INAPAPTHMA 1

MNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
Amlodipine/Valsartan Mylan 5 mg/80 mg emicodlvppévo pe Aentd vpévio diokio

Amlodipine/Valsartan Mylan 5 mg/160 mg exucaAvppéve pe Aemto VUEVIO d1oKia
Amlodipine/Valsartan Mylan 10 mg/160 mg enucolvoppéva pe Aentd vpévio diokio

2. IOIOTIKH KAI TOXOTIKH XYNOEXH

Amlodipine/Valsartan Mylan 5 mg/80 mg smkoivpupévo pe Aerntd vuévio diokio,

Ka0e gmucoivppévo pe Aemtd vpévio diokio mepiéyel S mg aprodurivng (og aprodurivn BecLAKN) Kot
80 mg Baicoptdvng.

Amlodipine/Valsartan Mylan 5 mg/160 mg smkoAvupuéva ue Aertd vugvio d1okio

Ka0e gmucoivppévo pe Aemtd vpévio diokio mepiéyel 5 mg aprodurivng (og aprodurivn fecvAkn) Kot
160 mg Baicaptdvng.

Amlodipine/Valsartan Mylan 10 mg/160 mg smukoAivupéva pue Aentd vugvio Stokio

Kda0e emucoivppévo pe Aemtd vpévio diokio mepigyel 10 mg aprodimivig (wg aprodimivn BecvAiikn)
kot 160 mg Borsoptdvng.

IMa tov TANpn kaTdAoyo TV ekddy®v, PA. Tapdypoeo 6.1.

3. DOAPMAKOTEXNIKH MOP®H
Emcoloppévo pe Aemto vpévio diokio (d1okio)

Amlodipine/Valsartan Mylan 5 mg/80 mg smikoAvpupévo e Aemtd vuévio d1oKia,

Avo1KTd KiTpvo, GTPOYYLAO, SIOUETPOL TEPITOL 9 MM, AUPIKLPTO, EMKAAVUUEVO LE AETTO VUEVIO
dwokio pe yopaypéva ta «AV1y ot pio mievpd kot «M» oty GAAN.

Amlodipine/Valsartan Mylan 5 mg/160 mg smkoAvupuéva e Aertd vUEVIO d1oKia

Kitpwvo, moedéc, mepimov 15,6 mm x 7,8 mm, ap@ikvpto ETKAAVUUEVO LE AETTO DUEVIO O1GKIO [E
yopaypéva Ta «AV2» ot pia mAevpd kot «M» otnv dAAn.

Amlodipine/Valsartan Mylan 10 mg/160 mg smukoAivupéva pue Aentd vugvio dS1okio

Avoctd Kapé, woedég, tepimov 15,6 mm X 7,8 mm, appikupto EMKOAVUUEVO e AETTO VPEVIO O1oKi0
pe yapaypéva ta «AV3» ot pio TAevpd kot «M» otV GAAn

4. KAINIKEX TIAHPO®OPIEX

4.1 OgpamevTikég evosilelg

®epamneio TG WO10maB0VC VITEPTAONC.

To Amlodipine/Valsartan Mylan gvdeikvotat yio xpior 6€ EVIAKES, TOV OTOI®V 1) APTNPLOKT TEGN
dev eléyyetal emapKmg pe povobepaneio aprodurivng 1 farcaptdvng.



4.2 Aocoloyio kor TpoOTOG YOPNYNONS

Aocoroyio
H cvvictdpevn d6om tov Amlodipine/Valsartan Mylan givai éva diokio tnv nuépa.

Amlodipine/Valsartan Mylan 5 mg/80 mg smkoivpupévo pe Aemntd vuévio diokio,

To Amlodipine/Valsartan Mylan 5 mg/80 mg pnopei va yopnyn0ei o€ acbeveic v omoiwmv 1
apTnploKn migon oev eAEyyeTOn EMApPKAOG e povobepaneia 5 mg aprodimivng 1 80 mg forsaptdvng.

Amlodipine/Valsartan Mylan 5 mg/160 mg smkoAvupéva, ue Aertd vuévio d1okio

To Amlodipine/Valsartan Mylan 5 mg/160 mg umopei va yopnynbei oe acbeveic twv omoimv n
apTnplokn migon ogv eAEyyeTon emapkdg e povobepaneio 5 mg aprodimivng 1 160 mg Baicaptdvng.

Amlodipine/Valsartan Mylan 10 mg/160 mg smkoivupéva pne Aentd vuévio SioKio

To Amlodipine/Valsartan Mylan 10 mg/160 mg propei va, yopnyn0ei o€ acbeveic Tov onoiwv n
apTNPLOKN TTiEoN dev eAEyyeTOL EMAPKMG Ue povobBepameio 10 mg aprodimivig 1 160 mg Paicaptdvng
1 pe Amlodipine/Valsartan Mylan 5 mg/160 mg.

Yuviotdtot 1) TITAomoin o TG SO0NG TV LEPOVOUEV®V GLUGTUTIKOVY TOV (dNAadN, Tng aprodurivng Kot
g Boicaptdvng) Tpw T petdfoocn oto 6Tabepd cuvdvacud. Otav gvdeikvotol KAVIKE, PTopel va
e&etootel 1o evdeyopevo g amevbeiog petdfaong amd ™ povobepomeio 610 GUVOLAGHO GTOOEPNG
doong.

IMa Adyovg evkodiog, ol aoBeveig mov Aapfdavovv Baicaptdvn kat aprodimivn og Eeywpiotd
drokio/koyaxia propovv va Egktvijoovy tn Ayn tov Amlodipine/Valsartan Mylan mov mepi€yet Tig

d00 aVTEG 0VGiEG OTIG 101EC HOOELS.

Ei1d1céc nAnBooudc

Neoppikn dvolsitovpyio,

Agv vtapyovv dabéoipa KAvikd dedopéva yio acBeveic e coPapn veppikn dvciettovpyia.
Agv amaiteitol Tpomonoinom g d6oMGS Yo Toug aoBeveic e e MG HETPLO VEQPIKT SVGAELTOVPYia.
2V pétpro veppikn SuGAEITOVPYiD CLVIGTATAL EAEYYOC TOV EMTEI®V TOL KAAIOV KOl TG KPEATIVIVIG

TAGGLOTOG.

Hratixn dvaieirovpyia

H aprodimivn/Baicaptavn avievdsikvotal o aoBeveig pe cofapn nratikr] dSvoieitovpyia (PA.
Tapdypoo 4.3).

E@iotdtar n mpocoyn katd tn xoprynomn aprodimivne/forcaptdvng og acheveic pe nratikn
duciettovpyia 1 OTOPPAKTIKEG TAONGELS TV YOANPOp®V (BA. Tapdypoeo 4.4). Ze acBeveig pe Nma
€0 PETPLO NITATIKY dvoAetTovpyia YwPic YOAOoTACN, N LEYIOTH GUVIGT®HEVN oo givar 80 mg
Bodcaptavng. H cuvictdpevn docoroyia tng aprodutivng dev €xel axoun kabopiotel otovg acbeveic
pe Mo £og LETPLO NIATIkY dSvoiettovpyia. Katd tnv ooy tov eMAEEL®V VTEPTAGIKOV acOevdY
(BA. mapdypago 4.1) pe nrotikn dvcAertovpyia o€ aprodurivn 1 aprodurivr/Barcaptavn, Oo Tpémel
va ypnopomomBei n youniotepn dbéoiun d6on aprodutivig oe povobepaneia 1 aprodimivng o
oVVOLOG O, AVTIGTOLYA.



Hlrkiouévor (nlikiac 65 stowv koi avw)

21ouc nAMKlopévoug acBevels, amatteitor mpocoyn 6tav avEdvetar 1 docoroyio. Katd v adhayn tov
EMAEEOV NMKIOUEVOV VTTEPTAGIKAOV acbevav (BA. mapdypapo 4.1) ce aprodimiv
aprodirivny/Barcaptdvn, Ba npénel va ypnoyomondei  yapnilotepn dbéciun d6omM aprodinivig oe
povoBepamneio 1 apAodTivig G€ GLVIVAGHO, OVTIGTOLKA.

Houdiatpioc winBoouoc

H aopddelo ko amotelecpatikdTnTa g apiodumivig/farcaptdvng o mondid NAKiog KAT® TV
18 g1V dev €youvv axdpa tekunplmbel. Agv vdpyovv dbéoya dedopéva.

Tpoémoc yoprynong

Amd o1épATOG XPNON.
Yvviotdrtor ) Ay tov Amlodipine/Valsartan Mylan pe Alyo vepd. Avtd 10 QOPUOKEVTIKO TPOTOV
umopel va Anedet pe N yopig paynto.

4.3 Avrtevosieg

. Yrepevoionoio otig 0pacTiKég OVGieg, 6T TaPAY®YO TNG SdpomLPdivg 1 68 KATO10 amd To.
€K60Y0L TOV AVaPEPOVTAL GTNV TTapdypapo 6.1.

. YoBapn nratiky] ducieltovpyia, YOAMKN Kippwon 1| YoAOGTAGN.

. H tavtoypovn xpron tov Amlodipine/Valsartan Mylan pe @oppokevtikd tpoiovta mov

TEPIEXOLV OALOKIPEVT] OVIEVOETKVVTOL GE a0OEVEIC [LE GaKyapddN St N veepikn

dvohertovpyio (GFR <60 ml/min/1,73 m?) (BA. mapaypépovg 4.5 ko1 5.1).

Agltepo kot Tpito Tpipnvo g kimong (PA. mapaypdeovs 4.4 kot 4.6).

YoBapn vnotaon.

Yok (ocvpmepthapfavopévon Tov KapoloyeEVoLs GOK).

ATOQpaEN TNG 000V EKPONG TNG APLETEPAS KOG (TT.Y. VIEPTPOPIKT OTOPPOKTIKY

KapSoULOTADELN Kol OPTIKT GTEVOOT] VYNAOD Babov).

. AoduvopKd aoTadn Kapdakn ovendpKelo HeTd amd o0& EUPPOYLLO TOV HVOKOPSIOv.

4.4 E0Kég TPOELOOTOUM|GELS KO TPOPVAAGEELS KATA TN (p1)oN

H ao@ddeio kot 1 amoTEAEGLOTIKOTITO TG OUAOSITIVIIG GE VTEPTAGIKTY Kpiom dev €xel Tekunplmbet.

Kvnon

Ot Avtayoviotég Tov Yrodoyswv g Ayyetotevaivng I (AY AID) dev Ba mpémetl va yopnyovvtal katd
N S1dpKELD TNG KOMOoNG. Ze TepinTwon mov 1 cuvéyion s Bepameiog pe AY Al Bswpeiton ovaykaia,
acBeveic mov oyedalovv gykvpocsvvn o Tpénel va aAlaEovy avtivmeptactkn Oepaneio pe kdmola
AN M omoia va €xEl avayvmPIoUEVO TPOPIA AGPAAELNS Y10l TNV XPTOT TOV POPUAKOL KOTE TNV
konon. Eav dwumotmbel eykvpoodvn, | Bepancio pe AYAIl Oa npémer va Srokomel dpeca kot €6v
amoteital, Oa mpénet va Eekivioet kamoto evolhaktikn Oepaneio (PA. mapaypdepovg 4.3 kot 4.6).

AocBeveic ue vrooykapio KoM vrovoTplotuio,

YoPapn vrdtaon napatnprOnke oo 0,4% TtV aclevav pe un emmieypévn véptaot nov Erafav
APAOSTTIV/BOAGOPTAVT) GE ELEYYOUEVES LE EKOVIKO QAPLAKO LEAETEG. e AGOeVELS e
EVEPYOTOUUEVO GUGTNILO PEVIVIG-ayYELOTEVGIVIG (OTTmG eivar o1 aoBeVElg e PEW®UEVO OYKO KU
VATP10 7OV AQUPEVOLY VYNAES SOGELG SLOVPNTIKOV) TOV AAUBAVOLV OVOGTOAEIG TV VTTOSOYEMV TNG
OYYELOTEVGIVNG, EVOEXETOL VO, ELPAVICTEL CUUTTOUOTIKY VITOTAoT). [Iptv amd T yopnynon g
aprodimivine/farsaptdvng cuvicTdTot 1 010pOOOT AVTNG TNG KATACTOONG 1] 1] GTEVT] WTPLKN EMPAeYM
Katd v évapén g Oepansiog.



Edv gpoavietel vroétaon and ) Aqyn g aprodimivng/Barcaptdvng, o acBevig Ba mpémet va
tomofeteitan og vt B€om Ko, £6v €ivor amapaitnTo, Vo Tov YopNYEITUL PUOIOAOYIKOS SIADOTOS
yAoprodyov vatpiov o eviopréPia £yyvon. H Bepaneio pmopel va cuveyiotel poig otabepomombei 1
apTNPLOKN TSN TOV 0oBEVODC.

Ynepkohoio

H tavtoypovn ypnon Tov QoppiKov PE GUUTANPOUATO KOAIOL, KAAOGUVTNPNTIKA S100p1TIKA,
VITOKATAGTATO, GANTOG TTOV TEPLEYOVV KAALO, 1| GALO QUPHOKEVTIKA TPOIOVTO TOL EVOEXETOL VO,
avénoovv ta enineda kodiov (Mmapivn K.AT.) TPETEL va YIVETAL LLE TPOGOYN KO LE GUYVN|
TopakoloHONoT TOV EMTESWV KAAOV.

2éVvmon TV VEQPLIK®OV 0PTNPLDV

H aprodurivi/Barcaptavn Ba npémet va ypnoylomoteitar pe mpocoyn v tn Oepaneio g vEéptaong
o¢ 0.60evelg e LOVOTAELPT 1] AUPOTEPOTAEVPT GTEVAOT] TOV VEPPIKAOV OPTNPLOV 1) GTEVOOT| GE
povipn veppo deS0UEVOL OTL 1) ovpia aiaTOg Kot 1) KpeaTviv) opov pmopet vo avéndel og avtodg
Tovg acbeveic.

Metaudoyevon veQpon

Méypt onjuepa dev LITAPYEL EUTELPIO GYETIKA LUE TNV AGPAAELR TNG YPNONG TNG
aprodimivine/Barcaptdvng oe acBeveic Tov VTOPANONKAY TPOCPATA GE LETALOGYEVGT] VEPPOD.

Hnoatikn dveiertovpyio

H Baicaptdvn amofdiieton kupiog avairointn pécm g xoinc. H numepiodog {ong g
apAodmivig Topoteiveton og acbeveig pe dtatapoyn TG NIATIKNG Aettovpyiog kot ot Tyég g AUC
glvar vymAdtepec. H ovvietdpevn docoloyia otovg acbeveig avtode dev £xet akoun Kabopiotel.
Amouteiton Woitepn Tpocoyn KaTd T yoprynon g aprodmiving/Parcaptdvng oe acbeveis pe o
€m¢ PETPLOL NTTOTIKT) SOVGAEITOLPYIN 1) ATOPPUKTIKES TAONGELS TOV YOANPOPOV.

Y acbeveic pe N Eog PETPLO NTATIKY SVGAELTOVPYIN Y®PIG YOAOGTACT, 1| LEYIGTN CUVIGTAOUEVN
doon givar 80 mg Baicaptavng.

Neoppikn dvoAiettovpyio

Aev amotteitan Tpomomoinon tng 66omg g aprodumivne/arcaptdvng yio Toug acbeveig pe Mo Emg
HéTproL veppikm dvuoiettovpyia (PEZA >30 ml/min/1,73 m?). ) pétpia veppikn Susisrtovpyio
GULVIOTATAL EAEYYOG TOV EMTESMV TOV KAAIOV KO TNG KPEATIVIVIG TAGGLOTOC.

IIpwtomodnc VITEPUASOGTEPOVIOLOC

Ot acBeveic pe tpmtomadn vrepaidootepovicpod dev Tpémel va Aapupdavouv Bepaneio pe Tov
AVTAY®VIGTH TOV VITOdoYEmV TG ayyelotevaivng Il Pakoaptdavn, kabmg n Tpotomadng vosog
emnpedlel To GVOTNUA PEVIVIG-OYYELOTEVGIVIG.

Ayyelooidnua

Y acbeveic mov EhaPav Bepameio pe Pakoaptdavn, £xel avapepBel ayysiooidnpa,
GUUTEPTAOUPOAVOUEVOD TOL OLOTLLOTOG TOV AGPLYYO KO TNG YAMTTIONS, TPOKOAMVTAG ATOPPAsn TmV
aePUYOYDV KM TPREO 6TO TPOGMTO, TA YEIAN, TO PAPLYYE KA T YA®SGo. Mepukoi amd avtods
ToVg acbeveic Tapovoiacav ayyel0oidnua 6to TapeAbov e GALD QAPUOKEVTIKA TPOIOVTA,
GUUTEPIAOLPOVOLEV®V KOl TOV AVAGTOAE®V peTtaTponng evidpov ayyswotacivng (MEA). H
apAodiivn/Barcaptdvn Tpénet va, S10K0meEl OUECSHOG 0 0IGOEVELS TTOV AVATTIGGOVV Ay YELOOIOM O KO
dev mpEMEL VoL YopTYEITAL EK VEOU.



Evtepwcd ayyeooidnua

"Exer avapepBel evtepicd ayyeiooidnpa oe aobeveic mov Aappdvovv Oepaneio pe avioyovieTés Tov
vrodoyémv g ayyeloteveivng I, [ovumepiiappavouévng g Barcaptavng] (BA. mapdypapo 4.8). Ot
ev MY aobeveig mapovoiocav Kotakd GAyos, vavtia, EUeTo kot dtdppota. To countdpoTo
VITOYDOPNOOV UETE TN S10KOTT TOV OVTAYOVIGTOV TOV DTOd0YE®V TG ayyeloteveivng 1. Te mepintoon
SyveOonG EVIEPIKOV 0YYELOOWONUATOG, B0 TPENEL VAL S1OKOTTETAL 1) YOPNYNoT TG Porcaptdvng kot Oa
TPEMEL V. EEKIVIIGEL 1 KOTOAANAN TopakOA0VON N HEXPL TIV TANPT| VIOYDPNOT| TOV CUUTTOUATOV.

Kapdokn avendpketo/petd and uepayuo Tov pookopdiov

Q¢ amOTEAEGLOL TG OVALGTOANG TOL GUGTHLOTOS PEVIVIG-ALYYELOTEVGIVIG-OAS00TEPOVT|S, gival BV
va wapatnpnovv petaPoréc tng veppikng Asttovpyiog oe gvaicOntovg acbeveis. e acbeveig pe
cofopn KopdloKy OVETAPKELD TV OTOIMV 1 VEPPIKN Agttovpyio pumopel vo e&aptdTol amd T
dpaoTNPIOTNTO TOV GLUGTHLOTOC PEVIVIIC-AYYEIOTEVGIVIG-0AB0GTEPOVIG, 1 Depameio pe ovaGTOAELG TOVL
MEA «o1 avtay®mvioTég TV VTodoyEmV TG ayYETEVSIvIG £xel cuvOeDEl e oAryoupia Koun
1po0odevTikn alwBatpio Kot (omdvia) pe ofeilo veepikn ovemdprela kavn 0avaro. apdpoteg ekfaoelg
&yovv avapepbei pe ™ Parocaptavn. H a&lordynon tov acbevov pe kopdlokr overdpkela 1| LETA omd
EUPPAYLLO TOV HLOKOPOIOL TPETEL TAVTO V. TEPIAAUPAVEL EKTIUNOT TNG VEPPIKTG AELTOVpYiog.

e o LoKpoypovia, eAeyyouevn Le eukoviko edppaxo perétn (PRAISE-2) g ypnong g
APAOSITIVIG 08 AGOEVELS [lE KOPOLOKT AVETAPKELD UM IOYOLLIKNAG attiodoyiog kKotnyopiog I kon IV
ocoppava pe v tagvounon g NYHA (Kapdoroywn Etaipeio Néag Yopkng), n apAodurivn
cuvoElnke pe avEnuévo aplBpd avapopdY TVELLOVIKOD OONOTOG TAPE T (1] OTUOVTIKY d10.p0opd
OTNV EMNTOGCT TNG EMOEIVOOTG TN KAPIIOKNG OVETAPKELNG GE GUYKPIOT] LLE TO EIKOVIKO QAPLLOKO.

O1 avaoTtoleig Sloviwv acPeotiov, cupmepthapBavoprévng g apiodutivng, Ba tpémet va yoprnyodvtol
LE TPOGOYN o€ acOeVEIC L GUUPOPNTIKT] KAPIIOKN AVETAPKELD, KOOMG UTopel Vo avENGOVY TOV

Kivduvo PHeEAAOVTIK®V KapdloyyeloKdv cupuBapdtomv Kot Ovntotntog.

2tévmon TNS 00PTNS KoL TS WTtpogdong Barfidag

Onmg kot pe OAa To oyyel0d100TOATIKG, EVOEIKVUTOL 1d10iTEPT TPOGOYT| G€ 0cbeveig Tov TAGYOLY OO
OTEVOON NG TPOEOVG BOAPISOC 1) ONUAVTIKY COPTIKY GTEVOGCT) TOL OV givat vynAov Babpod.

A OC 0moKAEIGUOC TOV GLGTHUATOS PEVIVIC-OYYELOTEVGIVNC-0Ad00TEPOVNC (ZPAA)

Yrdpyovv amodeifelg 6Tt n TawTOYPOVN YPNoN avacToréwv MEA, avasToAéE®V TV VTTOJOYEMV
ayyelotevoivng I (AY AID) 1| ahokipévng av&avel Tov Kivouvo vdTaoNG, VITEPKOALOLUIOG Kot
LEW®UEVIG VEPPIKNG AetTovpyiag (Tepiiapfovouévng g o&elog veppikng avemdpkelog). g ek ToHTOL,
SAOG AmOKAEIG OGS TOV GLUGTNLATOG PEVIVIG-ayYELOTEVGIVIG-aAd0ooTEPOVN S (XPAA) nécm g
cuvdvacuévng ypriong avactoréov MEA, avactoléwvAY All 1] aliokipévng dev cuvictatot (BA.
mapaypaeovg 4.5 kot 5.1).

Edv 1 Ogpaneio Simhov amoxieiopov Bempeital amoddtog anapaitntn, ovtd O Tpémel va Aafet xdpa
povo KaTo omd v emifAeyn €101K00 KOl e GLYVN GTEVI TAPOKOAOVONGN TNG VEPPIKNG AElTovpYiag,
TOV NAEKTPOAVTAOV KoL TNG apTnplokng Tieons. Ot avaotoleic MEA kot o1 avactoleig AY AII dev Oa
TPENEL VAL YPTGLLOTOL0VVTOL TALTOYPOVE o€ acBeveic pe diafnTikn veppondOeta.

H aprodimivn/Barcaptdvn dev €xet peretn0el oe dAlo mAnBucpd acbevmv eKTOG amd VIEPTAGIKOVG.

4.5 AMAremdpacelg pe GALO QUPRAKEVTIKA TPOTIOVTA KoL GAAES POPQEG aAMNAETIOpaONG

2uyvEC OAMAETIOPACELC LE TO GLVOVACULO

Agv €yovv mpaypotonon el peléteg aAANAETIOPACEWDV.



Na Jopfavoviar vmown e tovtoypovy xprion

AALo1 avTIDVTEPTOOIKOL TOPAYOVTEC

Ot cuyVa YPMCIUOTOIOVUEVOL OVTIVTEPTUGIKOL TOPAYOVTES (T.). AAPO OTOKAEIGTES, H10VPNTIKA) KO
AN POPUOKEVTIKE TPOTOVTA T OTOT0 UITOPEL VO, TPOKAAEGOVV OVEMIBVUNTEG VITOTAGIKESG EVEPYELES
(1. TpLKAIKE ovTIKOTOOMITTIKG, GAPO 0TOKAEIGTES Yio TN Oepoameio TG KahonBovg vepmlaciog
TOV TPOGTATY]) UTOPEL VO LENGOVV TNV AVTIVTEPTOGIKT dPAGT TOL GLVOLAGHOV.

AMNAETIOPAOEIC TOL GLUVOEOVTOL LE TNV OLUAOSUTIVY)

Agv ovvioTdon 11 TOVTOYPOVH XPHoT]

TkpE1mppont i YOUOS YKPEITPPOVT

Agv GUVIGTATOL 1] YOPTYNON TNG AUAOIITIVIG LE YKPEMPPOLT 1] YOUO YKPEMPPOLT KOBMG pmopel va
avéndei ) ProdrabecidnTo 68 OpLopévous acheveis, e amotédespa TV avénon Tov
OVTITEPTAGIKOD ATOTEAEGLLOTOC.

Anouteiton mpoooyn katd v TavToYpovy YpHon

Avoortoieic tov CYP3A4

H tavtoypovn ypnon g aprodurivng pe 1oyvpovg i péTplovg avactoreis tov CYP3 A4 (avaotoleig
TPOTEAGNC, AVTIIHVKNTIOCIKA TG Opadag TV alolmv, LakpoAidio 6Tmg epvOpopvkivi 1
KAopBpopvkivn, Bepamapiin 1 dStktialéun) pmopel va 0dNyNGEL GE GNUOVTIKN avénon g £kBeong
oV aprodutivr). H kKAwvikn petdepacn antdv Tov QopHoKOKIVITIKGOV S10(pOPOTOINGEMY EVOEXETAL VO,
glvat EvTovoTePT] GTOVG NAIKIOUEVOVS. ZOVETMC, UTOPEL VO OToTEITOL KAVIKN Tapakolovdnon kot
TPOGOPLOYN TNG O0GOAOYIOC.

Eraywyeic tov CYP3A4 (avuieminmukd [m.y. kopPopoalenivy, poivofapfitaln, pavotoivy,
PWOPAIVOTOIVY, TPYIOOVI], PLYOUTIKIVY, DIEPIKOV TO O1GTPNTOV)

Me 1t ouyyopnon yvootov enaywyedv Tov CYP3A4, ) cuykévipmon tng aprodurivng 6To TAGoLLO
pmopei va motkidhel. Katd cuvéneia, Ba mpémel va mapaoAovdeitol n aptnplokn mieon Kot vo
Aappdvetor vroyn to evogyouevo pHoeng tng 06oMG TOG0 KATA TNV S1APKELN OGO Kot LETE TNV
TAVTOYPOVT] YOPNYNON POUPLAKEVTIKOD TPOTIOVTOS, WOATEPMG LE 1YLPoVS enaywyels Tov CYP3A4 [m.y.
prpapmikivn, St. John’s wort (Ynepikd/ Bodoapodyopto)].

2ZiPaotativy

H ovyyopnynon nolianmiodv 66cewv tov 10 mg aprodurivng pe 80 mg cuPacrtativing 0dfynce oe
avEnon 77% g éxbeonc ot oPactativi o€ cOYKpLon e T oppactativy povn e. ZuvieTaTol vo
neploplotel 1 doon g cPactativig oe 20 mg nuepnoing oe acbeveic pe apiodurivn.

Aavtpoiévio (éyyvon)

Metd and yopnynon Pepamapiing kot daviporeviov evooeiefing oe (ma, Tapatnpndnke
BovatnOpog KOAMOKT LoprapLY Kot kapdtoyevig katamAnéio oyetilopevn pe vrepkoitoipio. Aoym
TOV KIVOUVOL EUPAVIOTG VITEPKOALOIUING, GUVIGTATOL ] ATOPLYT GUYXOPTYNONG AVOGTOAE®V SLOVAWDY
oV acPeotiov, OTMG N aprodinivn, oe acbeveic emppeneic oe Koo O vepOBeppio Kot 6TV
QVTIILETOTION TNG KakonBovg vepOeppiiog.

Toaxpoiyovg

Yrdpyetl kivouvog avénpévev ETES®V TOKPOALOVS GTO O[O KOTA TN GLYYOPNYNON HE OUAOIITIVY.
[Ipokeévov va amopevydei 1 To&kdTNTA TOV TAKPOALLOVS, 1] XOPTYNOT TG ApA0dTivG o€ 0cOEVT
7OV AOUPAVEL TAKPOALOVS OTALTEL TV TOPAKOAOVON GO TOV EMTES®V TAKPOALOVS GTO OILLOL KoL
TPOCAPUOYN TNG HOCTG TOL TOUKPOALLOVG (O KATUAANAMG.



Na Aoufavovior voyn ue tavtoypovy ypnoi]

Alla
e KMVIKEG PEAETEG AAANAETTIOpAONG, 1] AUAOSUTIVI OEV EMNPENCE TN QUPUAKOKIVITIKY TNG
atopPactativng, g dryo&ivng, g Pappapivng 1 TG KuKAOGTOPIvC.

AMNAemdpaoelg Tov GuVOEovToL UE TN BOACAPTAVT

H tovtoypovn ypnon dev ovviotatol

Aibro

"Exovv avaeephel avactpéyipeg avéNoeig Tov GVYKEVIPOGE®DY ToV ABiov 6Tov 0pd KabmG Kot
TEPIOTOTIKG TOEIKOTNTOG KATA TN SLAPKELD TAVTOYPOVNG XOpNynomns Abiov e ovactoAeig Tov
UETATPETTIKOV EVEDUOD TNG AYYEIOTEVGIVIG 1] AVTAYWOVIGTEG TV DTOJ0YEWV NG oyyelotevaivg 11,
couneprrapfavopévng g farsaptévng. Etopévog, cuviotdtol TposeKTIKY Tapakolovbnon tov
eMMES®V ToV MBiov oTOoV 0pd KOTA TNV GLYYopyNon. Eniong, edv ypnoipomnoteiton kot Stovpntikd, o
Kivouvog eppdaviong to&ikdtntag Aoym tov Abiov mbavd va avénbei tepattépo pe v
aprodimivny/BaicapTdvn.

Kalioavuvinpnrika diovpntikd, GOUTANPOUATO. KOAIOD, DTOKOTACTOTO GAATOS TOD TEPIEYOVY KOALO KOl
aAleg ovaieg mov pmopei va avéoovy Ta emimeda KaAiov

Edv og cuvdvacuod pe m Pahcaptdvn, TPOKELITOL VO GUVTOYOYPAPTOEl PUPUAKEVTIKO TPOIOV TOV
emnpealel To eninedo Koiiov, GUVIGTATAL 1] TAPAKOAOVONOY| TOV EMTEI®V TOL KAAIOV GTO TAAGLLOL.

Amouteitol mpoooy KOTe Ty To0TOYpOVY] PN

Mpy otepoeidn ovapleyuovaon papuoxo. (MEAD), repilopfovouévav exdextikav avaotoléwv COX-2,
OKETVAOOOAIKDAIKOD 0&é0¢ (>3 g/muépa) Kot un exlextikwy MEAD

Otav ot avtaymviotég g ayysloteveivng I yopnyodvrat tavtdypova pe MEAD, uropet va
napatnpndei eEacHévnon g avtvmeptacikng dpdong. Emmiéov, n tantdypovn xpnon aviaymvicT®dv
g ayyeloteveivng Il kot MEAD gvdéyetal va 0dnNyHoel o avénuévo Kivouvo emdeivaong g
VEQPIKNG Agttovpyiog Kot og avénomn tov koiiov opov. Eropévac, cuvietdtol | tapakoiovdnon g
VEQPIKNG ALTovpyiog Kotd tnv Evapén g Oepanciog KoBmG Kot 1) ET0PKNAG EVLIAT®GT TOV 0oBevolc.

AVooTOAELS TOD UETAPOPEN TPOTANYNS (PLPOUTIKIVY, KOKAOGTOPIVN) 1) HETOPOPED. EKPONS (prTovofipy)
Ta amotehéopato pog LEAETNG in Vitro Pe 16ToVG avOp®TIVOV ITaTog delyvouv 0Tl 1| fadcaptdvn
amoterel LTOGTPOO TOV peTapopéa NTOTIKNG TPOSANYNG OATPIBI kot tov petapopéa tng
nrotikng ekpong MRP2. H cuyyopiynomn tov ovastorémv Tov HeTapopia TpOSANYNG (PLpopmikivn,
KukAoomopivn) N Tov petapopéa ekpong (prtovafipn) pumopet va avENcel TNV GLGTNHOTIKY £KOeoN
o1 PaicapTdvn.

Miwhog amorlelouos tov XPAA ue AYA, avacroieic MEA v aliokipévy

Ta dedopéva amd KAMvVIKEG HeLETE £xovv Ogi&et 0TL 0 SMAOG amokAeIoHOg Tov ZPAA péom g
cuvdvacpévng ypnong avactoréov MEA, AYAIL 1| aAiokipévng cuoyetiletal pe vyniotepn
ovyvOTNTA AVETLBVUNTOV GUUPBAVI®OV OGS 1) VITOTAGCT), 1] VIEPKOALNLLIO KOl 1] LELOUEVT VEPPIKN
Aertovpyia (mepriapfovouévng e oEeilog VEQPIKNG OVETGPKELNG) OE GUYKPLON UE TN ¥PNOT EVOG
LOVOL TTapayovTo TOL dpa GTO GUGTNLO PEVIVIG-OYYELOTEVGIVING-0Ad00TEPOVIG (EPAA) (BA.
mopoypdeovg 4.3, 4.4 ko 5.1).

Alla

e povobepaneio e PaAcaptavi, dev Exovv domot®Oel AAANAETIOPACELG KAVIKNG OMUOGTOG LE TG
TOPOKATO OVGIES: GUUETISIVY, BopPapivn, povpocepidn, dtyo&ivr, atevoloin, wdopedakivn,
vopoyAmpobelalion, aprodimivn, YAPeVKAapioN.



4.6 TovipétnTa, KUNON KoL Yorovyia
Eyxvuocivn

Aulodimivy
H aopddeia tng aprodurivng Kotd Tnv dtdpkela g Kinong dev £xel tekunpimbei. e pelétec mov

mpaypatoromnkay oe {ma, TapatnpnOnkKe avamapoywyikn ToEKOTNTA 68 VYNAES 600eLS (PA.
Tapdypoeo 5.3). H yprion aprodurivig Katd T S1dpKELd TG EYKVHOGUVIG GLVIGTATOL LOVO OTaY OgV
VRLAPYEL A OCPAAESTEPT) EVOAAAKTIKTY KoL OTav 1) 1010 1 acBévela pépet peyaidtepo Kivouvo yia
TNV UNTEPQ Kot To EPPPLo.

Baloaptdavy

H ypnion tov AY All dev cuvietdtol katd ) S1EPKELD TOV TPAOTOV TPLIVOL THG EYKLHOGHVIG (PA.
nwapdypoeo 4.4). H yprion tov AY All avtevdeikvotol KoTd T SI0pKELR TOL SELTEPOV KL TPITOV
TPWNVOL TNG eYKLpooHVNG (PBA. Tapaypdpovg 4.3 kot 4.4).

Ta emdNUoA0YIKG GTOLYEIN TOV VITAPYOVY GYETIKA LLE TOV KIVOLVO TEPOTOYEVESTG LETA Omd Yp1iom
avactoAémv MEA katd ) S1dpKeLo TOV TPMTOV TPUNVOL THG EYKVLOGUVNE OEV EXOVV KATAANEEL o8
caQEG CUUTEPAGLLA. 20TOGO dEV UTOPEL VO ATOKAEIGTEL L1 IKPT a0ENGT ELPAVIONG KIVOUVOU.
[apoAo Tov dev VITApYOLY EAEYXOLEVH ETONUIOAOYIKE GTOLXElN Y1t TOV Kivduvo pe T xpnon AY AL
UTOpEL VO VITAPYEL TOPOUOLOG KIVOVVOG Y10 dLTH TNV KOTIYOPio QOUPUAK®V. L€ TEPITTOOT) TOV 1|
ocuvéylon g Bepamneiog pe AYAIl Bewpeitar avaykaio, acBeveic mov oyedialovv eykvpocvvn Ba
npénel va aAAGEOVV avTvmepTaciKn Oeparmeia (e KATOL GAAT 1 OO0 VO EYEL AVOYVOPIGUEVO TPOPIA
ACQOAELNG YioL TNV XPTIOT TOV PAPLAKOL Katd TV kumon. Edv damotmbel eykopocvvn, 1 Bepaneia
pe AY ALl Ba mpémer va dtokomel dpeca Ko edv amorteital, Bo Tpémel vo EeKvioel KAmola
evailoxtikn Oepameia.

H éxbeom o¢ Bepoameio pe AY ATl katd 1o dedtEpO KO Tpito Tpipnvo gival yvmotd 0Tt TPOKaAEL
euPpvotolikdtnTo oToV AVOpOTO (LEIWUEVT VEQPIKT AELTOVPYia, OAyobdpduvio, kabvuotépnon
00TE0mOoINOoNG KPaviov) kat Ppe@in ToEkOTNTA (VEPPIKY OVETAPKELY, VITOTOOT), VIepKaAtoio) (BA.
Tapypoo 5.3).

Edv n éxbeon oe AY Al éhafe yopa LETA TO SEVTEPO TPIUNVO TNG EYKVHOGVVIG, GUVIGTATOL EAEYYOG
NG VEPPIKNG AgLTOoVpYiaG Kot TOL KpOviov e VIEPOuG.

Neoyva Tov onoiwv ot untépeg extédnkav oe AY Al Ba npénet va mapoakolovdovvtal 6Teva yio
vrotaon (BA Topaypdpovg 4.3 ko 4.4).

OnAacpog

H aplodimivn anexkpiveror oto avBpdmivo ydia. To mocoatd g untpikng 66omg mov Aapupdvetat
amo 1o PpEog Exet exTyun et pe didotnua petagd 1% kon 3°° tetoeptnpopiov 3-7% pe péyioto 15%.
H enidpaon g aprodimivng ota Ppéen dev givar yvmortr|. Agv vapyovv dabécieg TAnpopopieg
GYETIKA LE TN ¥p1ion NG aprodinivie/ Paioaptdvng katd tn didpkeia tov Oniacpov. Etopuévmg to
Amlodipine/Valsartan Mylan dgv cuviotdtal 6€ avtn TNV TEPI0S0 Kol TPOTEIVOVTAL EVOALUKTIKES
Oepaneieg e YKATESTNUEVO TPOPIA ACPALELNS, WO10iTEP KATA TO ONAAGHO VEOYEVVITOL 1) TPO®POV
VEOYVOU.

Tovipdnto
Agv vtapyouv KAMVIKEG LEAETES Y1 TV YOVIROTNTA e apiodumivn/Boaicaptdvn.
Baloaptavny

H Baicaptavn dev glye avemBounteg EVEPYELES GTIV OVATOPAYMYIKT] IKOVOTNTO APGEVIKMV 1|
OnAvkodv apovpainv e amd Tov oTopatog 06celg péypt 200 mg/kg/muépa. Avti 1 d60m eivan 6 Popég




1 HEYIGT GUVIGTMUEVY 860N 6ToV AvBpmTo pe Bdon mg/m? (o1 VTOAOYIGHOT VTOOETOVY aTTd TOV
otopatog 066m 320 mg/Mmuépa kat acbevn 60-kg).

Aulodizivy
e opropévoug acbeveig mov Elafav Bepaneio pe avactoreis tv dtdAwv acPectiov avapépdnikoy

avaoTpéyes Ploynkéc petaforés oty ke@oin v oneppotolmopiov. Ta khvikd dedopéva givat
OVETOPKT] GYETIKA LE TN SLVNTIKN EMidpaon TG aphodumivng ot yovipdtnra. Xe pio peAET ot
apovpaiovg mapatnpHONKay avemBOUNTES EMOPAGELS GTN YOVILOTNTO TV aPGEVIK®V (BA.
Tapdypoo 5.3).

4.7 Emopacelg 6Ty tKavOTTO 001Y161)G KOl EIPIGROD Py avi|pdTmV

Ot acBeveic mov Aappdvovv aprodimivr/Barcaptdvn Kot 0dnyody oynpata 1 xepilovion pnyoviuozo
TPETEL VoL AAPPAvVOLY VTTOYT OTL Popel va epeaviotel {GAn 1 KOTWOON TEPIGTUCLUKA.

H aplodimivn pmopel va €xet pikpn| 1 pé€tpa Xidopacn oTny avoTnTa 0d1NYNoNG Kot YEPIGHOD
punyovnudtov. Edv ot acBeveig mov Aapfdavovy aprodurivn vropépouvv amd (oAn, kepolodyia,
KOmwon 1 vatia, 1 wavotnTa avtidpaong pmopel va Exel ennpeacet.

4.8 AvemOvunteg evépyereg

IIepiAnyn Tov TPOoil acQaAsioc

H aopdhela g aprodurivng/Parcaptdavng Exet aloroynbel o mévte eAeyyOleEVES KAMVIKEG LEAETEG L
5.175 acbeveig, and tovg omoiovg o1 2.613 Elafav Bakcaptdvn € cLVIVAGUO pe apiodurivr. Ot
axolovbec avemBounteg evépyeieg fpebnkay va etvat o1 o cuyva ELEAVICOIEVEG 1] O1 TO GTULOVTIKEG
N coPapég: pvopapvyyitida, ypinn, vrepevaictnecio, movoképarog, cuykonr, opbocTtatiky VIOTAGT,
oidnua, oidnua pHe eVIOHTOU, 01010 TPOSMTOV, TEPLPEPIKO OdN UM, KOTWOGT), EpuOpdTNTA,
e&aoBévion kat EEoy.

KotdAloyoc avemBiuntmy EVEPYEIOV GE TIVOKO

Ot avemBOunTe avTdpdoeig Exovv ta&vounel og Kot yopieg avaloya e T CLYVOTNTA TOVG
YPNOOTOLDVTOS TOV TUPUKAT® Kovova: ToA) ovyvég (>1/10), cuyvég (>1/100 mg <1/10), oyt cuyveg
(>1/1.000 ¢mg <1/100), omdviec (>1/10.000 £mwg <1/1.000), ToAb ondvieg (<1/10.000), un yvootéc (dev
pumopovv va ektiunovv pe Baon to dabécia dedopéva).

Katnyopia/opyo | AvemOopnteg evépysieg Toyvotnra
VIKO cvoTINa Aploowrivyy/ | Aprodmivyy | Badoaptdvn
oOpQova pne Baicaptavn
Béon dedopévarv
MedDRA
AoudEeig kat Pwogapuyyitida Xuyvég -- --
TOPUCITACELG I'pinnn Zuyveg -- --
Awrtapayég Tov Awocpaipivn kot -- -- Mn yvootég
OLOTTOU TIKOV aaTokpitng petopéva
Kot ToV Aep@kod | Agvkomevia -- [ToAd --
GLGTILOTOG GTLAVIESG
Ovdetepomevia -- -- Mn yvootég
®popporevia, pepikég -- [To\v Mn yvootég
POpPEG LE TTOPOLPO. OTAVIEG
Awrtopayég Tov Yrepevaicnoia Eravieg [ToAv Mn yvootég
0VOGOTOLNTIKOV OTAVIEG
GLGTHUOTOG
Yrepyhokopio -- [ToAD --
OTAVIES
Ymovatpopio Oyt ovyvég -- --
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Katnyopio/opya | AvemOopnteg gvépyereg XuyvotnTo
VIKO 6VOTI|O. Aploodurivyy/ | Aprodwwivyy | Bakoaptdavn
oOpQova pne Baicaptavn
Béon dedopévarv
MedDRA
Poylatpikég KotdbAiyn -- Oyt ouyvéc --
dataporyég Ayyog Inavieg
Avnvio/dwotapayEc VTVou -- Oy cvyvég --
Aroxopdvoetg g - Oyt ouyvéc --
ouvausOnuotikng didbeong
Zuyyovon -- Xrdvieg --
Awrtapayég Tov Mn @uctoloyikodg Oy ovyvég -- --
VELPIKOV GLVTOVIGUOG
GLGTHLOTOG Zdn Oy cuyvég ZUYVES --
Z6An Béong Oy cuyvég -- --
Avayegvcia -- Oyt ouyvéc --
AwTopoyn Tov -- Mn yvootég --
Eéomupapudikon
GLGTHLOTOG
Kepoialyia Tuyvég Tuyvég --
Yreptovia -- Moo --
OTAVIEG
MoporcOnoio Oy ouyvéc Oyt ouyvéc --
[Mepupepikn vevpomdbeia, -- [To\v --
vevporadeia OTAVIEG
YrvnAia Oy cuyvég Xuyvég --
ZuyKomn -- Oyt ouyvéc --
Tpoduog -- Oyt ouyvéc --
YrosOnoia -- Oyt ouyvéc --
OpBaipég Ontikn dwTopoyn XTivieg Oyt ouyvég --
SloTaporyES Meimon ontikng o&vrog Oy ovyvég Oyt ouyvéc --
Awtopayég Tov EpPoég YThvieg Oyt ouyvéc --
®tdg Kol TOV TAyyog Oyt ouyvég -- Oy cuyvég
AaBopiviov
Kapdiakég AicOnuo Toiumv Oy ovyvég Toyveé --
SrataporyEs ZVYKoTN Xrdvieg -- --
Tayvkapdia Oy ouyvéc -- --
Appubpieg -- [ToAb --
(ovpmepriapfaveror 1 ondvieg
Bpadvrapdia, 1 KoMOKN
TOYLKOPOi0L KoL 1) KOATIKN
HOPUOPVYT)
"Epepaypo tov pooxopdiov -- IToAv --
ondvieg
Avyyelokég ‘E&awyn -- Zoyvég --
SloTopayEg Yroétaon ZrAVIEG Oyt ovyvég --
OpbBoctatikn vadtacn Oyt ouyvéc -- --
Ayyeiitida -- ITov Mn yvootég

ondvieg




Katnyopia/opyo | AvemOopnteg evépyseireg XuyvotnTo
VIKO 6VOTI|O. Aploodurivyy/ | Aprodwwivyy | Bakoaptdavn
oOpQova pne Baicaptavn
Béon dedopévarv
MedDRA
Awrtopayég Tov Bnyoc Oyt ouyvég IToAv Oyt ouyvég
OVOTTVELGTIKOD OTAVIEG
GLOTNUATOC, TOV | Avozmvola -- Oyt ovyvég --
Odpaka kar tov | apvyyohapuyyikd GAyog Oy ouyvég -- --
pecofmpariov Pwitida - Oyt ovyvég -
AwTopoayég Tov Kotuaxn dvepopia, dAyog Oy cuyvég Tuyvég Oy cuyvég
YOOTPEVIEPIKOD | GTNV VM KOLMOKN YOPa.
Metafoln eviepikdv -- Oyt ovyveg --
ouvnbeimv
Avckothotnto Oy ouyvég -- --
Augppola Oy cuyvég Oyt ouyvéc --
Enpoctopio Oy cuyvég Oyt ouyvéc --
Avoreyio -- Oyt ouyvég --
Taotpitidn -- IToAv --
OTOVIEG
Yreprnhacioa o0 AV -- Moo --
OTAVIEG
Evtepcd ayyslooidnuo - - [ToAbd omdvieg
Noavria Oyt ouyvég ToyvéC --
Hayxpeatitidn -- Moo --
ondvieg
"Epetog -- Oyt ouyvéc --
Awrtapayég Tov Aoxipocieg NmaTikng -- [To\v Mn yvootég
NTOTOG KOl TOV Agttovpyiag un onavieg®
YO POp®V (PLOLOAOYIKEG,
GUUTEPIAAULBOVOUEVNC TNG
avdnong mg xorepubpivig
aipotog
Hratitido -- [ToAd --
OTAVIEG
Evdonmatuc yoAdotaon, -- [ToAb --
iktepog OTAVIES
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Katnyopio/opya | AvemOopnteg gvépyereg XuyvotnTo
VIKO 6VOTI|O. Aploodurivyy/ | Aprodwwivyy | Bakoaptdavn
oOpQova pne Baicaptavn
Béon dedopévarv
MedDRA
Awrtopayég Tov Alomekia -- Oyt ouyvéc --
déppatog kot Tov | Ayyglooidnua -- Moo Mn yvootég
VTOSOPLOL 16TOY OTLAVIEG
Agppotitidon -- -- Mn yvootég
TOUPOALYDOING
Ep0vOnua Oyt cuyvéc -- --
[MoAdpoppo ephbmuo -- Moo --
ondvieg
E&dvOnua YThvieg Oy ouyvéc --
Yrepidpwon XTAVIEG Oyt ouyvéc --
Avridpoon -- Oyt ouyvéc --
poTogvaicinciog
Kvnouog Xrdvieg Oy ovyvég Mn yvootég
[opevpa -- Oyt ouyvéc --
E&GvOnua Oy ouyvéc Oyitovyvéc | Mn yvootég
Amoypopatiopds dépuatog -- Oyt ouyvéc --
Kvidwon kot dAleg popeég -- [ToAb --
eEavOnuatog OTAVIEG
AmTooMOMTIKY| -- [To\v --
depuotitida OTAVIEG
Xvvopopo Stevens-Johnson -- [To\v --
OTOVIEG
To&wkn emdeppkn -- Mn yvootég --
VEKPOALGT
Oidnpa Quincke -- [To\v --
ondvieg
Awtopoyég Tov ApBparyia Oy ouyvéc Oyt ouyvég --
LLDOCKEAETIKOD Oocguaiyio Oy ouyvég Oy ovyveg --
cvotipotog kar | Oidnuo otig apbpmoeig Oy ovyvég -- --
TOV GLVIETIKOD | Muikdg omacudg Tmhvieg Oyt ouyvéc --
16700 Mvualyio -- Oy ovyvég Mn yvootég
Oidnua ceupadv -- Xuyvég --
KapnPapia TTAVIEG -- --
Awrtopayés tov | Kpeatwivn aipotog -- -- Mn yvootég
VEQPPOV KoL TOV avénuévn
0VPOPOPAV 00V | Atatopayh TG 0VPNOTS -- Oyt ovyvég -
Nvkrtovpia -- Oy cuyvég --
[oAlokiovpia TIAVIEG Oy cuyvég --
[ToAvovpia XTAviEg -- --
Neppkn avemdpreio Kot - -- Mn yvootég
dvolettovpyia
Awtapoyés Tov Avikavotnra -- Oy ovyvég --
avomapayoywov | Etutikn SvcAsitovpyio, Xmvieg -- --
cvoTHHaTOG Kot | Muvaikopaotio Oy ovyveg -
TOV HOGTOV
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Katnyopia/opyo | AvemOopnteg evépyseireg XuyvotnTo

VIKO 6VOTI|O. Aploodurivyy/ | Aprodwwivyy | Bakoaptdavn

oOpQova pne Baicaptavn

Béon dedopévarv

MedDRA

Tevikég E&acBévion Xoyvég Oyt ouyvéc --

dloTopayEg Kot Avcpopia, aicOnua - Oyt ouyvéc --

KOTOOTAGES TNG | Kakovyiog

0000 yopiynong | Koénwon Yuyvég Yuyvég Oy cuyvég
Oidnua Tpoodnov Xuyvég -- --
‘E€ayn Xuyvég -- --
Mn kapdrokd Bopakikd -- Oyt ouyvéc --
GAyoG
Oidnua Tuyvég Zuyvég --
Oidnuo TePLPePIKo Xuyvég -- --
A\yog -- Oyt ouyvéc --
Oidnua pe evtdmopa Xuyvég -- --

Mopaxdvikég AvEnon kaAiov aipatog -- -- Mn yvooTtég

eketdoelg AvEnon copatikov Bépovg -- Oyt ovyveg --
Meinon copotikol Bapovg -- Oyt ouyvéc --

* Kvpimng cvppatd pe yordotoon

Emnpbdohetec mAnpoopiec oyetikd LUe T0 GuVOLAGUO

[Teprpepicd oidnpa, pPio avoyvopIoHEVT) aveTIBOUNTN eVEPYELX TNG AUAOSUTIVIG, YEVIKA
mapoTNPNONKE 68 pIKpATEPT GLYVOTNTA ELLPAVIONG o€ acbeveic Tov Elafav cuvdvacud
aprodimiving/Barcaptdvng and 6Tt 6 aVTOVG TOL AoV LOVO apAodITiv. LE SIMAA-TUQAECS,
EAEYYOUEVEG KMVIKES SOKILES, 1) GLYVOTNTO ELPAVIOTS TEPLPEPLKOV OLONLOTOG OE GYECT LE TN
docoloyia Tav 1 akdAoVON:

% acBevav mov glyav Baloaptavn (mg)
TEPUPEPLKO 01O LLOL
0 40 80 160 320
0 3,0 5,5 2,4 1,6 0,9
2,5 8,0 2,3 54 2,4 3,9
Aprodwmivny | 5 3,1 4,8 2,3 2,1 24
(mg) 10 10,3 NA NA 9,0 9,5

H péomn ouyvotnta epeaviong mepipepticod 01d1L0TOG OLOIOLOPPO. GTAOUGUEV GE OAO TO EVPOG TOV
docewv NTav 5,1% pe 10 suvdvacud aprodurivne/Barcaptévnc.

Emnpdohetec mANpoQopiec oYETIKA UE TO LEULOVOUEVO GVOTATIKA

Ot avemBOUNTES EVEPYELES TOV POAPUAKOV TOL AVAPEPONKAV TOPATAV® Y10 TO KAOE LepOVOUEVO
ovotatikod (aprodurivn | fodcaptdvr) uropel va omoteAEG0oVV TOOVEG AVETIOVUNTEG EVEPYELES TNG
aprodimivineg/Parcaptdvng eniong, £0T® Kat €4V dgv TapatnpONKaV 68 KAVIKES OOKIUES 1] KOTA TN
dudpkeln ™G KuK oopiag Tov.

Aplodimivy
2oyvég Yrvnia, (AN, aicOnpa TaApdy, KOAaKo Ahyoc, vauTio, oidnue Geupav.
Oyt ovyvég Adnvia, petafolrég g ddbeong (cvumeplapfavorévon Tov dyxovgs), Katdoiwym,

TPOUOG, HVGYEVGia, CLYKOTT|, VOGO Gla, OTTIKEG dLaTaPOYES
(ovumepthapfoavouévng g duthomniag), epfoés, vrotact, SvcTvold, pvitida,
£LLETOG, dvoTEyin, oAmTEKIN, TOPPLPI, SVCYPOUATICUOG SEPUATOC, aVENUEVN
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eQidpwon, kvnopdc, eEavonua, poaiyio, Poikég Kpaumes, AAyos, dlotapoyn
00pNoMNG, AVENUEVT CUYVOTNTO OVPTONG, OVIKOVOTN T, YOVOIKOUAOTIO, BpoKikd
dAyog, e€acBévion, avénon copatikov Papovs, pelmworn copaTKoD BApovg.

2rovieg Xhyyvon.

1lolb omavies  Aegvkomevia, Opopfomevia, aAAepyIKEG avTIOpACELS, LIEPYAVKALIC, VITEPTOVID,
TEPUPEPLKT] VEVPOTADELL, ELPPAYLLE TOV pvokapdiov, appubpuio
(cvumepirapfavopuévav e Ppadukapdiag, Tng KOIAAKNE TayvKapdiag Kot Tng
KOATIKTG LLOPLLOPVYNG), OyYEUTION, TAYKPENTITION, YUOTPITION, VIEPTAAGIC OVAW®Y,
nratitda, iktepog, nratikd Evoopo avEnpéva™®, ayyelooidnua, ToAOHopeo
epONua, Kvidwor, aroeoldmTtikn deppatitidn, cuvopopo Stevens Johnson,
oidnua Quincke, potogvaicinacia.

My yvoorés  To&um Emdeppuxn Nexpoivon

* Kupilmg cvpPatd pe xoAdoTOOoN

e eEa1petTikég TEPIMTOOELS £xel avapepOel eEmmupadikd chvdpoyLo.

Baloaptavny
My yvoorés  Meilowon g oposeatpivng, Heimwon Tov apnotokpitn, ovdeteponevia,
Opoppokvtonevia, avénoen Tov KaAiov 6tov opod, AHENCT TOV TIUDV TNE NTATIKNG
Aertovpyiag cvpmepriapfovopévng g avénong g yorepvdpiving opod, veppikn
AVETAPKELD KoL SuoAgtTovpyin, avénon TG KpeaTvivig 0pov, ayyelooionua,
poodyia, ayyelitido, vrepevarcncio copmepriapfovousvng e opovosiog.

Ava@opd mHovoAoyoOUEVOV OVETIOVUNTOV EVEPYELDY

H avagopd mhoavoroyoduevoy avemBOUnTmy EVEPYELDY HETA AmO TN YOPNYNOT AOE0G KUKAOPOPIOG
TOV QUPUAKELTIKOD TPOIOVTOG glvar onuavtikn. Emtpénet tn cuveyn mopakoAovdnon tng oyéong
0PELOVC-KIVOVVOL TOV PAPLOKEVTIKOD TPOTOVTOG. ZNTEiTan oo TOVG EXOyYEALOTIEG VYEING VO
avaPEPOVY OTTOLEGONTOTE TIOOVOLOYOVUEVES OVETIOVUNTEG EVEPYEIEG LEG® TOV EBVIKOV GUGTNUATOG
avapopds mov avaypdeetor oto [Tapdptnua V.

4.9 Ymnepoocolroyia

ZUURTOUOTO,

Agv vtdpyet epmelpio vrepdocoroyiag pe TNV aprodurivr/Borcoptdvr. To KupldOTEPO COUTTOUO TNG
vrepdocoroyiag pe Boroaptdvn givar evdgyopévas n évrovn vrdtoon pe {aAn. H veepdocoroyia pe
opA0dITiv Uopel va 001 YNGEL 6€ VITEPPOAIKT] TEPLPEPIKT AYYELOOIUGTOAT KO EVOEYOUEVWDGS, GE
avTOVOKAQGTIKY Toyvkapdio. Me tnv aplodutivn €xet eniong avagepBel oNUOVTIKY Kot SUVITIKAOG
TOPOTETOUEVT] GUGTNIATIKT VTOTAGT TTOL TEPLauPavel katomAn&ia pe Oavatneodpo KatdAnén.

Yravia Exel ovapepbel un Kopdloyevég mvevpovikd oidnpa mov propel vo ekdnAmbei pe
KaBvotepnuévn Evapén (24-48 dpeg HETA TNV KOTATOGT) KO OTALTEL OVOTVEVGTIKT VTOGTIPIEN MG
cuvéneln NG vepdocoroyiag aprodurivng. ‘Eykalpa pétpa avivnyng (coumeptiopfavopévng g
VIEPPOPTMOOTG LLE VYPA) Y10 TN SLOTNPNON TNE OUATOGCNG Kot TNG KAPSLOKNG TOpOYNG LITOPEL vl
AELTOVPYNGOVY MG TOPAYOVTEG EMICTEVGNC.

Bepaneio

Edv éywve mpdopata 1 koTdnoot), propel vo eEeTooTEL TO EVOEXOUEVO TPOKANONG EULETOV 1] TADGTG
otopdyov. H xopfiynon evepyol dvBpoka oe vyieic eBeloviég apéome Hetd ™ ANyn aprodmivng 1
£€mG Kot dV0 MPES HETA ATO OVTNV EYEL ATOOELYTEL OTL LELDVEL GNUAVTIKA TNV OTOpPOPNoN TNG
aprodimiving. H khvikd onpavtikn vmdtaoT Tov oQeileTol o€ VITEPSOCOAOYIN e
apAOSIiv/BoAcapTavn OmOLTEL TV EVEPYN KAPILOLYYELNKT VTOGTNPIEN, CUUTEPIAOUBOVOLEVIC TNG
GLYVIC TAPOKOAOHONGNG TNG KAPSIOKNG KO TG AVOTVEVGTIKNG AEITOVPYING, TN AVOY®ONG TOV
GKPOV KOt TNG TOPUKOAOVHNGNG TOV GYKOV TOV VYPOV GTHV KUKAOQOPIio KabmG Kot TG amofoAng
ovpov. Eva ayyglocuotaAtikd propei va fondnocel 6ty omoKatdoTtacT Tov oyyElkoy TOVOL Kot TG
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apTNPLOKNG TieoNG, e TNV Tpoimdheom 0Tt dev avtevdeikvutat 1 xpnon tov. To evdopiefing
YOPMYOULEVO YAVKOVIKO 0GPECTIO Pmopel Vo anmoPel enPEAEC OGOV 0POPE TNV TPOCTADELD VO
AVTIGTPAPOVV 01 EMOPAGELS TOV ATOKAEIGUOV TOV SOA®Y acPeoTiov.

Kot n paroaptdvn kot n aprodimivn etvar amiBovo va aropokpuviohv HEGm apod1OAoNC.

5. DOPAPMAKOAOTI'IKEX IAIOTHTEX
51 ®appokodvvopuikés 1010TNTES

Dappaxobepomevtikn katnyopio: [apdyovteg mov Spovv 6T0 GLOTNLA PEVIVIG-0YYEIOTEVGIVIG,
AVTOY®VIGTES TOV VITOd0YE®V NG ayyelotevaivng I (AY AIl), cuvdvacpol aviayovictdv Tmv
vrodoyémv g ayyeloteveivng Il (AY AID) kou amokAelotég tv dStdvAwv acPeotiov, kwdikog ATC:
C09DBO01

To Amlodipine/Valsartan Mylan cuvdvalet 600 ovTmepTacIKEG OVGIES LE GUUTATPOLATIKOVG
UNYOVIGHOVG dPAGTC TPOKEEVOL Vo, eheyyOel n aptnplaxy mieon tov acbevav pe 1d1omabn
VIEPTOOT: 1] AUAOSITIVY] OVIKEL OTNV ORLAS TOV OVTOYOVIOTOV TOL 0GPESTION Kot 1) Bakcaptdvn
GTNV OLAS0 TOV POPKOKEVTIKAOV TPOIOVIMV TOV OVIAY®VIGTOV NG ayystotevaivng 1. O cuvévacuog
OVTAOV TOV 0VCIAV EYEL 0OPOIGTIKN AVIIVTEPTAGIKY EXIOPOCT|, LELDVOVTAG TNV OPTNPLOKT] TECT GE
peyaAvtepo Pabpd an’ 6,11 10 KaHe CLOTATIKO HELOVOUEVA.

Aprodurivn/Balcaptdvn

O ocvvdvacpog aprodimivig Kot Barcaptdvng odnyel oe docoeEaptmdpevn abpolotikn peimon tng
apTnplaKng tieong oe 6Xo o £0pog TV BepamevTiK®Y Tov d6cewV. H aviwmeptacikn dpdon piog
d00T1g TOV GLVIVAGLOV TAPEUELVE Y10, 24 OPEG.

KAviréc doryec eAeyyOUEVES UE EIKOVIKD QAPUOKO

[epiocdtepor amd 1.400 vreptaoikoi acbeveig Erafav aprodimivy/Poaroaptivn dmag nuepncing oe
00 EAEYYOUEVEG LE EIKOVIKO PAPUOKO SOKIUES. XTIC SOKIUEG GUUUETELYOY EVIAIKOL acOeVEIG Le NTLoG
€mg pétprog Paputntog pn emimieypévn Woradn vaéptaon (LEoT S10GTOAKT aPTNPLOKT TTiEST O
kBt Béomn 295 ko <110 mmHg). AmoxAeiotnkav ot acbeveig pe vYNAOHS Kapdioyyelong
KvdUVoLGg —Kapdlakn avendpkela, dapntn tomov I kot averapkmg eheyydpevo dtafntn tomov I kat
1GTOPIKO EUEPEYLOTOS TOV HVOKAPSIOL 1] EYKEQPAAKOD EMEIGOSTIOV EVTOG EVOG ETOVG.

Klivikég doriuéc eAeyyoueves ue dpoaticd popuaxo ge aobeveic Tov dev avIamoKpivovial ot
povobepameio

Mo, TOAVKEVTPIKT], TUYALOTOMUEVT, SITAG TOPAT, ELEYXOUEV HE OPACTIKO PAPLOKO SOKIUN
TAPOAANA®V OpAd®V £0€1EE OLOAOTOINON TNG OPTNPLOKNG TiEONS (SICTOAKN apTNPLOKT TLEST) GE
kafiot) 0éon ota enineda kohadag <90 mmHg 6to Téhog T Sokiung) o€ acbeveig mov dev
eréyyovTav enapkac pe Parcoptdvn 160 mg oto 75% tov acbevav mov Eafav
apAoduiviy/Borcaptavn 10 mg/160 mg kol 6to 62% TtV acdevodv Tov EAafav
apAodumivn/Barcaptdavn 5 mg/160 mg, Evavtt 1ococstod 53% TtV acdevav Tov Topiuevay 6To
oynua Baicaptavng 160 mg. H mpocBnkm aprodimiving 10 mg kot 5 mg odynoe o€ emnpdcsbetn
HelmON TG GVGTOAKNG/SUGTOAIKNG apTnplakng Tieong katd 6,0/4,8 mmHg kot 3,9/2,9 mmHg
avtioToya, 6€ GUYKPLoT LE Tovg acBeveic mov mapépevay otn povobepaneia pe Paicaptdavn 160 mg.

Mo, TOAVKEVTPIKT], TUYALOTOMUEVT, SITAG TOPAT, ELEYXOUEVN HE OPACTIKO PAPLOKO SOKIUN
TOPAAANA®V opLAd®V £0€1EE OpOLOTOIN o™ TNG APTNPLUKNG TiEONS (SLGTOAKN apTNPLOKY TEST OF
kafiot) 0éon ota enineda kohadoc <90 mmHg 6to Téhog T pnelénc) oe acbeveic mov dev
eréyyovtav enapkds pe aprodmivn 10 mg oto 78% twv achevodv mov Ehafav
aprodumiviy/Borcaptavn 10 mg/160 mg évavtl TosocTo0 67% TV acbevdv Tov TAPEUEVOY GTO
oynua aprodimiving 10 mg. H mpocOnin forcaptdvng 160 mg odnynoe ce mepartépm peimon tng
GUGTOMKNG/OUGTOMKNG apTNPLokNg wieong katd 2,9/2,1 mmHg évavtt Tov acdevav mov TapEpevay
610 oynuo povobepamneiog aprodurivng 10 mg.
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H apdodimiv/Boiocaptivn LeAetONKe €MioNG OE Lol EAEYXOUEVT LE OPACTIKO PAPHOKO HEAETN LE
130 vreptacikos aobeveig pe PEoT SGTOAIKT apTnplakn wieon oe kabiotn 8Eon >110 mmHg kot
<120 mmHg. X perétn avt (aptnprokn wigon 171/113 mmHg kotd v Evapén g perétng), éva
oynua aprodmivng/Porcaptdvng S mg/160 mg mov tithoromOnke oe 10 mg/160 mg peimoe v
aptnplaxn tigon o€ kobot 0on katd 36/29 mmHg oe cuykpion pe ™ peioon tov 32/28 mmHg
7ov emeteydn pe Eva oynpa Aewompiing/vopoyrmpobeialiong 10 mg/12,5 mg wov tithomombnke ce
20 mg/12,5 mg.

e 300 HaKpoypOVIEG HEAETES TapaKoAovONoNGS, 1| Spdor tng aprodutivng/Parcaptdvng draTnprnke
v Tve omd Eva ypovo. H amdtopn dwakomn tng Ayng g aprodurivng/Paicaptivng dev €xet
GLOYETIOTEL UE Tayeia avénon ¢ apTnploKng Tieonc.

H nxia, To Ao, N A 1 0 deikg Bapovg Tov chpatog (>30 kg/m?, <30 kg/m?) Sev ennpedovy
NV ovTamdkpion otnv apiodurivn/Boarcaptdvn.

H apiodumivn/Barcaptdvn dev €xet peretndel o€ kavéva TANOLGHO 0GOEVOV TEPAV QVTAOV TOV
nhoyovv amd vréptaot. H Bakcaptdvn €xel pelenBel oe acbeveic pe mpdoEOTO ERPPOyLLO TOV
pvokapdiov kot kapdiokn averdpkelo. H aprodurivn €xel pehetn el oe acbeveig pe ypovia otabepn
otNOayyn, 0YYELOCLOTAGTIKN GTNOAYY KL 0YYELOYPOPIKE TEKUNPLOUEVT] GTEPAVIAio VOGO.

Aplodurivn

H apodurivn, mov givor éva amd o cuototikd tov Amlodipine/Valsartan Mylan, avactéliel
Swpepppavikr] €il60d0 TV 1OVTOV AGPECTION 0TOV KOPOLOKd Kot GTOV ayyelako Agio pv. O
UNYOVIGUOG TG VTIDTEPTAGIKNG OPACTG TNG OUAOSITIVIG 0QEILETOL GTNV YOANGCT) TOV AEI®V PVIKOV
WOV TOV ayYelDV, TOV TPOKAAEL LEIDOT) TOV TEPLPEPIKMV OYYELNKDV AVTICTACE®DY KOL TNG
aptnplokng mieons. [epapatikd dedopéva VITOSEIKVOOLY OTL 1| ATV GLUVOEETOL OE oTEia
GVVOEGNC TOGO TV SLOPOTLPIIIVAV OGO KOl OVGLOV OV JEV BVIKOLV GTNV OLLAS0 TV
ddponupdvdV. Ot GLCTUATIKES S1OIKAGIEG TOV KOPALKOD Kol oyyelkov Agiov puds e&aptdvral
amo TV (6000 TMV EEMKLTTAPL®V 1OVIOV AGRECTION GE AVTA TO, KLTTOPO SIOUEGOV GUYKEKPIUEVDV
SlAOV 1OVTOV.

Metd and yopnynon BepaneuTiKav 60GEMV GE VIEPTAGIKOVG acheveic, 1 apdodimivn TpokaAel
OYYELOOLULGTOAN], 0O1YMVTAG OE LEIOT) TNG OPTNPLOKNG THESTG GE VIITIN Kot o€ OpOa BEom. AvTég ot
LEWDGELS TNG OPTNPLOKNG TEONG OEV GLVOSEVOVTAL OO CUOVTIKT LETABOAT TOL KopdiokoD puhpov 1
TOV EMTEI®V KATEYOLOUVAV GTO TAAGLA [LE XPOVI YOPTYNOT.

O1 GLYKEVTPDOGELG GTO TAAGLO GLGYETILOVTOL LE TO ATMOTEAEGLLO KO GE VEOUG KOl GE NAIKIOUEVOVG
acBeveic.

Y& VIEPTACIKOVG AcHEVEIS LE PLGLOAOYIKT VEQPIKN AglTovpYyia, o1 BepanevTikég SOGELS TNG
OUAOBITTIVIIG 001 YOOV GE LEIMON TMV VEQPIKDY 0YYELNKADV OVTIGTACE®DY Kol 6€ ahENOT) TOV pLOLOD
OTEPOALOTIKNG d1ONO™G KO TNG dPACGTIKNG VEPPIKNG PONG TAAGLOTOC, X®Pig LETAPOAT TOV
KAGGpaTog 011nong N Tpwteivovpia.

Onwg kot pe GBAAOVG avaGTOAEIG TV S1aOA®V 06PEGTION, 01 OLLOSVVOLIKEG LETPNCELS TG KOPIIOKNG
Aertovpyiag og npepio kot katd T ddpkelo doknong (N Pnuatodotnong) oe acbeveig e PUGIOAOYIKN
KOtAlakT Agttovpyio mov Aopfdavouv aprodimivn Egovv deilet yevikd pikpn adEnomn Tov KapdloKov
deilkn ywpig onuavtiky enidpacn oto Aoyo dP/dt | otnv telodtacTtoMK| Tigomn 1| TOV TEAOSL0GTOALKO
OYKO TG 0PIoTEPNG KOIMOG. X€ ALOOVVOUIKES LEAETEC, 1) AUAODITIVY BEV £YEL GUOYETIOTEL [UE
apvnTIKn woTpomo dpdon dtav xopnynnke oto e0pog Bepanevtik®dv 36GEmV 6€ VY (Do Kot
avOpOTOLG, OKOUA Kl 0TV cuyyopnyNONKe e fTo ATOKAEIOTEG GE avOpDOTOUG.

H apodutivn dev petafairel tn Asttovpyia Tov GAEBOKOUPOL 1| TNV KOATOKOIAMOKT 0y@YUOTNTA GE
vy (oo 1 avOpdTovs. e KAVIKES HEAETEG OOV M apAodItiv) xopnynOnke oe cuvdvaoud pe Pito
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OTOKAELOTEG O aobeveic eite pe véptoon gite pe onOayyn, oev TapatnpnOnKav avemBounteg
EMIPACELS GE NAEKTPOKAPIIOYPUPIKESG TAPALETPOVG.

Xpnon oe aoBeveic ue vaéproon

Mo, ToyooTOMUEVT], SUTAG TVPAT LEAETN Voo poTNTaS-OvnoiudTnTag, Tov ovopdletor MeAétn
Avtineptacikng kot Avtiimdoyukng Oepamneiog yio v Ipoinyn tov Kapdiaxkov Eneicodiov
(ALLHAT), mpaypatomomnke yia vo cvykpivel veotepeg Oepameieg: aprodurivn 2,5-10 mg/muépa
(amorhelotng TV dStadAmVv acPeotiov) 1| Mcvorpidn 10-40 mgmuépa (AMEA) mg Beponeieg mpdtng
YPapEMG €vavtt Tov dtovpntikod Bealionge, YropobaAiddvn 12,5-25 mgmuépa oy NIo Emg HETPLOL
VIEPTAOT).

Yvvolika 33.357 vreptacikoi acBeveic nAikiag 55 etV kol Gve TuyoloTomONKaY Kot
mapokolovOnkay yuo péco ddotnua 4,9 etdv. Ot acBeveig elyav TovAdyiotov Evav Tpodcheto
TAPAYOVTO KIVOUVOL GTEPOVIAING VOGOV, GUUTEPIAAUPAVOUEVOD TOV TPOT|YOVUEVOL EUPPAYUOTOG TOV
pookapdiov 1 ToL ayyEKoD EYKEPAAKOV ENEIG0diov (>6 punveg Tpv v évtaén) N GAANG
TEKUNPLOUEVNS 0B POCKANPOTIKNG KAPILOyYELOKN G VOGOV (GuvoAkd 51,5%), dofntn tomov 2
(36,1%), vynAng TokvOTNTAG ATOTP®TEIVIG - YoANoTEPOAN <35 mg/dl 1§ <0,906 mmol/l (11,6%),
SyvoT LIEPTPOPIOG TNG OPLOTEPTIC KOIMAG LECH NAEKTPOKAPOLOYPOUPNLOTOS T
nyoxapdoypaenpatog (20,9%), evepyoi kanviotég (21,9%).

To xvplo KoTodnKTkd onpeio frav ocdvieto Ko mepeAdppave Bovatnedpa otepaviaio voOGo 1| un
BovaTneopo Epepayra ToV HVOKAPSiov. AgV VITNPYE ONUOVTIKT S10POPAE GTO KUPLO KATUANKTIKO
onpeio peta&y g Paciopévng oe aprodimivn Bepaneiog kot g faciopévng oe YAwpobaiddvn
Oepaneioc: oyetikdc kivovvog (RR) 0,98, 95% CI (0,90-1,07), p=0,65. Anod ta devtepehovia
KATOANKTIKG onueio, 1 EXINTOOT TG KAPOLUKNG AVETAPKELNS (CLUVIGTOCH VOGS GOVOETOV
GLVOVOGUEVOD KOPSAYYELOKOD KOTAANKTIKOD OTUEIOV) NTAV GNUAVTIKA DYNAITEPT GTNV OLADO TNG
APAOSITIVIG, GE GUYKPIOT HE TNV opdda ¢ yAwpoBoaidovng (10,2% évavtt 7,7%, RR 1,38, 95% CI
[1,25-1,52], p <0,001). Qotdc0, dev vANPYE CNUAVTIKT SAPOPA O BVIGILOTNTA OOV TOV TUDV
peta&d g Pactopévng o aprodutivn Oepaneiag kot g Paciopévng oe yYAopobaiiddvn Bepomeiog
RR 0,96, 95% CI [0,89-1,02], p=0,20.

BoAcaptdvn

H BaAcaptdvn givar évog yopnyovupevog amd Tov GTOHOTOS dPACGTIKOG, 1IGYVPOS Kol E101KOG
AVTOY®VIGTNG TV LITOdoYE®V TG ayyelotevaivng II. Apa exiektikd otov vdtvmo vrodoyéa AT, Tov
glvar vevBvvog Yy TG YvmoTég dpdoelg g ayyeoteveivng 1. Ta avénuéva enimeda tng
ayyewotevoivng Il oto mAdopa petd and arokAieiopo tov vrodoyxéa AT pe Paicaptdvn pmopel va
dleyeipovv 1o Un amokAeIGHEVO VIEOTLTTO TOL LITodoyéa AT,, 0 omoiog Paiveral 6Tt avticTabuilel
dpdon Tov vmodoyéa ATi. H Bodcaptdvrn dgv emSEIKVIEL LEPIKT AYOVIOTIKY] SPACT] GTOV VITOSOYEN
AT kot €xer moh0 peyorvtepn (mepimov 20.000 popég) cuyyévela yia tov vmodoyéa AT, ar’ 6,1t Yo
tov vodoyéa AT,.

H Baicaptavn dev avactéddel to MEA, yvootd kot og kivivdon 11, Tov petatpénel v ayyeloteveivn
I og ayyerotevoivn I kot amokodopei T Ppadvkivivn. Kabag dev mapatnpeitor kopia enidpacn cto
MEA «out xapio gvioyvon g Ppadvkwvivig 1 TG ovsiog P, ot avtayoviotéc g ayyelotevoivng 11
glvar amiBavo va oyetilovtot pe to Pryoa. e kKAvikég dokipég 6mov N fokcaptdvn cuykpidnke e évov
avactoréa MEA, 1 enintwon Enpod Pya nrav oe onpovtikd fadud (p <0,05) yapnAidtepn otovg
aocBeveic mov Ehafav aywyn pe Parcaptavn ar' 6,11 6Tovg acbeveig Tov Elafav aywmyn Pe avaoToOAEN
MEA (2,6% évavtt 7,9%, avtictoya). X pa KAvikn ok oty onoia cuppeteiyav acdevels pe
1oTopiKd ENpov Prya katd Tt dudpkela Oeponeing pe avactoréa MEA, Biyos eppavictnke oto 19,5%
TOV GUUUETEXOVTOV oV EAafav Baicaptdvn Kot 6to 19% tov acBevav mov Ehafav Belaliducd
dovpnTiKod, £vavTtt 10606100 68,5% TtV acbevodv mov Ehafav avactoréo MEA (p <0,05). H
Bodcaptdvn dev cuvdEeTar 1 dev amokAgiel AAAOVG VTOSOYELG OPUOVAV 1) S1OVAOVS LOVI®V OV gival
YV®oTo 0Tt TailovV oNUOVTIKO pOLO GTI pLOLICT TOL KOPSIOYYELLKOD GUGTLLOTOG.

H yopnynon Bolcaptdvng oe aoBeveic e vIéPTOoT 00NYEL GE TTOGN TNG OPTNPLOKNG TTESNS Y®PIG VoL
emnpealet Tov Kapdakd puouo.

18



2V TAEOVOTNTO TOV 0oOEVAOV, LETA TN XOPNYNOT Hiog 000NG amd TOV GTOUATOC, 1] AVTIVTEPTACIKT
dpdon eppaviletar evidc 2 mpmv, Kot 1) LEYLOTI TTOCT] TG OPTNPLUKNG TIECTG EMTVYYAVETOL EVTOG
4-6 opav. H avtiomeptacikn opaon Topopével yio S1aoTnpo LeYAADTEPO TOV 24 @pdV LETA TN
yopnynon. Me emavaiapfovopuevn xopnynon, n LEYIOTN HEI®ON TNG OPTNPIKNG TEGC e
omoladNmote SO0 emTLYYAvETAL EVIOS 2-4 efdopadmv Kat dtatnpeitan katd tn S1dpKeLd TG
pakpoypoviag Oepomeiog. H andtoun dtaxonn g Ayng Balcaptdvng dev £l GUGYETIOTEL UE
vroTpomn G vréptacng (rebound) 1| dAleg KAviKEG avemBounteg evEpyelec.

Al AutAdc amokAstoudc tov XPAA

Avo peyaieg toyatomomuéveg, ereyyopevec peréteg (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 gp1ion 1oL cuVoVAGHOD VO avaotoréa MEA ue
évav AYAIL

H ONTARGET ftav pio perétn mov die&nybn o 0c0evelg e 16TOPIKO KOPIAYYEWKNG 1
EYKEPOAIKT|G QYYELOKNG VOGOL 1 Gakyapddn dafntn TOmov 2 cuvodevdpevo amod £voeiEn PAaPNg
teAko0 opydvov. H VA NEPHRON-D 1jtav pio pehétn oe acbeveig pe coxyopmdn dapntn tomov 2
Kot daPntikn veppomddeta.

AVTEG 01 pEAETEG deV €x0VV OeIEEL ONUOVTIKT ®PEALUY ETLOPAOT] OTIG VEPPIKESG KO/ OTIG
Kapdloyyelokég ekfacelg kot ) Bvnopdmnta, eved mapotnpnnke £vag avénpévog Kivovvog
vreproltopiog, o&elag veppikng PAAPNG ko vtdTaong o GVYKPLoN e TN povobepameia.
A€SOUEVOV TV TAPOUOI®V QOPLAKOSVVALIK®V WO10THTOV, 0VTE To OTOTEAEGHATO EIVOL ETioTG
OYETIKA Yo AAAovg avactoreic MEA kot AY AIL

Qg ek 10070V 01 avaotoAeic MEA kot ot AY AII dev Oa mpémet va ypnGILOTOL00VTAL TOVTOYPOVA OE
acBeveic pe dafntikn veppomddeia (PA. mapdypaeo 4.4).

H ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease
Endpoints) jtav pio perétn oxedracpévn va eAéyEet to 0pelog G TpocOfKkng aAloKIpévng o€ pia
npotunn Bepameia pe évav avactoréa MEA 1 évav AY All oe aoBeveig pe caxyapdon dtafntn tomov
2 Ko xpovIa VEPPIKT VOGO, Kapdlayyelakn voco 1 Kot ta dvo. H pelémn diexdnn mpdmpa Adym evog
avénpévou kivdvvou avemBountov ekfacewnv. O Kapdayyelokog BAvoTog Kot To EYKEPAAIKO
EMEIGOO10 NTAV Kol ToL HV0 0pOUNTIKA GLYVOTEPO. GTNV OUAOM TNG AACKIPEVNG OO OTL TNV opdda
TOV EIKOVIKOV (papudiov Kot To avemfounta coppdvra kot ta coPapd avembounta copufdavia
evOL0pEPOVTOG (VTTEPKAALOLIEL, VTOTOOT] Kot VEQPIKT dvoAettovpyia) avapépinikay cuyvotepa oTnv
OpLAda TNG OACKLIPEVTG OO OTL GTNV OLAA0 TOL EIKOVIKOD PUPHAKOL.

5.2 ®appoxoxiviTikéc 1010TNTEG
Cpoppikotnta
H aprodurivn kot 1 faicaptdvn Topovctalovy YPOLUIKT] QOopUOKOKIVITIKY.

Aprodurivn/Balcaptdvn

Metd v and Tov GTOHATOG YOPNYNCT AUA0TiVIG/ PAAGAPTAVIG, Ol LEYIGTEG GUYKEVIPAOOELS TNG
Bolcaptdvng Kot TG opA0dITiviig 6T0 TAAGHO ETTVYYXGVOVTOL 6€ 3 Kot 6-8 dpec avtiotorya. O
pLOUOG Kot 0 Pabuds g amoppoenong TS aprodimivie/falcaptdvng eival IGOSVVOLLOL LE TN
Brodrabecipdmra g forcaptdvng kot Tng apAoduTivig 6Tav YopTyouvTol ®G LELOVOUEVA dloKIia.

Apodurivn

Amoppopnon
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Metd v and Tov oTopaTog Yop1yNon Bepanevtikmy 6dcemv povobepaneiog aprodurivng, ot
LLEYIOTEG GVYKEVIPAOCELS TNG APAOSITIVIG 6TO TAAG ETLTVYYXGvovTon o€ 6-12 dpeg. H andivt
Brodrabeciudtnto vroroyileton 6t Kupaiveton peta&d 64% ko 80%. H Brodwbeoydmra g
aprodutivig dev emnpealetal amd v ANYn TPoens.

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

TEPITOL TOV KUKAOPOPOVVTOG POPUAKOD SEGHUEVETAL OO TIG TPOTEIVEG TOL TAAGLATOG.

Bwuemaynuanauo’c
H apodimivn petaPorileton oe ektetapévo Babud (tepimov 1o 90%) 60 fIap o€ avevepyovg
petofoAitec.

Amofoin

H amopdxpoveon g aprodurivng amd to TAdopa givat dSupactkr|, pue el nulon yo v
amopdkpovven 30 £wog 50 mpeg. Ta eninedo oTadepnc KATAGTAONG GTO TAAGHLO EXITVYXAVOVTOL LETE 0T
ovveyn xopnynon v 7-8 nuépec. To 10% g apykng apthodirivig kot to 60% tmv petafoltdv g
apAodiivng amekkpivovton ota 00pa.

BoAcaptdvn

Amoppopnon

Metd amd tov oTOHOTOS YopTyNnon povodepaneiog BOAcapTavNS, Ol LEYIOTEG GUYKEVIPMGELS TG
Bolcaptdvng oto TAdoua emttuyydvovtal o€ 2-4 dpec. H péon amodivtn frodabesipuotnta sivor 23%.
H tpoon peidver v €kbeom (dnwg perpdron pécw g AUC) ot Parcaptdvn katd 40% mepinov Kot
TN PEYIOTN GVYKEVTPWOT 6T0 TAGGHA (Cmax) K0T@ 50% TEPimov, av Kot 8 MpeG TEPimov Petd t SO0
01 GUYKEVIPMOGELS TNG POAGAPTAVIG GTO TAACLO EIVaL TAPOUOIEG Y10 TNV OULASO T®V 0COEVAOV TOV
Erafav Tpoen Kot yuo TV opdda autdv Tov dev Elafav. Qot660, avt 1 peimon g AUC dev
GLVOSEVETOL OO KAVIKA GTUOVTIKNY peimon TG Oepamevtikng dpaonc, Kat EmopEVHS 1 PaicapTavn

pmopel va yopnyeiton pe 1 xwpig tpoen.

Kazrovoun

O dyxog katavoung ¢ Parcaptdvng oe otabepn Kotdotaon LeTd amd evOoPAEPLa xopnyNnomn eivat
nepimov 17 Aitpa, vrodeikvoovtag 0Tt 1 BaAcapTavT OEV KOTAVEUETAL EKTEVAOG GTOVS 16ToVG. H
Boioaptavn cuvdéetan og peydro Pabpod pe npwteiveg opov (94-97%), Kupiwg Aevkmpotivi 0po?.

Biouetaoynuotionog

H Boloaptdvn dev petatpénetal o€ peydro Padbud, kabmg povo to 20% mepinov g d6ong
aviyvevetal og petaforites. ‘Evog petafolritng vdpo&og xel viomioTtel 610 TAAGHO GE YOUNAES
ovyKevTpMaoelg (Myotepo amd 10 10% g AUC g Parcaptdvng). Avtdc o petaforitng eivon
(QOPLOKOAOYIKA U1 OpUCTIKOG.

Amofoin

H Boioaptavn eppaviler kivnriky moivekBetikng eEacBéviong (tyu <1 dpag Kot tyg Tepinov 9 dpeg).
H Boioaptdvn arofdiretal katd kOpto Adyo amd To kompova (tepimov o 83% g d60Mg) Ko Tl
ovpa (mepimov t0 13% g 666MC), Kupiwg mg avarlioimto papuako. Metd arnd evooeAéBia yoprynon,
1N kéBapon g Paroaptdvng oto TAdca givor mepimov 2 1/h ko 1 veppikn g kédbapon eivon 0,62 I/h
(mepimov 0 30% g ohkng kabapong). H nulon g Baicaptdvng sivar 6 dpeg.

Edwkoi mAnfvouoi

Houdrorpixoc winboouog (nhikiog kdrw twv 18 etmv)
Agv vtapyovv dabécia dedopEVA POPLOKOKIVITIKNG OGOV apopd TOV Tadlotpikd TANOVGHO.

Hlawuévor (nlixiog 65 etwv kot dvw)
O xpOVOG £mG TIG UEYIGTES GVYKEVIPMOGELS TNG CUA0SUTIVIG 6TO TAAGHA VOl TAPOLOLOG Y10 TOVG
VEOVG KOl TOVG NAMKIOUEVOLS aoBeveis. e nAkiwpévous acbeveis, ) kdBapon g aprodimivng Teivel
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Vo LELOVETAL, KATL OV TTpokaiel avENGELG otV TTEpLoyN] KdTt® amd v kKoumroin (AUC) kot v
nuigon amopdkpovong. H péon cvotpatiky AUC g farcaptdvng etvor peyodvtepn katd 70%
GTOVG NMKIOUEVOVG acBeVEIC 0md OTL GTOVG VEOUS, ETOUEVMG ATOLTEITOL TPOGOYT| OTOV avEAveTOL M
docoloyia.

Neopikn dvalertovpyia

H @oppoakokivntikn g aprodimiving 6ev ennpedleTol onpavtiKd amd veppikt dvahettovpyia. Onmg
OVOUEVETOL Y10 (10l EVEOOT] TTOL 1) VEPPIKT TNG KABapon avtioTtotyel poig oto 30% tng oAKkng
KkGOapong oto mAAG A, OEV TopaTPNONKE CLGYETION HETAED TG VEPPIKNG AELTOVPYING Kot TNG
cvotnuatikng ékbeong ot Pakcaptdvn.

Hronixy dvolertovpyia

[ToAV mepropiopéva KAvikd dedopéva ivat S1abEaLa GYETIKA LLE TN XOPNYNOoT TNG apAiodurivng o
aoBeveic pe nmatikn duciettovpyio. Ot acbeveig pe nratiky Svoiertovpyia TaPoVCIAlOVY HEIOUEVT
KkdBapon g aprodinivng pe cuvenakorovdn avénon me AUC katd 40-60% nepinov. Katd péco
0po, o acbeveic pe N £0g PéTplag Paputntag ypovia Nratikn voco 1 £kbeon (petpndeioa pe Typég
AUC) ot Borcaptdvn gival 500 popég peyaddtepn and avti Tov vY1ov edeloviov (Le
YOPOUKTNPLOTIKA EE0UOIMUEVE G TPOG TNV NALKIA, TO VA0 Kol To copaTKd Bdpog). [Tpénet va divetan
nwpocoyn o€ acheveic pe nmatikny voco (BA. Ttapdypapo 4.2).

5.3 TIIpoxivikd dgdopéva yia TV ac@dieia

Aulodimiviy/Baleoptavn

O1 avemBounteg avidpaoelg pe mbavi KMVIKN onpacio Tov Kotoypdenkay o peAétes pe (oo nrav
Ol TOLPOKATO:

IotomaBoroyucd onueio PAEYLOVIG TOL AOEVIKOD 1GTOV TOL GTOLAYOV TAPATNPIONKAV GE APGEVIKOVG
apovpaiovg oe Ekbeomn 1,9 (Boroaptdvn) kot 2,6 (aprodinivy) popég mepinov Tig KAVIKEG dOGEIC TOV
160 mg BaAicaptavng kot 10 mg aprodurivng. e vynAdtepeg ekbéoeic, vanpée eEEAKmon Kot
daPpwon Tov PAEVVOYOVOL TOL GTOUGYOL Kol 6TOVG ONAvkoVE Kot 6Tovg apoevikovg. Tlapouoteg
oALo1doELg TapatpHONKaV Kot oty opdda tng povobeponeiog Parcaptavng (ékBeon 8,5-11,0 popég
v KAMviKn 660m tov 160 mg Bodoaptdvng).

AvEnpévn enintoon kot PaputnTo VEPPIKNG COANVAPLIKNG Baceo@Aiag/vaAivaong, SILGTOANG Kot
TOPOLGIOG KVAIVOP@Y KAODS Kot S1AUECNC AELPOKVTTAPIKNAG PAEYHOVIG KOl VIEPTPOPILOG TV
aptnpiov Tov pécov yrtava Ppébnkay o ékBeon 8-13 (Baioaptdvn) kot 7-8 (aprodimiv) popég Tig
KAviég 06oe1s tov 160 mg forcaptdvng kou 10 mg aprodimivng. [apopoieg aAloidoelg
napoatnpnOnkay oty oudda g povobepaneiog forcaptdvng (€xbeon 8,5-11,0 popéc v KAvikn
doon tov 160 mg Borcoaptdvng).

e o LeAETN eUPpuikng avAaTTLENG GE apOoVPAionG, KOTAYPAPNKAY VYNAES EMMTAOGCELS SIECTAAUEVOV
oVPNTNP®V, SVGTANCTIKMDV GTOLXEIDV TOV GTEPVOL KOl UT] OGTEMUEVAOV POAAYYDV UTPOGTIVOD T0d100
oe ekBéoeig nepimov 12 (Boioaptdvn) ko 10 (aprodimivn) popég Tig KAvikEG dooels tov 160 mg
Barcaptdvng kot tov 10 mg apiodutivng. AleoTaAIEVOL OVPNTHPES TapATPNONKAVY ENiGNG TNV
opada g povobepaneiog farcaptavng (€xbeon 12 popég v Khvikn d6om tv 160 mg
Bodcaptdvng). XTn GUYKEKPIUEVN LEAETT] KaTaypaenKav Hovo pétplag Bapdtnrtag evoei&elg
to&kdtnrag g untépag (Létpla peimon tov copatikov Bapovg). To exinedo un mapatnpnong
OMOTEAEGULOTOG, OGOV APOPA GTIC EMOPAGELS GTNV OVATTLEN, TapaTnPNONKE G TPUTAdCIL
(BoAoaptavn) kot tetpamidoia (aprodurivn) tng kKAvikng ékbeong (Bacer ng AUC).

Oocov apopd otig pepovapéveg ovaieg dev vpEav evdeilels petadha&loydovov dpaong, dtdemacng
TOV YOVISi®mV 1 KOPKIVOYOVOD dpAcT.
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Aulrodizivy

Avomopoywyikn toéikoroyio

Y& HEAETEG AVOTOPAYOYNG LLE EMILVES KO LOES, PETA amd YopnyNon d6cewv mepimov S0 popég
LEYOAVTEPEG OO TN UEYLOTT] CLVIGTMOUEVT] d0GOAOYia Yo ToVvg avBpdTovs, Paciiouevorl o mg/kg,
nmapoTnpnOnkay kabvotépnon TokeTon, avENUEVN SLUPKELN TOKETOV Kot PELOUEVN eMPimoT Tov
euPpvov KAt TOL VEOYVOD.

AvcAertovpyio YOVILOTNTOC

Agv vip&e enidpacT 6T YOVILOTNTO TOV apovpainy Tov EAafav apiodimivn (Ta 0peEVIKA Y1

64 nuépeg kat ta OnAvkd yo 14 nuépeg mpv to Levydpopa) o ddceig péypt kot 10 mg/kg/muépa

(8 Popéc* HeyolOTEPY TNG HEYIGTNG CUVIGTMOMEVC 60 6ToV GvOpono Tmv 10 mg, Pdost mg/m?). e
pio GAAN peAén og apovpaiovg kaTd TNV omoio ota apoevikd yopnynonke amlodipine besilate yua

30 nuépeg o€ 66om cuykpioyn pe v avBpodmvn 6o Paoel mg/kg, mapatnpinke peiwon g
BuAoKo-01EYEPTIKNG OPUOVNG KOl TNG TECTOGTEPOVIG OTO TAGAGHO KAOMDG Kol LELMOELS GTIV TUKVOTITA
TOV GEPUATOG KO GTOV apliid TNG MPIUNG CTEPLOTIONG Kol TV KuTTtdpwv Sertoli.

Kapkwvoyéveon, petoiracroyéveon

Agv vmpyav evOEIEEIS KAPKIVOYEVEST|G GE 0pOLPAIOVG KO TTOVTIKLO OTTOV dOONKE ot dlontd Tovg
apAodTivn Yo d00 YPOVIa GE GLYKEVIPMGELG TOL VIOAOYILETAL OTL OVTIGTOLYOVV GE MUEPT|GLoL dOOT
0,5, 1,25 xan 2,5 mg/kg. H vynAdtepn 8601 (Y10 TOVG TOVTIKOVG, OO0 KOL Y10 TOVG ApOLPiovs 600
POPECH HeYaADTEPY TNG HEYIGTNG CUVIGTOUEVNC KAVIKNG 860mC Tov 10 mg Bdost mg/m?) fray Kovid
oTN UEYLOTN OVEKTN HOGT Y10, TOVG TOVTIKOVG, ALY Oyl Y10 TOVG APOVPOIOVC.

Merétec petarda&loyéveong oev £6€1Eav eTOPACELS TOV QAPUAKOV GTO YOVIdL 1] 0TO EMimESO TV
YPOUOCOUATOV.

* Me Bdon 1o Bapoc acBevovg ico pe 50 kg.

Baloaptavy

Ta pn Khvikd dedopéva dgv amokaAVTTOVV 110iTEPO Kivovvo yia Tov dvlpwmo pe Bdon Tig
cLUPATIKEG LEAETEG PUPLAKOAOYIKNG AGPAAELOG, TOEIKOTNTOS EXAVUAAULBAVOLEV®Y dOCEMV,
YOVOTOEIKOTNTAG, EVOEYOLEVNG KOPKIVOYOVOD OPAGCTG, TOEIKOTNTOG GTNV CVOTAPOY®YT] KL TV
ovAamTLEn.

e apovpaiovg, UnTpikes Toéikég 60celg (600 mg/kg/muépa) KoTd TIg TEAELTAIEG NUEPES TG KON ONG
Kot Katd T yohovyio odnynoav o€ pkpdtepn emPioon, youniotepn avénon Papovg kot
kafvotepnpévn avantoén (amokOAANGT TOV TTEPLYIOV TOV MTOG KoL TOV ££® AKOVGTIKOD TOPOV) TOV
anoyoévev (PA. mapdypoaeo 4.6). O1 66ce1g avtéc oe apovpaiovg (600 mg/kg/muépa) etvan tepimov

18 popéc 1 péy1oTn GUVIGTOEVN ovBpdTiv S6om o€ Baon mg/m? (o1 vroloyicpoi Bempody mg
dedopévn Lo amd Tov 6TOpOTOC doom tv 320 mg/muépa kat acdevi 60-KIA@V).

e un KMVIKEG LEAETEG Y10 TNV aoPAAELD, VYNAEG d0G¢elg Barcaptavng (200 Emg 600 mg/kg
COUTIKOV BAPOVG) TPOKAAEGHY GTOVG OPOVPAIOVG HEIDMOT TMV TAPAUETP®V TV KVTTAP®V TV
gpLOp®V apoceapiev (epvOpPoKHLTTOPA, ALLOGEOIPIVY, ALOTOKPITNG) Kat EVOEIEN peTaforldv o
vepptkn atpodvvapukn (eElaepd avénuévn ovpio afdTOL TOL AINLATOC, VIEPTANGIN TOV VEPPIKDOV
colnvapiov kou Baccopikia o appeveg). Ot 66ce1g avTég og apovpaiovs (20 £wg 600 mg/kg/muépa)
glvou mepimov 6 kar 18 Popég M HEYIoT cLUVIGTOUEVY avOpdTIVY 601 o8 Béon mg/m? (ot
vroAoyiopoi Bempovv w¢ dedopévn po amd Tov oTopAToG 6601 TV 320 mg/Mmuépa Kot acbevr 60-
KIAOV).

g 0pKTOUVG G€ GLYKPIoUES OOGELG, Ol HETABOAEG TAY TAPOUOIEG AV Kol GOPapITEPES, 110iTEPA GTA
veppd, 0Tov ot peTaforéc eEehiybniay oe veppomddeia, coumeptiapfavopuévng avénuévng ovpiog

aldtov aipatog Kot kpeaTvivig.
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YTeptpopio TV TOPUCTEPAUATIKOV KUTTAP®V TapatnpnOnke eniong kot 6to 600 £ion {dwv. Oleg ot
petaforés BewpnOnke 6TL TpoKANONKAV OO TN PAPLOKOAOYIKT dpdcT TG BaAGapTAVNG, TOV
TPOKUAEL TOPUTETOUEVT) VTLOTAON, WOLOTEPA GTOVG OPKTOUVES. [ BepomevTinég 600e1g ParcapTdvng
GTOV AVOP®TO, 1) VTEPTPOPIN TOV TAPUCTEIPALATIKOV KVTTAP®V O€ GaiveTal Vo, EYEL KOO GYETIKN
onuacia.

6. DPAPMAKEYTIKEX TIAHPO®OPIEX
6.1 Kaoataloyog gkdoyov

Amlodipine/Valsartan Mylan 5 mg/80 mg smkoivpupévo pe Aemntd vuévio diokia,

ITvpnvog Tov dtokiov

Kvtrapivn pikpokpuotadiikn
Kpoomofiodévn

Mayviolo oteoTiko

Avodpo KoALOEWES TuptTiov 0&gidlo

Emkddoynm

YrpopeAroln

Titaviov d10&gido (E171)

[MoAvaBvrevoyivkoin 8000

Taixng

Z10mpov o&gidio kitpvo (E172)

BaviAdivn

Amlodipine/Valsartan Mylan 5 mg/160 mg emkaAvppéva pe Aentd LUEVIO dioKio

ITvpnvog Tov dtokiov

Kvtrapivn pikpokpuotadiikn
Kpoomofid6vn

Mayvnclo oteatikd

Avodpo KoALOEWES TuptTiov 0&Eid1o
Z19mpov o&gidio, Kitpvo

Enucéloyn

Yrpopehdoln

Titaviov d10&gido (E171)
MoAvaBvrevoyivkoin 8000
TéaAxng

Z10mpov o&gidio, kitpvo (E172)
BoaviAdivn

Amlodipine/Valsartan Mylan 10 mg/160 mg smkoivupéva pne Aertd vuévio SioKio

ITvpnvog Tov dtokiov

Kvtrapivn pikpokpuotadiikn
Kpoomofioovn

Mayviclo oteatiko

Avvdpo KoALogWEG Tupttiov 0&eidio
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Enucéioyn

Yrpopehrdln

Titaviov d10&eidwo (E171)
MoAvaiBvrevoyivkoin 8000
TéAxng

Z10mpov o&gidio, kitpvo (E172)
Z19mpov o&eidio, epubpod (E172)
Z10mpov o&gidio, uérav (E172)
BaviAdivn

6.2 Aocvppatrotnreg

Agv gpapudletar.

6.3 Awpkera Cong

2 ypovuo.

200KEVATIES PIAADY PETE TO TPAOTO CLVOLYLLOL:
Noa ypnopomnoteite evrog 100 nuepov.

6.4 Iowitepes mpo@uAGcers kKatd Tqv @OAaEN TOV TPoidVTOg
Agv vrapyovv 1d1kéG 0dNyieg d1ATHPNOTNG Y10 TO TPOIOV AVTO.
6.5 ®Von Kol GVETATIKA TOV TEPLEKTY

Yvokevaocies kuyéing PVC/PCTFE

Meyébn cvokevaciog: 14, 28, 56, 98 emkaivppéva pe Aemtd vuévio dtokia kot 14x1, 28x1, 30x1,
56x1, 90x1, 98x1 emkaivppéva pe Aento vuévio diokia.

Agvkn e1dAn and Tolvarbvriévio vynang mokvotntog (HDPE) pe Aevkod adapavig topa ond
TOAVTPOTVAEVIO KOl AOVUIVEVIO ETOELL ETAYWOYIKNG GOPAYIONS.

Meyébn cvokevaciog: 28, 56 1 98 emkaAvppéva e vuéVio diokia.

Mmropei va un KuKAOPOPOLV OLEG Ol GLOKEVAGIES.

6.6 Idwitepec mPoPULAGEEIS amOPPIYNG KUl GAAOG YEPLONOG

Kopia g8 vroypéwon.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

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

Iphovdio

8. APIOMOZX(OI) AAEIAY KYKAODPOPIAX

EU/1/16/1092/001
EU/1/16/1092/002
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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
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 IMNPQTHX ET'KPIZTHX/ANANEQYXHY. THX AAEIAX
Hpepopnvia mpdtng €ykpiong: 22 Maptiov 2016
Hpepounvia tedevtaiog avavémong: 14 Tavovapiov 2021

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

Agntopepeic TANpoeopieg yio To Tapdv paPUAKEVTIKO TPOidV etvar draBéoipes 6Tov dikTLaKO TOTO
to0v Evpordaikod Opyoavicpod Gappdakmv: http://www.ema.europa.cu
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ITAPAPTHMA 11

IMAPAXKEYAXTEX YIIEY®YNOI I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H HEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXZEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI ZXETIKA ME THN AX®PAAH KAI

ANMTIOTEAEZIMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TTAPAXKEYAXTEX YIIEYOYNOI I'TA THN AITIOAEXMEYXH TQN ITAPTIAQN

‘Ovoua kot 61£00VVeTN TOV TOPACKELACTMY TOV £1voil VITELOVVOL Y10 TNV OTOOEGLELCT TV TOPTIOWV

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

Mylan Germany GmbH

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

270 £VILTO UALO 0ONYIDV XPNOTG TOL PUPLOKEVTIKOV TPOTOVTOG TPEMEL VAL VALY PAPETAL TO OVOLLDL
Kat 1 d1evBvVoT| TOV TAPUCKELAGTH TOV £ivall LTEVOLVOG Y10 TNV OTOIEGUEVCT TNG GYETIKNG TOPTIOAG.

B. OPOI'H IIEPIOPIXMOI ZXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppoKeELTIKO TPOIOV Y10 TO OTOI0 OTOLTEITAL LOTPLIKT GLUVTAYY.

I AAAOI OPOI KAT ATTAITHXEIX THX AAEIAYX KYKAO®OPIAX

. Ex0¢oe1g Teprodwkig mapaxorovdnong e acpaieras (PSURS)

Ot anoitnoelg yo tnv vofoir] twv PSURS yo to ev Aoym @appakevtiko mpoiov opilovtal 6Tov
KOTAAOYO L TIC nuepounvieg avapopds s Evoong (katdioyog EURD) ov mopotifeton otnv
apdypoo 7, Tov dpbpov 107y g odnyiog 2001/83/EK kot kdOe emacdAovdng entkolpomoinong
OGS OMLOGLEVETAL GTIV EVPMOTAIKT] SIKTLAKT TUAT Y10l TO PAPLOKOL.

A. OPOI'H ITEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEEMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Xyéo10 owaygipiong Kivovvou (ZAK)

O Kdaroyog Adewog Kuhogopiag (KAK) Ba die€aydyel Tig anartodpeves dpaotnptotTnTes Kot
TAPEUPACELG POPHLOKOETOYPVOTVIONG OGS Tapovotdovtol 6to suppwvnbéy ZAK mov
nmapovotdleTar otnv evotnta 1.8.2 g ddelag kukAoopiog Kot 0molesdNToTE EMOKOA0LOES
gykexpipéveg avabempnoeig tov TAK.

‘Eva emkaiporonpévo XAK Oa npénet va katotedel.

. Metd and aitnpo tov Evporaikod Opyaviopod @apudkmy,

. Omnotednnote Tpomomoteital To VTN Stayelptong KivdHvov, e0IKE ®G AmTOTELEGLA ANYNG
VE®V TANPOQOPLDV TOV UITOPOVV VO ETLPEPOVY GNUAVTIKT OAAAYT] OTN GYEGT] 0OQPELOVC-KIVILVOL
N ©¢ OTOTELES A TG EMITEVLENG EVOG GNUAVTIKOD OPOCTLOL (PAPHOKOETOYPOTVIION 1
€AYLOTOTOINGT KIVODVOUL).

27



28



ITAPAPTHMA IIT

EINIZHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX IIOY IIPEITEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

EEQTEPIKOX XAPTINOX NIEPIEKTHX I'TA ®IAAH KAI KYYEAH (BLISTER)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Amlodipine/Valsartan Mylan 5 mg/80 mg emucolvoppévo pe Aentd vpuévio diokio
aprodimivn/Baicaptdvn

2. YYNGOEXH XE APAXTIKEX OYZIEX

Kabe dioxio mepiéyet S mg aprodimivy (og aprodurivn Becviikn) kKot 80 mg Baicoaptdvn.

3. KATAAOI'OX EKAOXQN

4. OAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

Emwodoppévo pe Aemtd vuévio diokio.

Kowyén (blister):

14 emkoivppéva pe Aento vuéVio diokio

28 eMKAAVUUEVA [LE AETTO DUEVIO dloKin

56 emkaAVUUEVO LE AETTO VUEVIO dloKin

98 emkaAvppéva pe AETTO LUEVIO dloKio

14x1 emkaAvppéva e AemTO VUEVIO dtoKia (LOVAS®V dOGNG)
28x1 emkaAvppéva e AT VUEVIO dtoKia (LoVAdwY dOGTG)
30x1 emkaivppéva pe Aewto vuéEVio diokio (LovAdwmv 6066Mc)
56x1 emkaAvppéva pe Aewto LUEVIO dlokio (LovEdwV dOGNC)
90x1 emkaivppéva pe Aewto vUéVIo dlokio (LoVAdwmV 60GNC)
98x1 emkaAvppéva pe AETTO LUEVIO dloKia (LOVAS®Y dOGMG)

D1on:

28 eMKAAVUUEVA [LE AETTO DUEVIO SloKin
56 emkaAvppéva pe AETTO VUEVIO dloKio
98 emkaAvppévVa pe AETTO VEVIO dloKin

5. TPOIIOX KAI OAOX XOPHI'HXHX

AwPaote T0 PUALO 0INYIDOV XPNOTG TPV Al TN YOPTYNON.
Amd otéuaTOG XPNON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION MPEMNEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAETIOYN KAI
AEN ITPOZETTIZOYN TA ITAIAIA

No puAdooceton e BEon, v onoia dev PAETOVY Kot dev Tpoceyyilovv To TodLd.
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‘ 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

[a tig ovokevaoies proiav: Metd 1o mp®dTo dvotypa, ypnotporoteite evtog 100 nuepamv.
Hpepopnvia avoiyparog:
Hpepounvia amdppiyng:

9. EIAIKEX XYNOHKEX OYAAEHX

10. TAIAITEPEX ITPO®YAAZEIX I'TA THN AITIOPPI¥YH TQN MH
XPHEIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTOQN 'H TQN
YIHOAEIMMATQN IIOY ITPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

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

Iphovdia

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

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. APIOMOX ITAPTIAAX

Hoaptida

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

‘ 16. ITAHPO®OPIEX XE BRAILLE

amlodipine/valsartan mylan 5 mg/80 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A166106T0T0G YPOUU®TOS KDdKaG (2D) mov pépeL Tov TEPIANPOEVTO HOVASIKO OVAYVMPIGTIKO KOOIKO.

18. MONAAIKOZ ANAI'NQPIXTIKOX KQAIKOXZ - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

BLISTER

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Amlodipine/Valsartan Mylan 5 mg/80 mg diokia
apAodurivi/Boicaptavn

2. ONOMA KATOXOY THX AAEJAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA ETOIXEIA
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ENAEIZEIX I1OY IIPEITEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

ETIKETA ®IAAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Amlodipine/Valsartan Mylan 5 mg/80 mg gnucoloppévo pe Aentd vpévio diokio
apAoduivry/Boicaptdavn

2. YYNGOEXH XE APAXTIKEX OYZIEX

Kabe dioxio mepiéyetl S mg aprodimivy (og aprodurivn Becviikn) kot 80 mg Baicoaptdvn.

3. KATAAOTI'OX EKAOXQN

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Emwodoppévo e Aemtd vpévio diokio.

28 emiKaAvppEVO LE AETTO VUEVIO dloKin
56 emKaAvppéVa pe AETTO VUEVIO dloKio
98 emkaAvppévVa pe AETTO VEVIO dloKin

5. TPOITIOX KAI OAOX XOPHI'HXHX

Awfdote 1o GOALO 0N YLDV XPHONG TPV OO T YOPTYNON.
Am6 otoNATOG XPNOT.

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

Na pvidooetar o€ Béom, TV onoia dev PAETOLV Kot dgv Tpoceyyilovv To ToIdLd.

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

8. HMEPOMHNIA AHEHX

AHEH
Metd to mpaTo dvorypa, ypnoiponoteite evtdg 100 nuepdv.

Hpepounvia avoiypartog:
Hpepounvia amodppiyng:
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EIAIKEX YYNOHKEX ®YAAZHX

10.

IATAITEPEX TIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®PAPMAKEYTIKQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

Iphavdio

12.

APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

| 13.

APIOMOZX ITAPTIAAX

Haptida

| 14.

T'ENIKH KATATAZH I'TA TH ATAGEXH

| 15.

OAHT'IEX XPHXHX

| 16.

IMAHPO®OPIEX XE BRAILLE

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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ENAEIZEIX IIOY IIPEITEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

EEQETPIKOX XAPTINOX NIEPIEKTHX I'TA ®IAAH KAI KYYEAH (BLISTER)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Amlodipine/Valsartan Mylan 5 mg/160 mg emkaivppéva pe Aentd vpévio diokio
apAoduivry/Boicaptdavn

2. YYNGOEXH XE APAXTIKEX OYZIEX

Ka0e dioxio mepiéyetl S mg aprodinivy (og aprodutivn Becviikn) kon 160 mg Parcaptdvn.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Emwodoppévo e Aemtd vpévio diokio.

Kowyén (blister):

14 emkoivppéva pe AenTo LUEVIO dloKio

28 emikoAvpUEVOL e AETTTO VUEVIO dloKin

56 emKaAvppEV PE AETTO DUEVIO dloKio

98 emucaAvppéva e Aentd vEVIo dokia

14x1 emkaAvppéva e AETTO LUEVIO dloKio (LOVAd®Y dOGNG)
28x1 emkaAvppéva e AETTO VUEVIO dloKia (LOVAd®V dOGNG)
30x1 gmkodvppéva pe Aemtd vuévio dtokio (LOVAS®Y 6061G)
56x1 emkaAvppéva pe AETTO LUEVIO dloKio (LOVAS®Y dOGMC)
90x1 emkaivppéva pe Aewto vUEVIO dlokio (LovAdwv 606MC)
98x1 emkaivppéva pe Aemtd vpévio dtokio (Lovadmv d66MG)

D1éAn:

28 EMKAAVUUEVA [LE AETTTO DUEVIO dloKin
56 emkaALUUEVO LE AETTO VUEVIO dloKin
98 emkaAvppéEVa e AETTO VEEVIO dloKia

5. TPOIIOX KAI OAOX XOPHI'HXHX

AwPaote T0 PUALO 0INYIDOV XPNOTG TPV Al TN YOPNYNON.
Amd o1épaTOG XPNON.

6. EIAIKH MPOEIAONOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IMPOION IPENEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA MITAIAIA

No puAdooceton g BEon, v onoia dev PAETOVY Kot dev TPooeyyilovv To TodLd.
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‘ 7. AAAH(EY) ETIAIKH(EY) ITPOEIAOITIOITHXH(EIX), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

[0 tig ovokevaoies proiav: Metd 1o mp®dTo dvotypa, ypnotporoteite eviog 100 nuepav.
Hpepopnvia avoiypartog:
Hpepounvia amodppiyng:

9. EJIAIKEYX YYNOHKEX OYAAEHX

10. IAIAITEPEXZ ITIPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTOQN 'H TQN
YIHOAEIMMATQON ITOY TPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

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

IpAavdia

12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

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. APIOMOZX ITAPTIAAX

Moptida

14. T'ENIKH KATATAZH I'A TH ATAGEXH
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‘ 15. OAHT'IEX XPHXHX

‘ 16. IMAHPO®OPIEX XE BRAILLE

amlodipine/valsartan mylan 5 mg/160 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A163166T0TOG YPAPR®TOS KOdwKaS (2D) mov @épet Tov TepneHEVTo LovadiKd avayvOpPIoTIKO KOSIKO.

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

PC
SN
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EAAXIXTEX ENAEIZEIX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

BLISTER

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Amlodipine/Valsartan Mylan 5 mg/160 mg diokia
apAodurivi/Boicaptavn

2. ONOMA KATOXOY THX AAEJAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA TTOIXEIA
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ENAEIZEIX I1OY IIPEITEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

ETIKETA ®IAAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Amlodipine/Valsartan Mylan 5 mg/160 mg emkaAvppéva pe AenTod LUEVIO doKio
apAoduivry/Boicaptdavn

2. YYNGOEXH XE APAXTIKEX OYZXIEX

Ka0e dioxio mepiéyetl S mg aprodimivy (og aprodurivn Becviikn) ko 160 mg Baicaptdvn.

3. KATAAOTI'OX EKAOXQN

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Emwodoppévo e Aemtd vpévio diokio.

28 emiKaAvppEVO LE AETTO VUEVIO dloKin
56 emKaAvppéVa pe AETTO VUEVIO dloKio
98 emkaAvppévVa pe AETTO VEVIO dloKin

5. TPOITIOX KAI OAOX XOPHI'HXHX

Awfdote 1o GOALO 0N YLDV XPHONG TPV OO T YOPTYNON.
Am6 otoNATOG XPNOT.

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

Na puidooetar o€ BEom, TV onoia dev PAETOLV Kot dgv TPoceYYiLovv To ToIdLd.

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

8. HMEPOMHNIA AHEHX

AHEH
Metd to mpaTo dvorypa, ypnoiponoteite evtdg 100 nuepdv.

Hpepounvia avoiypartog:
Hpepounvia amodppiyng:
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EIAIKEX YYNOHKEX ®YAAZHX

10.

IATAITEPEX TIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®PAPMAKEYTIKQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

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

Iphavdio

12.

APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

| 13.

APIOMOZX ITAPTIAAX

Haptida

| 14.

T'ENIKH KATATAZH I'TA TH ATAGEXH

| 15.

OAHT'IEX XPHXHX

| 16.

IMAHPO®OPIEX XE BRAILLE

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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ENAEIZEIX IIOY IIPEITEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

EEQTEPIKOX XAPTINOX IEPIEKTHX I'TA ®IAAH KAI KYYEAH (BLISTER)
ETIKETA ®IAAHX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Amlodipine/Valsartan Mylan 10 mg/160 mg emikadvppéva pe Aentd vpévio diokio
aprodimivn/Baicaptdvn

2. YXYNOEXH XE APAXTIKEX OYZXIEX

Kdabe dioxio mepiéyet 10 mg aprodurivn (og aprodimivn Becviikn) kot 160 mg Baicaptdvn.

| 3. KATAAOI'OX EKAOXQN

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emwodoppévo pe Aemtd vuévio diokio.

Kowyén (blister):

14 emkoivppéva pe Aento vuéVio dokio

28 EMKAAVUUEVA [LE AETTO DUEVIO dloKin

56 emukaAvppévVa e AeTTO VEVIO dlokia

98 emkaAvpupéva pe AETTO LUEVIO dloKio

14x1 emkaAvppéva e AETTO VUEVIO dloKia (LOVAS®Y dOGMG)
28x1 emkaAvppéva pe Aemtd vpEVio dlokia (Lovadmy dO6NG)
30x1 emkaivppéva pe Aewto vuéVIo dlokio (LovAdwv 60GMC)
56x1 emkaAvppéva pe AETTO LUEVIO dloKia (LOVAS®Y dOGMG)
90x1 emkaivppéva pe Aewto vUEVIO dlokia (LoVAdwmY 60GNC)
98x1 emkaAvppéva pe AETTO LUEVIO dloKia (LOVAS®Y dOGMG)

D1on:

28 emikoAvppévo e AemTO VUEVIO dloKia
56 emkaAvUUEV PE AETTTO DUEVIO OLoKiOL
98 emkaAvppéva pe AeTTd VEVIO dloKia

5. TPOITIOX KAI OAOX XOPHI'HXHX

Awfaote 10 PUALO 0INYIDOV XPNOTG TPV amd TN YOPTYNON.
Amo6 otOpaTOC Yp1OT).

6. EJAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IMPOION ITPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZETITIZOYN TA ITAIAIA

Na pvidooetar o€ Béom, TV onoia dev PAETOLV Kot dev Tpoceyyilovv To TodLd.
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‘ 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

[a tig ovokevaoies proiov: Metd 1o mpdTo dvotypa, ypnotporoteite evtog 100 nuepamv.
Hpepopnvia avoiypartog:
Hpepounvia amdppiyng:

9. EIAIKEYX YYNOHKEX ®YAAZHX

10. TAIAITEPEX ITIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®PAPMAKEYTIKQN IMIPOIONTQN 'H TQN
YIHOAEIMMATQN ITOY MTPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

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

Iphovdio

12. APIOMOZXZ(OI) AAEIAY 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. APIOMOX ITAPTIAAX

optida

14. I'ENIKH KATATAZH I'lA TH ATAGEXH
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‘ 15. OAHT'IEX XPHXHX

‘ 16. IMAHPO®OPIEX XE BRAILLE

amlodipine/valsartan mylan 10 mg/160 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A163166T0TOG YPAPR®TOS KOdwKaS (2D) mov @épet Tov TepneHEVTo LovadiKd avayvOpPIoTIKO KOSIKO.

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

PC
SN
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EAAXIXTEX ENAEIZEIX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

BLISTER

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Amlodipine/Valsartan Mylan 10 mg/160 éwokia
apAodurivi/Boicaptavn

2. ONOMA KATOXOY THX AAEJAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA TTOIXEIA
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ENAEIZEIX IIOY IIPEITEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

ETIKETA ®IAAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Amlodipine/Valsartan Mylan 10 mg/160 mg enucolvoppéva pe Aentd vpévio diokio
apAoduivry/Boicaptdavn

2. YYNGOEXH XE APAXTIKEX OYZIEX

Ka0e dioxio mepiéxet 10 mg aprodurivn (g aprodimivn Pecviikn) kot 160 mg Barcaptavn.

3. KATAAOTI'OX EKAOXQN

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Emwodoppévo e Aemtd vpévio diokio.

28 emiKaAvppEVO LE AETTO VUEVIO dloKin
56 emKaAvppéVa pe AETTO VUEVIO dloKio
98 emkaAvppévVa pe AETTO VEVIO dloKin

5. TPOITIOX KAI OAOX XOPHI'HXHX

Awfdote 1o GOALO 0N YLDV XPHONG TPV OO T YOPTYNON.
Am6 otoNATOG XPNOT.

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

Na pvidooetar o€ Béom, TV onoia dev PAETOLV Kot dgv Tpoceyyilovv To ToIdLd.

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

8. HMEPOMHNIA AHEHX

AHEH
Metd to mpaTo dvorypa, ypnoiponoteite evtdg 100 nuepdv.

Hpepounvia avoiypartog:
Hpepounvia amodppiyng:
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EIAIKEX YYNOHKEX ®YAAZHX

10.

IATAITEPEX TIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®PAPMAKEYTIKQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

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

Iphavdio

12.

APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

| 13.

APIOMOZX ITAPTIAAX

Haptida

| 14.

T'ENIKH KATATAZH I'TA TH ATAGEXH

| 15.

OAHT'IEX XPHXHX

| 16.

IMAHPO®OPIEX XE BRAILLE

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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B. ®YAAO OAHI'TQN XPHXHX
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®YrAo 0dNYIOV ypriong: IIAnpoopiss Yo Tov acOevi)

Amlodipine/Valsartan Mylan 5 mg/80 mg emuxaivppéva pe Aemtd vpévio diokia
Amlodipine/Valsartan Mylan 5 mg/160 mg emkoivoppéva pe Aentd vpévio diokia
Amlodipine/Valsartan Mylan 10 mg/160 mg smkaioppévo pe Lextd vpuévio dickia
aprodimivi/Baicaptdvn

AwPaoTe TPOGEKTIKA 0AOKANPO TO PVALO 03N YLAOV YP1)CIG TPV UPYICETE VU TAIPVETE AVTO TO

PaPROKO, OLOTL TEPLAUPUPAVEL GNLAVTIKES TANPOPOPIES Y10 GAC.

- DdvrdEre avTd T EUALO 0dNYIBY Yprons. Towg ypelaotel va to dopdoete Eava.

- Edv éyete mepartépom amopiec, potiote Tov yioTpd 1 TOV GOPLOKOTOL) GOg.

- H ovvtayn yio ovtd to papproko yopnynnke amokAeloTiKg yio 6og. Aev TPENEL Vo SOGETE TO
@apuako o€ GAlovc. Mmopel va toug mpokaAécel PAAPT, KoL Kol OTAV T0 CUUTTMOROTO TNG
acBéveldc Tovg givoart 01 [Le ToL O1KA Gag,.

- Edv mopatnpnoete kdmowo avemBountm evépyeln, EVNUEPDOGETE TOV YTPO 1) TOV PAPLOKOTOLO
0aG. Avtd 1oYVEL KoL Yo KEOg Thov avemBOUNTY EVEPYELX TTOV JEV AVAPEPETOL GTO TOPOV
@OAAO 0ONyLdV yprong. BAéne mapdypapo 4.

T Tepréyer o mTapév vAro 0dNYLOV:

Tt eivan To Amlodipine/Valsartan Mylan kot mowa givon 1 xprior tov
T mpéner va yvopilete npwv mapete 1o Amlodipine/Valsartan Mylan
IIog va ndpete to Amlodipine/Valsartan Mylan

[Mbavég avemBounteg evépyeteg

[Mog va purdcoete to Amlodipine/Valsartan Mylan

[Tepieydpeva TG CLOKEVAGING Kol AOITEG TANPOPOPIES

Uk =

1. T givar To Amlodipine/Valsartan Mylan kot wowa givor n ypiion Tov

Ta dioxioa Amlodipine/Valsartan Mylan wepiéyovv 600 dpactikéc ovcieg Tov ovoudlovrot apiodumivn

Kot Baroaptdvn. Kot o1 600 awtég ovaieg fonbobdv va eheyyBel n vymAn aptnplokin mieon.

- H aplodimivn avikel o€ pio Opdde 0Vo1dv TOV 0VOUALOVTOL «OVOGTOAELS TV SLoOAMV
acPeotiovy. H aprodimivn epumodilel tnv €ic0d0 100 AGRECTION GTO TOIY MU T®V CULOPOPOV
ayyelmv, KATL TOV aMOTPENEL T GLGTOAN TOV AUOPOPOV AYYEI®V.

— H BoAoaptévn avikel € pio opddo ousLmv Tov OVOUALOVTOL KOVTUYOVIGTEG TOV VITOOOYEMV
g ayyeloteveivng II». H ayyelotevoivn Il mapdyetat ond tov opyaviopd Kot TpokoAel )
GLGTOAN TOV OLHOPOPOV ayYeEimV, YEYOVOS mTov avédvel Tnv aptnplakn mieon. H paicoptdvn
dpa avactéllovtog T dpdon g ayyeloteveivng L.

Av106 onpaivet 6Tt Ko 0t dVo aVTES 0VGieg BonBovv 6TV ATOTPOTY TG GUGTOANG TOV ALULOPOP®V

ayyeiov. Q¢ amoTéEAECLLO, TO. ALOPOPO. AYYEID YOAAPDVOLVY KOl 1) OPTNPLOKT TLECT] LELDVETOL.

To Amlodipine/Valsartan Mylan ypnotiponoteitol yio tn Ogpomeion T vynAng apTnplakng mieong o
EVIAIKEG 1] OPTNPLOKT| TTECT] TV OTOIMV dEV ELEYYETOL ETOPKMG [LE TN LEHOVOUEVT ANy giTE
aprodimivng eite faioaptdvng.

2. T ipéner va yvopilete pwv mapete 1o Amlodipine/Valsartan Mylan

an ndpete o Amlodipine/Valsartan Mylan:
o€ MEPInTO®ON aAlepyiog 6TV apAoduTiv) 1] GE OTOIOVGONTOTE ATOKAEIGTEG TMV OLVA®V
aoPeotiov. Avtd pmopei va mepAapavel ayovpa, KOKKIVIGHO TOL dEPUATOG 1] SuoKoAio GtV
OVOTTVOT).

- o€ mepinToon aAlepyiog ot PaAcapTdvn 1 6€ 0TO10OMTOTE AAAO ATTO TOL GVGTOTIKA CLVTOV TOL
QapudKov (avaeépovial GTNV ToPaypao 6). Edv vopilete 6t1 propei va éxete oaddepyia,
cu{nmote pe Tov Yotpo cog mpwv tapete to Amlodipine/Valsartan Mylan.
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- o€ mepinT®on Tov £xete cofapd NraTikd TpoPANuaTa 1| TPOPAN AT GTN YOI OTMG YOAKNY
Kippwon 1 xoAdoTaon.

- o€ mEPINT®OTN oL €loTe MEPLGTOTEPO OO 3 Unvav £ykvog. (Emiong etvar kaAdtepo va
amopevyete To Amlodipine/Valsartan Mylan oto gxivnua tng eykvpooivng, BA. Tapdypago
Konon).

— o€ MEPIMTOOT TOL £XETE WWHTEPA YAUNAT apTNPlaKn TtigoT (VTOTAOT)).

- 0€ TEPIMTWOT) TOV £XETE GTEVMOT TG AOPTIKNG ParPidag (copTiki 6TEVWOT)) 1] KAPIIOYEVEG GOK
(o katdotacn 6mov 1 Kapdid dev gival og BEoT Vo TOPEYEL OPKETO QL0 GTO GMLLOL).

- G€ MEPIMTMOT TOL TAGYETE AMO KAPOLOKN AVETAPKELD LETE 0md Ll KapdloK| TPOGPOAT.

- €av &yete Saffn 1 daTapaypévn veppikn AELTovpyio Kol AAUBAVETE ay®YN LE VO PAPLLOKO
IOV LELMVEL TNV OPTNPLOKT] TECT KOl TEPLEYEL OAOKIPEVT).

Edv kamow amé to rapandvo woyvel yio e6dg, unv wapete To Amlodipine/Valsartan Mylan ko
EVILEPDGTE TOV YLUTPO GUC.

Ipocdomon|ceis Kot TPOPUAAEELG

AmevBuvbeite otov Y10tpd cag mpwv mdpete to Amlodipine/Valsartan Mylan:

— €av giote AppwoTog (€peto N didppola).

- €4V €xeTe TPOPANLOTA LE TO NP T} TOVG VEQPOVG GG,

— €dv €xete VTOPANOEL 6€ HLETALOGYEVLGT VEPPOV 1) EEPETE OTL EYETE GTEVMOOT VEPPIKTNG ApTNPiaG.

- €4V TaoyeTE o Lol VOGO TV EMVEPPLIIOV Kot OVOUALETOL «TPOTOTOONG
VIEPAAOOGTEPOVIGLOGY.

- €dv mhoyeTe Amd KAPSLOKY| OVETAPKELD 1) EYETE VITOCTEL KOPO10KT TPOSPOAN. AkoAoVONGTE TIC
001 YIEC TOV YLOTPOV GOG Yo TNV ap)IKT 066M TpoceKTIKA. O yloTpdg Gog PUnopet eniong va.
eAEYYEL TN AELTOVPYIO TOV VEQPDV GOG.

— €4V 0 Y10TPOG G0G EYEL EVNUEPDOEL OTL £XETE GTEVMOT TV BaABidmv TG Kapdids («oTévmon g
0OPTNG N TNG HITPOEDOVS») N OTL TO TTAYOG TOL HLOKAPSiov Gag gival maBoroyikd avénuévo
(ovoudleTol «OmO@PUKTIKY VTEPTPOPIKT KOPOLOLVOTAOEI).

— €av éyete TpNEO, 1W10HTEPO GTO TPOSMTO KOL TO AULUO, EVO TOIPVETE GAANL PAPLOKOL
(cvumeprlapfovorévav TMV OVOCTOAEWDY TOV UETATPENTIKOL EVEDUOV). AV £YETE VTA TO.
CUUTTAOUOTO, GTAROTNOTE Vo Taipvete To Amlodipine/Valsartan Mylan kot evnpep®ote tov
YwTpd c0G apécms. Agv mpénel moté vo Eavandpete to Amlodipine/Valsartan Mylan.

- €dv €xete TPOPANLOTA LE TOVG VEPPOVS GOG OOV 1) TECT TOV VEQPPOV UG EIVOL LELOUEVT
(otévaon veppikng aptnpiog).

- €qv gppavicete Kook GAyog, voutia, ELETO 1| O1GpPOLA LETA TN AT TOV
Amlodipine/Valsartan Mylan. O ywtpdc cog 8o amo@acicel oYeTIKA Le TNV TEPALTEP®
Oepancio. Mnv otopatioete vo oipvete 1o Amlodipine/Valsartan Mylan amd povol cag

- €4v Aappdavete, OTO0ONTOTE OO TO TOPAKATM PAPLLOKO. TTOV YPTCLLOTO0VVTAL Yl T Oepameio
™G VYNNG APTNPLOKNG oS!

- €Vay 0VOGTOAEN TOV PETOTPETTIKOD VOOV NG ayyetotacivng (MEA) (yio mapdderypa
evarampiin, Mowonpiln, papumpiin), Wiaitepa edv Exete vePpikd mpoPAnpata Tov
oyetilovton pe draprnTn.

- oMoKIpévn.

O 10tpdg c0G umopei va eEAEYEEL TN VEQPPIKT GOC AELTOVPYID, TNV APTNPLOKT GOG TIECT KOt TNV
TOGOTNTA TOV NAEKTPOAVT®V (T.Y. KAALO) GTO QL0 GOG GE TOKTA SIGTILLOLTA.

Eév kdmo1o am6 Ta mapandve 1eyvel Yo £64S, EVIINEPDOGTE TOV YIOTPO GG TPOTOV TAPETE TO
Amlodipine/Valsartan Mylan.

HModra ko £pnpor
Na un divete owtd T0 PAPHOKO GE TodLd Kot EPPouvg nAkiog KaTm Tov18 eTdmv.

Alro pappoxa ko Amlodipine/Valsartan Mylan
Evnuepdote Tov ylotpo 1 ToV QopUaKOTold 60G AV TAIpVETE, EXETE TPOGPATA TAPEL 1 UTOPEL VO

mhpete aAla edppaxa. O ylorpdg cog pumopet va ypelactet va aArdEet T dO0N AVTOV TOV GAADY
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QopUAK®V 1 Vo AAPeL AAAEC TPOPLAGEEIC. X& OPIGUEVEG TEPUTTMOCELS UTOPEL VO YPELOCTEL VOl
SLKOYETE TN ANYN KATOL00 0O 0VTA TO QALK AVTO IGYVEL LOTEPOS Y1 TO PAPLLOKE TOV
TapoTifEVToL TOPAKAT®:

- eav maipvete Evav avaotoréo MEA 1 alokipévn (PAére emiong mAnpogopieg oty mapdaypopo
«Mnv mapete 0 Amlodipine/Valsartan Mylan» kot «IIpogidomomoeig ko mpo@uAdEELS»),

— Sdovpntikd (éva €160¢ PapraKov TOL AVEAVEL TV TOGOTNTO TMV 0VPMV TOL TAPAYEL O
opyavicpoc 6ag),

- A0 (éva @appako Tov ypnoyLonroteital yo tn Oepaneio oplopéveov 0OV KaTAOAYNG),

- KOALOGLVINPNTIKA SLOVPNTIKA, GUUTANPAOUATO KOAIOV, VTOKATAGTOTO AANTOG TTOV TEPLEYOLY
KGO Kot GALEG OvGieg TOV pmopel vo avéENoovy Ta emineda Kaiiov,

- GLYKEKPLUEVOG TOTTOG TOVGITOVMOV TOV OVOUALOVTAL [1T] GTEPOELON AVILPAEYLOVAOIT PAPHLOK
(MZA®) 1 exhektikol avaotolreic Tng kKukAoo&vyevaons-2 (avactoleic COX-2). O yatpds Gog
umopel emiong va eEAEYEeL TNV AElTOVPYiN TOV VEQPOV GO,

— OVTIETMANTTIKOVG Tapdyovtes (m.y kKopPapalenivn, eavoPapPitdin, eawvvtoivn,
QPOGPUVLTOTVT], TPLUSOVT),

- VIEPIKOV TO ddTpnTov (Borcapdyopto),

- vitpoyAvkepivn Kot AL Vitpddn, 1 GALEG ovGieg TOL OVOUAlOVTOL «OYYELOOOCTAUATIKE,

- QappaKe wov ypnoponotovvrat yio to HIV/AIDS (m.y. pirovafipn, wtivapipn, verovaBipn),

- Qappaka yuo T epomeio T@V LUKNTIAGIK®OV AOUOEEDV (TT.Y. KETOKOVOLOAN, 1tpakovaloin),

- oappaxa yuo ) Bepaneio Tov Paktnplokdv Aopwméewv (dnwg prpaumikivn, eppdpopvkivn,
KAapiOpopkiv, Tolbpopukivn),

- Bepamapiin, dSthtialéun (papproka yio Tnv Kapdid),

- cfactativn (EAPLUKO TOV YPTCLLOTOLELTAL Y10 TOV EAEYYO TV VYNADV EMTEI®V TNG
XOANOTEPOANG),

- davTpoAévio (€yyvon Yo cofapéc daTapayés e Oeprokpociog Tov COUATOG),

— TaKpOAMpovs (ypnoyomoteitat yio va ereyyfel n avocomomTiKY| 0TdKPIGT TOV OPYAVIGHOD GG,
divovtog ™ duvatdTnTa 6TOV 0pYAvIGHO 6ag va dgxOel TO HETAUOGYEVUEVO OPYaAVO),

- (QAPLOKE TTOV YPTCLUOTOIOVVTOL Y1 TV TPOCTAUGIH OO TNV ATOPPIYN LOGYEVLOTOC
(xvKAoomopivn).

To Amlodipine/Valsartan Mylan pe Tpo@1n ko Toto

To yKpEmEPOLT Kot 0 YOG YKPETPPOLT OEV Bal TPEMEL VO KATAVAADVETOL GO TOVS OVEPOTOLG TOV
naipvovv To Amlodipine/Valsartan Mylan. Avto cvpfaivel eneidn 1o YKpEMPPOLT KoL 0 YLHOG
YKPEWPPOLT PTOPEL VO 00Ny GEL 6 AHENON TOV EMTESWOV TNG SPACTIKNG 0VGing aproduTivng 610
aipa, To omoio 0dnyel 6€ ampOPAETTN AOENGT TNG AVTILTEPTACIKNG dpdiong Tov Amlodipine/Valsartan
Mylan.

Kinon kot Oniacpog
Kvnon

Oa mpEmeL va, EVILEPDGETE TOV Y1Tpd oG Qv vouilete 0Tt elote (1 umopel vo peivete) £ykvog.
Koavovikd o yiatpog cag 0o cag cvotioet va otapatnoete vo, taipvete Amlodipine/Valsartan Mylan
TPV UEIVETE £YKLOG 1) AUECHOG POALG TO PabeTe Kot B0l GOG GUGTNGEL VO TAPETE GALO PAPLOKO AVTi TOV
Amlodipine/Valsartan Mylan. To Amlodipine/Valsartan Mylan dgv cuvieTdtol 6T0 TPOTA GTASLN TNG
EYKVLOGUVNG (TPOTOVG 3 Uveg) Kot deV TPEMEL Vo, AapPAveTal v €l0TE TEPIGGOTEPO AMO 3 UNVOV
€yKvog, kabmg punopel va tpokarécel coPapéc PAAPES 610 Lmpd cag 6V YPNOIUOTOLEITOL LETH TOV
TPITO PMVa TNG EYKVUOGUVNC.

OnAocpog

Evnuepaote tov yiotpd cog edv Onidlete 1) oképteote va Eekivnoete Oniacud. H aprodurivn &xet
Katadeydel OTL TEPVAEL GTO PNTPIKO YOAQ OE PIKPEG TOGOTNTEG. AEV GLUVIGTATAL TO
Amlodipine/Valsartan Mylan ce untépeg mov Onialovv. Edv embBopeite va Onidcete o yiatpog cag Ha
emLEEeL AAAT Depameia Yo GOC, E10KA €AV TO LOPO GOG Eival veoyEvvnTto 1 &xel YevvnOel Tpowpo.

Zntote T GVUPOVAT] TOL YIUTPOV 1} TOV POPLOKOTOLOD GG TPOTOV TAPETE OTOLOOMTOTE PAPLLOKO.
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Odnynon ko YEPLoROS PNYAVILATOV

To edppako avtd pmopet va cog tpokorécetl (An. Avtd pumopel va Eyel enidopacn 6to TOGo KaAd
umopeite va ovykevipmbeite. 'Etol, edv dev glote oiyovpot yuo To Tmg avtd T0 pappoko Ha cog
EMNPEACEL, UMV 0dNYeite, UV ¥PNOLOTOLEITE EpYalein 1| UMV KAVETE AALEG dPACTIPLOTITEG TTOV
ypefovIal GLYKEVTP®ON.

3. [ag va napete To Amlodipine/Valsartan Mylan

[avtote va TaipveTe TO PAPLOKO AVTO CLGTNPA COUPOVA LE TIG 0dNYiEG TOV YioTpoL oag. Edv éxete
ap@BoAiEC, pMTAGTE TOV YTPO 1) TOV POPLOKOTOL0 Gag. AVTo B cag Bondnoet va éxete o kKaAvtepa
OTOTEAECLLOTO. KO VO LELOGETE TOV KIVOLVO TOPEVEPYELDV.

H ovvnbng 660om tov Amlodipine/Valsartan Mylan givon éva diokio tnv nuépa.

— Eivou mpotydtepo va maipvete to gappoko cag v oo dpa kKabe nuépa.

- Noa maipvete ta diokia e Evo TOTNHPL VEPO.

- Mmnopeite va maipvete to Amlodipine/Valsartan Mylan pe 1 yopic eoaynto. No unv maipvete to
Amlodipine/Valsartan Mylan pe ykp€um@out 1| Yopd yKpEWepouT.

Avdroya L To TG avTonokpiveste otr Bepamneia, o yaTpdg Gog pnopel va 6og Tpoteivel vynAdTepPN
N XOUNAOTEPT TEPIEKTIKOTI|TA.

Mnv vrepPaivete ) 660m oL Gag £XEL GLVTAYOYPUPNOEL.

Amlodipine/Valsartan Mylan kor nAiuciopévor (nikiog 65 eTOV Kol Gvm)
O ytpog oag Ba mpémet va mpocEyel Kabe popd Tov Gag avEdver T So0oT).

Eadv napete peyorvtepn 66on Amlodipine/Valsartan Mylan amé Tnv Kavoviki

Edv mapete mapd moldd Siokio. Amlodipine/Valsartan Mylan, cupfovievteite apécmg Evav yatpd. H
TEPIGGELN VYPDV UTOPEL VO, GVGGMPEVTEL GTOVG TVEDLOVEG GOG (TTVELLOVIKO 010N L) TPOKOADVTOG
dvomvola Tov pmopet vo avortuydet Eog kot 24-48 opeg petd T Aym.

Eav Eeyaoete va napete 1o Amlodipine/Valsartan Mylan

Edv Eeydoete va mapeTe pio S00T 0VTOD TOL QUPUAKOV, OVATANPAOGCTE TNV LOALS TO Boundeite. Xn
OULVEYELD, TAPTE TNV ENOUEVT 600N TN GLVION dpa. Q6TECO, ebv TANGLALEL 1| OPA YO TV ETOUEVN
doom cog, unv ndpete tn 6001 OV TopaAeiyaTe. MnV Tapete STAR OGN Y10 VO AVOTANPDGETE TO
dokio mov Egydoarte.

Eév otapatiocete va maipvere To Amlodipine/Valsartan Mylan
H doxonn g Bepameiog pe 1o Amlodipine/Valsartan Mylan pmopet va xeipotepéyet nv Katdotoon
60G. MNV GTOUATICETE VO TOIPVETE TO PAPUOKO GOG EKTOG EAV TO AMOPAGIGEL O YIUTPOS GOG.

Edv éyete meplocOTEPES EPMTNGELG GYETIKA LLE TN XPNOT) GLTOV TOV PAPLAKOV, POTHOTE TOV YIUTPO 1) TOV
(QUPHOKOTOLO GOC.
4. IMOavéig avemOOuNTES EVEPYELEG

Onwg 6ha Ta pappoaka, £TGL KOl AVTO TO GAPUOKO UTOPEL VO TPOKAAEGEL AVETBVUNTES EVEPYELES, OV
Kot 6gv Topovctalovtal 6 OGAOVG TOVG AvOPMITOLC.

Opropéveg avemOopnteg evépyeireg pmopovv va eivon cofapés ko ypeldleTal Aueon 1Tk
QpovTiow:

Atyor acbeveic £xovv Topovoidoel ovTtés TIg coPapés avemBounteg evépyetes. Edv ovpfei kamworo
0mo TO TUPUKATM, EVI|LEPAOOTE AUECMS TOV YLOTPO GAG:
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Xrdwvieg (umopel va emnpedoovy péxpt 1 ota 1.000 dropa)
AMePYIKN avTIOPAION LE CLUTTOOTO OTMOG EPVONUA, KVNGHOG, TPHELLO TOV TPOCHTOV, TOV XEMDV
N TG YA®GGAS, SUGKOAIN KATA TNV avaTVoT, XOUNAT apTtnplaky| tieon (téor mpog AumoBupia, {aAn).

MoAv omavieg (umopet vo exnpedoovv péypt 1 ota 10.000 dropa)

Evtepwco ayyerooidnpo: Oidnpa Tov EVIEPOL LE GUUTTOUATA OTTMG KOIAMOKO dAYOC, vauTio, EUETOC Kot
duappoia

Alrec mOBavég avemOBuunteg evépyereg Tov Amlodipine/Valsartan Mylan:

Yoyvég (umopel va emmpedoovv péypt 1 ota 10 dtopa)

[pimn, BovAopévn potn, ENpdc Aopdg Kot evOyANoT 6TV KATATOGT, TOVOKEPAAOG, Ol0TL0 TOV
Bpayldovav, Tov UNpov Kol KVIUOV, TOV aeTPOyIA®V 1) TOV TodldV, KOTmon, actévela (advvapiao),
gpuBpotnTa Kot aichnpa BeppdTnTOg 6TO TPOGMTO 1/KOL TO AAHO, YOUNAL Enimeda kKadiov GTO aipa.

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

Z A, vaotio Kot TOVog oty Kotd, Enpootopia, vTvnAic, LOVSOGUO 1) LOPUYKIOGLO 0T XEPLL 1)
Ta oo, IAryyogs, Tayvkapdio teptiapfavopévng g aicOnong mtalpmv, {oAdda 0TavV oTKOVESTE
opBog, Pnyas, didppota, SuoKoAOTNT, dEPUATIKO EEAVON LM, KOKKIVIGUO TOV OEPULATOG, 0N TOV
apBpmdcewv, TOVOG TNV TAATY, TOVOC 6TIS apBproels, avopeéia, vynia erineda acPectiov cTo aiua,
VYN emineda AMmdiov oto TAdcpa, VYNAA eninedo oOVPIKOV 0EE0C GTO aipa, YOUNAQ emineda
VoTpiov 67O Qiplo, OVOUIAOS GUVTOVIGUOG, TPORANLATA GTNV OPOCT], TOVOAULLOG.

Xrdwvieg (umopel va ennpedoovy péxpt 1 ota 1.000 dropa)

Ayyog, pountod ota a@tid (epPoiéc), Mmobuuia, arofoln TEPIGGOTEP®Y 0VPMOV OO TO PVGIOAOYIKO, N
gvtovotepo aicOnua 6t BEAeTE Vo OVPNOETE, OVIKOVOTNTO EMTELENG 1) OLATPNONG OTVOTG, AicON
Bopdrag, YoUnAn apTnploK Tieon He GOUTTONATE OT®MG CAAN, VITEPPOAIKT EQIOP®OT, dEPLLATIKA
eEavOnpota og OA0 GOG TO CAOUM, KVNGUOG, LVIKOG OTAGIOG, OTTIKEG OL0TAPOYES.

Edv onowadnmote 06 avtd oog ennpedoel cofapd, EVvUEPMOOTE TOV YIATPO GOC.

Avem@OunTeg evépyeres wov ava@Epnkav amd T pepovopuévn Myn aprodurivig 1
BaioapTavng kou gite dev mapatnpROnkav pe To Amlodipine/Valsartan Mylan 1
napaTnpOnkav og vYNAOTEPN GVYVOTNTA 076 O, TL pE To Amlodipine/Valsartan Mylan:

Aplodurivn

ToppovievTeite TOV Y10TPO 660G APECMGS, EAV TAPOVGLAGETE OTOLUINTOTE UMO TIC TUAPUKAT® TOAD

omavies, cofapég mapevépyeleg petd ™ AMyn avtod 10V PUppdKOL:

- Eapvikog cuptypog, Bopakikd dhyog, Svcmvolo 11 SUGKOALN GTNV AVOTVOT.

- Oidnua ota PAEQApPA, 0TO TPOCHOTO 1) OTA YEIAN.

- Oidnua ot YAOooo Kot 1o Aopd Tov TpoKahovv cofapn SuGKOAiD TNV avamvor).

- YoPapég depUOTIKEG aVTIOPAGELS, CUUTEPIAAUPAVOUEVOV TmV EENG: EVTOVO OEPUATIKO
eEavOnua, kvidmon, epuBpotnTa ToLv dEPUATOG 58 OAOKANPO TO GOUA, GOPAPOG KVNGLOG,
QAVKTOLVEG, ATOPOMOMOT Kot 0100 TOV OEPLATOC, PAEYHOVT TV BAEVVOYOV®OV (GOVOPOLO
Stevens Johnson, to&ikn emdeppikn vekpoloon) 1 AAAES AAAEPYIKES AVTIOPAGELC.

- Epgpaypo tov pookapdiov, pUn guetoAoyikds kapdlakds puOpoc.

- dAeypovn oto TAYKPENS, 1| OTola Lopel vo Tpokarécel coPapd KOAKO AAyOog Kot 0GPLOAYia,
GUVOOEVOLEVT OO £VIOVO aicON L KoKovyiog,

"Exovv avagepBel o1 akdrovbeg avemBOunteg evépyetes. EQv omoladnmote amd autég oog TpoKaAEcEL
npoPfAnpata N €6v SpKovV Yo TEPIEGHTEPO 0o pio EBOOUASA, TPETEL VO EXUKOVMOVIGETE LIE TOV
YTpd GOG.

Yoyvég (umopel va emmpedoovv péypt 1 ota 10 dtopa)

Z&kn, xovpaon, vevniia, aicOnpo ToApmy (cuvaicOnon tev ¥TOTeV TG Kapdlds 6og), E£ay, oldnua
GTOVG AGTPAUYAAOVG, KOIMAKO AAyog, aicOnua adtabeciog (vavtia).

Oy ovyvég (umopet va exnpedoovv péxpt 1 ota 100 dropa)
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Mertafoin didbeong, dyyos, katdBiwym, avmvia, TpéLovio, aAloimaon g yevong, Amofuuia, andAelo
g aicnong Tov TéVov, oTTIKEG droTopoyés, PAAPT TS Opaonc, BovnTd 6TA AVTLE, XOUNAT
OPTNPLOKT TEST), PTEPVICUA/PIVIKT KATAPPOT AOY® PAEYLOVIG TOV BAEVVOYOVOL TNG PUTNG (pvitida),
dvuomeyia, EUETOS, TPIXOTTOON, aVENUEVN EQIdPOON, KVIGHOG, EEAVON LA, aTOYP®UATICUOS TOV
OEPLOTOGC, JLATOPOYN TNG OVPNOTG, AVENUEVT] OVAYKT YO VOXTEPIVI] OVPTOT], GLYVOLPIO, AVIKOVOTNTO
emitevéng othong, Suspopia 1 SLOYKWOOT TV LAGTMV GTOVG AVOPES, TOVOG, aichnua Kakovyiag,
aicOnpa advvapiog, poodkyio, HOTKEG KPAUTEG, LVTKOC GTAGLOG, TOVOG GTNV TANTN, TOVOG GTIG
apBpdocelg, avénon N peioon Tov copatikov Papove, petafoln g cuvnbeiag Tov eviépov, didppoia,
Enpo otéa, TOVOC 610 6TNOOG.

Xrdwieg (pmopel va emnpedoovv puéypt 1 ota 1.000 dropa)
X0yyvon.

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

Meiopévog aptBpog AeukdV aploceopiov, HEIDoT TV aponeTaAmy Tov UTopel va 00Ny CEL GE
AGVVIOIGTES EKYVUADOELS 1) GE EVKOAN TPOKANGT Qoppayiog (KATASTPOPT TV EpLOpOV
apoceopiov), avénuéva eTinedo cakydpov 6To aiplo (VTEPYAVKALUIN), OO TOV OVA®V,
LeTE®PIoUOG (YaoTpiTIdN), LT PLGLOAOYIKN NTATIKN AEITOVPYia, GAEYLOVT TOV NTATOG (NTOTITON),
Kirpivicpa Tov déppoatoc (iktepog), abénom tov Nratikdv evOOI®V TOV HUITOPEL VoL EYEL EXMTOGCELS GE
OPIOUEVES WTPLKEG EEETAGELC, ALENIEVOG LVTKOG TOVOG, PAEYLOVT] TV LLOPOP®OV ayYeEl®V,
oVVOdELOLEVT) GLYVA ad deppoTikd e&avOn o, potogvaictnacio, dtatapayés Tov cuvdvalov
axopyio, TpoOpo /Kot datapoyég Kivinong, vevpikr] PAGRN, frya.

BoAcaptdvn

Oy ovyvég (umopet va exnpedoovy péxpt 1 ota 100 dtoua)
Tayyog, k6mwon

Mn yvooetég (n cuyxvotnta dev pmopel va extiun el pe Baon to dtabécipa dedopéva)

Meimon tov epudpdv Kot AEVKOV AoGOapi®mV 6TO oipld, HEIMOoT TOV OUOTETAAIDY, TUPETOG,
gpediopévog Aapog 1 €Ak 6to oTopa AOY® AoUdEE®VY, OLTOHOTN apopparyio | HeEAGvIoo U, VYNAG
enmineda KaAlov oTo aipo, VYNAAQ eninedo KPEATLVIVIG GTO AL, LT PLUGLOAOYIKE ATOTEAEGHLOTO
NTOTIKOV £EETAGEMV, LEWWUEVT VEQPIKT AELTOVPYiD Kot coPapd Letmpévn veppikn Aettovpyia, oidnua
Kuplg 6T0 TPOGOMO Kol 6TO AU, PVIKOS TOVOG, eEAVON LA, TOPPVPOKOKKIVEG KNAIDES, TUPETOG,
QoyoOpa, AALEPYIKY] OVTIOPAOT], PUCAAIDES GTO OEPUA (ONUEID Hi0G KOTAGTAGNG OV KOAEITOL
OEPLOTITION TOUPOAVYDING).

Edv eppavicete kdmolo amd to mopandve, EVILEPMGTE AUECMG TOV YLOTPO GOC.

Ava@opd avemOuunTOV evepyELOV

Edv mopoatnpnoete kKamowo avemiBOUNTN EVEPYELD, EVILEPDOTE TOV YLOTPO, 1) TOV PUPLOKOTOLO GO,
AvT0 1oyvet Ko Yo kéBe mhavr avemBounTn evépyela mov dev avapEPETAL 6TO TAPOV PUAAO 00N yUDV
yphone. Mropeite emiong va avaeépete avembountec evépyeteg amevbeiog, pEcm tov gBvikon
GLGTNUOTOG AVOPOPAG TToL avaypdpetor oto Hapdptnua V. Mécw ¢ avapopds avemountmv
evepyel®Vv pmopeite va. fondnoete 6T GLAAOYT TEPLEGOTEP®OV TANPOPOPLDOV CGYETIKA LE TNV ACOALELN
TOV TTOPOVTOG PAPLLAKOV.

5. og va puracoete To Amlodipine/Valsartan Mylan

To @appako ovtd TPETEL VO LAACCETAL GE PEPT] TOV OEV TO PAETOVV Kol OV TO POAVOLV T TOdIAL.
Na pn xpnoUoToleite 0vTd T0 PAPUOKO LETA TV NUepounvio ANENG TOL AVOPEPETAL GTO KOVTI Kol
611 ovokevacio kKuyéing petd v AHEH/EXP. H nuepounvia Anéng eivar n tedevtaio nuépa tov

HUNVOL TTOL OVOPEPETOL EKEL.

T'a 1ig ovokevaoies pioiov: Metd 1o mpmTo dvotypa, ypnotponoteite eviog 100 nuepav.
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Agv vtdpyovv €101KEG 001 Yieg SlaTiPNONG Y10l TO PAPLOKO QVTO.

Noa pn xpnoiponoteite 0vtd T0 PAPLOKO EQV TAPATNPNGETE OTL 1] GLCKELOGIO EIVOL KOTEGTPALLUEVT 1|
eppaviter evoeigelg pBopd.

Mnyv metdte QApLOKA GTO VEPO TNG AMOYETELGNG 1| OTA OKlOKA amoppippata. Potiote tov
(QOPLOKOTOLO GOG Y10 TO MG VO TETAEETE TO, PAPUOKO TOV OEV XPTOLUOTOLEITE M. AVTA TO, pLETPO. Oa
Bonnocovv otnv Tpoctacia tov mepPailovtog.

6. Ilepreyopeva g cvokevaciog Kol Aoumég TAnpoQopieg

T mepréyer o Amlodipine/Valsartan Mylan

- O1 dpaotikég ovoieg Tov Amlodipine/Valsartan Mylan givon 1 aphodumivn (g aprodimivn

BeovAin) kol n PaAcapTivn.

Amlodipine/Valsartan Mylan 5 mg/80 mg smuxoivppévo pe Aerntd vuévio diokio,

Kae drokio mepiéyet S mg aprodimivng kon 80 mg Barcoptdvng.

Ta dAAa cuotaTikd glvat KLTTOPIVI LIKPOKPVGTUAAKT), KPOOTOPLOOV, LOYV GO GTEATIKO, AVUOPO
KOALOEWEG TTupLTion 0TS0, VIPOUEALOLN, ToAvaBVAEVOYALKOAN 8000, TdAKNG, TiTaviov d10&eidto
(E171), cwdnpov o&eidwo kitpvo (E172), Baviddivn.

Amlodipine/Valsartan Mylan 5 mg/160 mg smikoivupéva pe Aertd vuévio diokio

Kabe dioxio mepiéyet S mg aprodimivng ko 160 mg Barcaptdvng.

Ta dAA0 GVOTOTIKA Elval KUTTOPIVI LIKPOKPVGTUAAKT), KPOOTOPLOOVT, LOYVI GO GTEATIKO, AVUOPO
KOALOEWOEG TTVPITion 0&Eid10, VIPOPEALOLN, pakpoydin 8000, Ttéikng, Titaviov dro&eidio (E171),
onpov o&eidio kitpwvo (E172), favidrivn.

Amlodipine/Valsartan Mylan 10 mg/160 mg smkoivuuéva pe Aentd vuévio SioKio

Kae dokio mepiéyet 10 mg aprodimivng kot 160 mg Boroaptdvng.

Ta GAA0 GVGTOTIKA Elval KUTTOPIVI UIKPOKPVGTUAAKT), KPOOTOPOOVT, LLOYV G0 GTEATIKO, AVUOPO
KoALOEWEG TuptTiov 0&Eeid10, vTpopeAAOln, pokpoyoin 8000, tdAiknc, Titaviov dro&eidwo (E171),
oM pov o&eidio kitpvo (E172), sidnpov o&eidro epubpd (E172), oidnpov o&eidio pérav (E172),
BoavidAivn.

Epgavion Tov Amlodipine/Valsartan Mylan kol mepieyopeva TG 6vekevaGiog

Amlodipine/Valsartan Mylan 5 mg/80 mg smuxoivppévo pe Aemwtd vuévio diokio,

Ta emxaloppéva pe Aemtd vuévio diokia (dtokin) Amlodipine/Valsartan Mylan 5 mg/80 mg eivon
OVOIKTA KITPVO, GTPOYYLAL, QUOIKVPTA, EMKOAVUUEVO LE AETTO VUEVIO S1GKI0L KO VY PAPOVY
«AV1» ot pio TAevpd kot «M» 6TV GAAN.

Amlodipine/Valsartan Mylan 5 mg/160 mg smikodlvppéva pe Aentd vuévio dtokio,

Ta emxaioppéva pe Aemtd vpévio diokia (dtokin) Amlodipine/Valsartan Mylan 5 mg/160 mg givai
Kitpva, ®oedn, aUPTkuPTO ETKOAVUUEVE e AETTO DHEVIO SloKio Kot avaypdeovy «AV2» ot pia
TAevpa Kot «M» otV GAAN.

Amlodipine/Valsartan Mylan 10 mg/160 mg smkoivppéva pne Aertd vuévio SioKio

Ta emcoroppévo pe Aemtd vpévio dioxia (Sroxio) Amlodipine/Valsartan Mylan 10 mg/160 mg eivot
OVOIKTO KOQE, MOELDTN, OUPIKVPTO EMKAAVUUEVO LE AETTO DUEVIO dloKio Kot avaypdeovy «AV3» ot
pio mievpd kKot «M» otV dAAN.
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To Amlodipine/Valsartan Mylan dwtifeton o€ cuokevacieg blister (kuyéin) Tov 14, 28, 30, 56, 90
98 diokimv. Olec o1 cuokevacieg eivar drabéoiueg oe ddtpnto blister, povadwv doomng. Ot
ovokevooies Tov 14, 28, 56 ko 98 diokimwv givat emiong dwabéoipes oe amhd blister (KoyéAn).

To Amlodipine/Valsartan Mylan dwotifeton eniong o€ @idieg mov mepiEyovv 28, 56 1 98 diokia.
Mmnopet va unv dratiBevior OAEG 01 GLGKEVOAGIEG GTN YDPU GOG.

Katoyog dosrac kukhopopiog

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

Iphavdia

Hopaockevaoctig

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

Mylan Germany GmbH

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

[No onowadnmote mANpoPopia GXETIKA e TO TAPOV QUPUAKEVTIKO TPOTOV, mapakaieiche va
amgvBuvleite otov Tomikd avtimpoécsmmo tov Katdyov e Adegiag Kukhopopiag:

Belgié/Belgique/Belgien Lietuva

Viatris Viatris UAB

Tél/Tel: + 32 (0)2 658 61 00 Tel: +370 5 205 1288

Bbuarapus Luxembourg/Luxemburg

Maiinan EOO/L Viatris

Ten.: +359 2 44 55 400 Tél/Tel: + 32 (0)2 658 61 00
(Belgique/Belgien)

Ceska republika Magyarorszag

Viatris CZ s.r.o. Viatris Healthcare Kft.

Tel: + 420 222 004 400 Tel.: +36 14652100

Danmark Malta

Viatris ApS V.J. Salomone Pharma Ltd

TIf.: +4528 11 69 32 Tel: + 356 21 22 01 74

Deutschland Nederland

Viatris Healthcare GmbH Mylan BV

Tel: +49 800 0700 800 Tel: +31 (0)20 426 3300

Eesti Norge

Viatris OU Viatris AS

Tel: + 372 6363 052 TIf: +47 66 75 33 00

EAlhada Osterreich
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Viatris Hellas Ltd
TnA: + 302100 100 002

Espaiia

Viatris Pharmaceuticals, S.L.

Tel: +34 900 102 712

France
Viatris Santé
Tél: +33 437257500

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

Ireland
Viatris Limited
Tel: +353 1 8711600

island
Icepharma hf.
Simi: +354 540 8000

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

Kvnpog

CPO Pharmaceuticals Limited

TnA: +357 22863100

Latvija
Viatris SIA
Tel: +371 676 055 80

Viatris Austria GmbH
Tel: +43 1 86390

Polska
Viatris 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.o.
Tel: +386 1236 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

To mapév vAro 00N YL@V ypioNs avabempi)Onke Yo TELEVTALO QOPd 6TIC
AALeg ANYEG TANPOPOPLAOV

Agntopepeic mAnpopopieg yio 1o epappoko avtd eivar drabéoipec 610 diktvakd 1m0 Tov Evponaikon
Opyoviopod ®apudxmv: http:// www.ema.europa.eu
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