATOTEAEGLLOTOL
NROTIKOV £EETACEMV, LELMUEVT] VEPPIKT] AEITOLPYi Kol GOPapd LEl®UEVT VEPPIKN AtTovpYia, oidnua
Kupig 6T0 TPOGOMTO Kol 6TO Ao, PVIKOS TOVOG, EAVON UM, TOPPLPOKOKKIVEC KNAISES, TLPETOC,
QoyoOpa, GALEPYIKT OVTIOPACT], PUOUAIDEG GTO OEpua (oMueio HOG KOTAGTAONG TOV KOAEITOL
dePLOTITION TOUPOAVYDONG).

Edv eppoavicete K4mo1o ond o Tapandve, EVIUEPOGTE OUECHS TO YIUTPO GOC.

Ava@opd avemOOunTOV EvepyELOV

Edv mapotnprioete Kamoo avemBOUnTn evEPYEL, EVILEPMDOTE TOV YIOTPO 1) TOV PUPLOKOTOLO GO,
Av10 1oy0et Ko Yo kdOe mhavr avemBountn evépyela Tov OEV AVOPEPETAL GTO TOPAV PUALO 0ONYIDV
yphone. Mropeite emiong va avagépete avembounteg evépyeleg anevbeiag, Léocw Tov 0vikod
GLGTHILOTOG OVOPOPAS TTOL avaypapeTol 6to Tlapdptnua V. Méow tng avapopds avemdountwov
gVEPYELMV pmopeite va fondfoete 0T GLALOYN TEPICTOTEP®V TANPOPOPLAV CYETIKA LUE TNV ACPAAELD
TOV TTOPOVTOS POPUAKOV.

5. Iog va purdccete To Exforge

To @appoko ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kat Ogv TO POAVOLVY T TOdLAL.
Na pn ¥pMoLHOTOoLEiTE AVTO TO PAPLLOKO LETA TNV NUEPOUNVIO AENG TTOL AVOPEPETOL GTO KOVTL Ko
01N cvokevacio Kuyéing petd to AHEH/EXP. H nuepounvia Aéng etvar n tedevtaio nuépa tov
U1VO, TTOL OVOQEPETOL EKEL.

Mn gpuAdocete og Beppokpacio peyarvtepn tov 30°C.

DVAGGGETE GTNV OPYLKT] GLOKEVAGIO Y10l VO TPOCTATEVETOL OO TV VYPUGTaL.
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Mnv ypnoiponoieite onoladnmote cvokevasio Tov Exforge mov eivar kotestpoppévn 1 eppavitet
evoei&eic pbopd.

6. Iepreydpeva g cvokevAGiag Kol Aoutég TANpoPopies
Tvnegpréyer to Exforge

Exforge 5 mg/80 mg emxaivoppévae pe Aemtd vpévio diokia
O1 dpaotikég ovoieg tov Exforge givat n aprodimivn (og aprodurivn fecviikn) Kot 1 foicaptdvn.
Kabe diokio mepiéyet S mg aprodimivng kor 80 mg Parsaptdvng.

Ta GAAa GVGTOTIKA Elval KUTTOPIVI LIKPOKPVGTOAAKT, KPOGTOPOOV (THTTOV A), AVUIPO KOALOELDES
mopttiov o&gidlo, payviolo oteatikd, vVIpoueArloln (thmog vrokatdotacng 2910 (3 mPa.s)),
moAvaBuievoylukoin 4000, Tahkng, Titaviov dro&eido (E171), aidnpov o&eidio kitpvo (E172).

Exforge 5 mg/160 mg emxalvppévoe pe Lentod vpévio orokio
Ot dpaotikég ovoieg tov Exforge givor ) aprodimivny (og apiodutivn fecvikn) Kot 1 faicaptdvn.
Kdabe diokio mepiéyet S mg aprodimiving kou 160 mg Paicaptdvng.

Ta GAAa GVGTOTIKA Elval KUTTAPIVI LIKPOKPVGTOAAIKT, KPOGTOPOOV (THTTOV A), AVOIPO KOALOELDES
mopttiov 0&gidio, pLayviolo oTeatikd, vVpopueAloln (thmog vrokatdotaong 2910 (3 mPa.s)),
moAvoBuievoylukoin 4000, Tahkng, Titaviov dto&eido (E171), aidnpov o&eidio kitpvo (E172).

Exforge 10 mg/160 mg emuxaivoppéva pe Aemtd vpuévio diokia
O dpaoctikég ovoieg tov Exforge eivar ) aprodunivn (g aprodinivn Becvikn) Kot 1 Barkcaptdvn.
Kdbe diokio mepiéyet 10 mg aprodimivng kor 160 mg Boicaptdvng.

Ta GAAa cvoTaTiKd givat KUTTOPIVI LIKPOKPUGTOUAAKT, KPOSTOPdOV (THTOV A), AVudPO KOALOELDES
mopttiov 0&gidlo, payvnolo oteatikd, vpoueAloln (thnog vrokatdotacng 2910 (3 mPa.s)),
moAvoBuievoylukoin 4000, Tahkng, trtaviov dto&eido (E171), aidnpov o&eidio xitpvo (E172),
o1dnpov o&eidio epvbpd (E172).

Epeavien tov Exforge ko wepireyopeva g 6uokevaciog
Ta dwokia Exforge 5 mg/80 mg givol 6TpoyyvAd, 6kohpov KITPIVOL YPMOLUATOG KOl 0VOyPAPOLY
«NVR» ot pia mievpd kot «NV» otnv dAAn. Méyebog katd mpocéyyion: didpetpog 8.20 mm.

Ta dwokio Exforge 5 mg/160 mg eivar ®0€1d1], ckobpov Kitptvov ypduatog Kot avaypdeovy «NVR»
ot pia mievpd kot «k ECE» otnv dAAn. Méyebog katd mpocéyyion: 14.2 mm (unkog) x 5.7 mm
(mAdT0C).

Ta dwokio Exforge 10 mg/160 mg givol 0wog1dn, avolkTod KiTpvov ypduatog Kot avoypapovy «NVR
ot pia mievpd kol «UIC» oy dAAn. Méyebog katd mpocéyyion: 14.2 mm (unkog) x 5.7 mm
(mAdT0C).

To Exforge dwatifeton o€ cvokevacieg Tmv 7, 14, 28, 30, 56, 90, 98 1 280 Siokimv Kot 6€ TOAALOTAES
GLOKELOGIEG IOV aroTEAOVVTOL 0O 4 KOLTLd, ToL TO Kabéva mepiéyet 70 diokia, 1 20 KOLTIA, TOV TO
kaBéva epiéyet 14 diokia. Oleg o1 cvokevaoisg ivar dabéciueg oe amAd blister (koyéin). Ot
ovokevaoieg v 56, 98 kot 280 diokiwv dwutiBevion emmAéov og didtpnro blister, povédwv dd6onc.

Mmopei va, unv d1atifevtal OAEC 01 GUGKEVLAGIEC OT YDPU GOC.
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Karoyog Adsrog Kvkhogopiog
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

IpAavdia

Hopaokevaostiig

Novartis Farma S.p.A.

Via Provinciale Schito 131
80058 Torre Annunziata (NA)
Itoiia

Novartis Farmacéutica S.A.

Gran Via de les Corts Catalanes, 764

08013 Bapkehdvn
lomavia

Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 NvpeuPépyn
Teppavia

INo omoladnmote TANPOPOPIo. GYETIKG, LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKUAEIGTE VO
anevBouvbeite otov TomKO avTmpdowmo Tov Katdyov tng Adsiog Kuihopopiog:

Belgié/Belgique/Belgien
Novartis Pharma N.V.
Tél/Tel: +322 246 16 11

Bbarapus
Novartis Bulgaria EOOD
Ten.: +359 2 976 98 28

Ceska republika
Novartis s.r.o.
Tel: +420 225 775 111

Danmark
Novartis Healthcare A/S
TIf: +45 39 16 84 00

Deutschland
Novartis Pharma GmbH
Tel: +49 911 273 0

Eesti
SIA Novartis Baltics Eesti filiaal
Tel: +372 66 30 810

EArada
Novartis (Hellas) A.E.B.E.
TnA: +30 210281 17 12
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Lietuva
SIA Novartis Baltics Lietuvos filialas
Tel: +370 5269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +32 2246 16 11

Magyarorszag
Novartis Hungaria Kft.
Tel.: +36 1 457 65 00

Malta
Novartis Pharma Services Inc.
Tel: +356 2122 2872

Nederland
Novartis Pharma B.V.
Tel: +31 88 04 52 111

Norge
Novartis Norge AS
TIf: +47 23 05 20 00

Osterreich
Novartis Pharma GmbH
Tel: +43 1 86 6570



Espaiia Polska

Novartis Farmacéutica, S.A. Novartis Poland Sp. z o0.0.
Tel: +34 93 306 42 00 Tel.: +48 22 375 4888
France Portugal

Novartis Pharma S.A.S. Novartis Farma - Produtos Farmacéuticos, S.A.
Tél: +33 1 55 47 66 00 Tel: +351 21 000 8600
Hrvatska Romania

Novartis Hrvatska d.o.o. Novartis Pharma Services Romania SRL
Tel. +385 1 6274 220 Tel: +40 21 31299 01

Ireland Slovenija

Novartis Ireland Limited Novartis Pharma Services Inc.
Tel: +353 1260 12 55 Tel: +386 1 300 75 50

island Slovenska republika

Vistor hf. Novartis Slovakia s.r.o.

Simi: +354 535 7000 Tel: +421 2 5542 5439

Italia Suomi/Finland

Novartis Farma S.p.A. Novartis Finland Oy

Tel: +39 0296 54 1 Puh/Tel: +358 (0)10 6133 200
Kvnpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB

TnA: +357 22 690 690 Tel: +46 8 732 32 00

Latvija

SIA Novartis Baltics

Tel: +371 67 887 070

To wapdv @UAA0 00N YOV Yp1ioNS avaOe®P1)ONKe Y10 TEAELTUIN POPE OTIS

Addeg TNYEG TANPOPOPLOV
Aemtouepeic TANpoeopieg yia to appako avtd eivar dtabéoipeg 6to dikTvakd TOTo ToL Evpmmaikon
Opyaviopov @apudrmv: http:/www.ema.europa.eu
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