ITAPAPTHMA |

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Leqvio 284 mg evéoipo S1GAVUO GE TPOYEUIGUEVT GVPLYYO.

2. ITOIOTIKH KAI ITOXOTIKH XYNOEXH

Ka0e mpoyepucpuévn oipryya mepi€yel vaTplovyo kMoipdvn Tov 1odvvopel pe 284 mg wvikhopdvng
oe 1,5 ml idlopo.

KaBe ml mepiéyet vatprovyo wrkhicipdvn mov icodvvapei pe 189 mg wvkhoipdavig.

T tov mAnpn KatdAoyo tov ekddymv, PA. Tapdypago 6.1.

3. OAPMAKOTEXNIKH MOP®H
Evéoo didhvpua (evéoyuo).

To d1dAvpa givar dtavyéc, dypoUo TPOg avoryTd KITPVo Kol OVCLACTIKA Eival Ympic couatio.

4. KAINIKEX TAHPO®OPIEX
41 OgpamevTikéic gvociEeig

To Leqvio evdsikvotar yia yprion oe eviMKeG pe Tpwtomadn vrepyoAnoteporatuio (€tepdluyn

OLKOYEVT KOl 1] OIKOYEV) 1 KT SucAmdaio. og Tpocbnkn ot dlotpoon:

o 6€ GLVOLOGUO PE oTativ 1 oTtoTivn e dhheg Bepameieg peiwong Tov emmédnv TV Mmdiov o
acOeveic oV dev £XOVV KATAPEPEL VO TETVYOVV TOVG 6TOYO0VG G TTpog tnv LDL-C pe ™ péyiom
avektn 06on otativic i

. o€ povobepameio 1] 6€ cLVOLAGHO Le AAAEG Bepameieg PeElWONG TV EMMEI®Y TV MTOIWOV €
acOeveic mov gueovifovv Un avoyn 6Tl GTATIVEG 1 Y10 TOVE 0010V aVTEVOEIKVLVTOL OL
OTOTIVEG.

4.2  Aocoloyio Kol TPOTOG YopyNoNS

Aocoloyia

H ocvvietdpevn d6om eivan 284 mg wvkAoipdvng Kot xopnyeitor ¢ panas vwoddpio EVECT): 6TV
apyn, &ova otoug 3 pnveg kot akoAovdwg kdbe 6 punves.

Hopaleimouevee dooeic
Av TopaAn@Oel pio Tpoypappaticuévn 866 Kkatd Aryotepo omd 3 PRVES, 1 VKMG1pdvn TpEmeL va
yopnyeitar Kot 1 d0GoA0Yi0 Vo GLVEXILETAL GOUPOVO LLE TO OPYIKO TPOYPAULLLE TOV acBevoDc.

Av TopaAn@Oel pio TpoypapUOTIGUEVT 006T KOTA TEPIEGOTEPO amd 3 UNVEG, TPENEL Vo, EEKIVIGEL VEOD
S0GOAOYIKO GYNLOL — 1) WWKAGIPAVT TTPEMEL VOL XOPTYELTOL GTNV apyY], EAvE 6TOVG 3 UVES Kot
oKoAoVBmG KaOe 6 unve.

Merdfoaon Gepameioc amo avaoTolEic HOVOKAWVIKOD OVTIGOUATOS TPOTPWTEIVIKNG KOVPEPTAoHS
covurtiligivy/kecivy tomov 9 (PCSK9)

H wxopdvn umopet vo yopnyn0el apéomg petd v tedevtaio 6061 avacTOAEN LLOVOKAMVIKOD
avtioopotog PCSKI. TMa tn dathpnon g Helwong TG YOUNANG TUKVOTNTOS ATOTPOTEIVG-
yoAnotepoing (LDL-C) cuvietdtorl n wkAMoipdvn va yopnyeital viog 2 foopuddwv petd myv
terevtaio 660mM avacTOAEN LOVOKA®VIKOV avTiocdpotog PCSKO.




Eiducoi wAnboouor
Hliiowuévor
Agev amotteiton Tpocapuoyn TV 606emV 6TOVG NAMKIOUEVOVS acbeveic (BAéne mapdypago 5.2).

Hratikn dvolerrovpyio

Agv amortovvton Tpocapuoyés doong ya toug acbeveis pe nmia (Child-Pugh kotnyopia A) 1 pétplo
(Child-Pugh xatnyopia B) nrotikn duciertovpyia. Aev vadpyovv dwabéciua dedopéva oe acbeveic pe
ocofapn nratikn dvciertovpyia (Child-Pugh katnyopia C) (BAéne mapdypapo 5.2). H wkAioipdvn
TPETEL VAL PN CLOTOLEITAL [IE TPOosOoyN o€ aoBeveig pe coPapn nratikn ducAiettovpyia.

Negpixn dvolertovpyio

Agv amotteiton Tpocappoyn 66omg yo Tovg acbevels pe Nmia, HETpla 1 cofaprn vePpikn

duoertovpyia M yio Tovg aobeveic pe veppomddeia telkov otadiov (BAéne mapdypago 5.2). Yrdpyst
TEPLOPIOUEVT eUmEpial e TNV WWKAMGIPAVN o€ acBeveig e coPapn veepikn dvcAettovpyio. H
WKALG1pAavn Ba TpEmEL va YPNCUOTOLEITOL LUE TPOSOYY| G aVTovG Tovs acbevels. BAéne mapdypapo 4.4
Yl TIG TPOPLAAEELS IOV TIPEMEL VO, AALPAVOVTOL GE TEPITTMOT ALLOSIIAVOTG.

Hoidrazpiog winBvouog
H acpdlelo kot 1 amoteAecpOTIKOTNTO TNG WWKAIGIPAVNG 08 Tondld nAkiog kéto Tov 18 e1dv dev
&yovv axopa tekunprmbel. Agv vapyovv dtabécio dedouéva.

Tpomog yoprynong

Ymodopia yxprion.

H wxopdvn mpoopiletar yio vrodopia £veorn otnv Kothd. Ot evaAlakTikéG 0Eoelc Eveong
mepAapfavouv tov ave Bpayiova 1 To unpo. Ot evéoelg dev TPETEL VO, YOPTYOVVTUL GE TEPLOYES
gvepyng deppartonddelag N PAAPNG OTmS NAMOKE eyKoDUOTA, dEPUATIKA EEQVONLOTA, PAEYUOVEG T
depHOTIKEG AOUMEELC.

Ka0e 060om 284 mg yopryeitar pe ) ypnon piog tpoyepopuévng ovptyyag. Kabe mpoyepicuévn
ovpryya TpoopileTal yio epAmas xpnom HOVO.

H wxMopdvn tpoopiletar yio yopnynomn amod emayyeApuatio vysiog.
4.3 Avrevoeieg

Yrepevaichncio 6tn dpacTiKy 0vcia 1 6€ KOTOW0 0d To EKO0Y0 TOV OVOUPEPOVTUL GTNV
mapdypoeo 6.1.

4.4  E101kéc TPOELOOTONCELS KUl TPOPVAAEELS KATA TN P o1

Awodidivon

H enidpaon ¢ apodidhvong otnv QopUoKoKIVITIKY TG WVKAIGLPAVNG dev €xel pedetnOel.
Aopfavovtog voyn 6t 1 WKAMo1pdvn anoBdALETOL amd TOVG VEPPODS, dEV TTPEMEL VO, dlevepYEiTaL
OLLOSIAAVOT] Y10, TOVAGYIOTOV 72 MPEG UETA TN YOPNYNCN TG WKAIGIPAVTG.

IleplektikdTnTo 6€ VATPLO

To @dpuaxo avtd mepiéyet Arydtepo and 1 mmol vatpiov (23 mg) avé povade d6org, givor avtd Tov
ovoudlovpe “ehevbepo vatpiov”.



45 Almiemopdaoeig pe GALO QUPUOKEVTIKA TPOIOVTA Ko GAAheg pop@Eis alinieniopacg

H widdicipdvn dev eival £va vTOGTP®UN Y10 TOVG KOWOUG LETAPOPELG PAPUAKOL KoL, oV Kol OV EXOUV
Se&oyBet in vitro perétec, dev avapévetol vo gival vTooTpOA Yo To Kutdypopoe P450. H wvikoipdvn
dev givan évog avactoréag 1 emaymyéos Tov eviipmv Tov Kutoypmpatoc P450 1 tov kovdv
HeTaQopémv papudikov. Eropévac, n tvkAMoipdvn 0ev avapévetol va, £xel KAVIKE ONULovVTIKE
OAANAETIOPAGELG IE GALD QOPLOKEVTIKA TPpoidvTa. Me Bdon ta meplopiopéva drabéotpa dedopéva,
dgvV aVOUEVOVTOL OTILOVTIKEG KAWVIKEG AAANAETIOPACELS pe TNV atopPactativr, TNV pocovPactativn 1)
GAAeG oTaTivEG.

4.6 Tovipdtnro, KONoN KAl yorovyia

Kinon

Agv vapyovv 1 ivol TEPLOPICUEVA TO KAVIKA OE00UEVO GYETIKA LLE TN Y¥P1ION WKAMGIPAVIG OE
gyKvovg. Meréteg oe {do dev KatédelEav apeomn 1 EPecT avamapaymyiki tosikotnta (PAEre
napypao 5.3). Q¢ TpoinmTikd PETPO, EIVOL TPOTIUNTED VO ATOPEVYETAL 1] YPNOT] TNG WWKAIGIPEVNG

Katd T S1dpKe TG KOMoNG.

OnAacuog

Aev givon yvootd edv 1 vkhotpdvn/ot petafoliteg anekkpivovtatl 61o avBpdmivo yaio. To Stobioipo
QOPUOKOOVVOUIKE/TOEIKOAOYIKE dedOpEVE o (Ma £JE1EAY AMEKKPLOT TS WWKMGIPAVIG GTO YAAM (Y10l
Aemtopépeteg PAéme mapdypapo 5.3). O kivévvog ota veoyévvnta/Ppéen dev pmopet vo amoKAEIGTEL.
IIpénel va amopaciotel edv Ba dtokomel o Oniacudg 1 Ba drakomel/amopevydei ) Bepamneia pe 10
Leqvio, AapBavovtac vdyn to dpelog Tov Inrlaouod yia 1o mondi Kot 1o 0perog TG Bepameiog yia

™V yovoika.

Tovipétmta

Agv vrdpyovv drabéoipa dedopéva yio TNV eMIdPAOT TNG WKAGIPAVIG TNV avOpdmvn Yovipndtnta.
Mehéteg oe (oo dev £de1&av enidpaom ot yovipotnta (PAéne Topdypago 5.3).

4.7 Emopacelg 6TV tKOvOTITO 001]YN61S KUl YEIPLGROD Uy OVI|LATOV

To Leqvio dev £xel kapio 1 £XEl AOHUOVTN EXIOPACT] GTNV IKOVOTNTA 061Y1|ONG KOL YEPIGUOD
unovnuéToy.

4.8 AvemOovunteg evépyeleg

[Iepiinwn Tov TPOOIA AcEAAELNC

O1 poveg avemBounTec evépyeleg mov oyeTilovtal LE TV WKAGIPAVI NTaV OVETIOOUNTEG EVEPYELEG TNG
0éomc éveong (8,2%).

KoatdAloyoc ovemBOUNTOV EVEPYEIDV GE LOPON TIVOKO,

O1 avemBounteg evépyeleg mapovaoralovral katd katnyopio/opyavikd cvotnpoe (Tivaxag 1). H
oLYvOTNTA TOV KOTNyopudv opiletarl og: mohd cuyvég (=1/10), ouyvég (=1/100 €mc <1/10), oyt cuyvég
(>1/1.000 émg <1/100), omdvieg (>1/10.000 éwc <1/1.000), oAb omdvieg (<1/10.000) ko un yvowotng
ovyvotTog (dev Pmopovv va. ektiunBovv pe Baon ta Stbécyio dedopuéva).



Hivaxag 1 AvemOopnteg evépyeieg mov ava@épovtal and acdeveic mov Ehafav wvkiicipavn

Kotnyopio/opyoviké cOetnua AvemOountn evépyela Kotnyopio cuyvotnrog

Ievikég dratapayéc Kot AvemBountec evépyeleg g | Zuyvéc
KOTOGTAGEIC 0T Béom yopiynong | Oéong éveonc

! BAéne mapdypago “Ileptypopn emieyuévov avem@duntmy evepyeldv”

Teprypagn emheypévov avemtouNTOV EVEPYEIHOV

AvemOounzec evépyeiec ot Oéoc éveonc

O avemBOunteg evépyeteg g Béong éveong mapatnpndnkav oto 8,2% kot 610 1,8% twv acBevov
oL A0Pav WVKAMGIPAVN Kol EIKOVIKO QApLLaKo, avTioTotyd, oTig Pacikéc pedétes. To mocootd
acfevav og Kabe opdada mov diékoyav T Bepomeio AOym avemBountov evepyeldv g Béong éveong
nrav 0,2% xon 0,0%, avtiotoyo. Oleg avtég o1 avemBOUNTEG EVEPYELEG NTAV NTTIES 1| UETPLES OE
Bapumnta, Tapodikég Kot vtoydpnoay xopig emmAokés. Ot avemiBounteg evEPYELEG TOV
mapaTnPNONKay To cuyva otn Béon éveong oe acbeveic mov Erafav KAMo1pdvn HTaV avTidpacT ot
0éom éveong (3,1%), dryog otn Béom éveong (2,2%), epvbnua otn B€om éveong (1,6%) ko eEavOnpa
o1n Béon éveong (0,7%).

Ewdwoi mAinBuopoi

Himawuévor
Amd tovg 1.833 acbeveic mov éhafav wkhoipdvn otig Pactkéc peréteg, o1 981 (54%) ntav 65 etdv,

eva o1 239 (13%) Ntav 75 etdv N peyoldtepot. Agv TopaTnpHONKOV GUVOAKES S1POPES GTNV
0o@AAELN LETAED AVTOV TOV AcHEVOV Kol TV VEOTEP®V 0GOEVOV.

Avocoyovikdtnto,

Y1 Pacikég peréteg, 1.830 acbeveic e€etdomKay Y10, AVTICOUATE EVOVTL TOV QOPUAKOD.
Evtoniotkav emPePoropéva Oeticoi o 1,8% (33/1.830) tov acBevdv mpv amd T yoprynon Kot to
4,9% (90/1.830) twv acBevav katd tn didpketo tov 18 unvov Bepansiog pe vkhMolpdvn. Agv
mopaTnPNONKOY KAVIKE oNUOVTIKES S10pOPEC OTO TPOPIA KAVIKIG OMOTEAECUATIKOTITOS, OCPAAELNG
N QOUPLOKOSVVOLIKNG TS WVKAIGIPAVNG 6ToVG 0o0gveig mov Ppébnkay Betikcol oty e&étaon Yo
OVTICOUOTO EVOVTL TNG VKMOPAvNG.

Epyoomprokéc twég

211c kKAvikég peréteg eaong 11, vapyav cuyvotepes ALENCELS OTIG NTOTIKES TPOVOUULVAGES 0POV
peta&d >1xX tov puctoroyikov avatepov opiov (ULN) kot <3X ULN og acBeveic pe tvkhoipdvn
(ALT: 19,7% xa1 AST: 17,2%) and 611 og ac0eveig pe eicovikd eappaxo (ALT: 13,6% ko AST:
11,1%). Avtég ot avénoelg dev Eemépacay To KAVIKA onpavtiko opto tawv 3X ULN, ftav
OCVUTMTOUOTIKEG KOl 0EV GUOYETIOTNKAV LE AVETBOUNTEC EVEPYELEG 1] GAAN EVOEIEN NIOTIKNG
dvciettovpyiog.

Avooopd mhoavoroyoLUEVEV AVETIOVUNTOV EVEPYELDV

H avagopd mbavoroyoduevmv avemBountov evepyeidv PeTd amd Tn xop1ynon adewg KVKAOPopiag
TOV QUPUAKELTIKOD TPOIOVTOG eivan onpavtiky. Emitpénetl n cuveyn mapakorobnon g oxéong
0PELOVG-KIVOHVOL TOV QUPUAKEVTIKOD TPOIOVTOG. ZNTEITOL ad TOVG EMAYYEAUATIEG VYELNG VOl
avaPEPOVY OTTOLEGONTOTE TOOVOLOYODUEVES OVETIOVUNTEG EVEPYELEG LEG® TOV EBVIKOD GUGTNUATOG
avapopdg Tov avaypdeetal oto [Hapdptnua V.


https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

49 Ymnepodoooloyia

Agv mapotnpnOniay KAViKd onUavTIKES avemBounTeg evépyeleg og vyteic ebelovtég mov Erafav
WKMG1pAvVN o8 dOCELS £MG KoL TPELG POPEG TAVD 0td T BepamevtiKng d6om. Aev vdpyet dobéoyun
oLYKEKPLUEVT Bepameia Y10 TNV VTEPSOGOAOYIN LE WVKAIGIPAVT). XTIV TEPINTMON VIEPSOGOAOYING O
aoBevic mpémetl va Aapfavel copntopatikn Oepaneio kot va e@aprolovTol VITOGTNPIKTIKG LETPO OTTMG
amorteiTot.

5. DAPMAKOAOI'IKEX IAIOTHTEX

51 ®@oppokoduvopikE 1010TNTES

Dapuaxobepomevticn Katnyopio: Tpononomtikol Tapdyovtes Mmdimv, GALOL TPOTOTOMTIKOT
apdyovteg Mmdiov, kodikoc ATC: C10AX16

Mnyoviopuoc dpdonc

H wihopdvn givon éva dikhavo, uikpo mapeppariopevo piovovkieikd o&d (SIRNA), cvlevyuévo
0T0V KOO1KOTom 1Ko KAmvo tov pe N-aketvloyolaktolouivn (GalNAC), pe popen Tpidv KepUIHV yia.
™ S1EVKOAVVOT| TNG TPOGANYTG OO T NTATOKVTTITAPA, UE OKOTO TN Helwon TG xoAnotepivig. Xta
NTATOKLTTOPA 1) WKAGIPAVT Xpnolponotel To punyoviopo mapepfoins tov RNA kot katevBovel v
KATOALTIKN dtdomact tov MRNA ¢ nporpoteivikng kovpeptdonc covumtidcivn ke&ivn tomov 9.
Avtd avEdvel TV avokikimon kot Ekepacn Tov vrodoyéa LDL-C oty emodveia tov
NTATOKVLTTAPWV, Ot 0oiol avédvovy TV Tpdoinyn LDL-C kot petwvovy ta eninedo LDL-C oty
KuKAo@popia.

DapuoKodVVaUKES ETOPECELC

Metd v gpana vroddpla yopnynon 284 mg wklioipdvng, n peioon g LDL-C ftav ppovig
evtog 14 nuepmv petd ) 66om. [apatnpndnkav péoeg peiwoeig 49-51% oy LDL-C 30 émg

60 nuépec petd ) 66om. Tnv nuépa 180, ta enineda LDL-C e&akorovbovcav va givor petopéva katd
nepinov 53%.

KAwikn omoteleopotikdTnTo Kol 0cQAAELO

Y& KAWVIKEG LEAETEG KO OPIGLEVEG ONMOGIEVGELS, 1 dOoM 284 Mg VKAIG1pAvVNG €ival 1G0dVVauUN Kot
avapépetal g 300 mg dAaTog vATPLOvYOoL VKAIGIPAVG.

H amotelecpatikotnta e wrkhiopdvng a&lohoynonke og tpeig peréteg eaong I oe acOeveic pe
afnpookAnpotikny kapdiayysiokn voco (ASCVD) (ctepoviaio kapdionddeia, oyyelokr yKEPUAK
voo0g 1| mepLpepikn aptnpronddeia), ASCVD 160d0vopua kivdhvou (cakyapdong dtaphitng tonov 2,
01KOYEVNG VITEPYOAN OTEPOALULIN 1) deKaeT G Kivouvog 20% 7 HeyaAdTEPOG ELPAVIONC KOPIAYYELNKOD
ovppavtog petd and agordynon pe Baon v Babuoioyio Kivdbvov Framingham 1 icodbvapo) 1/xot
owkoyevn vepyoAnoteporaipio (FH). Ot aoBeveic AapPavay ) péylot avekth d66m otativng, He M
yopic GAAN Bepomeio TpomomOmTIKY AMIdimV, Kot yperdotnkay entmpochern peiwon g LDL-C
(aoBeveic mov dev Ntav oe BEomn va TeTHKOVY ToVE 6TOYOVS Bepameiag Tovg). ITepinov 10 17% TV
acfevav dev avéyovtav Tig oTatives. Xtovg aobeveic yopnynonkay vTodopieg evécelg 284 mg
WKMGIpAvVNG 1 IKoViKoy @apudicov v nuépa 1, v nuépa 90, v nuépa 270 kon tv nuépa 450. O
aoBeveic NTav vd TapakoiovOnon uExpt v nuépa 540.

H enidpaon g wrkhicpdvng oy Kapdlayyelokn Ovnoipdtnta Kot Bvntonta dev £yl akopo
kaBopiotel.



2NV avaAlvor GUYKEVTIPOTIKOV dedopévav edong I, n wrkkicipdvn xopnyoduevr voddpla peiwoe
v LDL-C peta&b 50% kot 55% 76n oo v nuépae 90 (Ewdva 1) kot avtd dratnpnonke Kotd
duapkela g pokpoypoviog Bepareioc. H uéyiom peimon g LDL-C eretevydn v nuépa 150 petd
amo T 0evTEPN YOPNYNOT. MIKpEG aALY GTATIOTIKG ONUOVTIKES HEIDTELS TG avénuévng LDL-C éwg
kot 65% oyetiotnkay pe yapniotepa eninedo LDL-C otnv évapén (repimov <2 mmol/l [77 mg/dl]),
vynAotepa enineda PCSK9 oty évapén kot pe tic vynAdtepeg 00GELS GTATIVOV Kol OPAGTIKOTNTOG
OTOTVAV.

Ewova 1l Méon mocootiaio petopors] Tng LDL-C amé v évapén o€ acbseveic pe npotomadi)
VAEPYOMGTEPOLULLIC KOL PEIKTH dvoiumdaipia tov Ehafav wvkiopdvn o€
GUYKPLOT IE TO EIKOVIKO QAPRAKO (AVAAVGT CUYKEVIPOTIKAOV GTOLLEIMV)

i |VKAIOIDAVN -—= - Eikoviké @dpuako
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MnAveg
Ap. acBevwv
EIKOVIKO QApUaKo 1827 1796 1768 1733 1721 1695 1634 1651
IvkAioipavn 1833 1788 1792 1755 1741 1726 1646 1679

ASCVD ka1 ASCVD 100dbvauo kivdovou

Avo pedéteg dreEnybnoav oe acbeveic pe ASCVD rar ASCVD 1sodvvapa kivdovov (ORION-10 kot
ORION-11). Ot aoBeveic Ehapav péytom avekth d6om oTatvedv pe 1 xopic Oepaneio TpOTOTOMTIKNG
Mmdiov, dnwg eletyipnn, yo v amartovpevn entnpdcobet peimon g LDL-C. Kabmg 1 peimon
g LDL-C avapévetar vo BEATIOOEL TIG KapdloyYElNkEG EKPACELS, TO GUV-TPMTEDOVTO, KOUTOANKTIKA
onueio og kaBe perétn Nrav n mocootwoia petafoin g LDL-C and v évapén €mg v nuépa 510
0€ OYE0N LLE TO EIKOVIKO QAPLLOKO KOL TNV TPOGOUPHOGLEVT], MG TPOG TO YPOVO TOGOCTINI0 LETABOAN
g LDL-C amd v évapén, petd v nuépa 90 kat émg v nuépa 540, yio v extiunomn g
oloxAnpopévng enidpacng oty LDL-C oty mopeia Tov ypdvov.

H ORION-10 ftav pio oAvkevTpikt, SITAG TUQATR, TUYOLOTOUEVT, EAEYYOLEVT] LLE EIKOVIKO
@appako perétn 18 unvav mov dievepynonie og 1.561 aceveig ue ASCVD.

H péon nhcia otnv évapén nrav 66 tdv (evpog: 35 émg 90 ), to 60% ftav >65 etdv, to 31%
ntav yuvaikeg, To 86% ftav Agvkoi, To 13% frav Mavpot, to 1% ftav Acidteg kot to 14% ftav
Iomavikng 1 Aatvoapepikavikng eBvikomroc. H péon LDL-C oty évapén frav 2,7 mmol/l

(105 mg/dl). To e&nvta evvéa toig ekatd (69%) eddupave vyning dpaotikdtnTog otative, To 19%
gAapPove pETplag opaoTIKOTNTOG 0TOTIVES, TO 1% eAdpufave younAng dpacTKOTNTOC GTATIVES KoL TO
11% dev ehdpPove otativeg. Ot o cLYVE XOPNYOVUEVES GTATIVES NTAV 1) ATOPPUCTOTIVI KOL ™|
pocovPactativn.

H wihopdvn peimoe onuovtikd t péon mocootiaio petaforn tg LDL-C, and v évapén émg tnv
nuépa 510, katd 52% ce cvykpion pe to wcoviko eappako (95% ClI: -56%, -49%; p <0,0001)
(TTivaxag 2).



H wiMopdvn peiowoe emiong onpavTiKd TV TPOGOPLOCLEVT O TPOG TOV YPOVO TOGOCTLON
petaforn g LDL-C, and v évapén, petd tv nuépa 90 kat €mg kot tnv nuépa 540, kotd 54% oe
obyKkpion pe 1o gwkovikd eapuaxo (95% ClI: -56%, -51%; p <0,0001). o eminpoécheta amoteréouata,
PAéme [Mivoka 2.

Hivaxkag 2 Méon mocootiaio petofoir] amwd v Evapln Kot S10popd amé To EIKOVIKO QApNaKo
oTIS TOPOUUETPOVS Mmdiov Ty nuépa 510 oty ORION-10

Opdda Ospameiog LDL-C Ol Mn-HDL-C Apo-B Lp(a)*
YOANOTEPOLN

Méon tun évapéng 105 181 134 94 122

oe mg/dl**

Huépa 510 (uéon mocootiaio uetaforn and v Evapén)

Ewoviko pdppoko 1 0 0 -2 4

(n=780)

Ividiiopdvn -51 -34 -47 -45 -22

(n=781)

Awpopd amd to -52 -33 -47 -43 -26

EIKOVIKO PapuaKo (-56, -49) (-35, -31) (-50, -44) (-46, -41) (-29, -22)

(néom LS)

(95% CI)

*Tnv nuépa 540, didpeon tocootioia petaPorn otig Twég Lp(a)

**Méon iy évapéng og nmol/l yo v Lp(a)

Tnv nuépa 510, o otdxog LDL-C tov <1,8 mmol/l (70 mg/dl) enetedybn and to 84% twv achevav pe
ASCVD mov éhafav wrkhioipdavn, og obykpion pe o 18% twv acbevov mov dafav elkovikod

QAapLOKO.

[Mapotnpnnkov ctabepéc kot otatiotikd onpavtikés (p<0,0001) peubogig oty TocooToin
petaforn oty LDL-C and v évapén £oc v nuépa 510 kot mpocappocuévn pe Bacn to ypdvo
nocootaia petoforn omnv LDL-C amd v évapén, puetd mv nuépa 90 kot Eog v nuépa 540, oe
OAEG TIC VTTOOUAOEG OVEEAPTITAOC TOV ONUOYPUPIKAOV GTOEIMV oTNV Evapén, TOV YOPOKTPLOTIKMOV
g vocov otV évapén (cvumeptapupdvetar o A0, | NAKia, 0 deikTng HALoS COUOTOS, 1| LAN Kot
N XPNON OTATVOV 6NV EVApEN), Ol GVVVOCT|POTNTEG KOL Ol YEOYPAPIKES TEPLOYES.

H ORION-11 Atav pia d1e0vig, moAvKeVTPIKT, SUTAL TUPAT], TUYOLOTOMUEVT], EAEYYOLEVT LLE ELKOVIKO
eapupako perétn 18 unvav mov a&lordynoe 1.617 acbeveic ue ASCVD 1 ASCVD 1co0dvvoua
Kwovvov. [epiocdtepo amod to 75% tov acbevav eldufove Oepareia pe otativeg VYNANG
dpaoTtikotnTag, 10 87% tev acbevav giyov ASCVD kot to 13% eiyav ASCVD 160d0vapa kivdbvov.

H péon nlxio oty évapén frav ta 65 £t (edpog: 20 émg 88 etdv), 0 55% ftav >65 etdv, to 28%
ntav yovaikeg, To 98% rftav Agvkoi, 1o 1% frav Mavpot, 1o 1% Ntov Acidteg kot to 1% ftav
Iomavikng | Aatwvoapepikdvikng ebvikotntac. H péon LDL-C oty évapén frav 2,7 mmol/l

(105 mg/dl). To gfdounvta oktd to1¢ ekatd (78%) Adupavov otativeg vyMARg SpacTIKOTNTAS, TO
16% Adppovay pétpilag dopaotikdTnTag ototives, To 0,4% Aaupavay yapnAng 0pacTIKOTNTOG CTOTIVEG
Kot to 5% dev AdpPavav otativeg. Ot mo Guyva xop1yodUEVES oTATiVEG MTay 1 atopPactativr Kot 1
pocovfactativn.

H wihiopdvn peimoe onuovtikd t péon mocootiaio petaforn otnv LDL-C, and v évapén €wg
mv nuépa 510, katd 50% oe chykpion pe to ekovikd eappako (95% Cl: -53%, -47%; p<0,0001)
(TTivaxag 3).

H wihiopdvn peimoe emiong onuavIika TV TPOSAPUOCUEVT] MG TPOG TO XPOVO TOCOGTINI0 LETABOATN
otv LDL-C, and v évopén petd v nuépa 90 kot Emog kot tnv nuépa 540, katd 49% o cvykpion
ue 1o gwovikd edpuaxo (95% ClI: -52%, -47%; p<0,0001). Ta enmpdobeta amoteréouata, PAEne
MMivoka 3.



IMivokag 3 Méon mocootiaio petafoin amé v Evapén Kot S10.popd amd 10 EIKOVIKO QAPLAKO
oTIS TOPUUETPOVS Mmdiov Ty nuépa 510 oty ORION-11

Opado Oepameiog LDL-C Ol Mn-HDL-C Apo-B Lp(a)*
YOAMGTEPOAN

Méon tyun évapéng 105 185 136 96 107

oe mg/dl**

Huépa 510 (uéon mocootiaio uetafoin and v Evapén)

Ewoviko pappoko 4 2 2 1 0

(n=807)

IvikMopdivn -46 -28 -41 -38 -19

(n=810)

Awpopd amd to -50 -30 -43 -39 -19

EIKOVIKO QApLLOKO (-53, -47) (-32, -28) (-46, -41) (-41, -37) (-21, -16)

(néon LS)

(95% CI)

*Tnv nuépa 540, ddpeon mocootiaio petafoin otig tipég Lp(a)

**Méon tiun évapéng oe nmol/l yio v Lp(a)

Tnv nuépa 510, o otdyog LDL-C tov <1,8 mmol/l (70 mg/dl) enetedydn and to 82% twv achevav pe
ASCVD mov Adppavay wwklieipdvn e coykpion pe 10 16% tov acBevadv mov Adpfovay lKoviko
eappoko. Xtovg acbeveig pe ASCVD 16080vapo kivodvov, o 6tdyog LDL-C tov <2,6 mmol/l

(100 mg/dl) enetevybn and 10 78% 1wV acbevdv pe wkhicipdvn oe cOykpion pe to 31% tov acdevodv
LLE EOVIKO PEAPLLOKO.

[MapotnpnOnke otabepn kot otatiotikd onpavtikh (p<0,05) mocootiaio petapoin otnv LDL-C amnd
v évapén éng tnv nuépa 510 Kot TPoGaPUOCUEV ®C TPOG TOV XPOVO TOGOGTININ LETAPOAT TNV
LDL-C and v évapén, petd tnv nuépa 90 kat £mg tnv nuépa 540, e dAeg TIC LVTOOUADES
avegapTNTOG TV dNUOYPAPIKOV 6TV EVapEr, TOV YOPUKTNPLOTIKMY VOGOU GTNV £vapén
(ovumeprrapfavetar to eOA0, 1 NAKia, 0 deikTng Halag COUATOC, 1| PUAN Kot 1] ¥pNON CTATIVOV GTNV
évapén), TOV GLVVOCTPOTHTOV KOl TOV YEWYPUPIKDOV TEPLOYDV.

Ezrepolvyn oixoyevic vrepyolnotepotouuio

H ORION-9 fjtav pio d1€0vg, moAVKEVTPIKT], SITAG TVPAT, TUYOLOTONUEVY, EAEYYOUEVT LLE EIKOVIKO
eappaxo perétn 18 unvav pe 482 aobeveig pe etepdlvyn owoyevi vepyoinoteporarpio (HeFH).
O)ot o1 acbeveig AduPovay péyioteg avekTtég OOGES OTATIVAOV, UE 1 Yopig AN Bepaneio
tpomonoinong Amdiov, dmwg N efetuiumn, kol amattodviay enmpochetn peiwon tg LDL-C. H
dudyvaon g etepoluyng okoyevVoNE VIEPYOANGTEPOAULUIN YIVOTAV EITE LIE TPOGOIOPIGUO YOVOTLTTOV
N péow Khvikdv kprnpiov (“definite FH” pe ) ypnon kpumpiov gite Simon Broome 7
TITOY/OALavdikod Atktbov Autidiov).

Ta cuv-TpmTEHOVTO KATOANKTIKA onpeio fTav To T10606T0 PETOfoANG oty LDL-C and v évapén
¢wg v nuépa 510 og oxéon pe To EIKOVIKO PAPLOKO KOt T TPOCAUPLOGUEVT] G TPOG TOV YPOVO
nocootiaia petaforn oty LDL-C amd v évapén, puetd v nuépa 90 kot émg tnv nuépa 540, yia
TNV eKTiunon g oAokAnpouévng enidpacng otnv LDL-C daypovikd. Bacikd devtepevovta
KatoAnNKTiKd onpeio frav n amdAvtn petafoin oty LDL-C amd v évapén émg v nuépa 510, 1
TPOGOPHOGLEV ®G TPOG TO XPpOvo amdAvTn petafoin oty LDL-C and v évapén, petd v

nuépa 90 kar £wc v nuépa 540, kot n Tocootiaia petaforn amd v £oc v nuépa 510 oto PCSK9,
oAKn yoAnotepoin, Apo-B kot un-HDL-C. Ta emmpocheta devTEPELOVTO KOTAANKTIKE oNUEin
TEPILAUPOAVOY TNV ATOUKY] OVTOTOKPIOT] GTNV WVKAGIPAVT KOl TO TOGOGTO acHEVmV TOV TETLYOV TOVG
TOYKOGOVE 6TOYOVE MAIdimV, Yia To eninedd Tovg g mpog tov ASCVD «ivévvo.



H péon nluxio katd v évopén ftav 55 £ (e0pog: 21 £mg 80 £tn), to 22% Nty >65 etdv, T0 53%
nrtav yuvaikeg, To 94% ftav Agvkoi, To 3% nfrav Mavpot, To 3% Ntov Acidteg kot to 3% fTav
Iomavikng 1 Aatwoapepikdvikng edvikotrag. H péon tyun LDL-C oty évapén firav 4,0 mmol/I
(153 mg/dl). To efdopnvta téocepa to1g exatd (74%) Adpupavoy vyning SpacTIKOTNTOC GTUTIVES, TO
15% Adqupavay pétprag dpactikdtntog otativeg kot to 10% dev Aaupavay ototiveg. To mevivta 6Ho
1016 exatd (52%) tov acbevdv AMauPovay eletipuipnn. Ot o cvyva YopNYOOUEVES OTOTIVEG TOV 1
atopPactativn kot 1 pocovPactativn.

H wihopdvn peiooe onuovtikd t péon mocootiaio petaforn thg LDL-C, amd v évapén émg tv
nuépa 510, katd 48% oe cOyKpion pe o ewkovikod edppako (95% Cl: -54%, -42%; p<0,0001)
(TTivaxag 4).

H wrhioipdvn peimoe emiong onuavTikd v Tpocoprocuévn ue Paon To xpovo TocooTIoN0 LETABOAN
otV LDL-C and v évapén, petd v nuépa 90 kar £og v nuépa 540, xatd 44% ce chyKkpion pe to
gikoviko edapuako (95% Cl: -48%, -40%; p<0,0001). T'a emimpdcbeta amotedéopata, PAéne

[Tivoka 4.

Iivakag 4 Méon mocootioio petoforn amwd Tnv Evapin Ko 1aPpopa amd To EIKOVIKO papLaKo
oTIS TOPOUETPOVS Mmdimy Ty nuépa 510 otnv ORION-9

Opédoa Oepameiog LDL-C Ohuen Mn-HDL-C Apo-B Lp(a)*
AOANGTEPOLN

Méon tyun évapéng 153 231 180 124 121

oe mg/dl**

Hpépa 510 (uéon mocootiaia petafor amd v Evapén)

Ewovikd pdppoxo 8 7 7 3 4

(n=240)

IvikMopdvn -40 -25 -35 -33 -13

(n=242)

Awopopd amd to -48 -32 42 -36 -17

EIKOVIKO QAPLOKO (-22,-12)

(uéon LS) (-54, -42) (-36, -28) (-47,-37) (-40, -32)

(95% CI)

*Tnv nuépa 540, Sdpeon nocootiaio petafoin otig ipég Lp(a)

**Méon tun évapéng o nmol/l ywo v Lp(a)

Tnv nuépa. 510, 1o 52,5% tov acbevav pe ASCVD mov Adufavoy tvkMoipdvn TETuyay Tov 6TOY0 MG
npog v LDL-C tov <1,8 mmol/l (70 mg/dl) oe cbykpion pe 10 1,4% tov acbevov pe ASCVD mov
Erapav giovikd eapuakxo, eved oty opdda pe ASCVD 160dbvapa ktvdvuvou 1o 66,9% twv acbevdv
ue wkhMopdvn Tétvyav 1o 610y0 g mpog v LDL-C tav <2,6 mmol/l (100 mg/dl) e cOykpion pe to
8,9% tov acbevav mov EAafav EIKOVIKO PAPLLOKO.

[MapotnpnOnke otabepn kot otatiotikd onpavtiky (p<0,05) mocootiaio petapoin otnv LDL-C amnd
v évapén éng tnv nuépa 510 Kot TPOGUPUOCUEVT ®C TPOG TO XPOVO TOCOGTININ UETAPBOAT GTNV
LDL-C and v évapén, petd tnv nuépa 90 kat £mg kat tnv nuépa 540, e OAEG TIC LVTOOUADES
ave&apTNTOG SNUOYPUPIKAOV GTOLYXEI®MV 0TV Evapén, XOpaKTNPIOTIKOV VOGOV oTnV évapén
(mepthoppdvetal To Ao, N NAkia, o deiktng HAlag COUTOC, 1) VAN KoL 1 ¥PNOT CTATVOV CTNV
évapén), GLVVOCTPOTHTOV KOl YEDYPUPIKDV TEPLOYDV.

Hodrwotpude Ttinbovoude

O Evponaikoc Opyoviopuog apudkmv £xel 0OGEL 0VaBOAT amd TNV VTOYPEDCT] VITOPBOANG TV
OTOTEAECUATOV TOV PHEAETMV LE TNV WKAGIPAVT GE Ui 1] TEPLOGOTEPES VIOKATIYOPIES TOV
ToudloTpikod TAnBuouov otnv Bepamneio tng avénuéving yoAnotepding (BAéne mapdypapo 4.2 yia
TANPOPOPIEG GYETIKA UE TNV TOLSLOTPIKY YPNOT).
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52  ®appoxokivnTIKEG 1O10TNTES

Amoppdonon

Metd v gpana vTodopLe YOPNYNoN, 1 CVCTNUATIKN kBeoT otV WKAMopdvn avénonke Tepinov
avaAoykd pe tn 860m og 0pog amd 24 mg £w¢ 756 Mg. XT0 GUVIGTOUEVO S0GOAOYIKO GYNLLO TOV
284 mg o1 GLYKEVTPMGEIC 6TO TAAGHO EQTacAY TNV KOpLEN TTepimov 4 dpeg Uetd TN SO0 L péom
Cmax 509 ng/ml. O1 cuykevipdoelc £pTacav un aviyvedolpo enineda evidc 48 wpdv puetd )
yopnynon. H péon meproyn kdtm amd TV KOUTOAT CLUYKEVIP®GT 6TO TAUCUA-YPOVOG ATd TN
docoloyia pe mpoéktaon émg to dmelpo frav 7980 ng*h/ml. Tao supfuaTe APUOKOKIVITIKNG UETA
oo TOAAOTAEG VTOSOPLES YOPNYNOELG WWKAIGIPAVIG NTAV TOPOLOLN LLE TH XOPNYNOT| Hiog SOomg.

Koatavoun

H wrhopdvn givar 87% mpmteivn deopevpévn in Vitro oTig oyeTikés KMVIKEG GUYKEVTPMOGCELS
mAdopatog. Metd v epdna vroddpla 60om 284 My wrkAMG1pavNG G€ VYLELS EVAMKES, O ELOOVIG
oykog katovoung givar mepimov 500 Altpa. Me Baon un-kAwikd dedopéva, 1 vkMoipdvn €xet
oS TEL OTL EYEL LYNAY TPOGANYT GTO NTOP Kol EKAEKTIKOTNTO Y10, TO AP, TO OPYAVO GTOYO Yo
T pelmon g YoANoTEPOANG.

Buouegtaoynuotiondg

H wrMopdvn petaforiletar kuping omd voukAedoes oe KPOTEPA aVEVEPYE VOUKAEOTIOW dLOPOPmV
unkov. H wioipdvn dev etval brdoTpmpLa yio ToVG KOwovg LETUPOPELS PUPLLEKOL KoL, 0V Kot OV
&yovv de&aybel in vitro pelétec, dev avapévetar va eivar Evo VTOGTPOLLA Yo TO KLTOYpmpa P450.

Amofoin
H tehkn nuicein {on anékkpiong g vkAMopdvng ival mepinov 9 dpeg kot dev Topatnpeitol
oVooMPEVOT LE TNV TOAAATAY docoloyia. To dekd&l toig exatd (16%) g wrkhopdvng amofdAietal

HECH TV VEPPOV.

CpappikdtnTo/un YpouuKoTnTo

v khvikn pedét edong | mapatnpnibnke pia katd tpocéyyion avaroykn avénomn oty €kbeon
GTNV WWKAIGLPAVY] LETA TN XOPNYNOT] VTOJOPLOV SOGEMV VKAIGLPAVNG TOL KLUaivovTay amd 24 mg €wg
756 mg. Aev TapatnpnOnKe cLGGOPEVOT| Kl YPOVO-EEAPTOUEVEG UETABOAEC UETA 0d TOANATAEG
VTOJOPLEG DOGEIC IVKAIGIPAVIG.

DopuoKoKVITIKES/QOPUOKOOVVOULKES GYECELC

v kKhvikn pelét edong | mapatnpribnke amovcio cusyétiong petald mopauéTpov
(QOPLOKOKIVITIKNG TNG VKMG1pavns kot emdpaoemv eapuakodvvoutkng g LDL-C. H exiextikn
HETAPOPE VKMGIPAVIC 6TA NATOKOTTOPM, OOV evompatovetal 6to RNA-cOumloko mov endyet tnv
yovidwukn oiynon (RISC), éxel ¢ amotédeoua ™ pueydin dibpkeia dpdong mépa. amd T0 OVAUEVOUEVO,
pe Baon v nuiceia {on anékkpiong oto TAacpo Tov 9 mpdv. Ot péyioteg endpacelg otn peimon
¢ LDL-C mopatnpndnkoyv pe m d6om tov 284 mg, e Tic vynAdtepec 606ELS v UnV mopiyovy
peyoltepn emidpac.
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E1dwkoi tinBuouoi

Neppixn dvolertovpyio

H avéivon dedopévaov QaproKoKIvnTIKNG Ao LEAETN ECTIAGUEVT OTIV VEQPIKT OLGAELTOVPYI
avépepe avénon oty Cmax TG VKALopavng mepimov 2,3, 2,0 kot 3,3 gopég kot pia avénon otnyv
neployf Kato omd v kKoumdAn (AUC) g wkhopdvng mepimov 1,6, 1,8 kot 2,3 gopéc oe acbeveig
ue Ao (kdBapon kpeatwvivig [CrCL] amd 60 ml/min éwg 89 ml/min), uétpia (CrCL amd 30 ml/min
émg 59 ml/min) ko copapr| (CrCL amd 15 ml/min £wg 29 ml/min) veppikn dvciertovpyia, avtictorya,
o€ oyéon pe acbevelg pe puolodoyikn veepikn Aettovpyia. [lapd tig vyMAdTEPEG TOPOIIKES EKOEGELG
070 TAAGHO Tave oo 48 mpeg,  peimon ot LDL-C tov Topdpola oe OAEG TIC OUAGES VEQPIKNG
Aerrovpyiag. Me Bdon povtéda pappakoduvaptkng TAnfuoumy dev anotteitol Tposapproyn 86ong o
acBeveic pe veppomdfela tehiov otadiov. Me Bdon Tig aEl0A0YNGES POPULAKOKIVITIKNG,
QOPLOKOSVVAIKNAG Kol AGPAAELNG Oev elval amapaitntn Tpocapuoyn d6ong o€ acbeveig pe o,
péTpla 1 soPapn veppikr duciertovpyio. H enidpaon g arptodidivong 6t QapUokoKIVITIKY TNG
wKMo1pavng dev €xet peretnel. Aapfavovtag vedyn Ot 1 vKMopdvn anoPaAleTor pHEc® TV
VEQP®V, 1 ALUOSIAAVOT) OeV TTPETEL VO SIEVEPYELTAL Y10 TOVAGYIOTOV 72 MPES UETA TN SOGOAOYIN LIE
Leqvio.

Hromixn dvoieirovpyio

H avdAivon dedopuévaov QapuoKoKIvnTIKNG Ao LEAETN EGTIAGUEVT GTIV NTOTIKY SLGAELTOVPYI
avépepe avénomn ot Crax TG tvkAMopdvng mepinov 1,1 ko 2,1 popég kar avéEnon otnv AUC g
wkMopavng nepinov 1,3 kat 2,0 popéc, avtiotorya, o€ acbeveic pe o (Child-Pugh katnyopio A)
ko pétpia (Child-Pugh katmyopia B) nratikr duciettovpyio og oyéon pe acOeveic pe puoioloyikn
nrotikn Aettovpyia. Hapd tic vyMAOTEPES TAPOIKES EKOETEIS TNG VKAGIPAVIG GTO TAGGUA, Ol
pewnocels g LDL-C fitav mapopoteg peta&d tav opddmv achevdv otoug omoiovg xopnyndnke 1
WKMG1PAVN e QLGLOAOYIKN NTATIKT AELITOVPYIN KO HTTL0 TOTIKY SusAEITOLPYia. Xe acBeveic pe
pétplo nratikn dSvoieitovpyio to eninedo PCSK9 oty évapén ftav eppoavac younAdtepa kot n
peimon g LDL-C frav pikpotepn and 6t mopotnpnonie og acOeveic e pUGIOAOYIKN NTOTIKY
Aertovpyia. Kapto mpoocappoyn 06omng dev ivat amapaitntn o acOeveilc e Aol £0¢ LETPLO NTTOTIKY
dvoierrovpyia (Child-Pugh xatnyopia A kot B). To Leqvio dev éxetl uehetbei o€ aobeveic pe cofapn
nrotikn dveierrovpyio (Child-Pugh xatnyopia C).

Aot g1d1koi mAnBoouol

Mio avaivorn eopuakodvvoutkng TAnbucpon dievepynonke oe dedopéva omd 4.328 acbeveic. H
NAia, T0 COUATIKO BAPOC, TO VA0, 1] LAN Kot 1) kdBapon KpeaTvivng dev Ppédniay va ennpedlovv
ONUAVTIKA TN QOPUAKOSVVOULKT] TNG WVKAGPAvNG. AEV amaIToUVTOL TPOCAPHOYEG OOCELS Yo achevei
UE QUTA TO SNUOYPAPIKA YOLPAKTIPIOTIKA.

5.3 TIIpoxivikd dgdopéva yia TV ac@direra

e to&koroykég peAéteg emavolapavopevng 60omg mov deEnydnkay og apovpaiovg kot ThRKovG,
10, emineda pn Topatnpovpevng averfoung enidpaong (NOAEL) tavtonomOnkay 61ig vynAdtepeg
3001 Tov YopnynHonKav vToddpia ot omoieg mapryayav eKBEGELS TOL VITEPPOAiVOLY GNUOVTIKE TN
péytot avlpamvn ékbeon. Mikpookomikég Tapatnpioelg and ToEIKOAOYIKEG LeAETES TEpIAaUPavay
NTOTIKT] KEVOTOTIMOT G€ apovpaions Kot HoKpoPayo AEUPOYayyAlo o€ THMKOVS Kol TAPOVCia
Bacedpiimv KokKimv o€ NTATOKHTTOP TONKOV Kol VEQPE 0povpoimy Kot ToNKwov. AvTtég ot
TOPOTNPNOELG OEV GVOYETIGTNKOV UE OANUYEG OTIC KAVIKEC EPYUCTNPLUKES TOPOUETPOVS KL OEV
Oeswpovvral avemBounTeG.

H wihopdvn dev fTav kapkivoyovog oe apovpaiovg Sprague-Dawley 1 oe movtikio TgRasH2 ota
omoia yopnynnke wkAoipdvn cg dOGEIS EMOPKDS HEYAADTEPESG OO TIG KAMVIKEG OOGELS.

Agv Bpédnke petarla&loydvoc 1 KAaoToyovog 0pacn g vKAopavng o TAndopa eEetdoemy,
ovumephouPovopivng e€étaong Paxtnplakng petarha&loyéveong, in Vitro eEétaong xpoOUOCOUIKAG
TAPEKKAONG GE avOpOTIVA ASUPOKDTTAPA TEPLPEPIKOD OUUATOC Ko IN VIVO eEETALONG LIKPOTTLPTIV®V
HLELODV TOV OGTOV.
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Meléteg avamapaywyng Tov dlevepyndnkay o€ apovpaiovs Kot KOuvEMa deV amokdAvyoy evoei&elg
PAGPNG oo EuPpuo e€arttiag Tng VKMGIPAVNE 6TIG LYNAOTEPESG BOGELC TOV XOPNYNONKOY, Ol 0TTOiEC
TapRyayov EK0eoT oNUAVTIKA PeEYaADTEP Oto TN UEYIOTN avOpmmivn £kBeon.

H wrloipdvn dev ennpéace T yovipdtnta 1 TV vomepoy®ykn KavoTnTo TOV 0pCEVIKOV
apovpaimv Kol ToV INAVKOV apovpainy Tov ekTEONKOY 6TV WWKMGIPAV TPV amd TNV KNG Kot
KT TN d1apKeLa TG Kimong. Ot 00GEIC GLOYETIGTNKAY [LE GLOTNUATIKEG EKOEGEIC TOAAEG POPEG
peyoATepeg amd v avlpdmivn £kBeon og KAviKéG dOCELS.

H wihioipdvn €xel mapatnpnbei oto yaro TV apovpainy katd T Yorovyia. QoT060, dEV VTAPYOLV
OTOLYELD CLGTNUATIKNG ATOPPOPNONG ANd TA VEOYVE TV apovpainv mov Inialouv.

6. DOAPMAKEYTIKEXZ IAHPO®OPIEX

6.1 Katdloyog ekdoymv

Ydwp yia gvéoiua

Noazpiov vépo&eidio (Yo pvBuion Tov pH) (E524)

ZVUTVKVOUEVO PMGPOPKd 0&D (Yo phBon tov pH) (E338)

6.2 Aocvpporétnreg

EXielyer peket@v oyetikd pe ) oupfatdtnra, To Topdv QOPUUKEVTIKO TPOIOV dev TPEMEL VoL
OVOUELYVOETOL LE GALQ PAPULOKEVTIKA TPOTOVTOL.

6.3 Awdpxero ong

3 ypdvia

6.4 Idwitepeg TPoPLLAEELS KOTA TN PVLAEN TOV TPOTOVTOG

To @appokevtiKd avtd Tpoidy dev amaltel Wdaitepeg cuvOnKes POAAENG. MV KoTOYOYETE.
6.5 ®@Von KoL GVOTATIKA TOV TEPLEKTN

IIpoysicuévn copyya,

1,5 ml didAvpa og mpoyepopévn oopryyo (yvdiwn tomov 1) pe topa ewoydpnong epfoérov
(BpopopovtvoAiikd eraotikd emkorvppévo pe fluorotec) ue Belova ko axapmto kdloppa ferdvag.

Méyeboc cuokevaciog piog TPOYEUIGUEVIS GUPLYYAS.

IIpoyeriopévn oipryya pe BeAOVo acQUAEig

1,5 ml dtdAvpa o mpoyepopévn cvptyya (YodAavn tomov 1) e mopa eloydpnong epuporov
(Bpopopovtoiikd eractikd emtkoivupévo pe fluorotec) pe Perdva kot drounto kGAvuua BeAdvag, Pe
Berova acpaireiog.

M¢éyeBog cvuokevaciog LG TPOYEUGUEVIC GUPLYYOS LE PEAOVA aGQAAELG.

Mmropei va pnv KokAo@opovV OAEG Ol CUGKEVAGIEC.
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6.6 Idwitepeg TpoPULAEELS amOppPLYNG

To Leqvio mpénet va gAéyyetar onTIKa TTptv omd T yoprynon. To diddvpo mpémet vo eivar dtovyég,
APOUO TPOC OVOLYTO KITPIVO KOl OVGLUGTIKG YMPIC COMUOTIOW. AV TOo SIIAVLO TEPLEYEL EPPOVT VAN
COUOTOI®V, TO SIGAVLN OEV TPENEL VO, YPT|CLLOTOLELTAL.

Ka0e aypnoiponointo @oppokenTikd mpoidv 1 DVITOAELLLO TPETEL VO OTOPPITTETOL COLPOVOL LIE TIC
KaTO TOTOVG 10 DOVGEG OYETIKEG SLOTAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

IpAavdia

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/20/1494/001

EU/1/20/1494/002

9. HMEPOMHNIA INPQTHY EI'KPIZTHX/ANANEQXHX THX AAEIAX

Huepounvia tpdrmg ykpiong: 09 Askepppiov 2020

Hpepounvia tekevtaiog avavémong:

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPOPOpiEg Yo TO TOPOV PAPUOKELTIKO TPOIOV givar dabéotueg atov dikTvakd TOTO
tov Evpondikod Opyoavicpod @appdkmv: https://www.ema.europa.eu.

14


https://www.ema.europa.eu/

ITAPAPTHMA |1

IHAPAXKEYAXTEX YHHEYOYNOI I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H NEPIOPIEMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXZEIX THX AAETIAX
KYKAO®OPIAX

OPOI'H IEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

AIIOTEAEZIMATIKH XPHZH TOY ®APMAKEYTIKOY
MPOIONTOX
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A. TMAPAXKEYAXTEX YIIEYOYNOI I'TA THN AITOAEXMEYXZH TQN HAPTIAQN

Ovopo xai d1evfuvon TV TOPACKEVAGTMOV TOL gival VTELOHVVOL Y10 TNV ATTOOEGLELGN TV TAPTIOWV

Sandoz GmbH
Biochemiestrasse 10
6336 Langkampfen
Avotpia

Novartis Pharmaceutical Manufacturing GmbH
Biochemiestrasse 10

6336 Langkampfen

Avotpia

Novartis Pharma GmbH
Roonstrasse 25

90429 Nvpeufépyn
Teppovia

Novartis Pharma GmbH

Sophie-Germain-Strasse 10

90443 Nvpeufépyn

I'eppavia

210 €VTUTO UALO 00N YLDV YPHIONG TOL POPUAKEVTIKOD TPOTOVTOG TPEMEL VO AVALYPAPETOL TO OVOLLOL
Kot 1 31e0BVVeN TOL TAPACKELOGTN TTOV Eivar VITEHOVVOG Yo TNV ATOOEGEVGT TG CYETIKNG TAPTIOAC.

B. OPOI'H HEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppoxevTikd TPOTOV Y10 TO 0TOT0 ATALTELTAL LULTPIKT] GLVTOYT.

I'' AAAOI OPOI KAI ATTIAITHZEIX THX AAETAX KYKAO®OPIAX

. Ex0<oe1g meplodikig mapakorovOneng g aseaietag (PSURS)

Ot amoitioelg yio v vrofoin tov PSURS yia to ev Adym @appoakentikd Tpoidv opilovrot
GTOV KOTAAOYO UE TG nuepounvieg avapopds s Evaong (katdroyog EURD) mov mapatiBeton

oV Tapdypapo 7, tov apbpov 107y, g odnyiog 2001/83/EK ron kdbe emaxdiovning
EMKOLPOTOINGTG OTMG ONUOGIEVETAL GTNV EVPMOTOIKT SIKTVOKT TOAT] Y10, TO, PAPUOKO.
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A. OPOI'H IEPIOPIEMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEXMATIKH
XPHZIH TOY ®PAPMAKEYTIKOY ITIPOIONTOX

. Tyédro draysiprong kivdvvov (ZAK)

O Kdroyog Adetag Kukiopopiag (KAK) Ba die€aydyet Tig amaitodpeves SpactnploTnTes Kot
ToPEUPACELS PUPUAKOETOYPOTTVIIONG OTMG TAPOLGLALoVTOL 6T0 CLHEWVNOEV XZAK Tov
napovctaleral oty evotnta 1.8.2 trng ddetas kukhopopiog kot 0molesdNmoTe ETaKOA0LOEG
gykekpipéveg avabempnoeig tov TAK.

‘Eva emucaporompévo XAK Oa wpémel va katotedei:

. Metd and aitmpo tov Evponaikod Opyovicpod @appakanv,

o OnoTedNTOTE TPOTOTOLEITOL TO GVOTNUA OLoEIPIoNG KIVODVOV, EIIKAE MG AMOTEAEG O ANYNG
VEQV TANPOPOPLOV TOV UTOPOVV VO ETLPEPOVV CTLOVTIKT GAALYT] OTY| GYECT] OPEAOVG-KIVOHVOU
N ©OC OTOTELEC LA TG EMTEVENG EVOS GNUOAVTIKOD OPOGTILOV (PUPULOKOETAYPOTVION 1)
gAo1oTOTOIN G KIVOUVOU).

17



HHAPAPTHMA 111

EINIXHMANXZH KAI ®YAAO OAHI'IQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX ITOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI TIPOTEMIXMENHX XYPIITAX XQPIX BEAONA AXODAAEIAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Leqvio 284 mg evéoipo S1GAvpo 6g TPOYEUGSLEVT GVPLYYOL
wKMo1pdvn

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

Ka0e mpoyepuopuévn oipryya mepi€yel vaTplovyo kMaoipdvn mov woduvouel pe 284 mg wvikMopdvng
oge didAvpa 1,5 ml.
Kabe ml mepiéyet vatprovyo wkhoipdvn mov isodvvapet pe 189 mg wkioipdvnc.

3. KATAAOI'OX EKAOXQN

Eniong mepiéyet: 0owp yio evéoipa, vaTpiov vOPoeidio kot GUETVKVOLEVO POGPOopkd 0&0. BAéne to
QOOALO OONYLDV Y10 TEPOUITEP® TAT|POPOPIES.

4, GAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo d1dhvpa

1 mpoyepicpévn cdpryyoa

‘ 5. TPOIIOX KATI OAOX(OI) XOPHI'HXHX

AfacTe T0 POALO 0INYIOV XPNGONG TPLV OO TH XPNOT.
Ymodopia yprion.

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

Na pvidooetar o€ 0éom, v onoia dev PAETOLY Kot dev TPoceyyilovv Ta TOLSIA.

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

‘ 8. HMEPOMHNIA AHEHX

EXP
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9. EIAIKEX XYNOHKEYX ®OYAAEHX

Mnv katoyoyeTe.

10. TAIAITEPEXZ TIPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON ATTAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/20/1494/001 1 mpoyepiopévn cHpryyo

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAEZEH I'lA TH ATAGEXH

| 15. OAHTIEL XPHEHX

‘ 16. TTAHPO®OPIEX XE BRAILLE

H artiokdynon yio va. pnv mepianedei n ypaen Braille eivor amodext.

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOYX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A6d100T0TOC YPOUU®TOC KOdKag (2D) mov pépet Tov Teptin@Bévta Lovadiko avayvepLoTIKO KMOKO.

18. MONAAIKOXZ ANAI'NQPIEZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

BLISTER MPOIEMIZMENHX XYPIITAX XQPIX BEAONA AXODAAEIAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Leqvio 284 mg evéoipo S1GAVU0 GE TTPOYEUIGUEVT GVPLYYO.
WKAMo1pavn
Ymodopia yprion

2. ONOMA KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AHEHX

EXP

4. APIGMOX ITAPTIAAX

Lot

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

KOYTI TIPOTEMIXMENHX XYPIITTAX ME BEAONA AX®AAEIAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Leqvio 284 mg evéoipo S1GAvpo 6g TPOYEUGSLEVT GVPLYYOL
wKMo1pdvn

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

Ka0e mpoyepiopévn cipryya mepi€xel vatplovyo vkAeipdvn mov wodvvapet pe 284 mg wvkAoipdvng
og diddvpa 1,5 ml.
Kabe ml mepiéyet vatprovyo wkhoipdvn mov isodvvapet pe 189 mg wkloipdvnc.

3. KATAAOI'OX EKAOXQN

Eniong mepiéyet: 0owp yia evéoipa, vaTpiov vOPoEEido kot GUUTVKVOLEVO POoPopkd 0&0. BAéne to
@OALO OONYLDV Y10 TEPALTEP® TAN|POPOPIES.

4, GAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo d1dhvpa

1 mpoyepicpévn copryya pe Behdva acpareiog

‘ 5. TPOIIOX KATI OAOX(OI) XOPHI'HXHX

AfacTe T0 POALO 0INYIOV YPNONG TPV OO TN XPNON.
Ymodopia yprion.

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

Na pvidooetar o€ 0éom, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tad1d.

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

‘ 8. HMEPOMHNIA AHEHX

EXP
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9. EIAIKEX XYNOHKEYX ®OYAAEHX

Mnv katoyoyeTe.

10. TAIAITEPEZ IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON ATTAITEITAI

11.

ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.

APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/20/1494/002 1 mpoyepiopévn cvpryya pe Berdva acoaireiog

13. APIOMOX ITAPTIAAL

Lot
[14. TENIKH KATATAZH I'A TH AIAGEZH
| 15. OAHTIEL XPHEHX
[16. TAHPO®OPIEZ XE BRAILLE

H artioldynon yio va pnv mepiinedei n ypooen Braille gival amodexti.

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIXAIAXTATOX [PAMMQTOX
KQAIKAY (2D)

A16d100T0TOC YPOUU®TOC KOdKag (2D) mov pépet Tov meptin@Bévta LovadiKo avoyvopLoTIKO KMOKO.

18. MONAAIKOXZ ANAI'NQPIEZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC

SN

NN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

BLISTER MPOTEMIXMENHX XYPIITTAX ME BEAONA AX®AAEIAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Leqvio 284 mg evéoipo S1GAVU0 GE TTPOYEUIGUEVT GVPLYYO.
WKAMo1pavn
Ymodopia yprion

2. ONOMA KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AHEHX

EXP

4. APIGMOX ITAPTIAAX

Lot

5. AAAA YXTOIXEIA

1 mpoyepicpévn cOpyya pe Beldva acpareiog
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YXTOIXEIQAEIX XYXKEYAXIEX

ETIKETA IPO'EMIZEMENHX XYPITTAX

1. ONOMAZXIA TOY ®APMAKEYTIKOY IPOIONTOX KAI OAOX(OI) XOPHT'HEZHX

Leqvio 284 mg evéoipo
WKAMo1pavn
SC

| 2. TPONOX XOPHTHIHE

‘ 3. HMEPOMHNIA AHEHX

EXP

4, APIOMOX ITAPTIAAX

Lot

5. IHEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

1,5ml

6. AAAA XTOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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®Yrro ooV rpiong: IIAnpogopisg yia Tov acOevi

Leqvio 284 mg evéeipo d1GAlvpo 6€ Tpoyeptopévny cOpryyo
WKAMGopavn

AP AOTE TPOGEKTIKA 0AOKANPO TO QVALO 03N YLAV PN OIS TTPLY GaS yopnyN el avTd TO

PappoKo, o10TL TEPLAUUPAVEL CNUAVTIKES TANPOPOPIES Y10, GG,

- Dvra&te avtd TO PUALO 0N YDV XpNong. Towg ypelootel va to dwfdcete Eova.

- Edv éxete meportépm amopieg, poTAOTE TOV YIOTPO, TOV PUPLOKOTOL) 1) TOV VOGOKOLO GG,

- Edv mapatnpnoete kdmoto avemBOUNT EVEPYELD, EVILEPDOCTE TOV YIATPO, TOV PAPLOKOTOL0 1)
TOV VOGOKOUO 60G. AVTO 16Y0eL Kot Yio. KGOE mhovr avemBountn evépyela Tov Oev avapEPETaL
670 Tapdv GUALO 0dNY1OY ypnoms. BAéne mopdypagpo 4.

T egpréyeL 1o Tapov UALO 00NYLOV:

Tt eivon To Leqvio kat o givon 1 yprion Tov

T npémer va. yvopilete Tpv cog yopnyndei to Leqvio
I yopnyeitan o Leqvio

[TBavég avemBounteg evépyeteg

ITog va puidoocete to Leqvio

[epieydpeva g ovokevOTing Kot AOUTEG TANPOPOPiES

ok wnhE

1. T givor To Leqvio kot mowa givar 1 xpien Tov

T givor to Leqvio ko g dpa.

To Leqvio mepiéyel Ty evepyn ovaia wkAiopdvn. H vikhopdvn peuwvet ta enineda g LDL-
YOANOTEPOANG («KOKT YOANGTEPOAN), N OO0 UTOPEL VO TPOKOUAETEL TPOPANLOTO GTNV KOPOLE Kot
TNV KVKAOPOpia TOL aipatog 6tav Ta eninedo avEdvovTat.

H wihioipdvn Aertovpyel mapepfoivovrag oo RNA (yevetikd YAKO 6To KOTTOPO TOV GMLLOTOC)
neplopifovtog v mapayoyn piog tpoteiving mov ovopdletar PCSK9. Avti n mpmteivn propet va
avénoet ta enineda g LDL-yoAnotepoding ko, epmodilovtag v mopaywyn g, fondd ot peioon
TV emumédwv ¢ LDL-yoAnotepding.

Y€ mOLEG TEPUTTMGELS Y PN OLpomoreitan to Leqvio

To Leqvio ypnoiponoteitol mg tpocOnKn otn S10TpoPn 6ag Yia. TN UEI®ON TNG YOANGTEPOANG eV
glote evilikag e VYNAQ enineda YoANGTEPOANG GTO aipo oG (TpmToTAdNG VITEPYOANGTEPOALLLID,
ovpmepthopPaverat n €1epOuyn OIKOYEVIAG KOt LT OIKOYEVIG 1] LIKTY] SLGAUTIOaLcL).

To Leqvio yopnyeitar:

- pali pe pio otoativn (Eva tomo eoppdkov yio v Oepomeio ™ vynAng xoAnotepoing), kdmoleg
QOPEC e AAAN Bepameio TOV UELDVEL TNV YOANCTEPOAN, €0V 1 LEYLOTY dOOT TG oTATIVIG dEV
Aettovpyel OPKETA KAVOTOINTIKE, N

- o€ povobepameio N poll pue AL PAPUOKO TOL PELDOVOVY TNV YOANOTEPOAN, OTAV 01 GTATIVEG OEV
€yovv To emMBuuUNTO OTOTEAESUA 1) SEV UTOPOVV VA (PN GIHOTONO0VV.

2. T apémer vo, yvopilete Tpwv cag xopnynOsi to Leqvio

Agv péner va 6og xopnyn0si to Leqvio

- o€ MEPIMTOOT aALEPYiaG OTNV WKAMGIPAVN 1| GE 0TO10ONTOTE GALO OO TO GLGTATIKA OVTOD TOL
QOPLAKOV (AVaPEPOVTAL GTNV TOPAYPAPO 6).

Ipocidonomosig Kot TpoPuvAGEeLS

Amevbovieite oTov Y10TPO, TOV POPOKOTOL0 1| TOV VOGOKOUO oag mpv cag yopnyndei Leqvio
- €bv voPdiiecte og apoKabapon
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- €av €yete coPfapn nrotonddeia
- €dv €xete coPopn veppordadeia

Mawora ko £gnpor
Mnv ddoete 0vTO TO PAPLOKO € TadLd Kot PNPovg KAT® TV 18 eT1dv, ene1dn dev vIdpyeL eunepia
GT1 YPNOT TOL PAPUAKOV GE QLTHY TNV NAKLUKT ORLAdA.

Alho @appoxa kot Leqvio
Evnuepmaote tov yiatpd, ToV QUpUAKOTOL0 1] TOV VOGOKOUO GOG AV YPTCLLOTOLELTE, £YETE TPOSPUTOL
YPNOLOTOICEL 1} UTOPEL VO YPNGLLOTOMGETE AAAL PAPLLOKOL.

Kvnon kot Onhaopog

Edv elote €ykvog 1) Onhalete, vouilete 6T pmopel va glote £ykvog 1 oxedrdlete vo amokTNoETE TOLdi,
{ntote ) GVUPOVAN TOL Y1ATPOD, TOL POPLOKOTOLOD 1) TOV VOGOKOLOL GaG TPV Gag xopnynodel avtod
TO (PAPUOKO.

H ypnon tov Leqvio katd tn didpKela tng €yKupocHvNG TPEMEL Vo, OmopeDyETaL.

Agv givar akopo yvwoto v to Leqvio nepva 6to avBpdmivo yaka. O yotpd cog Oa Bondnoet otnv
amoOPacT cVVEXIONS TOL ONAacpol 1 oto Eekivnua tng Oegpomeiag pe Leqvio. O yatpdg cog Ha.
oke@tel ta mhava opéAn tng Bepameiag yio €64G, G GVYKPIOT HE TA OQEAT TNG VYEIOG KO TOVG
KwvdOvovug Tov Bniacuod yia 1o pwpo.

001 yNon Kot YEPIGUOS YUV LATOV
To Leqvio dev avapéverol va ETNPeAceL TV IKOVOTNTA GOG VO 0dNYELTE 1] VoL XEPILESTE UNYOVILLOTOL.

To Leqvio wepiéyer vatpro
To @dpuaxo avtd mepiéyet Aydtepo and 1 mmol vatpiov (23 mg) avé povade d6omg, givar avtd Tov
ovopdCovpe “ehevbepo vatpiov”.

3. Mg yopnysitor To Leqvio

H cuvictduevn 66om tov Leqvio givon 284 mg yopnyoduev pe £veon kdtwm and to dépua (vmodopia
éveon). H emduevn 66om yopnyeital puetd amd 3 uivec, axorlovboduevn amd tepattépm d0GELG Kabe
6 pnveg.

Ipwv amd v évapén tov Leqvio npénet vo akolovbeite diatpo@n yia T peimon g yoANoTeEPOANG
cog Kot etvan Thavo va Aappavete pia otativ. [pénel va cuveyicete ) datpoen peimong g
YOANGTEPOANG KO VoL cuveyioete vo AapBavete T otativn kad’ 6An ) dudpkeia Aqyng tov Leqvio.

To Leqvio mpoopiletat yio éveon kat® amnd To 6Eppa. g Kothdg. Ot evorhaktikég BEoelg éveong
neplappavovy tov dve Bpayiova 1 to unpd.To Leqvio Ba yopnynbel og ecdg omd yatpo,
QOPUOKOTOL0 1] VOGOKOUO (emayyeAipatio vyeiog).

Eav Aapete peyarvtepn d6on Leqvio amé tnv Kovoviki

Av16 10 QapuaKo Ba yopnyeital o €60C 0md TOV YIOTPO, TOV PAPLOKOTOLO 1] TOV VOGOKOWO GOG
(emayyelpotio vyeiag). Xtnv e€aipetikd amibavn tepintoon mov cog yopnyndet vaepPorikn mocdTTA
(vmepdocoroyia), o yiaTpog 1 GAAog emayyeipatiog vyeiag Oa cog e€etdoet yio avemBounteg
EVEPYELEC.

Eav napaireiyere T d06m cag pe Leqvio

Edv ydoete to pavtefod cag yio v £veon tov Leqvio, entkovmvioTte [E Tov YioTpd, Tov
QOPUOKOTOL 1) TOV VOGOKOHO GaG OGO TO dSLVATOV CUVTOUOTEPH DGTE VO KOAVOVIGETE TNV ENOUEV
£veon cog.
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Edv éxete meplocdtepeg EpMTNCELG GYETIKA LLE TN YPNOT AVTOV TOV QUPLEAKOV, POTHCTE TOV Y1UTPO,
TOV QUPLOKOTOL0 1] TOV VOGOKOLO GG,

4, MOavég avemBOuNTES EVEPYELEG

Onwc 6Ma Ta pappoKa, £T61 Kol 0VTO TO EAPUOKO UTOPEl VO TPOKAAECEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv TOPOVGLALOVTAL GE OAOVE TOVG AVOPMTOVC.

Yuyvég (umopel va emnpedoovy émg kat 1 oto 10 dropa)
. Avtidpboelg ot 0éom €veong, Onwg movog, epuBpotnTa N eEvON .

Ava@Qopd avemQopunTov EvEPYEIOV

Edv mapatnprioete Kamolo ovemBOuN T eVEPYELD, EVILEPADGTE TOV YLOTPO, TOV PAPLOKOTOLO 1| TOV/TNV
VOGOKOWO Gag. AVTO oYLEL KOl Yio KAOe TOavn avemiBountn evEPYELD TTOL EV AVOPEPETOL GTO TOPOV
QUALO 0dMYIDV YprionG. Mropeite eniong va avaeépete avembounteg evépyeieg angvbeiag, LEG® TOL
€Bvikob cuoTtnpatog avaeopds Tov avaypdeetol oto [Hapdptnua V. Méowo g avapopdic
avemBOUNTOV evepyEldV Umopeite va fondnoete ot GLALOYN TEPIGCOTEP®Y TANPOPOPLDY GYETIKA
LE TNV 0CPAAELD TOV TAPOVTOG PUPUAKOV.

5. Iog va poidscete To Leqvio

To @dppoko oTo TPETEL VO, PUAACCETOL G LLEPT] TTOL deV TO PAETOVV KoL OEV TO POAVOLV Ta, TOUSLA.
No pn xpnoyLonoteite avtd T0 EAPLAKO LETE TNV NUEPOUNVIN ANENGC TOL AVOPEPETAL GTNV
emonpavon Kot oto kouti petd v EXP. H nuepounvia Anéng eivor n tehevtaio nuépa tov pnve mov
avopEPETAL EKEL.

To eappaxo avtd dev amartel Waitepeg cvvONKes EOAAENG. MV KaToyOYETE.

O yatpog, PapuaKorolds 1 vosokouog Oa eléyEet To pappoako kot Oa to amoppiyel av mePIE)EL
ocopatiow.

Ta @appoko dev TPEMEL VA, ATOPPITTOVTINL GTO VEPD TNG AMOYETELONG N OTA OKLOK(A amoppipota. O
YTpOG, 0 PUPHOKOTOLOG 1] 0 VOGOKOHOG 600G O amoppiyel To QAPLOKO TTOV JEV YPTCLOTOLOVVTOL
mAéov. Avtd ta pétpa o fondncovv 6Ny Tpootacia Tov TEPIPAAAOVTOC.

6. epreydpevo TG 6VOKEVOGIOG KOl AOWTES TANPOPOPIES

T wgpréyer to Leqvio

. H dpactikn ovcia eivar n wwkhopavn. Kabe mpoyepiopévn chpryyo mepiéyet votplovyo
WKAMG1pavn o wodvvapel pe 284 mg wrklicipdvng oe dtddvpa 1,5 ml. Kabe ml nepiéyet
vatplovyo wkleipdavn mtov woodvvapei pe 189 mg.

o To GAho cvotatikd givat Héwp Yo gvéotpa, vatpiov vdpo&eidio (E524) (BAéne mapdypopo 2
“To Leqvio mepiéyet vaTplo™) Kot cLUTVKVOUEVO POc@opikd ofd (E338).

Epg@avion tov Leqvio kol TeEPLeopeva TG 6VGKELUGIOg

To Leqvio 284 mg evéciuo didAvua o€ Tpoyepopévn oOptyya givor éva. S10Y£EG, APOUO TPOS OVOLYTO
KiTpvo dtdAvpa, ovclaoTiKd EAeVBEPO COUATIOIOV.

Ka0e cvokevacio mepiéyet pio mpoyepuopuévn oupryya piog ypnong.

30


https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

Karoyog Aderag Kvkrhopopiag
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road

Dublin 4

IpAavdio

Hopaokevacti|g
Sandoz GmbH
Biochemiestrasse 10
6336 Langkampfen
Avotpia

Novartis Pharmaceutical Manufacturing GmbH
Biochemiestrasse 10

6336 Langkampfen

Avotpia

Novartis Pharma GmbH
Roonstrasse 25

90429 Nvpeupépyn
Teppovia

Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 Nvpeufépyn
Teppovia

INo omoladnmote TANPOPOPio. GYETIKA [LE TO TAPOV POPUAKEVTIKO TPOTOV, TOPUKAAEISTE VOl
angvBouvbeite otov Tomiko avtimpdsmno tov Katdyov g Adeiag Kvkiopopiag:

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

Buarapus
Novartis Bulgaria EOOD
Ten.: +359 2 489 98 28

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

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

Deutschland
Novartis Pharma GmbH
Tel: +49 911 2730

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

Lietuva
SIA Novartis Baltics Lietuvos filialas
Tel: +370 5 269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +32 2 246 16 11

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

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

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

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



E\Lada Osterreich

Novartis (Hellas) A.E.B.E. Novartis Pharma GmbH

TnA: +30210 281 17 12 Tel: +43 1 86 6570

Espafia Polska

Novartis Farmacéutica, S.A. Novartis Poland Sp. z 0.0.
Tel: +34 93 306 42 00 Tel.: +48 22 375 4888

France Portugal

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

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

Ireland Slovenija

Novartis Ireland Limited Novartis Pharma Services Inc.
Tel: +353 1 260 12 55 Tel: +386 1 300 7550

island Slovenska republika

Vistor hf. Novartis Slovakia s.r.o.

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

Italia Suomi/Finland

Novartis Farma S.p.A. Novartis Finland Oy

Tel: +3902 96 54 1 Puh/Tel: +358 (0)10 6133 200
Kvnpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB

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

Latvija

SIA Novartis Baltics
Tel: +371 67 887 070

To wapdv UAAO 00N YIOV yprioNs avaBewp1Onke Yo TELEVTAI POPd 6TIG

Addeg TNYEG TANPOPOPLOV
Aemtopepeic TAnpopopieg yio 1o pappoko avtod gival Stabéciueg oto diktvakd tomo Tov Evpomaikon
Opyaviepov Goppdxkmv: https://www.ema.europa.eu
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Ot TAnpo@opieg mov akoAovBolv amevfivovtal HOVO og EnayYEAOTIEG VYEILOG:

Leqvio 284 mg evéeipo d1GAlvpo 6€ Tpoyeptopévny cOpryyo
wKMopavn

Ot enayyelpotieg vyeiog mpénet va cupPfoviedoviar Ty Iepiinym tov XapoKtnpioTik®dv Tov
IIpoidvTog yia TIc TANPELS CLVTAYOYPAUPIKEG TATPOPOPIES.

"Evoéailn (Prére mapaypago 4.1 tys IIXII)

To Leqvio evésikvotar yio eviidikeg pe Tpwtonadn viepyoinoteporattio (etepdluyn oKoyevy Kat un

01KOYEVN) N WKTH SucAmdaipio 0g TpocdiKn 6T STpoPn|:

o og cuvdvaoUo e otativn 1| otativi pe dhdeg Bepoameieg pelmong TV emrédwv Tov Mmdinv o
acBeveic oV dev EYOVV KATAPEPEL VO TETVYOVV TOVG 6TOYOVG G Ttpog tnv LDL-C pe m péyiom
avekTi 060m oTaTiviign

o o€ povobepaneia 1 6 cUVOVAGUO pe dALeG Bepameieg TOL PEIOVOVY Ta ENITESH MTTIOI®V GE
acBeveig mov gppavifouv un avoyr oTic oTaTiveg 1 Y10 TOVG OTMOIOVG AVTEVIEIKVLVTOL O
otativec.

Aocoloyia (Bléme mapaypapo 4.2 tne IIXI).

H ocvvictopevn 66on elvatl 284 mg wkMaotpdvng kot yopnyeital og epanaf vmoddpia Eveon: otnv
apyn, &ova atoug 3 pnveg kot akoAovlwmg kabe 6 punves.

Topoleimoueveg 00oeis
Av apaAinebet pio Tpoypoappotiopévn d6on Katd Aydtepo amd 3 Pnvec, 1 VKAGo1pavn Tpénet va
yopnyeitar kot 1 S0GoA0YI0 Vo GUVEXILETAL GOUPDVO LLE TO OPYIKO TPOYPULLLE TOV 0c0eVoDC.

Av moapainebet pio TpoypoppoTicpévn 80om Katd meplocdtepo amd 3 Pves, TPEMEL va, EEKIVIIOEL VEO
S0GOAOYIKO GYNUO — 1) WVKAIGIPAVT TTPETEL VO YopTYEiTOL oTtnVy apyn, Eava 6tovg 3 Ufveg Kot
axorovdmg kabe 6 pvec.

Metdfaon Gspaneios amd avaoTtoleic HoOVOKLwVIKOD OVTIGOUATOS TPOTPWTEIVIKNG KOVPEPTATHS
oovurtiliaivy/xeéivy tomov 9 (PCSK9)

H wichopdvn pmopet va yopnyn0el apéomg petd v tehevtaio 6001 avacTOAEN LOVOKAMVIKOD
aviioodpotog PCSKI. TMa ) dathipnon g Helwong TS YOUNAHG TUKVOTNTOC ATOTPOTEIVIC-
yoAnotepoing (LDL-C) cuvietdtor n vkAoipdvn va yopnyeital viog 2 efdopuddnv petd my
teAevToia 6001 avaoToAéd pLovokAmvikoy avticopatog PCSK9.

Eidwcol winBvopol
Hlrxiwouévor
Agv amarteiton Tpooapoyn d6oMG 6Tovg NAKimpévous acbeveic (PAéme mapdypapo 5.2 g IIXII).

Hratikn dvolerrovpyio

Agv anortovvton Tpocapuoyés d6ong ya tovg acbeveis pe nmia (Child-Pugh kotnyopia A) 1 pétpo
(Child-Pugh xatnyopia B) nrotikn duciertovpyia. Aev vadpyovv drabéciua dedopéva oe acbeveic pe
oofapn nratikn dvciertovpyia (Child-Pugh katnyopia C) (PAéne mapdypapo 5.2 g ITXIT). H
WKMGIpAVI TPEMEL VO XPTOLUOTOLEITAL e TPOGoYY| 6€ acbevelg e coPapn nmatiky SvcAettovpyia.

Neppixn dvolertovpyio

Agv amarteital Tpooapuoyn d6oMS yio Tovg acheveic e i, PETPLO 1) GOPap1| VEQPIKY
dvodettovpyia 1 yuo Tovg aoBeveic e veppikn voco telkod otadiov (PAéme mapdypao 5.2 g
[IXTI). Yrdpyel meplopiopévn eumeipio pe tnv vKAIoIpavn o€ acBevelg pe coPapn veppikn
dvodertovpyio. H wvkhiocipdvn Oa mpémel va ypnoylonoleital e Tpocoyn o€ outovg Toug aodeveic.
BA\éne mapaypapo 4.4 g IIXII yo Tig Tpo@uAdEelc Tov mpénet va Aapupdvoviol o€ TePInT®on
OO GAVOTG.
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Houdozpixog winboouoc
H aocpdlelo kot 1 amoTeAeGUOTIKOTNTO TNG WKAIGIPAVNG 08 Toud1d NAKiag Kato Tov 18 etdv dev
&yovv akoua tekunprmbel. Aev vdpyovv drubécipua dedopéva.

Tpoémog yopiyynong (fAére mapaypapo 4.2 tyg IIXII)

Ymodopia yprion.

H wiMopdvn mpoopiletat yia vrodopia Eveon otnv Kotkd. Ot evailokTikég BEoelg Eveong
mepAapfavouv tov ave Bpayiova 1 To unpo. Ot evéoelg dev TPETEL VO, YOPTYOUVTUL GE TEPLOYES
gvePYNG OEPUATIKNG VOGOL 1| PAGPNG OTMC NAMOKE EYKODUOTO, OEPUATIKA EEaVOLOTA, PAEYUOVEG 7
deppaticég AOUDEELS.

Ka0e 284 mg d60n¢ yopnyeitan pe tn ypnon piog mpoyepuspévng copryyos. Kabe mpoyspiopévn
ovpryya glvan yio epdmal ypnon pLovo.

H wxMopdvn tpoopiletar yia yopriynomn amod emayyeipatio vysiog.

Avtevdeiteg (BAéme mapaypago 4.3 tne ITXI)

Yrepevaichnoio 6tn dpactiKi ovcia 1| 6€ KATOo omd To EKO0Y0L.

E1d1kéc mpocidomon)osic Kot mpo@ulaiels kotd ™ ypion (Bléme mapdaypagpo 4.4 tne IIXIT)
Awodidivon

H enidpaon g aplodidAvong otny QopUAaKOKIVITIKY TG WWKAMGPAvNG dev €xet peletnOet.
Aoufavovtog vaoyn 6Tl 1 WKAGLPAVT OTEKKPIVETAL OO TO VEPPD, OEV TTPETEL VO, Slevepyeitat
OLLOSIIADOT] Y10 TOVAGYIOTOV 72 MPEG PETA TN YOPNYNON TNG WWKAIGIPAVIG.

Amodnkevon (Piéme mapaypagpo 6.4 tne IIXIT)

To @appoakevtiKd avtd Tpoidy dev amaltel Waitepeg cuvOnKes POAAENG. MV KOTOYOYETE.

Odnyiec Xpione ywa o Leqvio mpoysmsuévny copryya

Avt 1 evomra teprlopfavel TAnpogopiec oyetikd pe To Tog vietor To Leqvio.

\
‘EpBoio
Huepounvia
Afgng
KdaAuppa
BeAovag

¥
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INUavTiKEg TANPOPOPIES TOV TPETEL VU YVOPILETE TPV KAVETE TNV £veon Tov Leqvio

. MnV %p1GLOTOMGETE TNV TPOYEULGUEVT] GUPLYYO EAV OTOLOONTOTE COPAYIOT TG EEMTEPIKNG
GLOKELOGIOG 1 1| GPPAYIOT] TOV TANGTIKOD OIGKOV EIVOL OTTOGUEV.

. Mnyv apaipeitar To KaAvppo g BeAdvag HExPL va eloacTte £TOLOC/M Y10, TV £VEan.

. MnV ¥pNGILOTOMGETE AV 1 TPOYEUIGHEVT] GUPLYYQ ETEGE PETE TNV APOIPEST TOV KOADUUOTOG
g Perovag.

. Mnyv TpocTabNGETE VO ETOVAYPTCLOTOICETE 1] VO SO WPICETE TNV TPOYEUIGUEVT GUPLYYO.

Bijpa 1. EmOsopiiote Ty Apoyepiopévi) cupryya

Mmnopel va deite puoaridec péoa 6to vypd, To omoio gival PuGIoA0YIKO. MnV Tpocradnoete va

0QUPECETE TOV AEPQL

. MnyV ¥p1CLLOTOLEITE TNV TPOYEUIGLEVT] GUPLYYO EQV QOIVETOL KOTEGTPAUUEVT 1] EQV KATOL0
TOGOTNTO TOV EVESILOL SOAVLOTOC £XEL OLAPPEVCEL GO TNV TPOYELUGLEVT] GVUPLYYOL.

Bipa 2. Agaipéote To kGhvppa ™G Pehovag
Tpapn&re otobepd pe evBOYpappn kivnon ®ote va .
aQopEGETE TO KAV TNG BEAdVAG amd TV N ~ g
TpoyeoUEVT cvptyya. Mmopel va deite pia otoyova , j‘\)h

VYPOL oTNV Akpn TG Perdvag. Avtd givar PuGLOAOYIKO.
Mnyv tonoBetnioete Eava to KAV TG BEAdvag.
Amoppiyre 10. |

Mnyv apatpeitat to Kahvppo g BeAdvag péxpt va
gloaote érolog/n yo v éveon. [lpon apaipeon tov
KOAOUUOTOG TNG PEAOVOG, TPV TNV £VEGT, UTOPEL VO
001 YNoeL o€ ENPAVON TOL POPLUKEVTIKOD TPOTOVTOG
€vt0G NG Peddvag, To omoio pmopel va £xel g
amotélecpa TV aroepatn e Perdvoc.

Bipa 3. Ewsdyete T ferova

Avoonkdote omaid To déppa o1 BEomn Eveong Kot < ) >
KPOTNGTE TO AVOCTIK®UEVO KB’ OAN TN O14pKEL TNG )53 N \
éveonc. Me 1o GALo yépt e1cdyete T Perdva péca 610 . A/

oépua vtd yovia wepimov 45 polpmv, OTMC Paivetal. ) O\ 4;/ Vs

Bipa 4. Evécarte

Yvveyiote va kpatdte ovaonkopévo To oépua. [Iiéote
apya 1o éuforo péypr téppa. Avto Oa eEacparioet Oti
xopnynénke n mifipng Soom.

Ynueioon: Edv dev pnopeite va méoete 10 EpPoro petd
v gloaymyn ¢ PeEAdVOC, ¥PNOIUOTOMGTE pia VEL
TPOYEUIGUEVT] GVPLYYOL.

Bipa 5. Ohokinp®ote TNV £VEGT KOl ATOPPIYTE TV TPOYEMIOPEVY] GOPLYYA

Aoaipéote TNV TPoYEUIGUEVT GVpLYYO amd TN B€on éveong. Mnv emavatonofeToete T0 KOADUUA TG
Berdvac.

Amopplyte TNV TPOYEUIGUEVT] GUPLYYO GOUP®VA LLE TIG TOTIKES OTALTGEL.
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®Yrro ooV rpiong: IIinpogopisg 1o Tov acOevi

Leqvio 284 mg evéeipo d1GAlvpo 6€ Tpoyeptopévny cOpryyo
[poyepuopévn oopryya pe felova aopoieiog
wKMopavn

AP aOTE TPOGEKTIKA OAOKANPO TO QVALO 03N YLAV PN OGS TTPLY GaS YoPNYNOel avTo TO

PappoKo, o10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GOG.

- DvAGETE 0WTO TO PUALO 00N YLOVY Yprionc. Towg ypelactel va to dafdcete Eavd.

- Edv éxete meportépw amopieg, p@TNOTE TOV Y1OTPO, TOV PAPLOKOTOLO 1) TOV VOGOKOLO GOG.

- Edv mapatnprioete kdmola avemBountn evépyela, EVIUEPMGTE TOV YIOTPO, TOV (POPLOKOTOLO M
TOV VOGOKOLO Goc. AuTo 1oyet kot yio KaBe mbavn avemBountm evépyeta mov dev avapépeton
GTO TAPOV GUAAO 0ONYIDV ¥pNions. BAEre mapdypapo 4.

T wegpréyer To wopév eVALO 00N YIAOV:

T eivon o Leqvio kat mowa givat 1 gprion tov

T1 npémer va. yvopilete Tpv cog xopnynbei to Leqvio
I yopnyeitan To Leqvio

[TBavég avemBounteg evépyeteg

Mo va puidoocete to Leqvio

[Mepieydpeva TG CLOKELACIOG KOt AOUTES TANPOPOPIEG

oarwNE

1. T givan To Leqvio kon ora ivar n ypijon Tov

T givor to Leqvio ko g dpa.

To Leqvio mepiéyel Ty evepyn ovaia wkAiopdvn. H wvkhopdvn peuwvel ta enineda g LDL-
YOANOTEPOANG («KOKT YOANGTEPOAN), N OOl UTOPEL VO TPOKOAESEL TPOPANLOTA TNV KOPOLE Kot
TNV KuKAo@opia Tov aipatoc 0Tav Ta emineda avEavovTat.

H wihiopdvn Aertovpyel mapepfoivovrag oto RNA (yevetikd vAKO 6To KOTTOPO TOV GMLOTOC)
neplopifovtog v mapaymyn piog tpwteivng mov ovopdletar PCSK9. Avti n mpwteivn pnopet va
avénoet ta eninedo g LDL-yoAnotepoing kat, eunodilovtag tnv mapaywyn g, fondd ot peioon
v enmédov g LDL-yoAnotepding.

Y€ TOLEC TEPWTTAGELS YPrioLuomorsitar To Leqvio

To Leqvio ypnoiponoteitol mg tpocOnkn otn 1aTpoPn 6ag yia T UEI®ON TNG YOANGTEPOING eV
glote eviilikag pe vynAd enineda YoANoTEPOANG GTO aipo oG (TpmTomadng vITeEPOANGTEPOALLLD,
coumeptropfavetal 1 €1epoluyn 01KOYEVIC Kot L1 OIKOYEVIG 1] LIKTY] SuoAumdaipia).

To Leqvio yopnyeitat:

- podi pe pia otativn (éva TOTO QopprdaKov yo Ty Bepameio TG VYNANG XOANGTEPOANG), KATOIEG
POpPEG Le AAAN Bepameia TOL PEIDVEL TNV YOANCTEPOAT|, €AV 1 LEYIOTN OOON TNG GTOTIVNG OEV
AEITOVPYEL OPKETE IKAVOTONTIKE, 1)

- o€ povobepameio | poll pue A0 PAPHOKO TOL PELDOVOVVY TNV YOANOTEPOAT, OTAV Ol GTUTIVES dEV
£€Yovv 10 eMBLUNTO ATOTEAEGLLA 1] OEV UTOPOVV VO YPNOLULOTON 00DV,

2. Tvpémer vo, yvopilete Tpwv cag xopnynOsi to Leqvio
Agv péner va oog yopnynOsi to Leqvio

- o€ MEPIMTOOT aALEPYiOG OTNV WVKAMGIPAVN 1) GE OTOL0INTOTE AALO OO TO. GLGTAUTIKG AVTOD TOL
QopudKxov (avapépovial oTny mapdypago 6).
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IIpogidomou|oels KoL TPOPUAGEELS

Amevbovleite ooV Y10TPO, TOV POPHOKOTOLO 1| TOV VOGOKOLO 6ag mpv cag yopnyndei Leqvio
- €av voPaiieote o€ aokdbapon

- €av €yete coPfoapn nrotonddeia

- eqv €xete coPapn veppordadeia

IMowora ko Epnpor
Mnv ddoete 0LTO TO PAPLOKO € TOLdLA Kot EPNPOVG KAT® TV 18 £TdV, ENEON OV VIAPYEL EUTEPia
GT1] YPNOT TOL POPUAKOV GE OLTHV TNV NAKIOKT OUAda.

Alho @appoxa kot Leqvio
Evnuepaote tov yorpd, Tov @apuaxonold 1 Tov VOGoKOHo GoG £4v ypnoionoteite, Exete mpoceata
YPTNOLOTOICEL T} UTOPEL VO YPNCLULOTOMGETE AAAL PAPLLOKOL.

Kvnon kot Onhaopog

Edv elote €ykvog 1) Onhalete, vouilete 0T pmopel va glote £ykvog 1 oxedldlete vo amokTNoETE TOLdi,
{ntote T GLUPOVAT TOL YLUTPOV, TOV PAPLOKOTOL0V 1) TOL VOCOKOWOV GaG TPV o yopnyndel avtd
TO (PAPOKO.

H ypnion tov Leqvio katd tn didpKela tng €yKupocHvNG TPEMEL VA, OTOPEVYETAL.

Aev givon akopa yvooto av to Leqvio mepvd oto avBpamvo ydia. O yatpd cag Oa fondnoet oty
andeacn cuvéyiong tov Onhaopov 1 oto Eexivnua g Oepameiog pe Leqvio. O yatpdc cag Oa
okeptel Ta MOV 0PEAN TG Bepameiog yio €06, o€ GVYKPION LE TO OPEAT TNG VYELOG KOl TOVG
KwvdOvovg Tov Bniacuod yia 1o pwpo.

001yNoN Kot YEPIGUOS POV LATOV
To LeqVio dev avapévetol vo eanpedost TNV IKavoTnTé cog va 0dnyeite 1 va, ye1pileote unyoviuoTo.

To Leqvio wepiéysr varpio
To @dpuaxo avtod mepiéyet Aydtepo and 1 mmol vatpiov (23 mg) avd povade ddomng, ivat antd mov
ovopdlovpe “ghevbepo vatpiov”.

3. g yopnysitar To Leqvio

H cuvictduevn 66om tov Leqvio givor 284 mg yopnyoduevn pe £veon Katm omd to dépua (vmodopia
éveon). H emdpevn 660m yopnyeitat petd amod 3 uivec, axolovboduevn omd tepattépw 00GEL; Kabe
6 pnveg.

Ipwv amd v évapén tov Leqvio npénet vo akolovbeite diatpo@n yia T peimon tng yoAnoetepoAng
cag Ko eivon Tlavo va Aappavete pia otativn. [lpénetl va cuveyicete ) datpoen peioong g
YOANGTEPOANG KO VoL cuveyioeTe vo AapBavete T otativn kad’ 6An ) dudpkeia Aqyng tov Leqvio.

To Leqvio mpoopiletat yio. Eveon kbt amnd 10 6&ppa g Kothdg. Ot evolhoktikég Oéoelg éveong
neptAappavouy tov dve Bpayiova 1 to unpo.To Leqvio Ba yopnynOei og ecdg amd yiotpod,
QOPUOKOTOL0 1] VOGOKOUO (emaryyeApatio vysiog).

Eav Lapete peyoarovtepn 606n Leqvio amd tnv Kavovikr)

AvT10 T0 Pappako Ba yopnyeital og €64 aTd TOV YIOTPO, TOV PUPHOKOTOLO 1) TOV VOGOKOUO GOG
(emayyelpotio vyeiag). v eEalpeTikd aniBavn mepintmon mov cog xopnyndel vrepPoiiki TocOHTNTA
(vmepdocolroyia), o yatpog 1 Ghhog emayyeiuatiog vyeiag Oa cog eEetdoet yio avemBounteg
EVEPYELEG.
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Eav napaireiyere T d06m cag pe Leqvio

Edv ydoete 10 pavtefod cag yio tnv £veon tov Leqvio, entkovmvioTte [E Tov YioTpd, Tov
(QOPLLOKOTTOLO 1] TOV VOGOKOWO GOG OGO TO dSUVATOV GUVTOUOTEPH MGTE VO KAVOVIGETE TNV EMOLEVN
éveo| cag.

Edv éxete meplocoTEPEG EPOTNOELS GYETIKA LLE TN YP1ION OVTOD TOV PUPLAKOV, POTNGTE TOV YIOTPO,
TOV QUPHOKOTOLd 1] TOV VOGOKOO GO,

4, IMBavég avemOBOUNTES EVEPYELEG

Onwc 6Aa T Péppaka, ETCL KOt 0VTO TO PAPLOKO UTopel va TPOoKaAEGEL avemBOUNTES EVEPYELES, OV
Ko 6gv TopovcLalovtatl 6€ OAOVS TOVG AvOpPMOTOVC.

Xoyvég (Lmopel va emnpedioovy €mg kar 1 ota 10 dropa)
o Avtidpdoelg ot Béom éveong, Omwg TOvoc, epuBpdtnTa N e&avlnpua.

Ava@opd avemOounTOV vePYELOV

Edv mapatnpnioete kdmola avemBounTn evépyeila, EVILEPMDGTE TOV YIULTPO, TOV PUPIOKOTOLO 1 TOV/TNV
VOGOKOUO GaG. AuTod oyveL Kot Yo KGO TBav avemiBounTn evépyelo TOV JEV AVAPEPETOL GTO TAPOV
@OALO 0Ny xpons. Mropeite emiong vo avagépete avembounteg evépyeleg angvbeiag, LEGm TOL
€0viKob GLGTNHATOG OVaPOPAG TToL avaypdeeTol oto [apdptnua V. Mécm g avapopdic
avemBounToOV gvepysldv pumopeite vo fonbnoete o1 GLALOYN TEPIGCOTEP®Y TATPOPOPLDV GYETUKE
LE TNV OGPAAELD TOV TAPOVTOC PAPLLAKOV.

5. IMog va puidooete To Leqvio
To @appako ovtd TPETEL VO PUAACCETAL GE PEPT TTOV OgV TO PAETOVV Kal OgV TO POAVOLV Ta, TULOAL.

Noa pn ¥pnoiponoleite ovTo T0 PAPLOKO HETE TV Nuepounvic ANENG TOL avapEPETAL GTNV
gmoNpavon Kot 6to kouti petd tnv EXP. H nuepounvia AnéEng eivat ) tehevtaio nuépa Tov unvo mov
ovopEPETAL EKEL.

To edppako ovtod dev amartel Wwitepeg cuvONKeg PUAAENG. MV KOTOYOYETE.

O yatpog, pappakorolds 1 voookopog Ba eléyEet 1o pdppaxo kot Oa to aroppiyet av mePEyet
ocmpotio.

Ta papuake dev TPETEL VO OMOPPITTOVTOL GTO VEPO TNG OMOYETELGNG 1] GTA OKLOKA amoppipata. O
Y10TPAC, 0 POPLOKOTOLOS ) O VOGOKOWOG Gag B amoppiyel T pAPLAKO TOV OV YPNCULOTOI0HVTAL
mAéov. Avtd ta pétpa Ba fondncovy oty Tpoctacio Tov TEPPAAAOVTOC.

6. Iepreydpevo. TG GVOKEVOGINS KOl AOLTES TANPOPOPIES

T epréyer To Leqvio

. H dpaotikn ovsia etvar 1 wwkhopdavn. Kabe mpoyepiopévn chpryyo mepiéyxet vaTplovyo
WKAMG1pavn mov todvvapel pe 284 mg wrkhicipdvng oe didAvpa 1,5 ml. Kabe ml nepiéyet
vatplohyo wKkAGpavn mov t1oodvvapei ue 189 mg.

o Ta GAAa cuotaTikd ivarl Vowp Yo evéotua, vatpiov vopoteidio (ES24) (BAéne napdypapo 2
“To Leqvio mepiéyel vaTplo™) Kot GLUTVKVOUEVO Pc@opikd o0& (E338).
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Ep@avion tov Leqvio kot agpLeopeva TG 6V6KELU6i0g

To Leqvio 284 mg evéciuo dtdAvua o€ Tpoyeopévn oOptyya givor éva. S10Y£G, AP®UO TPOS BvoLyTo
KiTpvo dtdAvpa, ovclaoTiKd eAeVBEPO GOUATIOIOV.

Ka0e svokevacio mepiéyet pia mpoyeuiopévn ovptyya piog ypnong Le Berdvo acpaieiog.

Karoyog Aderog Kukrhoopiag
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road

Dublin 4

IpAavdia

HopookgvacTiig
Sandoz GmbH
Biochemiestrasse 10
6336 Langkampfen
Avotpia

Novartis Pharmaceutical Manufacturing GmbH
Biochemiestrasse 10

6336 Langkampfen

Avotpia

Novartis Pharma GmbH
Roonstrasse 25

90429 Nvpeufépyn
Teppovia

Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 Nvpeufépyn
Teppovia

"o omoladnmote TANPOPOPia GYETIKA LE TO TAPOHV PUAPUAKEVTIKO TPOIOV, TAPUKAAEIGTE VL
anevBuvleite otov ToMIKS avimpdsmnro Tov Katdyov g Adstog Kukiopopiagc:

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

Buarapus
Novartis Bulgaria EOOD
Ten.: +359 2 489 98 28

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

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

Lietuva
SIA Novartis Baltics Lietuvos filialas
Tel: +370 5 269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +32 2 246 16 11

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

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



Deutschland Nederland

Novartis Pharma GmbH Novartis Pharma B.V.

Tel: +49911 2730 Tel: +31 88 04 52 111

Eesti Norge

SIA Novartis Baltics Eesti filiaal Novartis Norge AS

Tel: +372 66 30 810 TIf: +47 23 05 20 00

EAMGda Osterreich

Novartis (Hellas) A.E.B.E. Novartis Pharma GmbH

TnA: +30 210281 17 12 Tel: +43 1 86 6570

Espafia Polska

Novartis Farmacéutica, S.A. Novartis Poland Sp. z 0.0.
Tel: +34 93 306 42 00 Tel.: +48 22 375 4888

France Portugal

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

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

Ireland Slovenija

Novartis Ireland Limited Novartis Pharma Services Inc.
Tel: +353 1 260 12 55 Tel: +386 1 300 7550

island Slovenskéa republika

Vistor hf. Novartis Slovakia s.r.o.

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

Italia Suomi/Finland

Novartis Farma S.p.A. Novartis Finland Oy

Tel: +3902 96 54 1 Puh/Tel: +358 (0)10 6133 200
Kvbzpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB

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

Latvija

SIA Novartis Baltics
Tel: +371 67 887 070

To mwapov @ULAo 00N YIOV yp1ioNs avaBewpnOnke Yo TELEVTAIL POPA GTIG

Addeg TN YEG TANPOPOPLOV
Aemtopepeic TAnpopopieg yia 1o phppoko avtod gival Stabéciueg oto diktvakd tomo Tov Evponaikon
Opyavicpod Gopudkov: https://www.ema.europa.eu
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Ot TAnpo@opieg mov akoAovBolv amevBivovtal HOVO Gg EmayyeAOTIES VYETLOG:

Leqvio 284 mg evéeipo d1GAlvpo 6€ Tpoyeptopévny cOpryyo
Hpoyepiopévn cvpryya pe Perhove aocpareiog
WKMG1pavn

Ot erayyelpatieg vyeiog mpénet va cupPovievovtor v [lepiinym tov Xapoaknpiotik®v tov
[IpoidvTog Yo TIg TANPELS GUVTAYOYPAPUKEG TANPOPOPIES.

"Evoailn (Piéme mapaypapo 4.1 tye IIXII)

To Leqvio evdeikvotar yio evidikes pe Tpmtonadn vaepyoinoteporatptia (etepoluyn otkoyevn kot un

01KOYEVN) N LIKTH SucAmidaio ¢ TpocsOnkn otn dotpoen:

. o€ GLVOLAGUO LE otativn 1| otoTivn pe dAheg Bepameies peiwong TV eMEdwV TV Mmdiwv o
acOeveic oV 6ev £XOVV KATAPEPEL VO, TETVYOVV TOVG GTOYXOVG G Ttpog tnv LDL-C pe ™ puéyiom
avekt d6on otativng M

o oe povobepaneio 1 oe cuvdvooud pe dAieg Bepaneieg mov pewdvoLy Ta eninedo Mmdiwv o
acBeveic mov gpeoviouv pn avoyr| 6Tig 6TATIVEG 1 Y10 TOLG 0TO10VG aVTEVOEIKVLVTAL OL
otativec.

Aocoloyia (Bléme mapdypapo 4.2 Ty IIXIT).

H ocvvietdpevn d6om eivar 284 mg wvkAioipdvng Kot xopnyeitol ¢ pamas vwoddpio EVEST): GTNV
apyn, Eava otovg 3 pnveg ko akoAovOmg kébe 6 prvec.

Hopaleiwoueves dooeig
Av TopaAn@Oel pio TpoypappaTicuéVn 6601 KaTd Ayodtepo omd 3 PUVES, 1 VKMG1pavn TPETEL va
yopnyeitar Kot 1 d0GoA0Yi0 Vo GLVEYILETAL COUPOVO LLE TO OPYIKO TPOYPALLLE TOV acBevoDc.

Av TopaAn@Oel pio TpoypaUUOTIGUEVT) 06T KOTA TEPIGGOTEPO amd 3 UNVEG, TPENEL va. EEKIVIGEL VEO
S0GOAOYIKO GO — 1) WVKAGIPAVT TTPETEL VoL YOpTYELTOL GTNV apyN], EavA 6TOvG 3 UVES Kot
oKoAoVBmG KaOe 6 unveg.

Metafaon Gepareiog amo avooToleic HOVOKAWVIKOD aVIIGMUOTOS TPOTPMTEIVIKNG KOVEEPTATNS
oovurtilicivy/keéivy tomov 9 (PCSKI)

H wxopdvn uropet vo yopnyn0el apéomg petd v tedevtoio 6001 avacToOAEN LOVOKAMVIKOD
avtioopotog PCSKI. TNa t dathpnon g HEIwoNG TN YOUNANG TUKVOTNTOG ATOTPOTEIVG-
yolnotepoing (LDL-C) cuvictdtor n vkAioipdvn va xopnyeitat eviog 2 eB6opddmv petd tny
teAevTaia 000m avooToréa LovokAmvikoy avticouatog PCSK9.

E10ixoi minbvouoi
Hliiowuévor
Agv anarteital Tpooappuoyn d6eng 6Tovg NAKmpuévoug acbeveic (PAéne mapdypago 5.2 tng ITXII).

Hratikn dvoelerrovpyio

Agev amoitodvtal Tpocappoyig ddong yio toug acbeveic pe fmo. (Child-Pugh xatnyopia A) 1 pérpia
(Child-Pugh xamnyopia B) nrotikn duciettovpyia. Aev vadpyovv dwabéciua dedopéva oe acbeveic pe
ocofapn nratikn dvsiertovpyia (Child-Pugh katnyopia C) (PAéne mapdypapo 5.2 g ITXIT). H
WKMG1pAvN TPEMEL VAL XPNCILOTOEITOL LE TPOGOYN o€ 0oOeVeiC [l cofapr| NTATIKY dvGAELITOLPYia.

Negpixn dvoiertovpyio,

Agv amorteital Tpooapoyn d6oMG Yo Tovg aoBeveic e i, PETPLa 1) GoPapr| VEQPIKY
dvoAiertovpyia N Yo ToOvg aebeveic e veppikn voco teAkov atadiov (PAEre mapdypapo 5.2 g
[IXII). Yrdpyer mepropiopévn eumeipio Pe Tnv wkMoipavn oe aceveic e cofapn veppikn
dvodertovpyio. H wvkhioipdvn Oa mpémel va ypnoylomoleital Le Tpocoyn o€ outovg TouG 0oheVeis.
BM\éne mapdypago 4.4 g IIXII yio T1g Tpo@uAdEelg Tov Tpémetl va AapPavovTal o€ TepinTmon
alpodtaAvoTG.
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THoudiozpixoc tinBvouoc
H acpdleio kot 1 amoTeEAEGLOTIKOTNTO TG WWKAIGIPAVTG GE TodLd NAKIG KAt Tmv 18 gTdv dev
&yovv akoua tekunprmbei. Aev vdpyovv drobécipa dedopéva.

Tpoémog yopyynong (BAére mapaypago 4.2 tns IIXII)

Yrodopia yprion.

H wxopdvn tpoopiletar yio vrodopila £veor oty Kothd. Ot evarlaktikég BEcelg Eveong
nepopfavouy Tov ave Ppoyiova 1 to unpo. Ot eVEGELG OV TPETEL VO YOPTYOUVTOL GE TEPLOYES
EVEPYNG OEPLLOTIKTG VOGOL 1| PAGPNG OTTmg nMoKd eykavpato, deppratikd eEavonuoto, AeyYLOVES 1
deploTikég AotumEerc.

KaBe 284 mg d6omg yopnyeitar pe T xpnon piog npoyspopévng ocvpryyas. Kébe mpoyepopévn
ovptyyo etvar yio epamnal ypnon wovo.

H wihiopdvn mpoopiletar yio yopnynon amod enayyeApuatio vyeiog.

Avtevdeiteg (BAéme mapaypago 4.3 the ITXI)

YrepevoioOnoio ot dpacTikn ovsia 1 6 KATOW0 amd T EKS0YO.

E1d1kég mposidomomoeig ko mpo@ura&ears Kota | ypfion (BAére mapaypapo 4.4 s IIXII)
Awodidivon

H enidpaon ¢ apodidhvong otnv QoproKOKIVITIKY TG WVKAIGLPAVTG Oev £xel pedetnOet.
Aopfavovrog vwoyn 6Tl N WKAGIPAVT] OTEKKPIVETAL OO TO VEPPD, OEV TTPETEL VO dlevepyeitat
OLLOOIEAVOT) Y10 TOVAAYLOTOV 72 MPEC LETA TN XOPYNON TNG LVKAIGIPAVNG.

AnoOnkevon (PAére mapaypopo 6.4 tys IIXII)

To @oappoakevTikd avtd TPoidv dev amartel Wiaitepeg cuVONKeg PVAAENC. MNV KaTOyOYETE.
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Odnyieg Xpione ywo to Leqvio mpoysmosuévny copryyo pe Berovo acoaigiog

Avt n evomra teptlopfavel TAnpogopisc oxetikd e To Toe evietar To Leqvio.

[ Npwv ™ xpiion MeTd T xprion |
S Kegahr egBorou

‘EpBoio

Mreplyla TTpooTaciag

@ BeAdvag -
Y il

L Huepopnvia Aigng

MpoaTaTteuTikd BeAdvag

MapdBupo eAéyxou

BeAdva

KdaAuppa BeAdvag

INROVTIKEG TAMPOPOPIES TOV TPETEL VO, YVOPILETE TTPLY KAvETE TNV £veon Tov Leqvio

. MnV ¥pNGILOTOMGETE TV TPOYEUICUEVT] GVPLYYQ EAV OTOLAONTOTE GOPAYICT TNG EEMTEPIKNG
GLOKELOCIOG 1 T GPPAYIOT] TOV TAUGTIKOD 3IGKOV EIVOL GTAGUEVT.

o Mnyv apaipeitar To KaAvppo g BeEAOvag Huéxpt va gilcacte £TOUOC/M Yo TNV EVEDT.

. Mnv ¥p1GLOTOMGETE EAV 1) TPOYELUGUEVT] GUPLYYQ EXEGE GE UioL GKANPN EXQAVELQ 1) ETECE
UETE TNV 0paipesT) TOV KOAVUUATOS TG fEAOVAG.

. Mnyv TpocTafNGETE VO ETOVAYPTCLLOTOUCETE 1] VO SLOY®PIGETE TNV TPOYEUIGUEVT] GUPLYYO.

. H mpoyepiopévn cOpryya £xet pio Peddva acpaieiog 1 onoio evepyomoleital KAAOTTOVTOG TN

Beldva petd To téhog g éveong. H Perdva acoareiog o fondnoel otnv amopuyn
TPOVUOTICU®Y UETO TNV EVECT] OTOLOVINTOTE XEIPILETAL TNV TPOYELUGUEVT] GOPLYYCL.

Bipa 1. EmOsmpijote TV Tpoyepicpévy cvpryya

Mmnopel va deite puoaridec péoa 6To vVYPO, TO omoio glval PuGIOA0YIKO. MnV TpooTabdnoeTe va,

0QOPECETE TOV OEPQL.

. MnV ¥pNGOTTOLEITE TNV TPOYEUICUEVT] GUPLYYD £V QOIVETOL KATEGTPOUUUEVT 1] €AV KATOL0L
TOGOTNTA TOL EVEGULOV SIHADUOTOC £XEL SIAPPEVCEL OO TNV TPOYEUGUEVT] GUPLYYCL.

Bipo 2. Agaipéote To kdhvppa TG PeAovag e N\
Tpapr&rte otabepd pe eoBOypapun kivinon mote vo
aQalpEcETE TO KAAvppa g ferdvag and v
Tpoyeouévn cvpryya. Mmopei va deite pia otoydva
VYPOL oTNV dKpn TG Perdvac. Avtd gival UGIOAOYIKO.
Mnyv tomofetioete Eava To KAAvppa TG PeAdvag.
Amoppiyre 10.

Mnyv apoaipeitar To KaAvppo g feAdvag uéypt va
gloaote étolog/n yio v éveon. [lpoun apaipeon Tov
KOAOUUOTOG TNG PEAdVOC, TPV TNV £VEGT, WITOPEL VO
001 yNoeL € ENPAVON TOL POPLUKEVTIKOD TPOTOVTOG
€VT0G NG PeAdvag, To omoio Umopel va £xel g
OTOTEAEG LD TNV amOPpalT TG BeAdVAG.
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Bipa 3. Ewsdyete T ferova

Avoonkmote omaAd to dépa ot 0éon Eveong Kot
KPOTNOTE TO AVOCTIK®OWUEVO Kalf’ OAN TN S1GpKELD TNG
éveonc. Me 1o dAlo yépt elcdyete ) Pelova péca 610
dépua vrd yovia mepimov 45 popov, dmwg patvetat.

Bipa 4. ZEgkivijote TNV éveon

Yuveyiote va kpatdte avaonkopévo to dépua. Iliéote
apyd to EuPforo puéypr Téppa. Avtd o efocpariost Ot
xopnyfibnke n mApNg d60m.

Inueioon: Edv dev pmopeite va mécete 1o EUPoro petd
v gloaymyn TG PeEAdVOC, ¥pPNCILOTOMGTE tio VEL
TPOYEUGUEVT] GUPLYYOL.

Bijpa 5. Ohoxkinpoote TV éveon

BePowmbeite 6t1 1 ke@adn Tov gpPdrov givar avdipeca
OTO TTEPVYLO TNG PEAOGVOC OOPUAEING, OTMG PaivETAL.
Av16 Ba e€aopoalricetl 0TI N Peddva acpaieiog Exet
gvepyonomOei ko Oa kaAveOel petd v ohokAnpmon
™m¢ £veoTs.

Bipa 6. Anehevdepdote To pforo

Kpatdvrog v mpoyepiopévn cvptyyo ot B€on veong,
anelevbepote apyd to EuPoro péxpt 1 ferdva va
KoALEOEl amd T0 TPOSTATEVTIKO KAALUUA. APUPESTE
TNV TPOYEUGUEVN cVPLYYQ amto T BEom Eveong.

Bijpa 7. Awoppiyte TNV TPOYERIGPEVY] GUPLYYU,

Amopplyte TNV TPOYEUIGUEVT] GVPLYYR GOUPMVA LLE TIG TOTIKES OTALTGELG.

44

N\




	ΠΕΡΙΛΗΨΗ ΤΩΝ ΧΑΡΑΚΤΗΡΙΣΤΙΚΩΝ ΤΟΥ ΠΡΟΪΟΝΤΟΣ
	A. ΠΑΡΑΣΚΕΥΑΣΤΕΣ ΥΠΕΥΘΥΝΟΙ ΓΙΑ ΤΗΝ ΑΠΟΔΕΣΜΕΥΣΗ ΤΩΝ ΠΑΡΤΙΔΩΝ
	B. ΟΡΟΙ Ή ΠΕΡΙΟΡΙΣΜΟΙ ΣΧΕΤΙΚΑ ΜΕ ΤΗ ΔΙΑΘΕΣΗ ΚΑΙ ΤΗ ΧΡΗΣΗ
	Γ. ΑΛΛΟΙ ΟΡΟΙ ΚΑΙ ΑΠΑΙΤΗΣΕΙΣ ΤΗΣ ΑΔΕΙΑΣ ΚΥΚΛΟΦΟΡΙΑΣ
	Δ. ΟΡΟΙ Ή ΠΕΡΙΟΡΙΣΜΟΙ ΣΧΕΤΙΚΑ ΜΕ ΤΗΝ ΑΣΦΑΛΗ ΚΑΙ ΑΠΟΤΕΛΕΣΜΑΤΙΚΗ ΧΡΗΣΗ ΤΟΥ ΦΑΡΜΑΚΕΥΤΙΚΟΥ ΠΡΟΪΟΝΤΟΣ
	A. ΕΠΙΣΗΜΑΝΣΗ
	B. ΦΥΛΛΟ ΟΔΗΓΙΩΝ ΧΡΗΣΗΣ

