IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY PAPMAKEYTIKOY ITPOIONTOX
Amlodipine/Valsartan Mylan 5 mg/80 mg emkaAvppévo. pe Aentd vuévio diokia

Amlodipine/Valsartan Mylan 5 mg/160 mg exicoloppévo ue Aemtod vuévio diokia
Amlodipine/Valsartan Mylan 10 mg/160 mg emkolvppéva pe Aemtd vpévio diokio

2. ITOIOTIKH KAI TIOXOTIKH XYNOEXH

Amlodipine/Valsartan Mylan 5 mg/80 mg emikailvpupévo pe Aertd vuévio diokio

Kabe emkatoppévo pe Aemtd vpévio diokio mepiéyet 5 mg aprodurivng (og aprodimivn Becsvuiikn) Kot
80 mg Baicaptdvng.

Amlodipine/Valsartan Mylan 5 mg/160 mg emucalvppéva pe Aemtd vuévio dickio

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

Amlodipine/Valsartan Mylan 10 mg/160 mg emucolopuéva pe Aertd DUEVIO diokio

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

"o Tov mpn katdloyo v exdoywv, BA. Tapdypago 6.1.

3. DODAPMAKOTEXNIKH MOP®H
Emwcaioppévo pe Aemtod vuévio diokio

Amlodipine/Valsartan Mylan 5 mg/80 mg smuoivpuuéva pue Aemtd vuévio dickio

Avo1kto Kitpvo, 6TpoyyvAo, SlopuéTpov Tepimov 9 mm, aueikvpto, EMKAAVUUEVO e AETTO DUEVIO
dwokio pe yopaypéva ta «AV1» ot pia mievpd kot «M» otnv dAAn.

Amlodipine/Valsartan Mylan 5 mg/160 mg srucoAlvupévo pe Aentd vuévio Siokio.

Kitpwvo, moedég, mepimov 15,6 mm x 7,8 mm, apupikvpto ETKAAVUUEVO PE AETTO DUEVIO O1GKIO [E
yopayuéva ta «AV2y» ot pia mhevpd kot «My» oy GAAN.

Amlodipine/Valsartan Mylan 10 mg/160 mqg exucoloupéva pe Aentd vuévio diokia

Avokto Kapé, woedég, tepimov 15,6 mm X 7,8 mm, au@ikvpTto EXIKOAVUUEVO [E AETTO VUEVIO JIOKIO
pe yapaypéva to «AV3» ot pio mievpd kot «My» otnv GAAn

4, KAINIKEX ITAHPO®OPIEX

41 OgpomevTiKég evositelg

Bepomeio ™G W610madodc vVIEpTaoNC.

To Amlodipine/Valsartan Mylan evdgikvotal yia ypfion 6€ EVAAIKEG, TOV OTOI®V 1) OPTNPLOKT| TiEST
dev eAéyyetal enapKmG pe povobepameio aprodurivig 1 farcaptdvnc.



4.2  Aocoloyio Kol TPOTOG YOPNYNONS

Aocoloyia
H ovviotdpevn d6om tov Amlodipine/Valsartan Mylan givat éva dioxio thv nuépa.

Amlodipine/Valsartan Mylan 5 mg/80 mg erikailvupéva pe Aertd vuévio diokio

To Amlodipine/Valsartan Mylan 5 mg/80 mg umopei va. yopnynOei oe acbeveic tov onoiwv n
apTNPLOKY TTEST] OEV EAEYYETAL ETAPKMG Pe povobepameion 5 Mg aprodutivig 11 80 mg Parcaptdvng.

Amlodipine/Valsartan Mylan 5 mg/160 mg emwcalvppéva pe Aemtd vuévio dickio

To Amlodipine/Valsartan Mylan 5 mg/160 mg propei va yopnynbei og acbeveig tov onoinv N
apTNPLoKy o Ogv A&y eTAL ETAPKMOG Le povobepaneio 5 mg aprodimivingn 160 mg Borsaptdvng.

Amlodipine/Valsartan Mylan 10 mg/160 mg emucolopuéva pe Amtd DUEVIO dioKio

To Amlodipine/Valsartan Mylan 10 mg/160 mg umopei va yopnyn0ei oe acOeveic tov omoimv n
apTNPLoKy TTieoT ogv eAyyeTal ETapkmg pe povobepameio 10 mg aprodimivng 1 160 mg Barcaptdvng
N ne Amlodipine/Valsartan Mylan 5 mg/160 mg.

ZUVIGTATOL 1] TITAOTTOINGT) TG 0OOMNE TOV HEUOVOUEV®Y GUGTATIKOV TOV (ONAQdT], TNG GUAOSITIVIG Kol
g Poicaptdvng) Tpwv ) petdfocn oto otabepd cuvdvacud. Otav gvdeikvotal KAvikd, pmopet va
eEetaotel 10 evdgyopevo g anevbeiog petdpaong and ™ povobepaneio 610 GLVILAGUO GTadEPTg
doong.

I'a Adyovg gvkoliog, ot acBeveic mov Aapupdvovv Baioaptdvn Kot aprodurivn og Eeympiotd
drokio/koydkio propovv va Egkviicovv ) Afyn tov Amlodipine/Valsartan Mylan mov mepiéyet tig

300 aVTEG 0VGiEG OTIC 101EC SOOELS.

E1di1xoc tinBvouoc

Neoppixn dvolsitovpyia

Agv vapyovv dabéciua kKAvikd dedopéva yio a.oBeveic e coPapr VEQPIKT SLGAELTOLPYIC.
Agv amaiteiton tpomonoinon g 600G Yo Tovg acheveis pe N Eog PETPLo VEPPIKT SucAetTovpyia.
2V PETPLOL vEPPIKT] SUCAEITOVPYIO GLVIGTATOL EAEYYOG TV EMTESMV TOV KAAMOL Kot TNG KPEATVIVIG

TAOCUATOG.

Hronikn dvaleitovpyio

H apioduriviy/Badcaptavn avievdsikvotol oe acbeveic pe coPapn nratikn duciettovpyio (PA.
nopaypago 4.3).

Eogotdror n mpocoyn katd tn yopnynon aprodinivig/Parcaptdvne o acbeveic ue nrotikn
dvohertovpyio N amoPPAKTIKEC TAONOELS TV YoOANPOpwV (BA. Tapdypapo 4.4). e acbeveig pe Nmo
£m0¢ PETPLO NTOTIKT OVGAEITOLPYiO YWPIG YOAOGTUGT, 1] LEYIGTN CLVIGTMOMEVT dOoN glvan 80 Mg
Baicaptavne. H cuvictduevn docoloyia tng aprodumivng dev £xel axoun kabopiotel 6toug acbeveic
pe Mo £og PéTpla NroTikn dSvciettovpyia. Katd tnv adiayn tov eMAEEH®V VIEPTAGIKAOV acOevmdV
(BA. mapdypogo 4.1) pe nrotikn Svciertovpyia oe aprodimivny 1 aprodurivry/Borcaptdvn, Bo Tpémet
va ypnowomombei n youniotepn oabéciun od6on aprodurivig oe povobepameio 1 apAodimivng o€
cuvdvacud, avtictolyo.



Hlriouévor (nhikioc 65 ety koi avw)

2100¢ NAMKIOUEVOLG acbevels, amatteital mpocoyn 6tay av&avetal 1 docoroyio. Kotd v aAloyn tov
eMAEEILOV NMAKIOUEVOV VITEPTAGIKOV acBevav (BA. Tapdypoeo 4.1) oe aproduriviy 1
aprodurivy/Barcaptavn, Ba tpémetl va ypnoomomBei n yaunAidtepn Sabéciun 66om aprodimivng oe
povoBepaneio 1] opA0dITIVIIG GE GUVOLAGUO, OVTIGTOLYA.

Houdiozpioc tAnBvouoc

H aopddeia kot amotehecpatikdmra g aprodmivng/Paicaptdvng e mondid nAKiog KAT® Tov
18 etV dev Exovv akoua tekunpiwbei. Agv vadpyovv d1a0EcLo dedoUEVaL.

Tpomoc yopnynong

Amd o1épaTOG XPTION.
Yvviotdror n AMyn tov Amlodipine/Valsartan Mylan pe Aiyo vepd. Avtd to QappoKeLTIKO TPoidv
umopei va Anedel pe N yopig payntod.

4.3 Avtevositeag

o YrepevoioOnoio 611 OpacTIKEG OVGIEC, OTA TOPAYMYO TNG SOPOTVPLOIVIG 1} OE KATOL0 amd Ta
£K00Y 0 TTOV AVOPEPOVTOL TNV TTapdypapo 6.1.

o Yofapn nratikn Suvcieitovpyia, YOAKY Kippwon 1 YoAdGTOGT.

o H tavtoypovn ypnon tov Amlodipine/Valsartan Mylan pe pappokevtikd mpoiovta mov

TEPEXOLV OAOKIPEVT] avTEVOEiKVLTOL 08 aoBeVeig e cakyapddn dafntn 1 veepikn

dvchertovpyia (GFR <60 ml/min/1,73 m?) (BA. mapaypdpovg 4.5 kar 5.1).

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

Yofapn vrdtaom.

Yok (ocvumephapPavopévou Tov Kapdloyevohs GoK).

AmOPPoEN G 0600¢ EKPONG TNG APLOTEPAS KOTAMOAG (TT.). VTEPTPOPIKT OTOPPOUKTIKN

KapSLOULOTADELN Kl OPTIKT GTEVOGT] VYNAOL Babuov).

o Aoduvoutkd aotadn Kapolokr oveTapkelo LETA amd 0&D EUEPAYILO TOV HDOKAPSIoV.

4.4  E10ukég TPOELOOTOMGELS KOL TPOPVAAEEIS KAT TN (p1jon

H acpdlelo kot 1 amoTteAeGLOTIKOTNTO, TG AUAOSUTIVIG GE VIEPTUGIKT KPioT Oev EXEl TEKUNPLOOEL.

Kbnon

O1 Avtayoviotég tov Ynodoyéwv tng Ayyetotevaivng II (AY AlL) dev Ba mpémet va yopnyobvtor kotd
TN S1apKEL TNG KUMONG. 1€ TEPInT®MOn 7oL 1 cvvEyion ¢ Oepaneiog ue AY Al Oewpeiton avaykaio,
acOeveic mov oyedidlovv eykvpoovn Ba mpénet va, alAdEovy avTwmepTacikn Oepaneio e Kamol
GAAN M ool va £XEl AVUYVOPIGUEVO TPOQTA ACQAAEING VIO TV YPNOT TOV QOPUAKOL KATH TNV
Konomn. Edv damotmbel eykopocvvn, 1 Bepancia pe AYAll Bo tpénetl va dwokonel dpeco Kot G
amorteital, Oa wpénel vo, Eekivioet kdmota evailoktikn Oepaneio (BA. mapaypdeovg 4.3 kot 4.6).

Aocbeveic 1e VITOOYKOLLLIO KOV DTTOVOTPLOULLIO,

YoBapn vrdtacn mopatnpdnke oto 0,4% TV acbevav e un emmheyuévn vaEPTUcT TOL Ao
apAOITiV/ PalcapTavVn GE EAEYYOUEVEG E EIKOVIKO PAapUaKOo HEAETEC. T acbeveic pe
EVEPYOTOUMUEVO GUGTNHO PEVIVIG-0yYEOTEVGIVIG (OTTmG eivar o1 aoBeveic e petopévo OyKo Kaum
Vvatplo mov AapPavouy VYNAEG dOGEIS S1OVPNTIKMV) TOL AQUPAVOLY OVOICTOAELG TV VITOSOYEWDV TNG
AYYEIOTEVGIVIC, EVOEYETOL VO EUPAVICTEL GVUTTOUATIKN VEOTaoT. [Ipv amd ™ xoprynom g
aproduriving/Parcaptdvng cuvietdral n StopOmon av g TG KATAGTAGNC 1) 1] OTEVN 10TPIKT ETIPAEY™
Katd v évapén g Bepaneiog.



Edv sppoviotel vrdtacn amnd t Myn g aprodumivig/Parcaptavng, o acBevig Oa mpémel va
tomoBeteitan oe VTR BEom Ka, edv elvar amapaitnTo, vo Tov Yopnyeital GUGIOAOYIKOG SIHADLOTOG
yAop1ovyov vatpiov o evooPAEPLa Eyyvor). H Bepameio pmopel va cvveyiotel poag otabepomombel n
apTNPLOKY TEST] TOV 0eBeVONG.

Yrepkahouio

H tavtoypovn ypnon tov eappdkov pe GuUminpdpato KoAiov, KOAOGLVTNPNTIKA S10VpNTIKA,
VIOKATAGTATO AAOTOG IOV TEPLEXOVY KOALO, 1| GALG PAPUOKEVTIKA TPOIOVTIO TTOL EVOEYETAL VO
avENooVY Ta eTimed KaAiov (Mmapivn K.AT.) TPETEL VOL YIVETOL LE TPOGOYN KO LLE GUYVN
TapoKoAoVONoN TV EMTESOV KOAIOV.

2TEVOOT TOV VEQPIKDV 0PTNPLDOV

H aprodinivn/Barcaptavn Ba mpénet va ypnoiponoteitat pe mpocoyn yia tn Oepaneio g veéptaong
o€ acbevelg pe HovoTAgupN 1 AUPOTEPOTAEDPT] CTEVIOCT| TOV VEPPIKADV OPTNPLOV 1| OTEVAOGT GE
HOVIPN VEPPO SE00UEVOL OTL 1) oLPia aiaTog Kot 1) KpeaTvivi) 0pod umopei va avénbei oe awtovg
TovG acbeveic.

Metoudoysuon VEQPOD

Méypt onjuepa dev VILAPYEL EUTELPIO CYETIKE LLE TNV ACOAAELD TNG YPNONG TNG
aprodumiving/Parcaptdvne o acheveig mov vIOPANONKAV TPOGPATA GE UETAUOTYEVCT] VEQPOL.

Hrotwn dvoretrtovpyio

H Boaicaptdvn amofdiietor kupimg avorioimtn pécw g xoAng. H nuimepiodog (ong g
apAoduTivg TapateiveTal og 000EVEIS (e dlaTapoyn TG NIATIKNAG Agttovpyiog Kot ot Tipég g AUC
glvar vynidtepeg. H ovvietmdpevn docoroyia otovg acbeveig avutoig dev €xetl akoun kabopioTel.
Amarteiton aitepn Tpocoyn KOTA TN YopiyNnomn g aproduriving/Parcaptavng o acbeveig pe N
£0¢ PETPLA NTTOTIKT OVGAEITOVPYIN ) ATOPPOKTIKEC TAONGEIC TOV YOANQOP®V.

e aoBeveig pe Mo £m¢ LETPLE NTATIKT SVGAELTOVPYIL Y®PIG YOAOGTAC, 1| HEYIOTI GUVIGTAUEVT|
doon givar 80 mg Barcaptdvng.

Neopikn dvoiettovpyia

Agv amaiteital tpomonoinomn g 600ng ¢ aprodimivne/Barcaptdyvng yio Tovg aobeveig te Nmio m¢
pétpra veppik Susiettovpyio (PZA >30 ml/min/1,73 m?). Ztn pérpia veppikr Suciettovpyio
GUVIGTATOL EAEYYOG TOV EXMEI®V TOV KUAIOV KOl TNG KPEATIVIVIG TAACUATOG.

I[pwtoradnc vaeepardooctepovioudc

Ot acBeveic pe Tpmtomadn VTeEPaAd0GTEPOVIGUO eV TTPEMEL Vo AauPavouy Bepomeia pe Tov
AVTOYOVIOTN TV VT0d0YEwV NG ayyelotevaivng Il falcaptdvn, kabmg 1 tpmtonadng vocog
ennpedlel To GOOTNUA PEVIVIG-OYYELOTEVTIVIG.

Ayyglooionua

e aobeveic mov Ehapav Oepaneia pe paroaptdvn, Exel avoaeephel ayysrooidnua,
GUUTEPTAAUPAVOUEVOD TOL OLOTLOITOC TOV AGPLYYO. KOl TNG YAWTTIONC, TPOKAADVTUG OmO@patn TV
AEPAY®YDOV KOV TPNEO GTO TPOGMTO, TO YEIAT], TO PAPLYYQ KavT TN YAdood. Meptkoi amd avtong
Tovg acbeveic mapovoiacav ayyelo00idna 6To TapeAdovV e GAAL POPLOKEVTIKG TPOTOVTA,
CUUTEPIAQUBOVOUEVOV KOl TV AVOCTOAE®V HeTATPOThS eviduov ayyeslotaoivng (MEA). H
aprodumivy/Parkcaptdvn mpénet va, dlakonel auEcmg o aoBeEVEIC TOV AVOTTOGGOVY AYYEIO0TON AL KoL
dgv TIPEMEL VoL YOPTYELTOL EK VEOV.



Kopdioxn averdpreio/petd omd EUEPoryo TOU LVOKAPSiov

Q¢ OmOTEAEG O TG AVOGTOANG TOV GUGTHUATOG PEVIVIG-0YYELOTEVGIVIG-aAd0GTEPOVNG, Elvar THAVO
va mapatnpnBodv petaforéc e veppikng Asttovpyiag o evaicOnrovg acbeveic. Xe acheveic pe
coPopn Kapdloky aVETAPKELD TOV OTOI®MV 1) VEPPIKY| Aettovpyla pmopet va eoptdrat amd
dpaoTNPLOTNTA TOL GLUGTHLOTOS PEVIVIG-AYYEIOTEVGIVIIC-OAS00TEPOVIG, 1 Bepaneia pe avaoToAElg TOV
MEA kot avtayovieTég TV VIT0S0YEMV TG OYYEIOTEVSIVNG £xEl GuVOEDEL pe oAtyovpia Koy
poodevTiky| afmBoipia kot (omavie) pe o&eia veppikr| avemdprela Kavn Bdvaro. [apopoieg exPdoeig
&xovv avapepBet pe ) Barcaptavn. H a&ohdynon tov acbevav pe kapdlokn avemdpkelo 1 LETA amd
EUPPOYLLO TOV HVOKOPOIOL TPETEL TAVTO VO TEPILOUPAVEL EKTIUNGT TNG VEQPIKNG AELTOVPYiNG.

e pio pokpoypovia, eEAeyyOpevn e eikoviko eappoko perétn (PRAISE-2) g xpriong g
apAodTivg o€ 000EVELG LLE KOPOLOKT OVETAPKELL [T 100K G attiodoyiag katnyopiog I kot IV
ooppava pe v tasvounon g NYHA (Kapdroroywn Etapeio Néag Yopkng), n aprodurivn
oLvoEDNKe pe avEnuévo aplBpd avapopdY TVELLOVIKOD OWNUATOG TOPE TN U1 CNUAVTIKY] dlopopd
OTNV EMNTOON NG EMOEIVOGNG TNG KAPSIOKNG OVETAPKELNG GE GUYKPLOT| LLE TO EIKOVIKO PAPLLOKO.

Ot avactohreic Stoviwv acPeotiov, cvumeptiappavopévng g aprodurivng, Oa Tpénet va yopnyovvral
Le TPOGOYN o€ AcheVEIC e GUULPOPTTIKT] KapPAKN avendpKeln, kabdg puropel va avEncovy tov

KivOUVo HEAOVTIK®V KapSyYELOKOY cuUPapdtov Kot Bvntdmrag.

2TEvOoN TNE 0LOPTAS KoL TNE IMTPOEdovS farfidag

Onmg kot pe OA To 0yYE00GTUATIKG, EVOEiKVVTAL 1310iTEPT) TPOCOYN G€ aobeveic Tov ooV amd
OTEVOOT TNG ITPOoE0DS PaArPidag 1] GNUAVTIKY AOPTIKN GTEVMGT TTOL deV gival vyNnAoy BabpoD.

AmAOC 0moKAEIGUOC TOV GUGTALLOTOC PEVIVIC-AYYELOTEVSIVIC-0Ad06TEPOVI G (ZPAA)

Yrdpyovv amodeifelg 6Tt n TawTOYPOVN YpToT avocToréwv MEA, avasTolémv TV VTodoyEmy
ayyeloteveivng IT (AYAID) 7 alokipévng avEavet tov kivouvo vmdtacng, VIEPKaAOING Kot
UELMUEVNC VEPPIKNG AetTovpyiag (mepiiapfavouévng g ofeiog veppikng avemdpkelog). g ek To0TOL,
SUTAOG AmOKAEIG OGS TOV GUGTNUATOG PEVIVIG-OYYELIOTEVGIVIG-aAd0oTEPOVG (XPAA) nécm tng
cuvdvaouévng xpriong avactorémv MEA, avaotoléwvAYAll 1| alokipévng dev cuviatdron (BA.
mapaypdeovg 4.5 kot 5.1).

Edv n Bepaneio dimhov amokAeiopov Bewpeitan amoAvTmg anapaitnn, avtod Oa mpénet va AdPetl yopa
udvo kT omd v emifAeym €101K0D Kol Le GLYVN GTEVT TAPAKOAOVONGT TG VEQPPIKTG Agttovpyiog,
TOV NAEKTPOALTOV Kol TNG aptnplakng Tieons. Ot avactoreic MEA xot ot avactoAeig AY AII dgv Oa
TPENEL VO, YPTGLLOTOL0VVTOL TOVTOYpOva o€ acbeveic e Stafntikn vepponddeta.

H aprodurivi/Borcaptavn dev Exel peketndel oe GALO TANOLOUO 0GOEVAOV EKTOC OO VTTEPTAGIKOVC,

45 Aliemopdosic pe Ghlo QUPRUKEVTIKG TPOIOVTAH Ko GAheg popPEéc aiiniemiopaocng

2UYVEC OAMNAETOPGGELC LE TO GLVOVOGUO

Agv &govv mpaypotonom el peléteg aAANAemIOPACE®Y.
Na. doufavovar vwown e To0ToXpovy xpion

Aldo1 avtivreptaoikol TopayovIes

O1 cUYVE XPNCILOTOIOVUEVOL AVTIVTEPTUCIKOT TOPAYOVTES (TT.Y. GAQU OTOKAEIGTEC, SLOVPNTIKG) Kot
AL POPLOKEVTIKA TPOTOVTO TO 07010 UTTOPEL VAL TPOKOAEGOVY aVETIOVUNTEG VTTOTACIKES EVEPYEIEG
(.. TpULKAKE ovTiKeToOAMITTIKG, GAQO 0TOKAEIGTES Yo TN Bepoameio TG KahonBovg viepmiaciog
TOV TPOGTATY) UTOPEL VO WENGOVY TNV AVTIVTEPTUCIKT dPAGT TOV GLVIVAGLOD.



AMNAETIOPACELS TOV GLVOEOVTOL LE TNV OUAOOUTIVN

Agy ovvioTaTol 1 To0TOYPOVY YpNoH

Tkpéimppouvt i youog yrpéimppoot

Agv cuVIGTATOL 1] YOPNYNON TNG OUAOITIVIG e YKPETPPOLT N YVHO YKPEMPPOLT KaBDG umopel va
avéndel n Prodrabecipdmta o opiopévoug acbeveic, pe arotélecua v adénor tov
OVTITEPTAGIKOD OTOTEAEGLOTOG.

Amouteitol Tpoooyn KOTe THY TOVTOYPOVH Y PO

Avaotoleic oo CYP3A4

H tavtoypovn ypnon g apiodutivig pe 1oyvpovg 1 nETplovg avactoreic tov CYP3A4 (avactoieig
TPOTEACNG, AVIIHVKNTIOCIKA TG ORLAdAS TV aloAdv, pakpoAridia dtwg epuBpopvkivn 1
KhapBpopvkivn, Bepamapiin 1| dStktialéun) pmopel va odnynoet oe onuavtiky] ovénon g ékbeong
oV aprodimiv. H kKAvikn HeTtdopooT autdv ToV QopUaKOKIVITIKOV SI0(POPOTOMNGEDY EVOEXETOL VO
glvar eviovoTtepT 6TOVG NAMKIOUEVOVG. ZUVETMG, LITOPEL VO AToTEITOL KAVIKT TopakolovOnon Kot
TPOCAPLOYN TNG docoAoYiag.

Eraywyeic too CYP3A4 (avuieminmukd [m.y. kopPoualemivy, parvofopfitdin, parvotoivy,
POOPOIVOTOIVY, TPLUIOOVN], PLYOUTTIKIVY, DTEPIKOV TO OLATHPNTOV)

Me 1t cuyyopnon yvootov enaywyedv tov CYP3A4, n cuykévipmon ¢ aprodinivig 6To TAGGH
umopei va mowkiddel. Katd cuvénela, Oa mpénel va mapakolovbeiton n aptnplokn tieon Kot vo
Aappdavetar vroyr To evogyouevo pHBoNS T 600MG TG0 Katd TNV dtdpkela OGO Kol LETE TNV
TAVTOYPOVT YOPNYNON PAPLAKEVTIKOD TPOTOVTOS, WOAUTEPMG LE 1YLPoVG emaywyeis tov CYP3A4 [m.y.
prpoumikivn, St. John’s wort (Yrepiko/ Bakoopudyopto)].

2faortativy

H ovyyopnynon mrolkaniodv docemv tov 10 mg aprodimivng pe 80 mg cyuPactativng odnynoe ot
avénon 77% g éxbeong ot oyPactativy o€ GUYKPIOT e T SPacTtativi Lovn Te. ZuvioTaTol Vo
ePoPLoTel 1 6601 g opPactativig oe 20 mg nuepnoimg oe acbeveic pe aprodurivn.

Aavzpolévio (éyyvon)

Metd and yopnynon Pepamapiing kot davtpoleviov evoopreping o (ha, mapatnpndnke
OovoanEOpoc KotAMaKY HopropLYn Kot kapdloyevic kataminéio oxetilouevn pe vrepkoonpio. Adyw
TOV KIVOUVOU EUPAVIOTG VITEPKOALOLLING, GCUVIGTATOL 1] TOPVYY] GUYYOPTYNONG OVACTOAE®DV SLUOAMV
Tov acPeotiov, OTMG N aproditivn, o€ acbeveic emppenceic oe kKakonOn vepOepuio KoL oTNV
AVTILETOTIOT TNG Kakon0ovg vrepBeppiog.

No. Aopfavovral vmown us tovtoypovy yprion

Allo
Xe KAMVIKEG PHEAETEG AAANAETIOPAIOTG, 1] APAOSUTIVY) OEV EMNPENCE TN POPLOKOKIVITIKN TNG
atopPactativng, tng dryo&ivng, e Papeapivng 1 TS KukAosmopivg.

AlMnAemidpaoeic mov cuvééovtal ue TN Parlcaptdvn

H tovtdypovn yprion dev avviotdrol

Ai6o

"Exovv avaephel avactpéyipes avENoelc Tmv GOYKEVIPOoE®Y ToV ABiov aTtov 0pd kKaBdS Kol
TEPIOTUTIKG TOEIKOTNTOG KOTA TN SIAPKELN TAVTOYPOVNG YopNynong Adiov pe avactoleic Tov
UETATPENTIKOV EVEDUOV TNG OLYYELOTEVGIVIG 1] OVTAY®OVIGTEG TV VITOO0YEWVY TNG ayyetotevaivng 11,
ocvumepthapPavouévne g parcaptdvne. Etouévmg, cuvictdtol TpoceKTIKN TopaKoAoVONo TV



emmédmv Tov AMbiov oTov 0pd KATA TNV cvyyopnynomn. Eriong, dv ypnoomoteitotl Kot S1ovpntikd, o
Kivouvog epeaviong ToEkotnTag A0Ym Tov MBiov mhovd va avénbel Tepattépw e v
aprodutiv)/Parcaptdvn.

Kaiioovvtnpntika diovpntika, ooumAnpopuato koAiov, VTOKATATTATO GAATOS TOD TEPIEYOVY KAALO KOl
GAAES 0VOTES TOD UTOPEL VO ODENTOVY TO. ETITENO. KOAIOD

Edv og cuvdvacuod pe m Borcoaptdvr, TPOKELTUL VO GLUVTAYOYPOENOEl PUPLOKEVTIKO TPOIOV TOV
ennpedlel o eninedo KOAMOL, CLVIGTATOL 1] TOPAKOAOVONGT TOV EMITESWMY TOV KOAOV GTO TAAGLA.

Amouteitol Tpoooyn KOTe THY TOVTOYPOVH Y PO

Mpn orepocion ovupleyuovaron papuoxa (MEAD), mepiioufovousvav exiextikwv avooroléwv COX-2,
oKkeTVI0TOAKVAIKOD 0LE0S (>3 Q/muépa) Kar un exciextinwy MXAD

Otav o1 avtayoviotég g ayystoteveivig I yopnyovvrat tavtdypova pe MEAD, prnopel va
nmapotnpndet eacbévnon g avtvneptoctkng dpdong. EmumAéov, ) tavtdypovn yp1on aviayovicTdV
g ayyeloteveivng I kot MEAD evoéyetan va odnNynoet e avénpévo kivouvo emdetvmong g
VEQPIKNG Aettovpyiag Kot og avénom tov kariov opov. Erouévag, cuvietdtal 1 mopakolovdnen g
VEQPIKNG Aettovpyiag Katd v Evapén tng Bepameiog Kabmg Kot 1 ETAPKNG EVVOAT®ON TOL 0cHEVOVG.

AVaoToAEIS TOD UETAPOPED TPOTANYNG (PLPOUTIKIVY, KOKAOOTOPIVY) 1 UETOPOPEQ EKPONS (prrovafipn)
Ta amoteAéoparta pog LeAETNg in Vitro pe 1otodg avBpmdmivov Nrotog deiyvouy 0t 1 Boloaptdvn
amotelel VTOGTPOUA TOV HETAPOPER NIATIKNG TPOsAnyng OATP1BI1 kot tov petagpopéa g
nratikng ekpong MRP2. H cuyyopnynon tov avacstorlémy Tov LETAPOPEN TPOSANYNG (PLOOUTIKIVN,
KuKloomopivn) N Tov petapopéa ekpong (prtovafipn) umopet va avénoet v cuotnuatikn £kbeon
ot BaAcapTdvn.

Miwhog amoxleionog tov XPAA ue AYA, avaoroeic MEA 11 aliokipévn

Ta 6edopéva amod KAvikég peléteg Exovv dei&et 0TL 0 SmAOG amokAelopudg Tov TPAA pécm g
cuvdovaouévns xprions avactoréov MEA, AYAIL 1| aliokipévng cuoyetiletat pe vymiotepn
GLYVOTNTA AVETIOVUNTOV GUUBAVTOV OTTMOC 1) VTOTUGCT], 1| VTEPKOAAUIO KOL 1] LELOUEVT] VEQPPIKT|
Aertovpyio (meptrapPavopévng e o&eiog VEQPIKNG AVETAPKELNG) G GUYKPIOT LE TN XPNOT EVOG
puovou Tapdyova Tov Spa 6TO GUGTNUO PEVIVIG-aYYEOTEVGIVIIG-aAdooTepovg (XPAA) (BA.
mapaypaeovg 4.3, 4.4 kan 5.1).

Alla

e povobepaneia pe Parcaptdvn, oev Exovv dumotwdel aAANAETIOPACEIS KAVIKNG ONUAGIOG [E TIG
TOPOUKATO 0VGIEC: GUUETIOVN, Bappapivr, povpoceuion, dtyo&ivn, atevoloin, wdouebakivn,
vopoyrmpobelalion, aurodimivn, YAPevKAauion.

4.6 Tovipétnra, kOnon ko yorovyio
Eyxvpocivn

Aulodimivy
H aopdleia g aprodurivng kotd v dtdpketo TG KOMomng dev Exel tekunplobel. Xe peAéteg mov

mpayuatomodnkay og (ma, Topatnpndnke avamapaywyikn toikdtnto o VYNAEG docel (PA.
mapdypoeo 5.3). H yprion apiodurivig Katd tn Stdpkela TG €YKVHOGVVNG GUVIGTATOL LOVO OTAV dEV
VTAPYEL GAAN ACQAAESTEPT) EVOALOKTIKY Kot OTOV 1 id10 1) 0oBEvela QEPEL peyadldTepPO Kivouvo yia
TNV UNTEPQ Kot To ERPPuo.

Boloopravny

H ypnion tov AY AIl dev cuvictdTol KoTd T SIIPKELN TOL TPMTOV TPIUNVOD TNG EYKLHOGOVNG (PA.
mapdypoo 4.4). H ypfion tov AY All avtevdeixvotor katd, T d1dpKeELR, TOV dEVTEPOL Kot TPITOL
TPWNVOV NG eYKLOoOVNG (BA. Tapaypdeovg 4.3 kot 4.4).




Ta emdnuoroyikd otoryeio IOV VILEAPYOVV GYETIKA LE TOV KIVOLVO TEPAUTOYEVEST|G LETH A0 XP1IoN
avaoTolémv MEA katd T S1dpKELR TOV TPADTOV TPLUIVOL TNE EYKLHOCUVNG 0V £Y0VV KATOANEEL OE
GUQEC CUUTEPAGLLA. L20TOCO dEV LITOPEL VO ATOKAEIGTEL Lo LIKPT aéENoT ELPAVIoNS KIvOHVO.
[Maporo oL dev VTAPYOLY EAEYYOUEVO EMONUIOAOYIKA oTOLYXElD Yio TOV Kivduvo pe T ypriion AYAIIL
propel va vapyEl TOPOLOL0G KivOuvog Yo auTh TNV KoTnyopio apuaKmy. Xe TepImTmon Tov 1
ocuvéylon g Bepaneiog pe AYAIl Bewpeiton avaykaio, acBeveic mov oyedidlovv eykvpociHivn Ba
TPENEL VA, AAAGEOLY OVTIVTIEPTAGIKT Oeparmeiol e KATO AAAT 1] OTTOL0L VAL £XEL OVAYVOPIGUEVO TPOPIA
acQaAElOG YL TNV XPTOT TOL PapudKoL Katd v kinon. Edv dtumotwbel eykvpocivn, n Bepaneio
pe AYAII Bo mpémet va dwakomel dpeoa kot edv amatteitat, o mpémel va EeKviioel Kamowa
gvaAlokTikn Bepomeia.

H éx0eom oe Bepaneio pe AYAII kotd 0 dehtEpO KOt TpiTo Tpipnvo glvar yvwotd Tl mpokaiet
euPpvotolkoTnTo 6TOV AVOPOTO (LEWUEVT VEQPIKT AtTOoVpYin, OAyoDdpAaVIo, KaBLGTEPT|ION
0GTEOTOINGCTNG KPAviov) Kot Bpe@ikn ToEIKOTNTO (VEQPIKT OVETAPKELN, VTOTOOT), VIEPKAALaLpia) (BA.
nopaypago 5.3).

Edv n éxbeon oe AY AIl éhafe ydpa LETA TO SEVTEPO TPIUNVO TNG EYKVUOGVVNG, GUVIGTATOL EAEYXOG
NG VEPPIKNG AELTOVPYIOG Kot TOL KPOViov LLE LITEPTXOVG.

Neoyva tov onoiwv ol untépeg extédnkay oe AY All Oa npénel va mapakorlovbodvtal 6Tevd Yo
vrotaon (BA mapaypdeovg 4.3 kot 4.4).

Oniooudg

H aplodinivny amexkpiveror oto avOpdmvo ydia. To Tocootd g pnTpikng d6omg mov AopPaverol
and 1o Ppéeog xet extiunOel pe drbotnpa petagd 1% kon 3°° tetaeptnuopiov 3-7% pe péyoto 15%.
H enidpaon ¢ aprodimiving oto Ppéen dev eivan yvootn. Aev vidpyovv dtoféciuec TAnpopopieg
GYETIKA UE TN YpNoN TS apAodimivig/ PaArcapTdving Katd T dudpkela Tov Onlacpov. Eropévac to
Amlodipine/Valsartan Mylan dev cuvictdtol 6€ avTh) TV TEPI0S0 KAl TPOTEIVOVTOL EVOAAAKTIKES
Oepameiec pe eyKaTeETTNUEVO TPOPIA 0CPALELNS, W10iTEPA KATE TO ONAAGUO VEOYEVYTITOV 1 TPOWMPOL
VEOYVOD.

Tovipdtra

Agv vTapyovy KAMVIKEG LEAETES Yl TV YOVIRLOTNTO e aproduivry/Boicaptdvn.

Boloopravy

H Bakcaptdvn dev elye avemBOuNTeC EVEPYEIEC GTNV AVOTAPOUYDYIKT TKOVOTITO OPCEVIKOV 1
Ontukdv apovpainv oe omd Tov 6TOHTOg d0oelg péxpt 200 mMg/kg/muépa. Avth n 66or gival 6 popég
N péy1ot cuvieTOuEVT 860on 6tov dvBpwno pe Pdon mg/m? (o1 vroroyiouoi voBéTovy omd Tov
otopatog d6om 320 mg/muépa kot aobevi 60-Kg).

Aurodimivy
e oplopévoug acbeveic mov Elafav Oepomeio pe avacToleic TV dlaAmV acPectiov avapépOnkay

avaoTPEYIUES Broymuikéc HeTaforéc otnv KepoAn TV onepuatolmopiov. Ta kKhvikd dedopéva givor
OVETOLPKT] GYETIKA LE Tr] SuVNTIKN EMIOPAOT TNG OUAOIITIVIG GTN YOVILOTNTO. € piol LEAETY) OE
apovpaiovg mapotnpHONKay avemtdOuNTeG EMOPACGELS OTN YOVILOTNTO, TOV 0PCEVIKMV (BA.
napdypapo 5.3).

4.7 Emopacels 6Ty IKavoTnTo 001Y161S KUl YEIPLEUOD Y UVIULETOV

O1 acBeveic mov Aapupdvouv aprodimivn/Barcaptdvn kot 0dnyody oxnuato 1 xewpiloviot unyoviuoTo
TPENEL VO, AAPAVOVY DTTOYT OTL UTTOPEL v ELPOVIOTEL (OAN 1] KOTWOT TEPIGTAGIOKA.

H aprodimivn umopel va €xet pikpn 1 LETPLO. EXIOPOCT) GTNV IKAVOTITO 00T YNGNG KO XEPIGUOV
unyovnudtov. Edv ot acbeveig mov Aaufdavovy aprodurivn vroeépovv omd (oA, kepolalyia,
KOT®OMN 1 voutia, 1 kovoTnTa avTidpaong Wropel va £yl ennpeacbet.



4.8

AvemOounteg evépyereg

TIepiAnyn tov TPoEik acareiac

H aoopdiea g aprodurivng/Parcaptavng éxet aloloyndel oe mévte eleyydpeves KAMVIKES LEAETEG e

5.175 acbeveig, amd tovg omoiovg o1 2.613 élafav Parcaptdvn oe cuvdvaoud pe aprodimiv. Ot

axoAovbeg avemBounteg evépyeteg Ppédnkav va ival o1 o cuyva EUEOVILOUEVES ] Ol TTLO CTUOVTIKEG
N coPapéc: pwvopopvyyitida, ypinn, vrepevarctnacio, TOVOKEPAAOG, GLYKOTT, 0pHocTUTIKY VITOTAGT,

oionpa, oidnua pe evrdT, 0ldNUe TPOGHOTOV, TEPLPEPLKO OidN L, KOTWOOT, puBpdTnTa,
eEacBévion ko EEoym.

Kotdroyoc avemBountmyv evepyslav 6€ mivako

O avemBountec avtdpdoelg £xovv taivoundel oe Kotnyopieg avaloya, Le T GLYVOTNTA TOVG

YPTOULOTOIDVTOS TOV TOPUKAT® Kavova: ToAd cuyvee (=>1/10), ouyvég (>1/100 €wg <1/10), oyt cuyvEg
(>1/1.000 ¢wg <1/100), omdvieg (>1/10.000 é¢mwg <1/1.000), woAd onavieg (<1/10.000), un yvootés (dev

umopov vo, ektiunBovv pe Pacn to dabéciua dedopéva).

Katyopia/opyo | AvemOopnteg evépyeireg Toyvotnra
ViK6 oVt Aphoowrivyy | Aphoowtivyy | Baloaptavny
oOp@OVa PE TN Boioaptavn
paon dedopévev
MedDRA
AoudEeig kot Pwogapuyyitida 2oyvEC -- --
TOPUGITOGELS I'pinmn oyvég - -
Awotapayéc Tov Awocparpivn kon -- -- Mn yvootég
OLLLLOTOU) TIKOV OLLOTOKPITNG UEWOUEVDL
KO TOV AEpQIKOD | Agvkomevia - [ToAd --
GUGTNHOTOG OTAVIES
Ovdetepomevia - - Mn yvooTtéc
Opoppomevia, pepticég - [ToAd Mn yvooTtég
QOPEG LLE TOPPLPOL ombvieg
Awotapoyég Tov YrepevoioOnoio Zrdvieg IToAv Mn yvootég
OVOGOTOLTIKOD omdivieg
GUGTNLOTOG
Awrtapoyég Tov Avope&ia Oy ovyvég -- --
petaforopuon YrepacPeotionpio Oy ouyvég - -
Ko NG Opéymg Yrepylvkoupio -- IToA» --
omhvieg
Yrephmdopio Oy ovyvég - -
Ymepovpryoio Oyt ouyvég -- --
Y moxaAtonpio Suyvég - --
Yrovatpronptio Oy ovyvég -- --
Yoyatpikég Koazdiwm -- Oy ouyvég --
drataporyEg Ayyog Irhvieg
Abmvio/SotapayEc VTVOV - Oy ouyvég -
AloKopdveelg g -- Oy ovyvég --
cuvousOnuoTikng d1ébeong
Zuyyvon -- Xravieg --
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Koatmyopia/opyo | AvemOopnteg evépyeieg Yoyvotnra
VIKO GUGTI O, Aproowrivyy | Aploowrivy | Barcaptavn
oOHPOVA NE TN Baloaptavy
Baon oedopévov
MedDRA
Awrtopayés tov | Mn pucoloyikdg Oyt ovuyvég -- --
VELPLKOV GUVTOVIGHOG
GULGTNOTOG 74 Oy ovyvég Xuyvég --
Z&n Béong Oyt ouyvég -~ --
Avcyevoio -- Oy ovyvég --
Awzapayn Tov -- Mn yvootég --
Eéomupapuducon
GUGTHUOTOG
Kepaioryio 2uyvéc 2uyvéc --
Ymneptovia -- IToA0 --
ombvieg
aporcOnoio Oy ouyvég Oy ouyvég --
[epupepcn) vevpomdbeia, -- [ToAv --
vevpomddeLol omhvViEg
YrvnAia Oy cuyvég Suyvég --
Xvuykomn -- Oy ouyvég --
Tpoduog -- Oy ouyvég --
YrnoicOnoia -- Oy ovyvég --
OpOahpuxég Ontikn doTopoyn ETOVIEG Oy ouyvég --
dloTopayEc Meimon otk o&vTnTog Oy ovyvég Oy ouyvég --
Awotapayéc Tov EuPoég Zrdvieg Oy ovyvég --
®TOG KOl TOV TAryyog Oyt ovyvég - Oy ovyvég
Aapopiviov
Kopdiakég AicOnuo Tolumv Oy ouyvéc Suyvég --
SaTapoyEg JuyKom Xmhvieg -- -
Toyvkapdio Oy ovyvég - -
AppoBpieg -- [Tov --
(ovumeprropPaverol n OTAVIEG
Bpadvkapdia, 1 KOMOKY|
ToLKOPSia KoL 1 KOATIKN
HOpHAPVYT)
‘Epepayua tov pookapdiov - IToAv -
omhvieg
Ayyelokég ‘E€ayn -- 2uyvE --
drataporyEc Ymotoaon Zrdvieg Oy ovyvég --
OpBoctatikn vadtaon Oy ovyvég -- --
Ayyeutida - IToAv Mn yvooTég
omhvieg
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Koatmyopia/opyo | AvemOopnteg evépyeieg Yoyvotnra
VIKO GUGTI O, Aproowrivyy | Aploowrivy | Barcaptavn
oOHPOVA NE TN Baloaptavy
Baon oedopévov
MedDRA
Awrtopayég tov | Bryog Oyt ovuyvég [ToAv Oyt ovuyvég
OVOTTVELGTIKOD omlvieg
GLOTHHATOG, TOV | AVvomvola - Oyt ovyvég -
Bopaka kar Tov | apuyyorapvyyikod GAyog Oyt ovyvég -- -
pecobwpdakiov Pwitida -- Oy ovyvég --
Awrtopayég tov | Kothiokn dvopopia, dhyog Oyt ovuyvég Xuyvég Oyt ouyvég
YOGTPEVTIEPIKOD | OTNV GV® KOIMOKT YHPO
MetaPoin evieptkov - Oy ovyvég -
ovvnoeidv
AvckoMdtTo Oy cuyvég -- --
Aldppola Oy cuyvég Oy ovuyvég --
Enpoctopuio Oy ouyvég Oy ouyvég --
Avoreyin -- Oy ouyvég --
lNootpitida -- [ToAv --
omhViEg
Yreprhacio 0O @V - IToAv -
OTAVIEG
Noavtio Oy ouyvég 2oyvEC --
Mayxpeatitido - [ToAv -
omlvieg
'Epetog -- Oy ouyvég --
Awtapayéc Tov Aoxyocieg NTatikng -- [Tov Mn yvooTtég
NTATOG KOl TOV Aettovpyiag un omaviec*
YOANPOp®V (QUOIOAOYIKEC,
ouUTEPTAAUPOVOUEVNC TNG
avénong g xoAepvpivng
0iloTog
Hrotitda - [ToAd --
ombvieg
Evdonmatikn yordotaon, -- [Tov --
iktepog OTAVIES
Awotapoyég Tov Alomekia -- Oy ovyvég --
d€pPLOTOG KOL TOV | Ayygl00idnpo -- [Tov Mn yvootég
VTTOSOPLOV 1GTOV OTAVIES
Agppotition - - Mn yvooTég
TOUPOALYDONG
Epvfnua Oy ovyvég - -
[ToAdpopeo epvnua -- [Tov --
omdvieg
E&avOnua YIAVIEC Oy ouyvéc -
Yrepidpwon Zrdvieg Oy ovyvég --
Avridpaon - Oy ovyvég --
omtogvalcneiog
Kvnoudc rdvieg Oyrovyvée | Mn yvootéc
TTopgupa -- Oy ovyvég --
E&dvOnua Oy ouyvég Oyiovyvég | Mn yvootég
Amoypouatiopdg SEPUATOC -- Oy ouyvég --
Kvidwon kot G Aeg poppég -- IToA0 --
eEavOnuotoc OTAVIEG
ATOQPOAMOMTIKY - [Tov --
depuotitido OTAVIEG
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Koatmyopia/opyo | AvemOopnteg evépyeieg Yoyvotnra
VIKO GUGTI O, Aproowrivyy | Aploowrivy | Barcaptavn
oOHPOVA NE TN Baloaptavy
Baon oedopévov
MedDRA
Xovdpopo Stevens-Johnson - IToAd -
omlvieg
To&wn emdeppin - Mn yvootég -
veEKpOALGT
Oidnpua Quincke -- IToA0 --
omlvieg
Awotapayéc tov ApBparyia Oy ovyvég Oy ovyvég --
LLVOGKEAETIKOV Ocoualyio Oyt ouyvég Oyt ovyvég --
ovotipotog Kot | Oidnua otic apdphoeig Oy cuyvég - -
TOV GLVIETIKOV Mvikdg GToGLOC rdvieg Oy ovyvég --
16700 MuaAiyia -- Oyrovyxvég | Mn yvootéc
Oidnua ceupiv -- Suyvég --
KapnBapia Xmivieg -- --
Awropayéctov | Kpeoatwvivn aipatog -- -- Mn yvooTtég
VEQPPOV KOLTOV | avEnuévn
o0VPOPOPaV 000V | Atatapoyn g ovpnong -- Oyt ovyvég -
Nvkrtovpia -- Oy ouyvég --
[ToAAaxtovpio YTAVIEC Oy ovyvég --
IToAvovpia YTAVIEC -- --
Ne@pikn averapKelo Kot -- -- Mn yvootég
dvoAettovpyia
Awropayéc tov | Avikavotnto -- Oy ouyvég --
AVOTaPaY®YIKOL | ETUTIKN SucAELTOVpYia Xmévieg - -
ovotNpoToG Kol | T'uvarkopaotio Oyt ovyvég -
TOV LOGTOV
levikég EEacBévion Xuyvég Oy ovyvég -
dloTopayEc Ko Avcpopia, aicOnua - Oy ovyvég -
KOTOGTAGELS TG | KOKOVYIOGC
0000 yopnynong | Kémmon Suyvég Xuyvég Oy ovyvég
Oidnuo TpocdTov 2uyVvECQ -- --
‘E€ayn Xuyvég -- --
Mn kopdiokd Ompakikd - Oy ovyvég -
&lyog
Oionua Xuyvég Xuyvég --
Oildnuo Tep1peptkd 2uyVvECQ -- --
Alyoc - Oy ouyvég -
Oidnua pe evtdTouo Suyvég - --
Hopaxkivikég AvEnon kaliov aipatog -- -- Mn yvootég
eketdoelg AvEnon copatikov Bdpovg -- Oy ovyvég -
Meiwon copatikod Bapovg -- Oy ovyvég --

* Kvping copuPatd pe yolodctaon

EmunpocOetec mAnpopopisc oyeTikd LE T0 GLVOVAGUO

[Teprpepikod oidnpa, pio avoyvopIGUEVT avemBOUNT eVEPYELL TNG AUAOIUTIVIG, YEVIKA
TapoTNPNONKE G€ PIKPOTEPN CLYVOTNTA EULPAVIONG 6 0oBevelg Tov EAafov GLUVIVAGHO
aprodumiving/farcaptdvne omd 0Tt 6€ avtoh Tov EAAPAV LOVO auA0dITIVY. XE SIAU-TUPALC,
eleYYOUEVES KAMVIKEG SOKUIEG, 1] GLYVOTNTO ELPAVIONS TEPLPEPIKOV OONUATOG OE GYECT UE TN
docoioyia Tav 1 akdiovdn:
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% aoBevav mov giyav Baioaptavn (mg)
TEPLPEPIKO 01N Ol

0 40 80 160 320

0 3,0 55 2,4 1,6 0,9

2,5 8,0 2,3 54 2,4 3,9

Aplodwmivy | 5 31 4,8 2,3 2,1 2.4
(mg) 10 10,3 NA NA 9,0 95

H péon cvyvomnta epnedvions mepipeptkod odNUAToS OLOOUOPPO GTAOUIGUEVT GE OAO TO EVPOG TMV
docemv NTav 5,1% pe 10 cuvdvacpd aprodimivine/Porcaptdvmg.

Emunpdobetec mANpo@opiec oyETIKA LE TO. LELOVMOUEVO CLOTATIKA

Ot avemBOUNTEC EVEPYEIEC TOL PAPUAKOD TOV AVAPEPHT KOV TOPATAV® Y10 TO KAOE PEPOVOUEVO
ovotatikd (aprodimivn | fodcaptdvn) pmopel va aroteAécovy ThavEG avemBOUNTEG EVEPYEIEG TNG
aprodurivng/Paroaptdvng emiong, £6Tm Kol GV dev TapaTnPNONKaY 6€ KAMVIKEG SOKLUEG 1] KATA TN
SLapKeLd TNG KLKAOQOPIaG TOV.

Aulodimivy

20yvéS Yrvnhia, (AN, aicOnua ToAp®dY, KOMokd GAyoc, vouTio, oidna Geupmv.

Oyt ovyvég Avbmvia, petaforég g o1dbeonc (copmeplapufavoprévon Tov dyyovg), KotadAwy,
TPOUOGC, SVGYELGIN, GLYKOTY, LILALGHNGIA, OTTIKEG SlaTaPayES
(ovumeprrapPoavopévng g dSuthomniog), epPoés, vToTaot, SVoTVOola, PViTIOW,
éuetog, dvomeyia, oAmnekia, TOPPLPO, SVCYPOUOTIGLOG SEPUATOG, AVENUEV
€Qidpwon, kvnopog, e&avinua, poolkyio, LoTKES KPAUTES, AAYOC, dloTapayn
o0pNoNG, ALENUEVT GLYVOTITO OVPTOTG, OVIKOVOTNTA, YOVAIKONAGTIO, Bopakikd
dAyoc, e€acbévion, avénomn couaTikod Bapoug, [eimon cmUATIKOD Bapovc.

2rovieg Zoyyoon.

Ilold oravies  Aevkomevia, Opoppomevia, daALEPYIKES AVTIOPAGELS, VITEPYAVKALLIN, VITEPTOVIAL,
TEPLPEPIKT VELPOTADELD, EUPPAYLL TOV Hvokapdiov, appvbpio
(ovumeprrapPovopuévav e Ppoadvkapdiag, Tng KOIAKNG TayvuKapdiog Kot Tng
KOATIIKNG LOPUOPVYNC), OyYEUTION, TAYKPENTITION, YO.OTPITION, VTEPTANGIN OVAWY,
nratitda, iktepog, nroticd Evivpa avEnuéva™, ayyelooidnua, ToAVHOPPO
gpvONUa, Kvidmwon, aropoidmtikn deppotitida, cvvdpopo Stevens Johnson,
oidnua Quincke, pwtogvoicOnoia.

Mn yvootés  To&un Emdeppuc Nekpoivon

* Kupimg cvpPatd pe yolodotoon

e eEapetikéc mepimtdoelg £xel avoeepdei eEnmupadikd chvopopo.

Boloopravy
Mn yvowores  Meimon ¢ alloc@opivng, LEIMOT TOL OUOTOKPITH, OVIETEPOTEVIM,
Bpoupoxvtonevia, avEnomn Tov KaAiov GToV 0pO, AHENOT TOV TIUMV TNG NTOTIKNG
Aertovpyiag cvumepriappovopuévng g avénong g xoAepuOpivng opov, veppiky
avemdpkelo Kot SueAsttovpyia, adénon g Kpeativivng opod, ayyelooionua,
poodyio, ayyeltida, vrepevotcncio cvumeptAapfavopévng g opovociag.

Avogopd TOavoloyoOUEVOV avETIOOUNTOV EVEPYELDY

H avagopd mbavoroyodpevemv avemBountov evepysidv LETE omd Tn yopnynor Goslng KukAopopiog
TOV QOPUOKEVTIKOD TTPoiovTog eivar onuavtikn. Emitpénel ) cvveyn mapakorlohnon g oyéong
0PEAOVC-KIVODVOD TOV QOUPLOKEVTIKOD 7TPOiOVTOS. Znteitol amd Tovg emoyyelpotieg vyesiog vo
AVOPEPOVY OTOLEGONTTOTE TOOVOLOYOOUEVEG AVETOVUNTEG EVEPYEIEG LECH TOV EOVIKOV GLGTNLOTOG
avaopdg Tov avaypdeetol oto [Hapdptnua V.
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4.9 Ynaepdooolroyia

ZOUMTAOUOTO

Agv vrdpyet epmeipio veepdosoroyiag pe v aprodurivry/Boarcaptdvn. To Kupldtepo chumTOUA TNG
vepdocoroYiag e foicaptdvn glvar evoeyouévmg 1 €viovn vtotoon pe (oAn. H vrepdocoroyia pe
apAodutivn pumopel vor 00N yNoeL 6€ VITEPPOAIKT TEPLPEPTKT AYYELOOIOGTOAN KOl EVOEXOUEVOC, OE
avtovakAaoTiky tayvkapdio. Eyxet eniong avagepBel onuavTiky] Kot SuvnTIKOG TOPATETAUET
cuoTnpatikn vrdtacn tov propet va meprhapPavel émg kot katonAn&io pe Bavatmedpo KatdAnén.

Xravia €xel avopepBet pn kapdroyevég Tvevpoviko oidnpa mov umopei va exdnimbel pe
kaBvotepnuévn évapén (24-48 dpeg PLeTd TNV KATATOGT) KOl OTOLTEL OVOTVELGTIKY VTOGTIHPLEN ©OF
GUVETELD, TNG VTEPOOCOAOYING apAodumivng. Eykatpa pétpa avavnyng (copmeptiapfovopuévng e
VIEPPOPTMOT|G LLE VYPA) Yo TN SLOTHPNOT TNS UUATOONG Kot TNG KAPSLOKNG TApOoyNG LTopel va
AELTOVPYNGOLV MG TAPAYOVTES ETIGTEVLGTC.

O¢pamneio

Edv éywve mpocparta 1 katdmoon, uropel va eEeTaoTel 10 EVOEYOUEVO TPOKANONG ELETOV 1 TAVGNG
otoudyov. H yopriynom evepyov avBpaka og vyieic e0erovtég apéome Petd tn Ayn apiodimiviig
£0¢ Kot V0 MPEG LETA A0 VTNV EYEL AMOOELYTEL OTL LELDVEL GIUAVTIKG TNV AITOPPOeNGT TNG
aprodurivng. H khvikd onpovtikn vmdtacn mTov opeileTol 68 VIEPIOGOAOYIN [IE
apAoduTiv)/Pakcaptdvn amattel TNV evepyn Kapdayyelakn vrostipien, copmepAaUBovorévng e
GLYVNE TAPUKOAOVONONG TN KAPSIAKNE KoL TNG OVOTVEVGTIKNG AELTOVPYING, TNG AVOY®OONG TV
dpoVv Kol TNG TaPaKoA0VONOTG TOV GYKOL TOV VYP®OV STV KuKAoPopia kaBdG Kat TG amofoAng
oOpwv. Eva ayyeloocvotaAtikd pmopei va fondnoel 6Ty amoKaTdeTacT TOL 0yYEWKOD TOVOL KOl TNG
APTNPLOKNG TTECNG, e TNV TPoDTODEST] OTL deV avTeEVOEKVYTOL 1) Yp1ioT Tov. To evdopieficg
YOPNYOVLEVO YAVKOVIKO aoPEcTio pmopel vo amofel etwpelés 6oV apopd v Tpocmddeia vo
AVTIGTPAPOVV Ol EMOPACELS TOL OMOKAEIGHOD TV SAVA®V AGPECTIOV.

Kot n parcaptavn kot 1 oprodimivy eivar amiBavo va amopakpuviodyv Hécm apodtAlong.

5. DOAPMAKOAOTI'IKEXZ IAIOTHTEX
51 ®appoxodvvopikés 1010TNTES

Ddoppokobepamevtikn katnyopia: [apdyovieg mov dpovv 6TO GUGTNLO PEVIVIG-AYYEIOTEVGIVIC,
AVTAYOVIOTEG TOV LITOdoYEWVY g ayyetotevaivng Il (AY AII), cuvévacpol avIay®VIGT®V TOV
vrodoytwv g ayyelotevoivng I (AYAILD) kot amokhelotég v SladAmv acPeotiov, Kodikoc ATC:
C09DB01

To Amlodipine/Valsartan Mylan cuvdvdlet 500 ovTIVTEPTUCIKEG OVGIES [E CLUTANPOUOTIKOVG
UNYovicovg dpdong mpokeévou va eheyyBel n aptnplokn mieon Tov acbevav pe Womabn
VIEPTACT: 1] AUAOSITIVY] OVIKEL GTNV OUASN TOV OVTAY®VIGTOV TOL acPectiov Kot 1 faicaptdvn
GTNV OLLAS0. TV POPKAKEVTIKAOV TPOIOVIMV TOV OVTAY®OVIGTOV TG ayysotevaivng II. O cuvdvacudc
AVTAOV TV OVCLOV EYEL 0OPOIOTIKT AVTIVAEPTUGIKT| EMIOPACT], LELDVOVTUG TNV OPTNPLOKT TEST O
ueyolutepo PBabuod an’ 0,TL To Kabe GLOTATIKO UEPOVOUEVO.

Aprodutivny/Borlooptévn

O cvvdvacuog aprodimivig kot Baicaptavng odnyel oe docoeaptmduevn abpoloTikn pueimon e
APTNPLOKNG TTHESNG O OAO TO €0POC TV BepamevTik®V Tov docemv. H avtmeptacikn dpdon piog
d00T1g TOL GLVIVAGLOD TOPEUELVE Y10, 24 DPEG.
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Klivikéc doxyuéc eAeyyouevec pe e1koviKo Qopuokxo

ITepiocotepot and 1.400 vrepracikoi acbeveic Edafav aprodumivy/Borcaptdvn dnas nuepnoing oe
300 ELEYYOUEVEG UE EIKOVIKO PAPUOKO SOKIUEG. XTIC OOKIUEG CUUUETE OV EVIALKOL 0lGOEVELG e NTTLoG
£€m¢ péTprag Papuntog un emmieyuévn wromadn veéptact (LESN SIOCTOAIKT ApTNPLOKT THECT| GE
kabioth B€on >95 kar <110 mmHg). Amoxkeiotnkay ot acBeveig pe vYNAOHEC Kapdioyyelokovg
KvdUuvoug —kapdtakn avendpkela, owafrntn tomov I kot avemapkdg ereyyopevo dafnn tomov I ko
1GTOPIKO ELPPAYLLOTOG TOV LLOKAPIIOV 1| EYKEPAAIKOD ENEIGOOI0V EVTOG EVOG ETOVG.

Khvikéc doxiuéc eleyyoueve pe dpaotikod gapuokxo o aobeveic mov dev avIamokpivovial oty
uovobepareio,

Mio TOAVKEVTPIKT], TUYALOTOINUEVT, OUTAG TUQAY], EAEYYOUEVN LE OPACTIKO PAPUOKO SOKLUN
TAPUAANA@V OpAd®V £0E1EE OHOAOTOINON TNE UPTNPLOKNG TTiEOC (SLUGTOAIKT) CPTNPLOKT TTEST OE
kafiom Béon ota emineda Kokadog <90 MmMHg oto 1éA0g TG doKiung) oe acbeveic mov dev
eléyyovtav emapkdc pe forcaptdvn 160 mg oto 75% twv acBevdv mov Erafov
aprodmivi/Boroaptdvn 10 mg/160 mg kot oto 62% TtV acbevav Tov Ehapav
aprodmiviy/Boroaptdvn 5 mg/160 mg, Evavit TocooTol 53% TtV acbevdv Tov Topiusvay 6To
oynuoa Barcaptavng 160 mg. H mpocsOnkm aprodimiving 10 mg kot 5 mg odnynoe o emmpdchetn
UEIMGT TNG GUGTOAKN G/ SOGTOAKNG apTNplakng ieong kotd 6,0/4,8 mmHg ko 3,9/2,9 mmHg
avtioTory o, 68 GUYKPLoN Ue ToVg acbeveic Tov mapéuevay ot povobepamneia pe paioaptdvn 160 mg.

Mo TOAVKEVTPIKT], TUYOLOTOUUEVT], SITAL TUQAY], EAEYYOLEVN LE OPACTIKO PAPHOKO SOKLUT|
TAPUAANAOV OUAd®V £0€1EE OUAAOTOINGN TNE UPTNPLOKNG TiEGNC (SLUGTOAIKT CPTNPLOKT TTEGT O
koot Béon ota enmineda Kotkadog <90 mMmMHg oto 1éhog g perétng) oe acbeveic mov dev
eréyyovtav emapkag pe aprodurivy 10 mg oto 78% twv acbevadv mov Erafav
aprodumiviy/Boloaptdvn 10 mg/160 mg évavil to6ocTod 67% TV AGHEVOY IOV TAPEUEIVOY GTO
oynua oprodirivne 10 mg. H npocnin Barcaptavng 160 mg odnynoe ce meputtépm peiowon g
GUGTOAIKNG/O10GTOAMKNG apTNPLOKNG Ttigong KoTd 2,9/2,1 mmHg évavtt tov acBevadv mov mapépevoy
670 oyfuo povobepameiag aprodurivng 10 mg.

H aprodimivn/Barcaptdvn peketiOnke eniong o€ pua eAeyyOUEVT LE dPACTIKO QAPLOKO LEAETN LE
130 vreptacikovg acbeveig pe péor S106TOAKN aptnplokn Tieon og Kabiot 0éon >110 mmHg ko
<120 mmHg. £ peAiétn ovt (aptnplaxn wieon 171/113 mmHg xatd v évapén g uerétng), Eva
oynua aprodurivng/Borcaptavng 5 mg/160 mg mov trthomomOnke o 10 mg/160 mg peiovoe v
aptnploxn mieon o kabiot Béomn katd 36/29 mmHg oe cvykpion pe ™ peimon tov 32/28 mmHg
7oL eMETEVYON pe Eva oynua Mowvompilng/vdpoyrmpobealiong 10 mg/12,5 mg nov trthonomnke oe
20 mg/12,5 mg.

e 600 paKpoypoVvieG LeAETEG TapoKoAovONGNGC, I Opdor TG apAodutivig/Parcaptavng dtatnpnonke
Yo TOV® 0mo éva xpovo. H amdtoun drakonr tng Aqung g aprodutivig/Parcaptavng dev éxel
GLOYETIOTEL PE Tayeio avEnon TG apTnPLOKNG TTiEoNC.

H nlikia, to @O0, 1 @A i 0 Seiktng Bapovg Tov cdpatog (>30 kg/m?, <30 kg/m?) dev ennpedovv
TNV avTomoKpIlon oty apioduivr/Bolcaptdvn.

H aprodimivny/Barcaptavn dev €xet peretn0el o kavévo TAnBvoud acbevov TEpay aVTOV TOV
nhoyovv omd véptoot. H Bakcaptdvn €xetl peretn el oe acbeveic ue mpoc@ato Euepayio. Tov
pookopdiov kat kapdiokr| averdpkelo. H apiodimivn éxer pehetndei oe acbeveig pe ypovia otabepn
o 0ayyn, 0yyEl00VGTACTIKY GTNOAYYT KOl 0YYELOYPUPIKA TEKUNPLOUEVT CTEQUVIAIN VOGO.

Aplodurivn

H aplodimivn, mov ivon éva amd ta cvototikd tov Amlodipine/Valsartan Mylan, avactéliet
SwopepPpavikn €icodo TV 1OVIOV acPecTiov 6ToV KapPdloKd Kot 6Tov ayyelakd Agio p. O
UNYOVIGUOG TNG AVTIDIEPTAGIKNG OpAoNG TNG OpAOIITIVIIG 0QeideTan TNV YGAAOT TOV AelOV PUTKOV
WOV TV ayyeiov, Tov TPoKOAEl LEIDMON TOV TEPLPEPIKDOV AYYEINKOV AVTIGTAGEMY KL TNG
aptplakng Tieong. Iepapotikd dedopuéva VITOdEKVHOLY OTL 1 oAV cLVOEETAL GE oNUEia
GUVOEGT|C TOGO TV SOPOTLPIOVAV OGO KOl OLGLMY TOV OEV OVIIKOVV GTNV OLAd TOV
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SwdpomupdvdV. Ot CLGTOATIKES O1UOIKAGTIES TOL KAPOLOKOD Kot ayyYELKOD Aglov oG eEapTdvTan
amd TV €10000 TOV EEWMKLTTAPLOV LOVIMV AGPRECTION G€ 0VTA T KOHTTOPA OLUUEGOV GUYKEKPIUEV®V
StdA®V 16VTOV.

Metd amd yoprynon Bepaneutikdv 86cewv og VIEPTAGIKOVS acheveic, 1 aprlodurivn Tpokoiel
aYYEL0O10GTOAN, 0ONYDOVTAS G Lelmon TG apTnPLoknG tieons oe vmtia Kot 6€ Opbia BEom. Avtéc ot
UELDGELS TG OPTNPLOKNG TTESTG eV GLVOIEVOVTAL OO CTULOVTIKT LETABOAT TOV KapSLOKOV puOpod 1
TOV EMTESOV KATEYOLOUIVAV GTO TAAGLA LE XPOVIA YOPTNYNOT).

O1 CUYKEVTPDOGELG 0TO TAAGO GUGYETICOVTOL [LE TO OMOTEAEGLLO KO GE VEOUG KOl GE AIKIOUEVOLG
acOeveic.

€ VTEPTACIKOVG AGOEVEIC LE PLGTIOAOYIKT] VEQPIKT AELITOVPYIQ, O1 BEPUTEVTIKEG HOCELG TNG
apAOSTiVIIC 001 YN oY GE PEIMON TMV VEQPIKOV OYYELOK®DY OVTIGTACE®V Kol 6€ avénon Tov puduov
OTEPUUATIKNG dONO™G KO TG dPAGTIKNG VEPPIKNG POT|G TAAGLATOS, XOPIS LETOBOAN TOV
KAdopatog omonong N tpwteivovpia.

Onwg kot pe GAAOVG avaoTOAElG TV S10VA®V AGPECTION, Ol AUOSVVALIKES LETPNGELS TNG KOPOLOKNG
Aertovpyiog og npepia kot katd tn dSdpkela doknong (1 fnuoatoddtong) oe acheveic e PUGLOAOYIKY
KOWALOKT Agttovpyio ov AapBdavouy aprodutiv £xovv dei&el YeViKa pikpn avénon Tov Kapdtakon
deilktn yopic onuoavtikny enidpacn oto Aoyo dP/dt ) oty TeAodiocTOMKN TTigon 1| TOV TEAOSI0GTOAIKO
OYKO TG 0PIOTEPTC KOIMOG. X€ OULOSVVOIKES LEAETEG, 1] OUAODITTIVI] OV £XEL GLGYETIOTEL LE
APVNTIKN VOTPOTO dpdon Otav yopnynonke 6to e0pog BepanenTikdY d6GE®V g VY {Ma Kot
avOpMITOVE, AKOUA Kot OTOV cLYYopnyNONKe pe To amokAEIoTEC 6€ avOpOTOVG.

H aplodimivn dev petafdiiet tn Aettovpyia Tov AEROKOUPOL 1) TNV KOATOKOIAOKT Cy®YLLOTNTO GE
vy (Do 1 ovOpdTovG. Xe KAWVIKEG ueEAETEG OOV M apAoduTiv) YopnynONKe e cuvovacud ue Prita
amoKAEIoTEG G aobevel eite pe véptao ite pe otnOAyyM, dev mapotnpnONKay oveEmOOUNTEG
EMOPACELS GE NAEKTPOKAPILOYPOUPIKES TOPAUETPOVG,.

Xpnon oe aoBeveic ue vaéproon

Muo Toyatomomuévn, Sumhd ToeAN peéTn voonpotntas-Bvnoipndtrag, mov ovopdletor Melé
Avtmeptootkig kot Avtimmdaptkic Ogpaneiog yio tnv IIpdinyn tov Kapdiakov Engicodiov
(ALLHAT), mpaypatomombnke yia vo cuykpivel vedtepeg Oepameieg: aphodumivn 2,5-10 mg/muépa
(amordelotg TV dlA®V acPeotiov) 1 Mowonpiin 10-40 mg/muépa (AMEA) wg Bepaneieg mpdTNng
YPOUUNG €vavTt ToL dtovpnTikoy Betaliong, yAwpoBoidovn 12,5-25 mg/muépa otnv Nmia £0¢ pETpla
VIEPTAOT).

Yvvolikd 33.357 vmeptacikoi acBeveic nAkiag 55 eTdv kol Gveo TuyaoTowONKaY Kot
mapoakolovdnOnKay Yo péco ddotnua 4,9 etamv. Ot acbeveic elyav TovAdyioTov Evav Tpodcheto
TOPAYOVTA KIVOUVOL GTEQOVIAING VOGOV, GUUTEPIAAUPAVOUEVOD TOV TPOTYOVLEVOD EUPPAYLOTOC TOV
LLOKOPSIOV 1 TOL AYYELKOD EYKEPUAIKOV ENEIG010V (>6 punveg Tpv Vv €viaén) 1 GAANG
TEKUNPLOUEVNS 0O POCKANPOTIKTG KAPILyYELUKN G VOGOL (Guvorkd 51,5%), Stafritn Tomov 2
(36,1%), YN TLKVOTNTOG ATOTPMTEIVIG - YoAnotepOAn <35 mg/dl 1 <0,906 mmol/l (11,6%),
SAyvVOGCT VITEPTPOPIOG TNG OPLOTEPTIC KOIMOG HEGH NAEKTPOKAPIIOYPOUPTILATOG 1|
nyoxoapdoypaprpnatog (20,9%), evepyol kanviotég (21,9%).

To kOp10 KaTtaAnkTiKd onueio Nrav cuvleto Kot TepleAdupave Bovatneopo otepaviaio vOGo 1 un
Bavotneopo Epppaypa Tov pooKapdiov. Agv LIAPYE CNUAVTIKT SL0POPA GTO KOPLO KATUATKTIKO
onueio peta&o g Poaciouévne o aprodimivn Oepaneiog kot g faciopévng o yAmpoBoiidovn
Oepamneiog: oyetikdc kivovvog (RR) 0,98, 95% CI (0,90-1,07), p=0,65. Amod ta. devutepehovia
KOTOANKTIKA onueio, 1 TMTOON TG KOPIOKNG 0vemdpKelos (CuVIeT®oa EvOg cuvBeTOV
GUVOLOCUEVOL KOPILAYYEIOKOD KATOATKTIKOD GMUEIOD) TTOV OTLOVTIKG VYNAOTEPT GTNV OUAda TG
apAoduivig, o cOykplon pe v opdda g yAwpodaiddvne (10,2% évavtt 7,7%, RR 1,38, 95% CI
[1,25-1,52], p <0,001). Qo1660, 6ev LINPYE CNUAVTIKY dLaPopd oTn BvnoudTo OA®Y TOV 0ITIOV
peta&d g Paciopévng og aprodurivn Bepaneiog kot g faciopévng og yAwpoBaidovn Oepameiog
RR 0,96, 95% CI [0,89-1,02], p=0,20.
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BoaAcaptdvn

H BaAcaptavn givat Evag yopnyovuUevog amd TOV GTOUOTOG OPUGTIKOG, 10YVPOG KOl E101KOG
AVTOYOVIGTNG TOV VITOd0YE®V TG ayyelotevaivig II. Apa exiektikd otov vrdTLTO VTodoyEa ATy, ToV
glvar vevBuvog ya TG YvmoTég dpdoelg g ayyeoteveivig 1. Ta avénuéva enimeda g
ayyetoteveivng Il 6to mAdopa petd ond amokieloud tov vrodoyéa AT1 pe Balcaptdvn pumopel va
deyeipovv To PN amokAEGUEVO VITOTVTIO TOL LIodoYEN AT2, 0 omoiog paivetot 0Tt avTioTaBpilet
dpdon tov vodoyéa AT1. H Baicaptdvn dev emdekviel HePIKN ayovioTiKY dpdon 6Tov vodoyEa
AT1 ko €yl mohd peyorvtepn (mepimov 20.000 popéc) cuyyévela yia tov vrodoyéa ATy arm’ 6,11 Yo
tov vodoyéa ATo,.

H Baicaptavn dev avactéirel to MEA, yvwotd kot o¢ kivivaon 11, mov petatpénel v ayysloteveivn
I o ayyesoteveivn Il ko amoucodopel ) Bpadvkivivn. Kabag dev mapatnpeitan kapio enidpacn oto
MEA «on xopia gvioyvon g Bpadvkivivng 1 g ovsiag P, ot avtaywoviotéc g ayyetotevoivng 11
elvan amiBavo va oyetiCovtat pe to Pryo. Xe kKAvikés dokyég 6mov 1 Paicaptdvn cuykpibnke pe Evav
avaotoréa MEA, 1 enintoon Enpov Prixo tav og onuoavtikd Padbud (p <0,05) xauniotepn otovg
acBeveic mov Ehafav aywyn pe Bakcaptdvn an' 6,11 6Tovg 0cbeveig mov Ehafayv aywyn LE AVOGTOAEN
MEA (2,6% évovtt 7,9%, avtictoyyn). Xe o KMVIKY| dokiun otnyv omoia cvppetelyav acbeveic e
16T0p1Kd ENPod Priyo Kotd T didpkela Oepaneiog pe avactoréa MEA, fryoc eppaviomke oto 19,5%
TOV GUUUETEXOVT®V OV Ehafav Boarcaptdvn Kot 610 19% tev acbevav mov Ehapav Oetaliduco
dovpnTikd, Evavtt T060oToL 68,5% Ttmv acbevav mov Ehafav avactoréo MEA (p <0,05). H
Baicaptavn dev cuvdéetal N dev amokAeiel AALOLG VTTOJOYEIC OPLOVAVY 1] SIOAOVG 1OVTMOV TOV Eival
YV®oTo 0Tt ToiloVV GNUAVTIKO POAO 6T POOIGT TOV KOPILOYYELKOD GUGTNLOTOG.

H yopnynon PBaicaptavng oe acBeveic pe vtéptacn odnyel 6 TTMOG NG APTNPLOKNG TLECTG XWOPIg VAL
emnpealel Tov kapdlokd puouo.

Xy mheovotta Tov aclevav, petd ) yopnynon piog 6661S omd TOL GTOUATOS, 1) AVTIVTEPTUCIKN
dpdon eppaviletotl evidc 2 mpmv, Kot 1 HEYIOTN TTOCT] TNG OPTNPLUKNG TECNG EMTLYYUVETAL EVTOC
4-6 opmv. H avtoreptactkn dpdon Tapapéver yio StdoTnuo LeYoADTEPO TV 24 @POV UETA TN
yopnynon. Me emavalopfovopuevn xopnynon, n LEYIOTN Hei®ON TNG OPTNPLOKNG TESNC HE
omoladNmote 600 mTLYYAVETAL EVTOG 2-4 £fdoUAdmV Kot dtotnpeitan Katd Tn S1GpKEL TG
pakpoypoviag Oepomeioc. H andtoun diaxomn tg Ayng Pakcaptdvng dev €xel GLGYETIOTEL e
vroTponn g vaéptaong (rebound) v dAec Khvikég avembOuNTEG EVEPYELEG.

Al AutAOc amokAeiopndc Tov TPAA

AVo peydiec Toyoomompeéves, ereyyopeves pehétes (n ONTARGET (ONgoing Telmisartan Alone
and in combination with Ramipril Global Endpoint Trial) kot 1 VA NEPHRON-D (The Veterans
Affairs Nephropathy in Diabetes)) £yovv e€gtdoet T ypnon Tov GLVOVAGHOD eVOC avacToAéo MEA e
évav AYALIL

H ONTARGET ftav pio peAétn mov d1e&nydn oe acOeveic pe 16Topikd kapdioyyelokng 1
EYKEQOAIKNG OYYELOKNG VOGOV 1) GOKY0PDON dafitn TOTOL 2 Guvodevdpevo amd Evositn PAAPNS
teAkob opydvov. H VA NEPHRON-D ftav pio pehétn o acbeveig pe caxyoapmon dtapritn tomov 2
Kot SrofnTikn veppomadeia.

AvTég o1 peréteg dev £xouv dei&el oNUAVTIKY OEEAUT EMIOPACT] OTIG VEPPIKES KAUN OTIG
Kapdayyelokég ekpaoeig kat tn Bvnootnta, evéd Tapatnpnonke évag ovénuévog kivouvog
vreprolopiog, o&eiog veppikng PAGPNC ko vadtaong o€ cOYKpLomn Le T povobepameio.
AgdOUEVOV TV TOPOUOI®V (OPLAKOSVVAUIKMV 1010THT®V, GVTE To OTOTELECUATA EIVaL ETIONG
OYETIKA Y10t AAAovg avactoheic MEA kol AYAIL

Q¢ ek TovTOV 01 avactoAeic MEA kat ot AYAII dev Oa mpémet va ¥pnoLonolonuvTal TanToYpova. G
acBeveig pe dropntikn veppomddeio (PA. mapdypapo 4.4).
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H ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease
Endpoints) ftav pio pelétn oyedracpévn va ehéyEet 10 dQerog TG TPosHNKNG aAoKIpEVIG OE L
nwpotumn Bepoameio pe Evav avactoréo MEA 1 évav AY All o¢ acBeveic pe cokyapodn dafntn tomov
2 ka1 ypoVIo VEQPPIKT VOGO, KOpdloyyelokT vooo 1 kot Ta 000. H pekétn diekomn mpodmpo Adym vOg
avENUEVOL Kivovvoy avemBountov ekfacemv. O Kapdiayyelakos Bévatog Kol To £YKEQOAKO
eNEI0O010 NTav Kol To. 000 oplOUNTIKA CLYVOTEPO GTNV OUAON TNG AAGKIPEVNG 0o OTL 6TV opLdda
TOV EIKOVIKOV QapUAKoL Kot To avemifounta copfdvta kat ta coPapd avembounta coufdvia
evolapépovtog (LrepkaAtopio, VLOTOON KoL VEQPIKH SVGAELITOLPYi) avaPEPONKaY GLYVOTEPA GTNV
opada TG OAMOKIPEVNG ad OTL GTNV OUASO TOV ELKOVIKOD QOPLAKOL.

52  ®appoxokiviTikég 1010TNTES
CpoppkdTnTo
H aprodimivn ko 1 faicaptdvn mapovctdlovy YpoppKY] GopLakKOKIVITIKT.

Aprodutivny/Boicoptévn

Metd Vv amd Tov GTOHOTOG XOPTYNCT AUA0SUTiVIG/BaAGapTAVIG, O LEYIGTEG GUYKEVIPMOGELS TNG
Baicaptdvng Kot TG aprodimiving 6to TAdGa emtTuyXavovtal o€ 3 kot 6-8 dpeg avtictorya. O
pLOUOS Kot 0 BaBudc g amoppoPNoNg TG aprodurivig/Parcaptdvng eivat 1IGodHVALOL e TN
Brodrabecipdmra g Porcaptdvng Kat TG AUAOSITIVIG OTAV YOPTYOUVTOL MG LEUOVOUEVO dIOKIA.

Aplodurivn

Amoppopnon

Metd v and Tov 6TOUATOG XopyNoT Bepanmevtikdv d6cemv povobepansiog aprodimivig, ot
UEYIOTEG GUYKEVIPMOELS TNG OUA0SITIVIG 6TO TAdo U EntTuyydvovTon o€ 6-12 dpeg. H amodiv
BrodwaBeorpdmra vroroyileton 6Tt Kupaiveton peta&d 64% wot 80%. H Prodinbecipdtra e
apAodimivng dev emnpedleTon omd TNV AT TPOPNG.

Koatavoun
O 6ykog katavoung etvar mepinov 21 I/kg. Meléteg in vitro pe v aprodurivn £dei&av 6t 10 97,5%

TEPITOV TOV KLKAOPOPOVVTOG POPLAKOD dEGUEDETOL OO TIG TPWOTEIVEG TOV TAAGLOTOC.

Bioustaoynuotiouoc
H aprodinivn petaforileton oe extetapévo Pabpd (mepimov 1o 90%) 610 Map oe avevepyolg
petaPoliteg.

Amofoin

H amopdkpovon g aprodimivng and 1o TAdopa sivol S1pactkn, pe TeAkn nulon yo v
amopdpuven 30 émg 50 mpeg. Ta enimedo oTadEPNG KATAGTAOTG GTO TAAGLA ETITVYYAVOVTOL UETH OO
ooveyn yopnynon yw 7-8 nuépec. To 10% tng apying aprodimiving kon To 60% tov petafoAtdv g
OPAOBITTIVIG OEKKPIVOVTOL 5T 0VPOL.

BoAcaptdavn

Amoppopnon

Metd amd Tov 6TOHOTOC YopTyNon novobepameiog BoAcopTdvng, ol LEYIOTEG CUYKEVTPMOGELG TNG
Baicaptdvng oto mAdopa emtuyydvovtal o€ 2-4 dpeg. H péon amodivtn frodabecipotnta givor 23%.
H tpooen peidvel v ékbeon (0nmg petpator puéom g AUC) ot Parcaptdvn katd 40% mepinov kat
N HEYIETN oVYKEVTPOT 6T0 TAGGUA (Cmax) katd 50% mepimov, av Kot 8 dpeg mepimov HeETA TN 0OGN
01 GLYKEVIPAOCELS TNG POAGAPTAVNG GTO TAACHO ElvaL TAPOUOLIEG VIO TV OLAdA TV AcHEVOY TOL
élofav Tpoen| Kot yio TNV opdda avtdv Tov dev Erafav. Qotdco, avth N peiwon g AUC dev
GUVOSEDETOL ATO KAVIKG ONUOVTIKY pelmon ¢ 0epamenTikng dpaonc, Kot ETOUEVOS 1| PalcapTdvn

pumopel va yopnyeiton pe 1 yopig tpoon.
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Kozovoun

O oyKo¢ katoavoung ¢ Parcaptdvng oe otabepn KATAoTOOT HETA 0md EVOOPAEPLa Yoprynon sivat
nepimov 17 Aitpa, vrodeikvoovtag 0Tt 1 oAcapTdvn dEV KOTAVEUETOL EKTEVMDG 6TOVG 10T00¢. H
Baicaptavn cvvdéetar o peydro Babud pe npwteiveg opov (94-97%), kuping Aevk®poTivy opov.

Bioustaoynuotiouoc

H BaAcaptavn dev petatpénetal o€ peydro aduod, kabog uoévo to 20% mepintov g d60mg
aviyvevetal g petaPolrites. 'Evag petafolitng vopokéog Exel evtomiotel 6To TAAGUA GE YOUNAES
ovykevipmoels (Ayotepo and o 10% g AUC g Parcaptdvng). Avtog o petafolritng eivon
QOPUOKOAOYIKA U1 OPOGTIKOG,

Amofoin

H BaAcaptavn epoavilel kivntikn molveketikng e€acBévionc (tue <1 dpag Kot tyg Tepimov 9 mpeg).
H BaAcaptavn amofdiieton Katd kHplo Adyo amd ta koémpave (epimov to 83% g 600mg) Kol Ta.
obpa (mepimov 10 13% g 6601MG), Kuplwg g avorioimto pappako. Metd and evdopAEPia yoprynon,
N k@Bapon g Borcaptavng oto TAdopa givar Tepimov 2 I/h ko 1 veppikn tng kaBapon givar 0,62 1/h
(mepimov 10 30% tng ohkng kabapong). H nuilon g Barcaptdvng ivatl 6 dpeg.

Ewwoi tAnbvopoi

Houdazpixoc winboouoc (nhikiog koartw twv 18 etwv)
Agv vtdpyovv dabécia Sed0UEVE PAPLAKOKIVITIKNG OGOV apopd ToV Tandlatptkd TANOVGHO.

Hhurxaowuévor (nhixiog 65 etwv kou dvw)

O xpOVOG £0G TIG LEYIOTES CLUYKEVTIPMOELS TG AUA0IITIVIG 6TO TAAGLLA vt TOPOLOLOG Y10l TOVG
VEOLG Kol TOVG NAKImpEVOLS aoBeveic. Xe nAtkimpévoug acbeveic, n kdBapon g aprodumivng teivel
VO LELOVETAL, KATL TOV TPOKAAEL 0LENTELG GtV TEPOYN KAT® amd TNV KapumvAn (AUC) kat tnv
nuiton anopdkpovone. H péon ovotnuatiky AUC g Baicaptavng ivar peyarvtepn katd 70%
GTOVG NAKIOUEVOVG acBeVElC amd OTL GTOVG VEOLGS, ETOUEVMG amatteital Tpocoyn OTav ovEAveToL 1
docoioyia.

Neoppixn dvolsitovpyia

H gappaxoxivntkn g aprodurivng dev ennpedletor onpovtikd and veppikn dvciettovpyia. Omwmg
OVOUEVETOL Y10 L0 EVAOOT) TTOV 1| VEQPIKT TG KABapon avtietoryel poig 6to 30% tng oAKNG
KkéBapong o1o TAAGHE, Oev TOPATNPNONKE CLGYETION HETOED TNG VEQPIKNG AEITOLPYIOG KOl TNG
cvotnpatikng £ékfeong ot Baicaptdvn.

Hrauixn dvalertovpyio

[ToAd meplopiopéva Khvikd dedopéva etvat dStobEcIa GYETIKA LLE TN YOPNYNON TNG ApA0dUTivG o8
acOeveic pe nmatikn dvciettovpyia. Ot acbeveic e Nratikn SuoAelTovpyio TOPOVSIALOVY HEIOUEVT
Kk@Oapon ¢ aprodimivig pe cuverakdAovdn avénon g AUC kotd 40-60% mepinov. Kotd péco
0po, o€ acbevelg e Mo Emg pétprog Papvtntag xpovia nrotiky voco 1 ékbeor (uetpnbeioa pe Tipég
AUC) ot Baroaptdavn givar 300 popés peyardtepn and avti TV VYOV eBeAovidv (e
YOPOKTNPLOTIKA EEOUOIMUEVE, G TTPOG TNV NAIKIa, TO VA0 Kol TO coUaTiKO Bapog). [Tpénet va divetat
npocoyn og acbeveig pe nrotikh voso (PA. mapdypopo 4.2).

5.3 IIpoxkivikd dedopéva yio TNV d6QIAEL0

Aurodimivy/Boalooptivy

Ot avemBounTec avTdpaoelg pe mhovn KAVIKY ONUOcIo TOV KOTAYpapNKay o€ HeAETES e (oo nTav
01 TOPAKATO:

IotomtaBoroyikd onueio EAEYHOVIAS TOV AOEVIKOD 1GTOD TOV GTOUOYOV TapoTnpHONKay 6€ apoeviKoDg
apovpaiovg o€ ékBeon 1,9 (Baroaptavn) kot 2,6 (apAodirivn) opéc TEPITOV TIC KAVIKEC OOCELS TV
160 mg Barcaptdvng kot 10 mg aprodimivie. Xe vyniotepeg exbéoelg, vnpée e&élkwon Kot
daPpmon Tov PAEVVOYOVOL TOL GTOUAYOL Kot 6TOVG ONALKOVG Kot 6Tovg apoevikovs. [Tapduoteg
aALOIDOELS TTopaTPHONKOV Kot oty opudda tng povobepameiag Barsaptavng (ékbeon 8,5-11,0 popég
v KAvikn 6001 tov 160 mg Bakcaptdvng).
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AvEnuévn enintoon kot fapdTnTo VEPPIKNG COANVAPLOKNIG PAcE0PIAIAG/VOATVOOTG, S10GTOAG Kot
TaPoLGiag KVAIVOP@V KoM Kot SIGUESTC AEUPOKVTTAPIKNG PAEYLOVIG KOl DITEPTPOPING TOV
apPimV TV PHEGOL yITdva Bpédnkav oe éxbeon 8-13 (Baioaptdavn) kot 7-8 (aprodimivn) opég Tig
KAvikég d0celg Twv 160 mg Barcaptavng kot 10 mg aprodurivng. [apdpoteg aAroidoelg
mopatnpiOnkay oty opdda tng povobepamneiog farcaptdvng (ékBeon 8,5-11,0 popég v KAvik)
doon tov 160 mg Bodcoaptdvng).

e o peAétn euPpuikng avamtuéng o 0poLPAiovs, KATOYPAPN KOV VYNAES EMTTOCES SIECTOAUEVOV
oVPNTHP®V, SVGTAUCTIKOV GTOXEIMV TOL GTEPVOL KOl LT OGTEMUEVAOV QOANYYDV UTPOGTIVOD TOSL0D
o¢ ekbéoeic mepinov 12 (Boicaptavn) kot 10 (aprodimivn) eopég Tig KAviké docelg tv 160 mg
Baioaptavng kKot tov 10 mg aprodurivng. AtesTadpévol ovpntipeg TapatnpnOnKay eniong otnv
opada g povobepamneiog parcaptdvng (€xbeomn 12 popéc v KAwvikn d6on Tov 160 mg
Baicaptavng). Xt cuyKEKPIUEVN HEAETT KaTOypAeN KOV LOVO UETplag Bapdtntag evoei&elg
to&wdtnrag e untépog (pétpra peimon tov copatikod Bdpovg). To enimedo pn mapatipnong
AmOTELEGLATOG, OGOV aPOopd GTIG EMOPACELG TNV avAnTLEN, TapatnPONKe og TPITAdCL
(Baicaptavn) kot teTpomAdoto (aprodurivn) e kKAvikng ékBeong (Pacel tng AUC).

Oocov apopd otig pepovapéves ovsieg dev vnp&av evdeifelg petarla&loyovov dpdong, d1domacng
TOV YOVISi®V 1] KapKvoyovov dpdong.

Aulodimivy

Avomopoywyikn ToEKoAoYio

Y& HEAETEG avamapay®YNG LE EMIUVES Kot LOES, LETE amd yop1ynomn 06cewv mepimov 50 popég
UEYOADTEPEC ATO TN UEYIGTH GUVICTMOUEVT BOGOAOYIM Y10 TOVG ovBpmdmovg, Pacilouevol oe mg/kg,
mapoTnpiOnkay kabvotépnon TokeTon, avENUévn SLIPKELD TOKETOD Kol LELOUEVN ETPioT TOV
guPpHov Ko Tov veoyvo.

Avchertovpyio YOVILOTNTOS

Agv vip&e enidpacn 6N YOVHOTNTA TOV opovpainy wov Ehafav aprodmivn (To apoevikd yio

64 nuépec kat To, OnAvka Yo 14 nuépeg mpv to Levydpoua) o ddoeig péxpt ko 10 mg/kg/muépa

(8 @opéc™ ueyarvTepn TG péYIGTNG GLVICTMUEVNC 860NG 6TOV AvBpwmo Twv 10 mg, Bdcer mg/m?). Te
pio GAAN peAétn o€ apovpaiovg katd v omoia ota apoevikd yopnynOnke amlodipine besilate yio

30 nuépeg o€ 8601 cvykpioun pe v avBpomivny ddéon Pdost mg/kg, mapatnpndnke peimon g
BVL0oKO-O1EYEPTIKNG OPUOVNG KOL TNG TEGTOGTEPOVNG GTO TAAGLO KAOMG KOl LELDGEIC GTNV TUKVOTNTA
TOV GTEPLOTOC KOL GTOV aplOpd TG DPIUNG OTEPUOTIONG Kot TV KuTTapwv Sertoli.

Kapxwoyéveon, petoAlaEloyEveon

Agv vpyav evOeiEelc KapKIVOYEVESTG GE 0poLPAiovg Kol TovTiKia 6ov d60NKe 61N dloTd TOVG
apA0dTiv Yo dVO XPOVIL GE GVYKEVTIPMGELS TOV VITOAOYILETOL OTL AVTIGTOLYOVV GE UEPTIGLU dOCT)
0,5, 1,25 o 2,5 mg/kg. H vymAdtepn 3661m (Y10 TOLE TOVTIKODE, OO0 KOL Y10 TOVG 0pOovpaiong 600
POPEC* PEYOADTEPT) TNG UEYIGTNG CUVIGTOMEVNG KAMVIKAG 80omng Tav 10 mg Bdcet mg/m?) Aoy kovtd
oTN UEYLETT OVEKTH SOGT Y10 TOVG TOVTIKOVGS, GAAG Gyl Y10 TOLG APOVPAiOVG.

Meléteg petarraloyéveong dev £0e1&av ETOPACELS TOV POPLAKOV GTA YOVidla 1] 6TO EMIMESO TV
YPOUOCOUATDV.

* Mg Bdon o Papoc acBevoic ico pe 50 Kg.

21



Baloaptovny
Ta pun KMvika dedopéva dev amokaAVTTOLY 110iTEPO Kivouvo Yia Tov avBpmmo pe Pdomn Tig

SUUPUTIKEG LEAETEC POUPUOKOAOYIKNG OICPAAELNG, TOEIKOTNTOG ETUVAAUUPOVOUEVDY dOGEDV,
YOVOTOEIKOTNTAG, EVOEXOUEVNS KAPKIVOYOVOL dPAomnS, TOEIKOTNTOG GTIV OVOTOPOy®YN Kol TNV
avamTuén.

e apovpaiovg, UNTpiké ToEkég 60oelg (600 mg/kg/muépa) KoTd TIC TEAEVTAIEG NUEPES TNG KONONG
Kol KaTd T YoAovyia odfynoav o tkpotepn emPioon, youniotepn avénon Bapovg Kot
kaBvotepnpévn avantoén (amokOAANGY| TOL TTEPLVYIOL TOLV MTOG KO TOV EE® OKOLGTIKOD TOPOL) TMV
amoyovav (BA. mapdypaeo 4.6). Ot docelg avtég oe apovpaiovg (600 mg/kg/muépa) ivar mepimov

18 popéc N péyiot cuvictdpevn avlpdmvn d6om ce Paon mg/m? (o1 vtoroyisuoi Oewpody Mg
dedopévn i amd Tov otopatog doom tv 320 mg/Mmuépa kot acBevi 60-KIA®V).

e un KAMVIKEG LEAETEG Y10 TNV AoPALEL, DYNAES dooEl; Boloaptavng (200 émg 600 mg/kg
COUOTIKOV BAPOLS) TPOKAAEGHY GTOVG APOVPAIOVS LEIMOT TOV TOPAUETPOV TOV KVTTAP®V TOV
epLBpOV apoceatpiov (epubpoxdTTopa, ALOcEAPIvV, A ToKPiTNG) Kot EVOEEn HeTafoAdy ot
VEQPIKT otpodvvapkn (EAagpd avénuévn ovpio aldTOV TOL AIIATOC, VIEPTANGIN TOV VEQPIKDY
coAnvapiov kot faceoiiia oe appeveg). Ot 060e1g avTég o€ apovpaiovs (20 fwg 600 mg/kg/muépa)
gtvon mepimov 6 kau 18 gopéc n puéylotn cuvictduevn avlpdmivy ddon oe Béon mg/m? (o1
VIOAOYIGHOT BEPodV w¢ dedouévn pia omd ToL oTOpATOG 600 TV 320 mg/Mmuépa kot acbevn 60-
KIL®V).

e 0pPKTOUVG G€ GLYKPIoIUES OOGELS, Ol LETAPOAEG NTAV TAPOUOLIEG OV Kol GOPUPOTEPES, 1O1AITEPO OTA
veQppd, 0TOL o1 peTaPoréc eEeiyniay oe vepporabdeia, cupmephappavopuévng avénuévng ovpiog
a{®TOV OiOTOC KOt KPEATVIVG.

YrepTpoia TOV TOPACTEPALUTIKAOV KVTTAP®V Tapatnpninke eniong kot ota dVo £idn {dwv. Oleg ot
petaforég Bewpnnke 6TL TPOKANONKAV 0O TN EAPUAKOAOYIKT dpdom Tng Borcaptdyvng, Tov
TPoKaAel TapateTapévn vTdTAo, Wl0iteEPA 6TOVG apKTOUVES. o BepamevTikég 00Gelg BalcapTdvng
6TOV AvOp®TO, 1 VIEPTPOPIN TV TUPUCTEPUAUATIKOV KVTTAPOV O€ QAIVETOL VO, £YEL Koo OYETIKN
onuocio.

6. OAPMAKEYTIKEX IAHPO®OPIEX

6.1 Katahloyog ekddymv

Amlodipine/Valsartan Mylan 5 mg/80 mg smuoivuuéva e Aemtd vuévio dickio

[Mvpnvac Tov dickiov

Kvttoapivn wikpokpuotadiiky
Kpoomofioovn

Mayviclo oteotd

Avodpo KOALOEWEC TLPLTiOV 0EEID10

Erucéioyn

YrpopeAholn

Tiraviov d10&gido (E171)
[HoAvoBvievoyivkoin 8000
TéAxng

Z1mpov o&eidio kitpvo (E172)
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Amlodipine/Valsartan Mylan 5 mg/160 mg emwcalvupéva pe Aemtd vuévio diokio

[Tvpnvoc Tov dtokiov

Kvttapivn pikpokpuotaiiikn
Kpoomofidovn

Mayviclo oteatikod

Avvdpo KoALoeWES TuptTiov 0EEld10
Z1dnpov o&eidro, kitpvo

Emucéioyn

YrpoueAroln

Turtaviov do&eido (E171)
IToAvarBvievoyivkdin 8000
TéAxng

Znpov o&eidro, kitpvo (E172)

Amlodipine/Valsartan Mylan 10 mg/160 mg emxolvpuéva pe Aertd vuévio diokio

ITvpnvoc Tov diokiov

Kvttoapivn pikpokpuotadiiky
Kpoomofioovn

Maoyviclo oteatikod

Avodpo KoALoEWES TVpLTioV 0EEID10

Emucéioyn

YrpoueAroln

Turtaviov do&eido (E171)
[ToAvaBvievoyivkoin 8000
TéAxng

Z16Mpov o&eidio, kitpivo (E172)
Z1mpov o&gidio, epubpo (E172)
Znpov oeidio, pérav (E172)
6.2 AocvpupototnTeg

Agv gpapudletat.

6.3 Audpkera Long

2 ypoviaL.

2V0KEVOOIES PLOADY LUETA TO TPAOTO AVOTYLLOL:
Na ypnoonoteite evtog 100 nuepav.

6.4 Idwitepeg TPoPLAGEELS KOTA TV UAAEYN TOV TPOTOVTOS
Agv vtapyovv €1d1kéEC 0dMYieg dotpnong yio 10 TPoldv avTo.
6.5 ®Von Ko GLOTUTIKA TOV TEPLEKTN

Yvokevaociec koyéing PVC/PCTFE

23



Meyébn ovokevaoiag: 14, 28, 56, 98 emkaivupéva pe Aemtod vuévio dokia ko 14x1, 28x1, 30x1,
56x1, 90x1, 98x1 emkaAvupéva pe AewTo LUEVIO d1GKId.

Agvkn edAn and TolvarbvAévio vynAng mokvotntag (HDPE) pe Aevkd adiopavég mopa amod
TOAVTPOTLAEVIO KOt AAOVULVEVIO emifepa emOy@YIKNG GOPAYIONG.
Meyébn cvokevaociog: 28, 56 1 98 emkaivppéva pe vpévio dokia.

Mmropei va un KuKAOQOpOUV OAEG 01 GLUGKEVAGIES.
6.6 Idwitepeg TPoPULLAEELS aTOPPLYNG KOL AALOG YEIPLGNOG

Koapia g1d1kn vroypéwon.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphavdia

8. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/1/16/1092/001
EU/1/16/1092/002
EU/1/16/1092/003
EU/1/16/1092/004
EU/1/16/1092/005
EU/1/16/1092/006
EU/1/16/1092/007
EU/1/16/1092/008
EU/1/16/1092/009
EU/1/16/1092/010
EU/1/16/1092/011
EU/1/16/1092/012
EU/1/16/1092/013
EU/1/16/1092/014
EU/1/16/1092/015
EU/1/16/1092/016
EU/1/16/1092/017
EU/1/16/1092/018
EU/1/16/1092/019
EU/1/16/1092/020
EU/1/16/1092/021
EU/1/16/1092/022
EU/1/16/1092/023
EU/1/16/1092/024
EU/1/16/1092/025
EU/1/16/1092/026
EU/1/16/1092/027
EU/1/16/1092/028
EU/1/16/1092/029
EU/1/16/1092/030
EU/1/16/1092/031
EU/1/16/1092/032
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EU/1/16/1092/033
EU/1/16/1092/034
EU/1/16/1092/035
EU/1/16/1092/036
EU/1/16/1092/037
EU/1/16/1092/038
EU/1/16/1092/039

9. HMEPOMHNIA ITPQTHX EF'KPIXHX/ANANEQYHY. THX AAEIAX
Hpepopnvia mpong éykpiong: 22 Moptiov 2016
Huepounvia tedevtaiog avavémong: 14 lavovapiov 2021

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepeic mAnpoeopieg yio T0 Tapdv PUPUAKEVTIKO TPoidV givor S1BEGILES GTOV SIKTLAKO TOTO
oV Evpomaikod Opyovicpod @apudkov: http://www.ema.europa.eu
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IHAPAPTHMA 11

ITAPAXKEYAXTEX YIIEYOYNOI I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH ATAOEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTEX YIIEY®OYNOI I'TA THN AIIOAEXMEYXH TQN ITAPTIAQN

‘Ovouo ko1 d1e06vven TV TOPUCKEVOSTMV TOV Eivorl VITELOVVOL Y10 TV ATOOEGUEVGT] TV TOPTIOWY

McDermott Laboratories Limited t/a Gerard Laboratories
Unit 35/36 Baldoyle Industrial Estate,

Grange Road, Dublin 13

IpAavdia

Mylan Hungary Kft.
Mylan utca 1,
Komarom - 2900
Ovyyapia

Mylan Germany GmbH

Zweigniederlassung Bad Homburg v. d. Hoehe
Benzstrasse 1, Bad Homburg v. d. Hoehe, Hessen, 61352
I'eppavia

270 £VTUTIO QOAAO 0JNYLOV XPNOTG TOV PUPUOKEVTIKOD TPOIOVTOC TPETEL VO OVALYPAPETUL TO OVOLLOL
Kol 1 S1ev¥0VVOT TOV TAPUCKELAGTH TTOV Eival VTEHOHVLVOG Y1 TNV ATOSEGIEVGT] TG CYETIKNG TAPTIOAC.

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

DoppokeuTikd TPOIOV Yo TO OO0 ATALTEITOL LOTPIKT] GUVTAYY.

I AAAOI OPOI KAI AITAITHXEIX THX AAETIAY. KYKAO®QOPIAX
o Ex0¢os1g Teprodiki mapakorovdnong e asearerons (PSURS)

Ot anoutioetg yuo tnv vroforn tov PSURS yia to gv Adym @appokeutikd tpoidv opilovior otov
KATAAOYO e TG Nuepounvies avapopds s Evoong (katdloyog EURD) mov mapatifetor otnv
Tapdypoeo 7, Tov dpbpov 107y g odnyiog 2001/83/EK kot ke emaxdAovdng emtkaipomoinong
OT®G OMULOGIEVETAL OTIV EVPAOTOIKT SUKTLAKT] TOAN Y10l TO POPLLOKOL.

A.  OPOI'H HEPIOPIZMOI XXETIKA ME THN AX®AAH KAI ATIOTEAEEMATIKH
XPHIH TOY ®APMAKEYTIKOY ITIPOIONTOX

o Yyéo10 owayeipiong kivovvov (XAK)

O Kdaroyog Adetog Kvkhopopiag (KAK) Ba dieEaydyet Tig amartodpeves dSpactnploTnTeg Kot
TAPEUPAGELG PUPLOKOETOYPVTVIIONG OGS Tapovcidlovtal 6To cuppovndév XAK mov
mapovctdletar otnv evotnto 1.8.2 g doelag KukAoopiag Kot 0molecdNTOTE ETAKOAOVOES
gykekpipéveg avabempnoeig tov TAK.

‘Evo. emcatporomnpévo XAK Oa wpémel va katotedei:

. Metd and aitnpa tov Evponaikov Opyoavicpod Qapudxmv,

o OnotedNmote TPOTOMOLEITAL TO GVGTN O SLOYEIPIONG KIVOHVOD, E101KE MG OTOTEAEG LA AN
VE®V TANPOQOPIDOV TTOV UTOPOVY VOl ETLPEPOVY GNUAVTIKT GAANYT OTN GYE0T] 0PEAOVC-KIVEHVOL
N ©¢ omoTELESUA TNG EMITEVLENC EVOG GNUAVTIKOD 0POCTHOV (POPUOKOETOYPVTVIIOT 1}
glayiotomoinon Kvévvov).
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ITAPAPTHMA IIT

ENIZHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH

29



ENAEIZEIX ITIOY IIPEINIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

EZQTEPIKOX XAPTINOX HEPIEKTHX I'TA ®IAAH KAI KYYEAH (BLISTER)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Amlodipine/Valsartan Mylan 5 mg/80 mg emkaAvppévo. pue Aentd vuévio diokia
aprodurivy/Barcaptivn

2. YXYNOEXH XE APAXTIKEX OYXIEX

Kabe diokio mepiéyel S mg aprodimivn (og aprodutivn fecviikn) ko 80 mg Baicaptdv.

| 3. KATAAOTOX EKAOXON

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emkoivppévo pe Aemtd vuévio diokio.

Koyén (blister):

14 emcoroppéva pe Aentd vuévio diokio

28 gmkoAvppéva e Aemtd vpévio diokia

56 emkaAvppéva pe AETTO DUEVIO O1GKIO

98 emkaAvpupéva pe AETTO DUEVIO O1GKIO

14x1 emucodoppéva pe Aertd vpévio dtokia (Lovadmv d0o1g)
28x1 emcodvppévo pe Aemtd vuévio diokior (Lovadwmv 6061C)
30x1 emkaivppéva pe Aemto vuévio diokio (LovAadwv 606MC)
56x1 emkaivppéva pe Aemto vuévio diokio (Lovadwy 6066mG)
90x1 emkaAivppéva pe Aemto vpévio diokio (Lovadwy 606MG)
98x1 emkaAivupéva pe Aemtd vuévio diokia (Lovadmy d6oNC)

Dron:

28 emikoAvUEVO e AETTO DUEVIO OLoKIOL
56 emkaAvppéva pe AeTTO UEVIO OIGKIO
98 emkaAvppéva pe AeTTO LUEVIO dloKiO

‘ 5. TPOIIOX KAI OAOX XOPHI'HXHX

Awpaote 10 QUALO 0dNYIOV XpNoNG TPV o TN YOPTYNON.
Amo6 otopaTOC YpNO.

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

Na purdooetal o€ BEon, v onoia dev PAETOLV Kot dev Tpooeyyilovy Ta madid.
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‘ 7. AAAH(EX) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EYX)

| 8. HMEPOMHNIA AHEHE

AHEH

T 11 ovokevaoies prodav: Metd to Tpdto dvorypa, ypnoiponoteite evtdg 100 nuepdv.
Huepopunvia avoiyparog:
Huepounvia andppryng:

9. EIAIKEX XYNOHKEYX OYAAEHX

10. IAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITOY IPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphavdia

12.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAXZ

EU/1/16/1092/001
EU/1/16/1092/002
EU/1/16/1092/003
EU/1/16/1092/004
EU/1/16/1092/005
EU/1/16/1092/006
EU/1/16/1092/007
EU/1/16/1092/008
EU/1/16/1092/009
EU/1/16/1092/010
EU/1/16/1092/011
EU/1/16/1092/012
EU/1/16/1092/013

13. APIOMOZX IMAPTIAAX

[aprtida

14. TENIKH KATATAZH I'lA TH AIAGEXH
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‘ 15. OAHI'IEX XPHXHX

| 16. MAHPO®OPIEX XE BRAILLE

amlodipine/valsartan mylan 5 mg/80 mg

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOZ TPAMMQTOX
KQAIKAY (2D)

A160106T0TOG YPOUU®TOS KddKaG (2D) mov péper tov TepIAN@OEvTa LoVaSTIKO avayVmPIoTIKO KOJIKO.

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

PC
SN
NN
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EAAXIETEX ENAEIZEIE IIOY IPEIEI NA ANATPA®ONTAI XTIX XYEIKEYAXIEX
KYYEAHZ (BLISTER) H ITIZ TAINIEZ (STRIPS)

BLISTER

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Amlodipine/Valsartan Mylan 5 mg/80 mg erucaAvppévo pe Aemtd vpévio diokia
aprodutivy/Parcaptdvn

2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Mylan Pharmaceuticals Limited

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

ETIKETA ®IAAHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Amlodipine/Valsartan Mylan 5 mg/80 mg emkaAvppévo. pe Aentd vuévio diokia
aprodutivy/PBarcaptdvn

‘ 2. YXYNOEXH XE APAXTIKEYX OYXIEX

Kabe diokio mepiéyel 5 mg aprodimivn (og aprodutivn fecviikn) ko 80 mg Baicaptdvn.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emkoivppévo pe Aemtd vuévio diokio.

28 emikoAvppévo e AEmTTO VUEVIO OLoKia
56 emkolvppéva pe Aemtd VUEVIO dloKia
98 emkolvppéva pe Aemtd VUEVIO dloKia

‘ 5. TPOIIOX KAI OAOX XOPHI'HXHX

Awpaote 10 PUALO 0INYIDV XPIONG TPV O TN XOPTYNON.
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 og Béon, v onoia dev PAETOVV Kot dev Tpooeyyilovy Ta Tandid.

| 7. AAAH(EZ) EIAIKH(EE) TPOEIAOMOIHEH(EIE), EAN EINAI ATAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHEH
Metd to mpodTo dvorypa, ypnoonoteite evrog 100 nuepov.

Huepounvia avoiyparoc:
Hupepopnvia andppryng:
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EIAIKEX XYNOHKEYX OYAAEHX

10.

IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH

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

11.

ONOMA KAI AIEYOYNXH KATOXOY THX AAEITAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphovdia

| 12,

APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

| 13,

APIOMOZX ITAPTIAAX

[aprtioa

| 14,

I'ENIKH KATATAZH I'TA TH ATAOGEXH

| 15,

OAHT'IEX XPHXHX

| 16.

INAHPO®OPIEX XE BRAILLE

17.

MONAAIKOE ANATNQPIETIKOX KQAIKOE — AIZSAIASTATOX TPAMMQTOX
KQAIKAY (2D)

18.

MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEINIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

EZQETPIKOX XAPTINOX HEPIEKTHX I'l A ®IAAH KAI KYYEAH (BLISTER)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Amlodipine/Valsartan Mylan 5 mg/160 mg emikolvppéva pe Aemntd vuévio diokio
aprodutivy/Parcaptdvn

2. YXYNOEXH XE APAXTIKEYX OYXIEX

Kabe diokio mepiéyel S mg aprodimivny (og aprodurivn Peoviikn) kot 160 mg BaAicaptdvn.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emkoivppévo pe Aemtd vuévio diokio.

Koyén (blister):

14 emxodoppévo pe Aemtd VUEVIO SloKia

28 emucaAvppéva pue Aemtd vpuévio dtokio

56 emkaAvppéva pe Aemtd vEVIo dioKia

98 emkaAvpupéva pe AETTO DUEVIO O1GKIO

14x1 emucoroppéva pe Aertd vpévio dtokia (Lovadmv d0omg)
28x1 emkodvppéva pe Aemtd vuévio diokia (Lovadwv 606mG)
30x1 emkaivppéva pe Aemto vuéVio d1okio (LovAdwmy 6061C)
56x1 emkaivppéva pe Aemto vuévio d1okio (LovAdwy 6061Cg)
90x1 emkaAivppéva pe Aemto vuévio dokio (Lovadwv 6066mG)
98x1 emkaAivupéva pe Aemtd vuévio diokia (Lovadmy d66NG)

Dron:

28 gmkoAvppévo e AETTO DUEVIO OLoKioL
56 emkaAvppéva pe AeTTo UEVIO O1oKIO
98 emkaAvppéva pe AeTTO LUEVIO dloKi0

‘ 5. TPOIIOX KAI OAOX XOPHI'HXHX

Awfaote T0 PUALO 0INYIOV XPHOTG TPV OO TN XOPTYNON.
Amod otopaTOC YpNO.

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

Na euidooetal o€ 0éom, v onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tatdid.
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‘ 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH

To 11 ovokevaoies piodav: Metd to Tpdto dvoryua, ypnoiponoteite evtdg 100 nuepdv.
Hpepounvia avoiyparog:
Huepopnvia andppryng:

9. EIAIKEX XYNOHKEYX ®YAAEHX

10. IAIAITEPEX TIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITIOY IPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphavdia

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAXZ

EU/1/16/1092/014
EU/1/16/1092/015
EU/1/16/1092/016
EU/1/16/1092/017
EU/1/16/1092/018
EU/1/16/1092/019
EU/1/16/1092/020
EU/1/16/1092/021
EU/1/16/1092/022
EU/1/16/1092/023
EU/1/16/1092/024
EU/1/16/1092/025
EU/1/16/1092/026

13. APIOMOX ITAPTIAAX

MMoptida

14. TENIKH KATATAZH I'lA TH AIAGEXH
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‘ 15. OAHTI'IEX XPHXHX

| 16. MAHPO®OPIEX XE BRAILLE

amlodipine/valsartan mylan 5 mg/160 mg

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOZ TPAMMQTOX
KQAIKAY (2D)

A16106T0TOC YPOUUU®TOS KddKaS (2D) mov pépel Tov TEPIANPOEVTO LOVAITIKO OVayVOPIGTIKO KMOKO.

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

PC
SN
NN
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EAAXIETEX ENAEIZEIE IIOY IPEIEI NA ANATPA®ONTAI XTIX XYEIKEYAXIEX
KYYEAHZ (BLISTER) H ITIZ TAINIEZ (STRIPS)

BLISTER

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Amlodipine/Valsartan Mylan 5 mg/160 mg emikolvppéva pe Aemntd vuévio diokio
aprodutivy/Parcaptdvn

2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Mylan Pharmaceuticals Limited

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

ETIKETA ®IAAHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Amlodipine/Valsartan Mylan 5 mg/160 mg exicoloppévo ue Aemtod vuévio diokia
aprodutivy/PBarcaptdvn

‘ 2. YXYNOEXH XE APAXTIKEYX OYXIEX

Kabe diokio mepiéyel 5 mg aprodimivny (og aprodurivn Peovikn) ko 160 mg BaAicaptdvn.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emkoivppévo pe Aemtd vuévio diokio.

28 emikoAvppévo e AEmTTO VUEVIO OLoKia
56 emkolvppéva pe Aemtd VUEVIO dloKia
98 emkolvppéva pe Aemtd VUEVIO dloKia

‘ 5. TPOIIOX KAI OAOX XOPHI'HXHX

Awpaote 10 PUALO 0INYIDV XPIONG TPV O TN XOPTYNON.
Ao oTOUATOC YPNO).

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 og Béon, v onoia dev PAETOVV Kot dev Tpooeyyilovy Ta Tandid.

| 7. AAAH(EZ) EIAIKH(EE) TPOEIAOMOIHEH(EIE), EAN EINAI ATAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHEH
Metd to mpodTo dvorypa, ypnoonoteite evrog 100 nuepov.

Huepounvia avoiyparoc:
Hupepopnvia andppryng:
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EIAIKEX XYNOHKEYX OYAAEHX

10.

IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH

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

11.

ONOMA KAI AIEYOYNXH KATOXOY THX AAEITAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphovdia

| 12,

APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

| 13,

APIOMOZX ITAPTIAAX

[aprtioa

| 14,

I'ENIKH KATATAZH I'TA TH ATAOGEXH

| 15,

OAHT'IEX XPHXHX

| 16.

INAHPO®OPIEX XE BRAILLE

17.

MONAAIKOE ANATNQPIETIKOX KQAIKOE — AIZSAIASTATOX TPAMMQTOX
KQAIKAY (2D)

18.

MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEINIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

EZQTEPIKOX XAPTINOX INEPIEKTHX I'lA ®IAAH KAI KYWEAH (BLISTER)
ETIKETA ®IAAHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Amlodipine/Valsartan Mylan 10 mg/160 mg emikaAvppéva pe Aemtd vuévio diokio
aprodutivy/Barcaptdvn

‘ 2. YXYNOEXH XE APAXTIKEYX OYXIEX

Kabe diokio mepiéyxer 10 mg aproduwivn (wg oprodimivny Pecviikn) kot 160 mg Baicaptdvn.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emkoivppévo pe Aentd vpévio diokio.

Koyén (blister):

14 emcoroppéva pe Aentd vuévio diokio

28 gmkaAvppéva e Aemtd vpévio diokia

56 emkaAvppéva pe AETTO DUEVIO O1GKIO

98 emkaAvppéva pe AeTTO LUEVIO dloKi0

14x1 emucoroppéva pe Aertd vpévio dtokia (Lovadmv d0o1g)
28x1 emkodvppévo pe Aemtd vuévio diokio (LovAadwv 6061C)
30x1 emkaivppéva pe Aemto vuévio diokio (LovAadwv 6061C)
56x1 emkaivppéva pe Aemto vuévio diokio (Lovadwy 6066mG)
90x1 emkaivppéva pe Aemto vuévio diokio (LOVAdwmY 606MC)
98x1 emkaAivupéva pe Aemtd vuévio diokia (Lovadmy d66oNC)

Dron:

28 emikoAvUpEVO e AETTO DUEVIO O1oKI0L
56 emkoAvppéva pe AeTTO LUEVIO dloKio
98 emkaAvppéva pe AewTo LUEVIO dloKio

‘ 5. TPOIIOX KAI OAOX XOPHI'HXHX

Awaote T0 PUALO 0INYIOV XPHOTG TPV OO TN XOPTYNON.
Amo6 oTOUATOC YPTION).

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

Na pvrdooetal o€ BEon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

42



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

‘ 8. HMEPOMHNIA AHZHX

AHZEH

To 1i¢ ovokevaoies prodav: Metd to Tpdto dvorypa, ypnotponoteite evrodg 100 nuepdv.
Huepounvia avoiyparog:
Huepounvia andppryng:

9. EIAIKEX XYNOHKEYX ®YAAEHX

10. IAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHHOAEIMMATQON IIOY TPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphavdia

12.  APIOMOZ(OI) AAEIAX KYKAO®OPIAX

EU/1/16/1092/027
EU/1/16/1092/028
EU/1/16/1092/029
EU/1/16/1092/030
EU/1/16/1092/031
EU/1/16/1092/032
EU/1/16/1092/033
EU/1/16/1092/034
EU/1/16/1092/035
EU/1/16/1092/036
EU/1/16/1092/037
EU/1/16/1092/038
EU/1/16/1092/039

13. APIOMOZX ITAPTIAAX

[aprtida

14. TENIKH KATATAZEH I'lA TH AIAOGEXH
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‘ 15. OAHTI'IEX XPHXHX

| 16. MAHPO®OPIEX XE BRAILLE

amlodipine/valsartan mylan 10 mg/160 mg

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOZ TPAMMQTOX
KQAIKAY (2D)

A160106T0TOC YPOUUU®TOS KOdIKAG (2D) mov pépel Tov TepIAN@OEVTO LOVAITKO aVayVOPIGTIKO KMOKO.

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

PC
SN
NN
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EAAXIETEX ENAEIZEIE IIOY IPEIEI NA ANATPA®ONTAI XTIX XYEIKEYAXIEX
KYYEAHZ (BLISTER) H ITIZ TAINIEZ (STRIPS)

BLISTER

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Amlodipine/Valsartan Mylan 10 mg/160 emikolvppéva pe Aentd vuévio diokio
aprodutivy/Parcaptdvn

2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Mylan Pharmaceuticals Limited

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

ETIKETA ®IAAHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Amlodipine/Valsartan Mylan 10 mg/160 mg emkaAvppéva pe Aemtd vuévio diokio
aprodutivy/PBarcaptdvn

‘ 2. YXYNOEXH XE APAXTIKEYX OYXIEX

Kabe diokio mepiéyxer 10 mg aproduwivn (wg aprodimivny Pecviikn) kot 160 mg Baisaptdvn.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emkoivppévo pe Aemtd vuévio diokio.

28 emikoAvppévo e AEmTTO VUEVIO OLoKia
56 emkolvppéva pe Aemtd VUEVIO dloKia
98 emkolvppéva pe Aemtd VUEVIO dloKia

‘ 5. TPOIIOX KAI OAOX XOPHI'HXHX

Awpaote 10 PUALO 0INYIDV XPIONG TPV O TN XOPTYNON.
Ao oTOUATOC YPNO).

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

Na puidooetal og Béon, v onoia dev PAETOVV Kot dev Tpooeyyilovy Ta Tandid.

| 7. AAAH(EZ) EIAIKH(EE) TPOEIAOMOIHEH(EIE), EAN EINAI ATAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHEH
Metd to mpodTo dvorypa, ypnowonoteite viog 100 nuepov.

Huepounvia avoiyparoc:
Hupepopnvia andppryng:
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EIAIKEX XYNOHKEYX OYAAEHX

10.

IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH

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

11.

ONOMA KAI AIEYOYNXH KATOXOY THX AAEITAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphovdia

| 12,

APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

| 13,

APIOMOZX ITAPTIAAX

[aprtioa

| 14,

I'ENIKH KATATAZH I'TA TH ATAOGEXH

| 15,

OAHT'IEX XPHXHX

| 16.

INAHPO®OPIEX XE BRAILLE

17.

MONAAIKOE ANATNQPIETIKOX KQAIKOE — AIZSAIASTATOX TPAMMQTOX
KQAIKAY (2D)

18.

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

a7




B. ®YAAO OAHT'IQN XPHXHX
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@viro oonYLOv ypiong: IIAnpoeopics yria Tov a.c0evi)

Amlodipine/Valsartan Mylan 5 mg/80 mg emkolvppéva pe At vuéVio diokia
Amlodipine/Valsartan Mylan 5 mg/160 mg smkaivoppéve, pe Aewtd vpuévio diokio
Amlodipine/Valsartan Mylan 10 mg/160 mg emukaivppéve. pe Aentd vpévio Siokia

aproduriviy/Baicaptdvn

Awpdote TPoceKTIKG 0AOKAN PO TO PVAAO 0ONYIAV YPTONG TPV 0PYIiCETE VO TAIPVETE AVTO TO

PapRAKO, OLOTL 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 ocvvtayn v avtd to dppoako xopnyndnke oamokAeloTiKd yio cog. Agv Tpénel va SMGETE TO
@apuoko og GAAovg. Mmopel va Toug TpoKaAEéael PAAPN, KoL Kot OTAV TO, CUUTTOUATO, TG
ac0éveldg Toug givar 010 pe ta S1kd Gag,.

- Ed&v mapotnpricete kamoa avemBopuntn evépyela, EVIUEPMDGETE TOV YLATPO 1| TOV QUPUAKOTOLO
cag. Avtd oydet kot yuo KaBe mBoavn avemBOUNTN EVEPYELD TTOV JEV AVAPEPETAL GTO TAPOV
@OALO 0OMY1DV Yprione. BAéme mapdypago 4.

T epLéyeL 10 Tapov GUAAO 00N YLOV:

T1 eivan o Amlodipine/Valsartan Mylan kot oo givat n yprion tov
Tumpéner va yvopilete mpv Tapete o Amlodipine/Valsartan Mylan
Mo va napete o Amlodipine/Valsartan Mylan

[MBovég avemBOunteg evépyeteg

IMog va pvidooete to Amlodipine/Valsartan Mylan

[epreydpeva g cvokevaciog Kot AOmEG TANpopopieg

U wdE

1. T eivan To Amlodipine/Valsartan Mylan ko wowa givan 1 xpiion tov

Ta drokion Amlodipine/Valsartan Mylan wepiéyouvv 800 dpaotikég ovoieg mov ovoudlovtat aprodimivn

Kol forcaptdvn. Kat o1 600 awtég ovoieg PonBoldv va eheyyBel n vymin aptnplakn wieon.

- H apAodutivn avikel oe pia opddo ovGidv Tov 0VOUALOVTOL KOVOCTOAEIG TV SLOAWMY
acPeotiov». H aprodurivn epmodilet v €16000 ToV 06PECTION GTO TOTYWOUA TOV AHOPOPDV
ayYEi®V, KOTL TOV OTOTPETEL T1 GUGTOAN TOV GLLOPOP®Y OYYEI®V.

- H Boakcaptdvn avikel oe pio opddo 0vGidv oV 0VOUALOVTOL KOVTOYMVIGTEG TV VTOS0YEMV
g ayyeloteveivng [I». H ayysoteveivn Il mapdyetot amd tov opyavicpd Kot TpokaAet T
GUGTOAN] TOV HOPOP®V ayYeimV, Yeyovog mov avEdvel Tnv aptnplakn wieon. H faicaptdvn
dpa avaotélhovtog T dpdon g ayyelotevaivng 11

Av16 onuaivel 6Tt Kot 01 dVo aVTEC 0voieg fonfovy TNV OTOTPOTNH TG GVGTOANC TOV ALULOPOPDV

ayyeiov. Q¢ AmTOTELECLO, TO ALOPOPO AYYELD YOAOPDOVOLY KOL 1] OPTNPLOKT TIECT] LELDVETOL.

To Amlodipine/Valsartan Mylan ypnowionoteitol yio tn Ogpamneia g VYNANG apTNPLOKNG THECNC O
EVNALKEG 1] OPTNPLOKT] TTECT] TV OTOIMV deV EAEYYETOL EMOUPKADG [LE TN LELOVMUEVT AW ElTE
apArodutivng eite faicapTavng.

2. Tvpéner va yvopilete Tpy mapete o Amlodipine/Valsartan Mylan

Mnyv wapere To Amlodipine/Valsartan Mylan:

- o€ MEPIMTO®ON AALEPYIOG OTNV APAOSITIVI) 1] GE OTOLOVGONTOTE UTOKAEIGTEG TV SLODAWMY
acPeotiov. Avtd pmopel va teptAapPavel eoayodpa, KOKKIVIGHO TOL SEPLOTOC 1] SVGKOALN GTNV
aVATTVOT.

- o€ mepintwon aAlepyiog otn PoAcapTdvn 1| G OTOOONTOTE GALO OO TOL GUGTATIKA CLTOV TOV
eapuaxov (avapépovtol 6TV Tapdypao 6). Eav vopilete 6t1 pmopei va éyete aAdepyia,
ov{ntiote pe tov yatpd oag mpw tapete to Amlodipine/Valsartan Mylan.
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- o€ MEPINT®ON ToL £YeTE cOPapd NTATIKAE TPOPALOTA 1) TPOPANUATA 5T YOAT OTMG YOAKN
Kippwon 1 yoAdGTOo.

- o€ MEPIMTOOTN oL €l0TE TEPLOGHTEPO Ao 3 Unvov £ykvog. (Emiong etvat kaivtepo va
anoeevyete To Amlodipine/Valsartan Mylan oto Egkivnpo tng eykvopoovvng, BA. mapdypapo
Konon).

- o€ mepinT®on mov &xete Wwitepa Yaunin apmptokn wicon (vwdtaon).

- o€ MEPIMTOON oL €YETE OTEVOGT TNG a0pTIKNG ParPidag (opTikn 6Tévmaon) 1 KapdloyevEG GOK
(o katdotaoT 0mov 1 kopdid dev gival og BEom va mapEyel apKeTd e GTO CAOU).

- O€ TMEPIMTMOT TOL TAGYETE OO KOPIOKT AVETAPKELD LETA OO L0l KOPOLOKT) TPOGPOAN.

- €qv €yxete dtoPrtn N droTapayuévn veppikn Aettovpyia kol AapPAVETE ay@yn HE VO QOPLLOKO
OV PEUDVEL TNV OPTNPLOKT TECT KoL TEPLEYEL AAMOKIPEVT).

Eav kamowo amd 1o mopundve 6yvel Yo £6ag, pny wapete To Amlodipine/Valsartan Mylan ko
EVILEPDGTE TOV YIATPO GUC.

Ipogdomomosig ko TpoPLAGEES

AmevBuvBeite otov yatpo oag mpwv mapete to Amlodipine/Valsartan Mylan:

- €dv glote appmatog (£eTo 1 ddppola,).

- €4V €xeTe TPOPAALOTA UE TO HTTOP T) TOVE VEPPOVG GUGC.

- €dv €yete voPfAnbei oe peTapdoyeLon veppov 1 EEPeTe OTL £YETE GTEVMON VEQPPIKNG OPTNPING.

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

- €dv mhoyete Amd KAPOLOKY| AVETAPKELN 1) EYETE VITOCTEL KOPOLOKY] TPOSPoAT. AkoAovOnoTe TIg
001 YiEC TOV YIUTPOV GOG Y10, TNV aPYIKT 0661 TtpocekTiKd. O yatpdc cog umopei exiong va
EAEYYEL TN AELTOVPYIO TOV VEQPDOV GUG.

- €4V 0 YLI0ITPOG GOG £XEL EVIUEPDOTEL OTL £YETE GTEVMOGT TV PoAPidwv Te Kapdidg («GTéEVvmEN NG
QOPTNG 1 TNG UITPOELOOVG») 1 OTL TO TTAYOG TOL PLOKAPSIOL GOG Elvar TABOAOYIKA ALENUEVO
(ovopdleTonl «amoPPUKTIKT VIEPTPOPIKT] KOPIIOUVOTADELO).

- edv €xete PN, 10101TEPA GTO TPOGHOTO KOl TO AULUO, EVED TOUPVETE GALD PAPLLOKOL
(cvumep A aUPOVOUEVOV TOV OVOCTOAE®DY TOV UETATPERTIKOD EVIVUOV). AV £xeTe 0VTA TO,
ocvumtopata, otapatiote va taipvete to Amlodipine/Valsartan Mylan kot evnuepmote tov
ywtpd cog apéonc. Agv npénet moté vo Eovandapete o Amlodipine/Valsartan Mylan.

. €dv €xete TPOPANUATA LE TOVG VEPPOVS GOG OOV 1 TTEST] TOV VEPPDV GOG EIVAL HELOUEVN
(oTévmon veQpikng aptnpiag).

- €4v Aappdvete, 0mol0dNTOTE OO TO TOPAKAT® PAPLAKE, TTOL YPNCIUOTO0VVTAL Y10, TN Oeparmeio
™G VYNANAG apTNPLOKNG TriEoTC:

- £vav avOooTOAEN TOV PETATPETTIKOD evEDIOL TG ayyetotaciving (MEA) (yio mapdderyua
evaAampiin, Mowonpiin, papimpiin), Wiwaitepa qv ExeTe VEPPIKE TPOPANLLAT TOV
oyetilovton pe droPren.

- oAoKLpévn.

O wtpdg oag pmopet va eAEYEEL TN VEPPIKT GOG AELTOVPYIQ, TNV OPTNPLOKT| GG TEST KoL TNV
TOGOTNTA TOV NAEKTPOAVT®V (T.). KUALO) GTO OOl GOG GE TOKTH OLOLGTI LT

Edv koo a6 To Tapamave 16y 0EL Y10 £64S, EVIIUEPADCTE TOV YU TPO GUG TPOTOL TAPETE TO
Amlodipine/Valsartan Mylan.

o kor £pnpor
Na pn divete avtd 10 PappaKo og Todld Kot pPovg nikiog K&t Tovl8 etdmv.

Al gappoxe kar Amlodipine/Valsartan Mylan

Evnuepmote tov yiatpd 1| 10V oopULaKonold cag dv maipvete, £xete mpdSPaTa TAPEL 1] Umopel va
mhpete dAla pappoka. O yloTpdg cog umopet va ypelactel va adAdEeL T 060N AVTOV TV GAA®Y
QupUAK®V N Vo AaPel GALEC TPOPLAGEEIC. X€ OPIGUEVEG TTEPUTTMGELC UTOPEL VO, XPELNGTEL VO,
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SlaKOYETE TN AW KOTO10L omd oUTA To PAPUHOKO. AVTO 10YDEL IOLOUTEPW®S Y10 TO QAPLLOKD, TTOV

mopaTiBevToL TOPaKAT®:

- edv maipverte évav avactoréa MEA 1 olokipévn (BAéne emiong mAnpogopieg otnv mopdypoapo
«Mnv mdpete o Amlodipine/Valsartan Mylany kot «IIpogidomomoeig kot TpoPVAGEEIDY),

- StovpnTikd (éva £100¢ PAPUAKOL TOV AVEAVEL TNV TOGOTNTA TV 0OVP®V TOV TOPAYEL O
0pYOVIGLOG GOG),

- AlB10 (éva @appako mov ypnoyLonoleitar yo tn Oepaneio oplopévav eldmv KaTabAyng),

- KOALOGUVTINPNTIKA SLOVPNTIKE, GUUTANPOUATO, KOAIOV, DTOKATACTATO, GANTOS TOV TEPLEXOVY
KéA0 Kot GAAES ovaieg Tov propet va avércovy Ta eninedo KoAiov,

- GUYKEKPLUEVOG TOTTOG TOVGITOVMY TOV OVOUALOVTOL LT GTEPOEDT AVTIPAEYLOVAOIT PApLLaKe
(MXZA®) 1} exhextikol avaotoleig g kKukhoo&uyevaons-2 (avaotoreic COX-2). O yutpdc cag
umopel emiong va eA&yEel TNy Aettovpyio TOV VEQPDY GO,

- AVTIETIANTTIKOVG TTopayovteg (m.y kapPapalenivn, eavoBapPrtdin, eowutoivy,
POCOULVLTOIV, TPYUSOVT)),

- VIEPIKOV TO dtdTpnToV (Bakcady0pTO),

- viITpoyAvkepivn Kot GAAa Vitp®on, 1| GAAEG ovaieg Tov OVOUALOVTOL Koy YELOO0GTOATIKA,

- eappaxe mov ypnoponotovvrar yio to HIV/AIDS (m.y. prrovapipn, wrtwvafipn, veapwafipn),

- @apuaKe yio, tn Ogpomeio TV POKNTINGIKOV AoudEenv (.. ketokovalOAn, 1tpakovaloin),

- Qapuaka yio ™ fepoameio Tv Paktnploakdy Aouméemnv (6nwng prooaumikivn, gpudpopvkivn,
KhapBpopvkivn, ToABpopwkivn),

- Bepamapiin, diitialépun (pappoka yo Ty Kopdoid),

- o faoctativn (eAPLOKO TOL YPNCULOTOLEITL Y10t TOV EAEYYO TV VYNADV EMUTESWDV TG
XOANGTEPOANG),

- davTpoArévio (£yyvom yio coPapéc dtatapayés e Oeprokpaciog Tov GOUATOC),

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

To Amlodipine/Valsartan Mylan pe tpo@n kot totéd

To ykp&umepovT Kot 0 YVUOC YKPETPPOVT eV Ba, TPEMEL VO, KATUVAADVETOL 0O TOLG AVOPDOTOVE TOL
naipvouv to Amlodipine/Valsartan Mylan. Avtd cvpfaivet eneidn to YKpEPPOLT Kot 0 JOUOG
YKPEMPPOVT UTOPEL VO 00N YNGEL G OOENCT TOV ETTEI®V TNG OPOUCTIKNG OVGING AUAOIITIVIG GTO
aipo, To omoio 0dnyel og ampoPrentn abvEnon g avtwmeptactkng dpdong tov Amlodipine/Valsartan
Mylan.

Kinon kot Oniaopog
Konon

Ba TPENEL VO EVNLEPDGETE TOV Y10TPO Gag €0V vouilete 0Tt eiote (1 umopei va peivete) £ykvog.
Kavovikd o yatpdg cag 0o cag ovotioet va otouatioste vo maipvete Amlodipine/Valsartan Mylan
P petvete £yKvog 1 apécms LOALG To nabete Kot Bo 6og GVOTNOEL VO TAPETE GALO PAPLLOKO aVTi TOV
Amlodipine/Valsartan Mylan. To Amlodipine/Valsartan Mylan dev cuvietdtol oto TpdTo 6Tad10 TG
EYKVHOGVVNC (TPdTOVG 3 UiveC) Ko dev mpémel va, AapPdvetar edv giote meplocoTEPO 0md 3 UNVAV
€yKxvoc, KaBmg pmopel va mpokorécel cofapéc PAAPeS 610 LwOPd Gag AV YpnoILOTOlEiTaL LETE TOV
TPiTo WvVa TNG EYKLULOGUVIG.

ONnAacpog

Evnuepaote tov yrotpd cag eav Onralete 1) oxépteote va Eexvioete Onhaoud. H aprodumivn éxet
Kartadeydel 6Tl TEPVAEL 6TO UNTPIKO YOAO GE UIKPES TOGOTNTES. AEV GUVIGTATOL TO
Amlodipine/Valsartan Mylan ce untépec mov Onidlovv. Edv embopeite va Onlacete o yotpdc oag Ha
emAEEeL AAAN Bepameia Y10 GOG, EI0IKA GV TO LOPO Gog Elval veoyEvvnTo N £xel YevvnBel mpowpo.

ZnNtoTE TN GLUPOLAT TOV YLOTPOD 1] TOV PAPUAKOTOIOD GOG TPOTOV TAPETE OTOLOONTOTE PAPHOKO.
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Oonynon ko EPLGROS PN avHdTOV

To @dppaxo avtd unopet vo cog tpokaréoet (oAn. Avtd pmopei va &yl enidpaot 610 TOGO KOAG
umopeite va cuykevipmbeite. 'Etot, edv dev giote Giyovpot yio 10 TG 0vTd T0 PapuaKo Oa Gog
EMNPEACEL, UMV 0ONYEiTE, UNV YPNCLOTOLEITE EPYAAELD 1] NV KAVETE AAAEG OPOCTNPLOTNTES TOV
YPEWALOVTOL GLYKEVTPMOT).

3. Mo va wapete To Amlodipine/Valsartan Mylan

[Tévtote va TaipveTE TO PAPIOKO AVTO AVGTNPE GOUPMOVO, LLE TIC 00T YiES TOV YloTpov cog. Edv €xete
apPIPoAiEC, pPOTAGTE TOV YITPO 1) TOV QOPROKOTOL0 Gac. Avtd Ba oag Bondncel va £yete ta KaAbTepa
ATOTELEGLLOTA KO VO LLEUDGETE TOV KIVOLVO TOPEVEPYELDV.

H cvving 66om tov Amlodipine/Valsartan Mylan givou éva diokio thv nuépa.

- Elvar mpotipnotepo va maipvete 1o AapHoKo cag Ty idlo dpa kdbe nuépa.

- Noa maipvete ta diokia P Eva, TOTHPL VEPO.

- Mmopeite va naipvete to Amlodipine/Valsartan Mylan pe 1 yopic eoayntd. No, unv naipvete 1o
Amlodipine/Valsartan Mylan pe ykpéimeovt 1 oo yKpEWEPOLT.

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

Mnyv vrepPaivete tn 6001 OV GOg £xEL GLVTAYOYPUPNOEL.

Amlodipine/Valsartan Mylan ko nhkiopévor (nhikiog 65 eT®v kKo Gvo)
O y1atpog oag Ba mpénel va Tpocéyel Kabe popd mov cag av&avel T d60M.

Eav napete peyadrvtepn 6066n Amlodipine/Valsartan Mylan amé tnv kavovik)

Eav napete mapd moArd diokio Amlodipine/Valsartan Mylan, cupfovievteite apéowg évav yorpo. H
TEPIOOELN VYPAOV UTOPEL VO GUGCOPEVTEL GTOVE TVEVUOVEG GOG (TVEVUOVIKO 010N 0, TPOKOADVTOG
dvonvola mov pmopel vo avantuydel £oc kot 24-48 dpeg Petd T AqY.

Eav Egyaoete va mapete To Amlodipine/Valsartan Mylan

Edv Eeydoete va mhpete pio SOG1 0LTOV TOV QUPUAKOV, AVATAPMOGCTE TNV HOAC TO Buunbeite. Xt
GUVEYELD, TAPTE TNV EXOUEVN OO TN cuVNON dpa. Q6TdG0, E6v TANCLALEL 1| Dpa YioL TV EXOUEVN
doon cag, unv ndpete tn 6001 mov Topareiyate. Mnv mdpete SMAR 5061 Y10 VAL OVOTTATPDOGETE TO
dwokio mov Egydoare.

Eav otapaticete va maipvere to Amlodipine/Valsartan Mylan
H d1akomn g Bepamneiog pe o Amlodipine/Valsartan Mylan umopei va. ygipotepéyet v katdotaon
60c. MV oTOLOTACETE VO TOIPVETE TO PAPUOKO COG EKTOG EGV TO ATOPAGIGEL O Y1UTPOG COC.

Edv éyete meplocOTepes pOTNOELS OYETIKA LE TN YPNOT CVTOV TOL GAPUAKOV, POTAGTE TOV Y10TPO 1) TOV
(POPLLOKOTOL0 GOC,

4, IIBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta eAppOKa, £TGL KO GVTO TO PAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, OV
Kot OgV TOPOLGLALoVTOL G€ OAOVE TOVG avOpmTOC.

Opropéveg avemOOuNTES EVEPYELEG NTTOPOVV VO EIVOL GOPAPES KOL YPELALETAL GUEST LOTPIKY
ppovrida:

Atyot acBeveig £xovv mapovciiostl avTtég TiG coPapic avemBounteg evépyeieg (umopel va ennpedoovy
uéxpt 1 ota 1.000 droua). Eav coppei k@molo and o TopaKdTo®, EVI|HEPDOGTE GPEGOS TOV YLOTPO
cog:
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AMAepYIKN oVTIOPOOT E CLUTTMOUATO OTIMG EPVON U, KVNOUOGS, TPNELO TOL TPOSHTOV, TV YEMDV
N ™G YA®SGAG, OLGKOAN KATE TNV avamvor, YoUNAN aptnplakn mtieon (téon tpog Amobupio, CaAn).

Aldeg mOBavég avemOvunteg evépysreg Tov Amlodipine/Valsartan Mylan:

Yoyvés (umopei va ennpedoovy péypt 1 ota 10 dropa)

I'pinn, BovAwpévn porn, Enpog Aatdg Kot EVOYANGCT OTNV KOTATOGT), TOVOKEPAAOG, OION UL TV
Bpaydvav, Tov unpodv Kot Kynuov, Tov asTpoydAny 1 Tov Todldyv, KOTmaon, acévela (aduvapi),
gpuBpdTTa Kot aicOnpa BeppdTog 6To TPOGMTO 1/Kat TO Aod, YoUnAd enimeda kaAiov oto aipa.

Oy ovyvég (umopel va emmpedoovv uéypt 1 oto 100 dropa)

Z&kn, vavotio ko TOVog otV Kok, Enpoctoptic, vrvniio, poddtooua 1 LUpUYKIOGHO GTO XEPLA 1)
T OO, TAyyog, Tayukapdia TeptiapPovouévng e aicnong toipmv, {aAddo OTav oNKOVESTE
opbiog, Pryag, d1dppota, SVoKOIAMOTNTA, SEPUATIKO eEAVON UM, KOKKIVIGUE TOV OEPUATOG, OO TOV
apBpdoewv, mOvoc otV TAATY, TOVOG OTIC apBpdGELS, avopesio, VYNAL enineda acPectiov 610 aipla,
VYNAL enimeda Mmdimv 610 TAAGHA, VYNAG emineda ovptkoh 0&E0g oTo aipa, younAd enimeda
VaTPiov 0TO Lo, AVAOUOAOG GUVTOVIGUOG, TPOPANIOTO GTIV OPUCT|, TOVOAULILOC.

Yravieg (umopei vo emnpedoovy péxpt 1 oo 1.000 dropa)

Ayyog, pounto ota a@Tid (epPfois), Mmobvuia, amofoin TEPIGGOTEP®Y 0VPMV OO TO PVGIOAOYIKO, N
gvtovoTtepo aicOnua 6t BéAete va ovproete, avikovotnta enitevéng i S0t PO g GTOONG, aicinua
Bapdtnrag, younin aptnplaky tieon e GCLUTTOUATE OTMS (OAN, VITEPPOAKN PidpmOoT, deppoTIKd
eEavOnpata o€ 60 GOG TO CAOUA, KVNOUOG, MVTKOC GTUGUOG, OTTIKES O10TAPAYES.

Eév omowad1mote 06 avtd 60g ennpedoel cofapd, EVIIEPDOGTE TOV YOTPO GG,

AvemOOpnTeg evépyeies mov avaEpOnkav amé T pepovopivy Myn apiodimivic 1
BaioapTdvng kot site dev mapatnpfOnkav pe to Amlodipine/Valsartan Mylan 1
nopoTNpOnKay o€ vynrdTEPN cvyvéTyTe 0Td 6, TL pe To Amlodipine/Valsartan Mylan:

Aplodurivn

Yoppovievteite TOV Y10TPO 060G APECMGS, EAV TAPOVGLAGETE OTOLUONTOTE OO TIS TAPUKAT® TOAD

oTaviES, 6oPapéis TapeEvEPYELEG NETE TN Ay 0vTOD TOV PUPUEKOUL:

- Eapvikdg cuptynog, Oopakikd ahyog, 00GTVoLe 1 SVCKOAIN GTNV AVOTVOT.

- Oidnpa ota PAE@apa, oTo TPOcHOTO 1 oTa YEIAN.

- Oidnpa ot yYAdooo kot 1o Aopd Tov Tpokaiodv cofapn SuGKOAia 6TV avomvon.

- YoPapéc depUaTIKEG aVTIOPACELS, GUUTEPIAAUPAVOUEVOV TV EENG: EVTOVO SEPLLOTIKO
gEavonua, kvidmon, epubpdTnTe. TOV FEPUATOG GE OAGKANPO TO GO, GOPBAPOS KVNGUOC,
OAOKTOVEG, OTOPOAMOMOT Kot 01dMa TOL SEPHATOS, PAEYLOVT TV PAevvoyOVeV (chvopouo
Stevens Johnson, to&ixn emdepuikn vekpodivon) 1 GALeg aAAEPYIKEC OVTIOPAGELC.

- ‘Epepaypo tov pookapdiov, un @uctoroyikodg kapdiakdc puuoc.

- DLeypovn 0T0 TAYKPENS, 1) OToia pumopel va TpokaAésel coPapd KOIALOKO GAY0G Kot 0GpUAAYia,
GLVOOELOLEVT amO £VTOVO aicHnuo Kakovyiog.

"Exovv avaeepbei o1 akdrovbeg avemBounteg evépyeieg. Edv omotadnmote amd ovtég 6o TPOKUAEGEL
TPoPANOTA 1] EGV SLOPKOVV Y10 TEPIGGOTEPO amO Hio EBOOUASA, TPEMEL VO EXMKOIVOVIGETE LE TOV
Ytpd coc.

Yoyvég (umopel va ermpedoovv péypt 1 ota 10 dtopo)
Za&An, kovpaon, veviniio, aicOnuo modlpodv (cuvaicdnon tov xtorov e Kapdlic oag), £Eayn, oidnua
GTOVG AGTPOYAAOVGE, KOIAOKO Ghyoc, aicOnua adtabeciog (vavtia).

Oy ovyvég (umopet va exnpedoovv péxpt 1 ota 100 dropa)

Metapoin dudbeong, dyyoc, katdOinym, admavia, tpéuovio, aAroimon tng yevong, Amobupio, andAeio
¢ aictnong tov wovov, onTikéEg dratapayss, PAABN ¢ Opaong, founTd oTa, AVTIH, YOUNAY
APTNPLOKT THEST], PTEPVIGUO/PIVIKT KOTAPPOT AOY® QAEYHOVIG TOV BAEVVOYOVOL TG LOTNG (pvitida),
dvomeyia, epetdc, TPLYOTTOGN, AVENUEVT EQIOPOOT, KVNoudc, eEAvOn L, amoypOUATIGUOC TOV
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dépUaTOoC, dloTapoyn TS 0VPNONG, ALENUEVT] AVAYKT Y10 VOYTEPLVI] OVPNGT, CLYVOLPIO, AVIKOVOTN T
enitevéng otvoNG, SOLGPOoPia 1 SOYKMOGN TOV LACTMV GTOVS AVOPES, TOVOC, 0icOna Kakovyiag,
aicOnpa advvapiog, poodyio, Poikég KPAUTES, LOTKOG OTOCUOG, TOVOG OTNV TAATY, TOVOG GTIC
apBpdoelg, avénon 1 peiowon Tov copatikod Bapovg, petafoirn tng cuvidelag Tov eviépov, diappota,
Enpo atopa, TOVog 610 6TNHOG.

Yrdwieg (umopei va emnpedoovy péxpt 1 ota 1.000 dropa)
Xhyyvon.

MoAd omavieg (umopel va ennpedoovy péxpt 1 ota 10.000 dropa)

Meiopévog aplBpdc AVKGV aLocEUPIOY, LEIMOT TOV AUOTETAAMMOVY TOV UTOPEL VO 001 YNOEL GE
aoLVNOIGTES EKYVUDGELS 1 6 EDKOAN TPOKANGT aupoppayios (Katastpoen Tav epudpmv
ALLOCEUIPI®V), avENHEVE ETTITEDN GaKYGPOV 0TO aipo (VTEPYAVKOLUiR), 01010 TOV 0VA®Y,
UETEMPIGUOG (YOOTPITION), LI QLGLOAOYIKT NTATIKN AEITOLPYia, PAEYUOVT] TOL HTOTOG (MTTATITION),
Kirpivicpa tov 6éppatog (iktepog), avénon Tov Nratik®v eviI®V Tov PTopel va £(EL EMITTOCELS GE
OPIGUEVES WTPIKES EEETAGELS, AVENUEVOG LVTKOG TOVOG, PAEYLLOVT] TOV ALLOPOP®V ayYEi®V,
GUVOOELOUEVT GUYVA amd deppoTikd eEAvOnua, potogvaictnaia, dtotapaysc Tov cuvdvalovy
axopyio, TpoOUo 1/kal dStatapayég kivnong, vevpikn PAAPT, Prixa.

Baicaptdvn

O ovyvée (umopet va exnpedoovy nuéypt 1 ota 100 dropa)
TAryyoc, kémwon

Mn yvootég (n ovyvotnta dev pmopet va ektiun el pe Paon ta dwabéoipa dedopévar)

Meiwon tov epuBpdv Kot AEVKOV aoceapiov 6To aipla, Lelmon ToV AUOTETOAI®V, TUPETOC,
epeDIGUEVOC AUOG 1 EAKT GTO GTOLN AOY® AOUMEE®Y, QVTOUATY opoppayio 1 HEAGVIOGHLO, DYNAGL
emineda kaAiov 6To aipa, VYNAQ eTiTESO KPEATIVIVIG GTO GI|LO, UT QUGIOAOYIKE OTOTEAEGUATOL
NTATIKOV £EETACEMV, LELOUEVT] VEPPIKT] AELTOLPYi Kot GOPapd LeloUEVN VEPPIKY] Agttovpyia, oldonua
Kupig 6T0 TPOGOTO Kl 6TO Ao, PVTKOS TOVOG, EAVON U, TOPPLPOKOKKIVES KNAIOES, TLPETOC,
QoyoOpa, GALEPYIKT OVTIOPACT], PUOUAIDEG GTO OEpua (oMueio HOG KOTAGTAONG TOV KOAEITOL
dEPLOTITION TOUPOAVYDONG).

Edv eppavicete Kamo1o and o Tapandve, EVUEPDCTE OUECHS TOV YIOTPO GOC.

Ava@opd avemOOuNTOV EVEPYELOV

Edv mapotnphoete KOmolo avemBOunTn evépyela, EVILEPMDGTE TOV YIUTPO, 1] TOV QUPLOKOTOLO GUC.
Av10 1oy0et Ko Yo kdOe mhavr avemBountn evépyela Tov OEV AVOPEPETAL GTO TOPAV PUALO 0ONYIDV
xpons. Mnopeite emiong va avagépete avemBounteg evépyetes ansvbelog, pEc® Tov eBvikov
GLGTNHIOTOG OVAPOPAS TTOL avaypaeeTol 6to Tlapdptnua V. Mécm g avapopdc averidountov
gvepPyEL®V pmopeite vo, fondnoete 6T GLAAOYN TEPICTOTEP®V TANPOPOPLDOV CYETIKA UE TNV ACPAAELN
TOL TTAPOVTOS POAPLAKOL.

5. Mog va pviasoete To Amlodipine/Valsartan Mylan

To @apuoko ovtd TPETEL VoL PUAACCETAL GE PEPT] TOV OEV TO PAETOVY Kat Ogv TO POAVOLY Ta, TOLSIA.
Na pn ypnoiponoteite avtd 10 PAPUOKO UETE TNV NUEPOUNVia ANENG TOV AVOPEPETOL GTO KOVTL Ko
o™ ovokevacio kuyéAng uetd tnv AHEH/EXP. H nuepounvio Anéng sivor n televtaio nuépa tov

UVA, TTOL OVOQEPETOL EKEL.

T 11 ovokevaoies prodav: Metd 1o TpdTo dvotyua, ypnoiponoteite evtdg 100 nuepdv.
Agv vtapyovv 181kEC 0dMYieg SlotPMNoNG Yo T0 PAPUAKO OVTO.

Na pn ¢pMOLHOTOLEITE AVTO TO PAPLAKO EAV TAPAUTNPNCETE OTL 1) GLCKEVOGIN Eival KATEGTPAUUEVN 1|
gupavilel evoei&elg pbopac.
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Mnv metdite @APUAKO GTO VEPD TNG AMOYETELONG 1| OTA OKLOK(A amoppippota. Potiote tov
(QOPUOKOTOLO GOG Y0 TO MG VO TETAEETE TO, PAPUOKO TTOL OEV XPNOIULOTOELTE T AvTd T péTpa Oa
BonBnoovv oty Tpoctacio Tov TEPPAAAOVTOC,.

6. Iepreyodpeva TS 6VOKELAGIOG KUL LOUTTEG TANPOPOPIEg

T epéyer to Amlodipine/Valsartan Mylan
- O1 dpaotikég ovoieg tov Amlodipine/Valsartan Mylan givot ) apdodurivn (og opdodirivn
BeovAikn) kot PaAcapTdvn.

Amlodipine/Valsartan Mylan 5 mg/80 mg erikaivpupéva pe Aertd vuévio diokio

Kabe diokio mepiéyet S mg aprodimivng kot 80 mg Parsaptdvng.

Ta GAAa cvotaTikd givat KuTTOPIVY HIKPOKPVOTOAAKT), KPOGTOPOOVT, LOYVAGLO GTEATIKO, GVUOPO
KoALOEWEC TLpLTion 0EE1S10, LITPOPEAAOLN, ToAvaBLAEVOYALKOAN 8000, TaAKNG, TITaviov dto&eidio
(E171), cwdnpov o&eidio xitpvo (E172).

Amlodipine/Valsartan Mylan 5 mg/160 mg emucalvppéva pe Aemtd vuévio dickio

Kdabe dioxio mepiéyet S mg aproduriving ko 160 mg Barcaptdavng.

Ta GAAa cvotaTikd givat KUTTOPIVY LIKPOKPVGTAAAKT], KPOGTOPOOVT, LOYVI|GLl0 GTEATIKO, VLOPO
KOAAOELOEC TTVPLTIOL 0EETIS10, VITPOUEALOLN, nokpoydin 8000, TdAkng, titaviov dro&eidio (E171),
o1dnpov o&eidio kitpwvo (E172).

Amlodipine/Valsartan Mylan 10 mg/160 mg emxolvpuéva pe Aertd vuévio diokio

Kabe diokio mepiéyxer 10 mg aprodurivng kot 160 mg Barcaptdvng.

Ta GAAa cuoTaTikd givat KUTTOPIVY PIKPOKPUOTOAAMKT, KPOOGTOPLOGVT, LOYVIGLO GTEATIKO, AVUOPO
KOAAOELOEC TTUPLTIOL 0EETIS10, VITPOUEALOLN, pokpoyoin 8000, tédAikng, Titaviov do&eidio (E171),
o1dnpov o&eidio kitpwvo (E172), c1dnpov o&eidio epubpd (E172), o1dmpov o&eidio pérav (E172).

Ep@avien tov Amlodipine/Valsartan Mylan ko wepieyépeva T cvoksvasciog

Amlodipine/Valsartan Mylan 5 mg/80 mg smuoivpuuéva pue Aemtd vuévio dickio

Ta diokion Amlodipine/Valsartan Mylan 5 mg/80 mg givai avoiktd kitpva, oTpoyyvAd, augikvpta,
EMKAAVUUEVE [IE AETTTO DUEVIO dloKio Kot avaypdpovy «AV1» ot pia Thevpd kot «M» atnv GAAn.

Amlodipine/Valsartan Mylan 5 mg/160 mg srucoAlvupévo pe Aentd vuévio diokio,

Ta diokio. Amlodipine/Valsartan Mylan 5 mg/160 mg givau kitpva, 00o€181, opeiKvpTo ETKOAVUUEVA
pe Aemtd vuévio dokia Kot avaypapovy «AV2y» ot pio mhevpd kot «M» oty GAAn.

Amlodipine/Valsartan Mylan 10 mg/160 mqg srmukoioppéva pe Aemtd vuévio diokia

Ta dwokioo Amlodipine/Valsartan Mylan 10 mg/160 mg sivat avoiktd Kogs, ®oedn, augikopto
EMUKOAVUUEVD, [1E AETTO DUEVIO dloKio Kot avaypdpovy «AV3» ot pia mhevpd kot «My» atnv GAAn.

To Amlodipine/Valsartan Mylan dwatibeton o€ cuokevacieg blister (koyéln) tov 14, 28, 30, 56, 90
98 Siokimv. OAeg o1 cuokevacieg ivar drabéoueg o didrpnro blister, povadwv dd6ong. Ot
ovokevooieg tov 14, 28, 56 ko1 98 diokimv eivon emiong dabéoiuec og amho blister (koyékn).

To Amlodipine/Valsartan Mylan Swatifeton emiong o€ pidiec mov mepiéyouvv 28, 56 1 98 diokia.
Mmropei va, unv drotifevioat OAEG 01 GLGKEVAGIEG GTN YDPO GOS.
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Karoyog dosrog kokrhopopiog

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphovdia

Hopaokevaoctiig

McDermott Laboratories Limited t/a Gerard Laboratories

Unit 35/36 Baldoyle Industrial Estate,
Grange Road, Dublin 13
Iphovdia

Mylan Hungary Kft.
Mylan utca 1,
Komarom - 2900
Ovyyapia

Mylan Germany GmbH
Zweigniederlassung Bad Homburg v. d. Hoehe

Benzstrasse 1, Bad Homburg v. d. Hoehe, Hessen, 61352

Teppovia

[No omoladnmote TANPOPOPia. GYETIKE LLE TO TAPOV PAPUAKEVTIKO TPOTOV, Tapakaieiche va
amevbuvleite oTov ToMIKO OvTITPOo®TO ToL Koatdyov tng Adstog Kvuihopopiog:

Belgié/Belgique/Belgien
Viatris
Tél/Tel: + 32 (0)2 658 61 00

Bbarapus
Maiinan EOO/]
Ten.: +359 2 44 55 400

Ceska republika
Viatris CZ s.r.0.
Tel: + 420 222 004 400

Danmark
Viatris ApS
TIf: +45 28 11 69 32

Deutschland
Viatris Healthcare GmbH
Tel: +49 800 0700 800

Eesti
BGP Products Switzerland GmbH Eesti filiaal
Tel: + 372 6363 052

E\MGda
Viatris Hellas Ltd
TnA: + 30 2100 100 002
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Lietuva
Mylan Healthcare UAB
Tel: +370 5 205 1288

Luxembourg/Luxemburg
Viatris

Tél/Tel: + 32 (0)2 658 61 00
(Belgique/Belgien)

Magyarorszag
Mylan EPD Kft
Tel.: + 36 1 465 2100

Malta
V.J. Salomone Pharma Ltd
Tel: + 35621 22 01 74

Nederland
Mylan BV
Tel: +31 (0)20 426 3300

Norge
Viatris AS
TIf: + 47 66 75 33 00

Osterreich
Arcana Arzneimittel GmbH
Tel: +43 1 416 2418



Espafia
Viatris Pharmaceuticals, S.L.U
Tel: + 34 900 102 712

France
Viatris Santé
Tél: +33437257500

Hrvatska
Viatris Hrvatska d.o.0.
Tel: +385 1 23 50 599

Ireland
Mylan Ireland Limited
Tel: +353 1 8711600

Island
Icepharma hf
Simi: +354 540 8000

Italia
Mylan Italia S.r.l.
Tel: + 39 02 612 46921

Kvbmpog
Varnavas Hadjipanayis Ltd
TnA: +357 2220 7700

Latvija
Mylan Healthcare SIA
Tel: +371 676 055 80

Polska
Mylan Healthcare Sp. z.0.0.
Tel.: + 48 22 546 64 00

Portugal
Mylan, Lda.
Tel: + 351 214 127 200

Romania
BGP Products SRL
Tel: +40 372 579 000

Slovenija
Viatris d.o.0.
Tel: + 386 1 236 31 80

Slovenska republika
Viatris Slovakia s.r.o.
Tel: +421 2 32 199 100

Suomi/Finland
Viatris Oy
Puh/Tel: + 358 20 720 9555

Sverige
Viatris AB
Tel: + 46 (0)8 630 19 00

United Kingdom (Northern Ireland)

Mylan IRE Healthcare Limited
Tel: +353 18711600

To wapdév @UAAO 00N YOV yp1ioNS avade®P1)ONKe Y10 TEAELTUIN POPE OTIS

Addeg TNYEG TANPOPOPLOV

Aentopepeic mAnpoeopieg yia to pappako avtd eivar drabéoipeg oto dikTvakd TOTo ToL Evpmmaikon

Opyoviopod ®opudkev: http://www.ema.europa.eu
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