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1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pelzont 1.000 mg/20 mg éiokio eAeyyOuevNC 0TOSEGUEVOTC.

2. ITOIOTIKH KAI IIOXOTIKH XYNOEXH

Kdabe diokio eheyyduevng amodéopevons mepiéyet 1.000 mg vikotivikot o&éog kat 20 mg -

AOPOTTPAVTING. O\\\\)
cu\

"Exdoyo(0) pe yvootn enidpaon: o

Kda0e diokio eheyyduevng amodécpevong nepiéyet 128,4 mg povoddpikng Aaxtolng. A
O

T Tov TApN KaTdAoyo TV €KOOYMV, PAETE Tapdypago 6.1. é}(v

3. O®APMAKOTEXNIKH MOP®H X
AloKi0 EAEYYOUEVIG OTOOEGIEVONC. ‘C)(UA

Atokio pe oynpo Koyokiov, Aeukd £mg VTOAELKO, LLE TO AVAYAVPO '55,2\ &W pio TAgvpd.

o
N
To Pelzont evdeixvutar yia ) Ogpomeio g SUcktnh@piag, Wwitepa o€ evilikeg acbevelg pe
GLVOLACKEVT LIKTH SuoAmidaipia (xapommp}@ amd vynmid emninedo LDL-yoAnotepoding Kot

TpryAukepdiov kot yaunid eninedo HDL- yoXQ¥tepoing) kot oe eviAikeg aobevei pe TpoTomadn
vepyoinoteporopio (etepoluyo omoysvﬁ@eu U1 O1KOYEVN).

4. KAINIKEX TAHPO®OPIEX

41 OgpamevTikég gvoeicelg

To Pelzont Ba npénel va xpnoipomno : 610VG aobeveig og cuvdvaoud pe avactoreig g HMG-
CoA avaywydong (otativeg), 0T paomn g povobepaneiog pe avactorén g HMG-CoA
avay@yaong, 66ov apopd t ugYSm g xoAncTepOANG, eivar avemapkig. Advatat va xpnoiporomdel
¢ povobepamneio Lovo og a@vsig 6T0VG 0moiovg ot avaotoreic g HMG-CoA avaywydong
Oewpovvral aKardMnkoaQQn avektol. H dlorta ko dAheg un poppokoroyikéc Oepamneieg (m.y.
doknon, peioon copedyod Papovs) Ba mpénel va cuvexiCovrar kotd ™ Sidpketa g Oepansiog e To

Pelzont. °'\
O

4.2 Aooco Ko TpOTOS Yopryno
ol pomog xopiiynong

Aocok&
H 8('@] evapEng eival £va dtokio gleyyouevng anodéougvong (1.000 mg vikotivikd 0&0/20 mg
wmpdvn) pio eopd v Nuépa. Metd amd téocepis efOoprddes, cuvieTdtot vo avéLBovy ot
Beveig otn d60m cvvripnong tov 2.000 mg/40 mg AapPavopevn g 600 diokio ereyyOpuevng
arodéopevong (1.000 mg/20 mg to kabéva) pio popd v nuépa. Hueprioleg 66oeig peyolvtepeg tv
GQ 2.000 mg/40 mg dev &xovv peAetnOel Kol GUVETMG OEV GVVIGTAOVTAL.

Edqv mopainedei n Aym tov Pelzont yia Atydtepo amd 7 cuveydueveg nuépeg, ot acbeveic pmopodv va
enavopyicovv ) Bepaneia pe Pdon v tedevtaia Anedeica doon. Edv mapainebei n Aqyn tov
Pelzont ywa 7 | mepiocdtepeg cuveydpeves nuéEPES, N Bepancio Oa mpémet va emavapyicel 6tn 6on
tov 1.000 mg/20 mg ywa 1 gfdopdda, mpwv v avénon ot d6on cuveripnong tov 2.000 mg/40 mg.

Y& ao0eveic otovg omoiovg yiveratl aAdayn amd d06or twv 2.000 mg 1 peyaAldTepn TOPATETOUEVNG
amodECUEVGNG VIKOTIVIKOD 0EE0G, 1) Yoprynon Tov Pelzont umopei va apyicel otn 86on to¥v
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2.000 mg/40 mg. X¢ acbeveic oTovg 0MOiOLE YiveTan aAlayn amd doon uikpodTePn Tev 2.000 mg,
TOPATETAUEVNC OTOBEGUEVON G VIKOTIVIKOD 0EE0C, 1) yoprynom tov Pelzont 6o mpénet va apyiocet o
doon évapéng Twv 1.000 mg/20 mg kot va avédBel otn ddom cuvthipnong twv 2.000 mg/40 mg petd
amd téooepig efdouddes. Xe aobeveis oTovg omoiovg yivetatl oAhayn Ao GUECTG ATOOEGUEVCNG
vikotwvikd o&d og Pelzont, n) Ogpancio Oa npénel va apyicel ot d6on tav 1.000 mg/20 mg kot va
avénbei ot 600m cvvtpnong tov 2.000 mg/40 mg petd amd téooepig efdopddec.

Hliawuévor acbeveic
Agv amaiteitol avampocapuoyn e 606mG 6Tovg NAMKIOUEVOLG acheveic.

Houdrazpixoc winOvouog
H aopdieia ko 1 anotedeopotikdtnta tov Pelzont og modiotpicong acheveic nlikiog kdtm Tmv JA
€TV dev €yel Tekunplmbel. Agv vtdpyovv d100éoiio dESOpEVAL. (UO

Aaobeveic ue nmotikn 11 Veppiky oVERGPKELD, é
H ypnon tov Pelzont oe acbeveic pe nratiky 1 veppiky averdpkelo, dev £xel us?»sm@;@cmg Kol e

GAXo @apraKeLTIKG TPOTdVTO TOL VikoTvikoy o&foc, To Pelzont avtevdeikvuton og evelg e
oNUOVTIKN ) aveENyntn nratikn duciettovpyio. Ao Tpémel va yopnyeital pe mp N og aoBeveig pe
VEQPIKN OVETAPKELQ, EMELDTN TO VIKOTIVIKO 0ED Kot 01 HETOPOAITEG TOV omsmg%fey ol Kuplog HEcm tv

veppov (PAéne Tapaypapovg 4.3, 4.4 ko 5.2). (”
Tavtoypovny Ospamneio, ©

To axkeTVAOGAAIKLAMKO 0ED dev TPpocPEpEL emmpdebetn peiwon T YNNG, TEPAV OVTYG TTOV
eppavileton pe to Pelzont. T awtd, n Oepameio pe akeTviooo. K6 0&0 yia TN peiwon twv

CUUTTEOUATOV TG EEayng dev eivar amapaitntn (BAEre na;@m(po 5.1).

Eme1dm n ovyyopnynon ovcsidyv Tov EGUEVOVV TO. YO u%&'oz“;sa LTOPEL VOl LELOGEL TN

BrodiabecipndTnTo OEIVOV PUPLOKEVTIKOV TPOTOVT MG TOL VIKOTIVIKOV 0EE0G, GUVIGTATAL TO
Pelzont va yopnyeital >1 dpo mpv 1) >4 (bpsg‘ N YOPNYNON 0LGIOG TOL SEGUEVEL TA YOMK( 0EEaL
(BAéme mapaypago 4.5).

A
Tpdmog yoprynong 0
Ta diokia Oa Tpémet vo AapPdavovt sgldmpa padi pe tpoen, To Ppadv N TPV Amd TNV KOTAKALOT).
IMa vo dtetnpnBovv ot 1816t TEG OUEVNC OTOOECUEVONG, TA O1oKia OV TPEMEL VAL O1OTOUOVVTAL,

va. Opavovra, vo cuvAiBovtar@va pachvror Tpv Ty Kordmoon. T va petwdei n mbavomta
éEaymge, Ba Tpémel va amo s«bswl 1N ANYn OWVoTVEDLOTOG 1) KOVTAV pOPNUAT®V 1| AYN TIKAVIIKOV
TPOPAOV KATA TNV PO A1 TOV QPOPUAKEVTIKOD TPOIOVTOC.

AQ)
4.3 Avrsvﬁsi&sg\

. Ymep MGio 0TI SPACTIKES OVGIEG 1) G€ KATOLO amd Ta £KO0Y0 TOV AVOPEPOVTOL GTNV
TapERPopo 6.1.

° VTIKN 1 aveENYNTN NTATIKT OVGAELTOVPYI.

° 060G EVEPYOV TENTIKOV EAKOVG,.

qu Aptmpuokr apoppayia.

QQ4.4 E101kéc mpocidomonosig Ko TpopuAaels Katd T yp1on

&G

Ortav 10 Pelzont cuyyopnysiton pe pio otativn, tapakarovpe avatpiéate otny Iepilnymn tov
Xoapaktnplotikdv Tov [Ipoidvtog ToV GLYKEKPILEVOL PAPLOKEVTIKOD TPOIOVTOG,.

Hrounkéc emdpdoeic

H oMoyn and aueong amodéopevong (kpuotadhikd) vikotvikd o&d og Pelzont dev et peletnOei.
Qo616060, £x0VV VTAPEEL TEPUTTOCELS GOPAPTG NTOTIKNAG TOEIKOTNTOC, CUUTEPIAOUPBOVOUEVNG TNG
KEPAVVOPOLOV NITATIKNG VEKPMONGS, 6€ acbeveig oTovg 0moiovg £yive aArayn amd AUESNS
OTOOEGIEVGNG VIKOTIVIKO 0ED GE VIKOTIVIKO 0&D TAPOTETAUEVTG OPAGTC GE LIGOJVVAUEG DOGELC.
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I't" a0, o1 acbeveig oTovg omoiovg yivetarl aliayn omd APecnG ATOSEGIEVONG VIKOTIVIKO 0ED GE
Pelzont, Ba mpémetl va Eekiviioovy amd T d6om Twv 1.000 mg/20 mg.

To Pelzont Ba npénet va xpnoonoteital pe Tpocoyn oe acheVEIG TOV KOTAVOUADVOUY OTUAVTIKES
TOGOTNTEG OLVOTVEDLATOG KOU/T £YOVV TPOTYOVUEVO 1GTOPIKO NTOTIKNG VOGOV.

Onwg pe dAdec vmolmdanpukég Oepameieg, T0 PUPUOKEVTIKA TPOIOVT VIKOTIVIKOD 0EE0C €OV

oLoYETIO0EL e UM PLGLOAOYIKEG dOKILOGTEC NITATIKNG Asttovpyiag (PAéme mapdypago 4.8). Ot ‘\)

0LENCELS TOV TPAVOOUIVOCHV NTOV AVOCTPEWLIES LE T dtaKonn NG Bepameiog. O‘\\
N

ZUVIGTOVTOL SOKLUOGIES TNG NAATIKNG Agttovpyiog mpwv v Evapén, kdbe 6 Emg 12 efoopnddeg yio to N7

TPMOTO YPOHVO KOl TEPLOSIKA (7.}, ava eEaunvo) Katdmy. Acbeveig ol omoiot eppaviCovv avén HEVO\

enineda tpavoapvacmv 0o Tpénel va mapakolovfovvtal £m¢ OTOL 01 OVOUOAIES 8&(1%81([)601’)\/.‘%

Tuviotdrat peimon tng ddong 1 drakonn) tov Pelzont edv domiotmdel emuévovoa adEnon t

apwvotpovopepdong s araviving (ALT) 1 g acmaptiking apvotpavepepaons (AST) 0\ meda >3

X ULN.
RS
: : o
Eridopoon oro oxeletio yo
YTavViEG TEPUTTOOELS pomdfelag/pafdopvdivong Exovv cuoyeTiobel pe MNynon tov
avénuévov ddcewv (>1.000 mg/muépa) vikotivikov o&éog kat avaotorény he HMG-CoA
avaywyaong (otativec) (PAEre mapdypago 4.8). ‘ \O,

Ot yiatpoi mov oyedidlovv va yopnyncovv cuvdvacuévn Bepamet gwrivsg ko Pelzont, o mpénet
va €£etalovv TPOGEKTIKA TO TOAVA OPEAT KOl TOVG KIVOHVOLG o TPEMEL VO, TOPAKOAOVOODY
TPOCEKTIKA TOVG acOeVEIC Y10 0TO10dNTTOTE OMPElD KO GULL N&paw Huikov Tovov, evaicinaciag, N
advvapiog, 1010¢ Katd T ddPKELN TOV TPOTOV UNVAOV r&pamiqg Kol 6tav 1 0661, OTOL0L aTd TO
00 QOPUAKEVTIKA TPOTOVTA, OLEAVETAL. XE TETOEG T lez'rd)cag, Ba mpémel va eEetdleTon 1 mePLOdIKN
TapoKoAovOnon ¢ Kivdong g kpeativng (CK) (@'Op('), oALG dev vrapyet eEacedion OTL Pe TNV
TapoKoAovOnon avth uropei va Tpoinedei bﬁ(wﬂ cofapng puonddetag.

[Ipénet va epiotdtol Tpocoyn o€ acheveic @qpo&aeecucof)q TOPAYOVTES Yo pafdopvoAvGT.
. Hiwia >70 etov
1\0

. Neppikn dvciettovpyio

o Mn gleyyOpevog Unoenp&:oq&su()g
. [Ipocmmikod 1 otkoyevé, 0PIKO KANPOVOLUK®V HVTKOV SLOTAPOY DY
. [Iponyovpevo 1ctop€§.m'ﬁ<ﬁg to&ikdtrag pe pia otativi 7 epatn
. Koatdypnon 00»13’

)

*
.

Edv eppavicdei ppoasdc tovog, aduvapio 1| kpaumes evoom évag acbevig Aapupavet Pelzont pe pia
otativn, Tpén 1@( petpovtan ta enineda g CK. Edv avtd ta enineda, eni oamovsiog £viovng
gEdoxnon o0V va givarl onuavtikd ovénuéva (> 5 X ULN), 1 Ogpancio Oa npénetl va

StaKémgg

D
D

10 gvdtdpeon avéivon piag ev e€ehifet KMvikNg perétng ekPfdoeswv, pia aveEaptntn EMTPOTN TOL
Q apoKoAovONGE TNV AGPAAELD, JATICTOOE GLYVOTNTA LLOTAOEING LEYOADTEPN OO O,TL VOUEVOTOV
0‘ oe Kwvélovg aobeveic mov éhapav Pelzont kot oipufactativy 40 mg. T't' ovtd, cuvietdtol Tpocoyn
& otav ot Kwvélor acbeveic Aapupavovy Oepancio pe Pelzont cuyyopnyovuevo pe cippactativy 1 pe
eletipipmm/opPaoctativn (1waitepa og docoroyiec osypaoctativnc 40 mg 1 peyorvtepeg). Emeldn o
Kivduvog poomddeiag pe otativeg eivarl docoeEaptdpevog, n xpron tov Pelzont pe oipPaoctativy
80 mg 1 eCeTyipnn/ oyPactativny 10/80 mg dev cvviotdton og Kivé{ovg acBeveic. Aev givarl yvooto
€4v vapyel avENUEVOG Kivouvog yia poortdleia oe dAAovg Actdteg acbeveic mov Elafav Bepameia pe
Pelzont cuyyopnyovuevo ue cyppactativn ) pe eletpipmn/oppactativn.



Negpixn dvolertovpyio
Ene161] 1o vikotivikd o&d kat ot petafolrite Tov amekkpivovol and Toug veppovg, to Pelzont Ha
TPEMEL VAL YOPTYELTAL LLE TPOGOYT GE 0GOEVEIC e VEQPIKT SLGAELTOVPYIQL.

Eridpaon oy ylvkoly

Ta eopuaKeELTIKA TPOTOVTO VIKOTIVIKOV 0£E0G £xoLV GuoyeTIoEl L avénoelg Tov emmédwv YAvkolng
vnoteiog aipatog (BAéne mapdypapo 4.8). Aapntikoi 1) duvnTikd Stafntikoi acBeveig Oa mpénet va
mapokorovBovvtar otevd. Mmopel va givar amapaitnn poduion g diottog Ko/ g

D
VIOYAVKOUIKN G Oepaneiag. O‘\\
N
&

[

0O&H orepaviaio abvdpouo

Onwmg pe Ao poprakeLTIKE TPoidvTa VIKOTIVIKOD 0&€06, Oa mpénet va dideTo Tpocoyr| OTav TO \
Pelzont ypnowonoteitat o acbeveic pe actadn otndayyn n oty ofeio pdon evog EM, 13img %@
tét0101 0obeveig Aapufavouy emiong ayyelodpaoTIKG PAPHOKEVTIKA TPOIOVTO OTMG VITPMOO, }
AVTOYOVIGTEC TOV SLOA®Y TOV 0GPESTION 1) TAPAYOVTEC OOPEVEPYIKOD OTOKAEIGIOV. é

S
Aworoloyixéc emdpaoerg ‘\A
Onwg pe Ao QapuokenTiKd Tpoidvta vikotvikov o&éog, to Pelzont (2.000 mg/&((f%g) ovoyeticnke
HE HIKPEG PEIOGELS TOV aptOpol Tov awponetoriov (BAEre mapdypoago 4.8). F1iGepto, 0o npinet va
YiveTal TPOCEKTIKN EKTIUNOT G€ acOeveiC TOL VITOPAALOVTOL GE YEpOLPY US| SREUPOCT.

1
Eridpaocn oro ovpiko old \G
Onog pe GALo QapUaKeDTIKG TPOTdVTO ViKoTViKoD 0&€og, To Pel %.OOO mg/40 mg) cvoyeticOnke
UE WIKPEG ALENGELS TV EMTES®MV TOV 0VPIKOL 0&E0G (PAéne T ago 4.8). Tuvenmg, o Pelzont Ba,
TPEMEL VAL YPNCUYLOTOLEITO [LE TPOCOYN G€ acBevelg Tov éxc@eupmﬁ apBpitida 1 pe mpodidbeon yio
ovptk apBpitida. @

Yroowopozaiuio 0’
Onwg pe GAA0 QOPLOKEVTIKA TPOTOVTOL vucon\‘/@‘bééog, 10 Pelzont cvoyeticOnke pe pukpég
UELDGELC TOV EXMEd®V TOV PoPOpov. Emopuéddc, o1 acbeveig mov Ppickoval oe kivouvo yia

vroPwsPatolio, Bo Tpénel va naptmo?»ov@(zvrm oTEVA.

Aoiméc mAnpopopisc '\O

Onwg pe Ao QopLOKEVTIKA TPQ] Qa vikoTvikov 0&€og, o1 aobevelg Le 10TopKcod ikTepov,
NTaToXOMK®OV Statapaymv 1 ngytkod EAkovg Tpémet va mopakorovbodvror otevad (PAéne
mopaypaeovg 4.2 Kot 4.3).0\)

A

Exdoya. N

>

To Pelzont nsptég&u@mé@n. Ot acBeveic pe omdvia kKAnpovoukd Tpofinpata dvcaveéiog ot

yohoktoln, ave €l0g g Lapp Aaxtdong 1 dusoamoppoenong g yAvkolnc-yolaktolng, oev
TPEMEL VAL M{Q\) ovTd TO PAPLOKO.
1

O
4.5 é{b@nksmﬁpdcatg NE GALO POPRUKEVTIKE TPOTOVTO KO GAAES pOPPES aAANAENIOpaOTg
ﬁ'q\yn OAKOOA 1 KOVTOV pOPNUAT®V 1 AYT TKAVTIKOV TPOQ®OV UTOPEL VO EMLTEIVEL TO
UTTOLOTO, TNG EE0WNC KOL YU 0T TPETEL VO OTTOPEVYETOL KATA TO YPOVIKO O1AGTN A TG AYNG TOV

QQPeIzont.
S°

Nixotvikod olo

Emdpdoeig Tov vikotvikod 0££0¢ 6€ AL QAPLLOKEVTIKA TPOTOVTOL

Avuivrepraoiky Oepomeia: To vikoTiviko 0&O UTOpEl va, EVIGYDGEL TIC EMOPUCELS TOV YAYYALOVIKOV
OVOOTOAE®V KOL TOV AYYELOOPACTIKMOV PUPLOKEVTIKMY TPOIOVTWOV OTMG VITPMOT), OTOKAEIGTEG TOV
SLA®Y TOL AGRECTION, KOl TOPAYOVTES ATOKAEIGLOD AOPEVEPYIKMV VIOSOYEWDY, 0dNYDVINCOTNV
eppdvion opHooToTIKNG LIOTACNG.




Avaoroleic e HMG-CoA avaywydons: Otov 1 olupactativi) GUVOVAGTNKE LLE TO VIKOTIVIKO 08D,
mapopninke pio pérpra avénom oty AUC kat 1 Chax ToV 0€E0¢ TG cuPactativing (1 0paoTiky
pope1 ¢ cpactativng), n omoia pmwopel va un oyetiletal kKMvikd. H poapuakokivntiki
aAAnienidpoon Tov Pelzont pe tig otativeg £xet pedet el povo pe ) opPaoctotivy (PAEne
Tapaypoapo 4.4).

Emdpdoelc GAA®V QUpUOKEVTIKAV TPOTOVIMV GTO VIKOTVIKO 0&D
Aeouevtind twv yolikwv oléwv: Eneldn n cuyyopnynon SEoUEVTIKOV TV YOAK®Y 0EEMV UTOPEL Vo ‘\)
pelnoet ) ProdiafectudTnTo OEIVOV POPUOKEVTIKMOV TPOIOVIMY OTMG TOL VIKOTIVIKOD 0EE0C, O‘\\
ovviotdron to Pelzont va yopnyeitar >1 dpa mpv 1| >4 dpeg LETE TN YOPNYNON TOL SEGUEVTIKOD TV N
YOMK®DV 0EEMV. O(U
ZOUTANPOUOTO. TTOV TEPLEYOVY VIKOTIVIKO 0LD: Brtapiveg kot GAAN GUUTANPOUATO S1OTPOPNC 1()A
nepiEyovv (> 50 mg/Mmuépa) vikotvikd o0& (1 vikotvapiol) dev xovv pehetndei pe to Pej@n(»‘e‘{)t
ytpoi Ba wpémetl va AapBavouy vToéyn TV TPOSANY VIKOTIVIKOV 0EE0G LEGH PLrapivav
COUTANPOUATOV dATPOPNG OTAV GLVTAYOYpapovV to Pelzont. QO

)

N

ANInAemidpaoeis ue POPUAKEDTIKG TPOIOVTO/EPYATTHPLAKES EEETAOEIS: XE SOKluagzgu{?mKéCng oTa
00pa, TO VIKOTIVIKO 0&D pmopel va dmaoel yeudmg 0eticés avtidpdoelc pe 61(’;%1)@ EUKOD YOAKOD

(avtidpaotipilo Benedict). (”
1
Aapommpavty Q\O
O

Emdpdoeic tng Aopommpdving 6€ GAAO QOPUUKEVTIKG TPOiOVTQL &

Midaloraun: TloAlamiég d6oelg Aapomimpdving 40 mg dev NT(p%aGav TN POPUOKOKIVITIKT TNG
pdaloArdpng, £va evaicHnNTo VIOCTPWLL TOV CYP3A4.E&V(DQ, N Aapommpdvin oev glval
gnoywyéag 1 ovaoctoréag tov CYP3A4L, Qotdco, n ouyREvTpmon 610 mAAGUO, EVOG LETABOAITN TG
pdagoraung, g 1'-vopo&updalordung, avEnon épinou 2 Popég e TOAMOTALSG SOOELG
Aapommpdving. Emedn n 1'-D8p0§0p18d§0%d}%@ évag evepyog LETABOAITNG, 1 KOTAGTAATIKN
dpdon g wdalordung pumropel va avéndel ko Ppenet va dideTan Tpocoyn 0TV 1) AAPOTITPAVTN
ocvyyopnyeitat pe pdalordun. 0

Arka papuaxevtixe wpoiova.: H GU@@wncn Aapomimpdving 40 mg pe pdalordaun avénoe v
AUC)., kot T Crax ¢ 1'-0dpo& Corapng, evoc petaforitn g pdalordung, xatd 98 % kot

59 %, avtictoyo. H 1'-vdpo&u@dloraun petafoirieron kuping amd Tig ovpdvodtpmcpoptkég
yAvKovpovocLATPavePepage)(UGT) 2B4 kot 2B7. Khwvikéc ko in vitro pedétec vmootpilovv to
cuumEpaoua 6TL 1 Aapo v givat évog Nmiog émg pétprog avoaotoAéag tov UGT2B4/UGT2B7.
[oAd Atya poppakepsdd npoidvta eivor yvooto ot petaforilovion kuping péoo g UGT2B4 1 g
UGT2B7. Oa mpén didetar mpoooyn 6tav To Pelzont cuyyopnyeiton pe apuakenTikd TpoidvIa
OV uswﬁoh’@o& Kupiog péow UGT2B4 1 UGT2B7, 6mtmg yia mapddetypa 1 {idofovdivn.

QOpLL NTIKN TOV 0KOAOLO®Y POPUAKEVTIKOV TPOTdVTOV: ciufactativn, Bapeapivn, amd Tov
010 C AVTICVAANTTTIKG, poctyMtaldvn kat otyolivr. Bdoel avtmv towv dedopévmv, 1 Aapomumpdvin
&%}_ VOUEVETOL VO TPOKOAECEL POPLAKEVTIKEG AAANAETOpACELS e vTooTpdpata towv CYP
€

pX uskét;@ﬂnksniﬁpacng, N AopOoTITPEVTN OEV €l KAVIKA GMUOVTIKEG ETOPACELS OTN

viouwv 3A4, 2C9, 2C8 ka1 g avOpdrivng P-yhvkonpoteivng (P-gp). Xe in vitro pekétec,
QQlaponmpdvm dev avéotethe to CYPLA2, CYP2B6, CYP2C19, CYP2D6, 1} 11 avTIdpaGcELg OTIC
&G omoieg pecorafei to CYP2EL.

Klomidoypéln: Te o KMVIKN HEAETN, OEV LA PYE CNUOVTIKT ENLOPACT] TNG AOPOTITPAVTNG OTIV
aVOLGTOAN NG emayopevng and to ADP cusodpevong tov arponetaiiov amd v KAOTO0YPEAT, AALY
vnpye pio péTpla adENGM TG AVOGTOANG TG ETAYOLEVIC OO TO KOAALOYOVO GUGCHPELONG TOV
HOTETAAI®V Ao TNV KAOTS0YpEAN. AvTth 1| emidpacn dev eivar mBavov va givort KAMVIKG GNUOVTIKT
EMELON 1 AAPOTTPAVTN deV ENGE TO YPOVO AHOPPAYING OTOV GUYYOPNYNOTKE e KAOTIO0YPEAT
HEGO GTO EVPOG TOV OOGOAOYIKOV GYNUATOC.



Axetvloootikvdino old: e pia KAMVIKY HEAETN, N GLYYOPNYNOTN AAPOTITPAVING UE AKETVAOGUATKVAIKO
0&b dev elye Kbmolo enidpacT 6TV EXAYOUEVN OO TO KOAAOYOVO GUGCHPEVCT TV OUUOTETAAMMV 1|
610 ¥pdVo pon¢ 6€ cLYKPLoT L TN Bepameia pe aKeTVAOGAAKVALKS 050 povo (PAEre Tapdypago 5.1).

Axetvloootikviino old kar kdomdoypédn: Le plo KAVIKN HEAETT G€ SUCATIO UKoV acBeveic Tov
E\afov Kot To 900, aKeETVAOGOAKVALKO 050 (81 MQ) kot KAomidoypéAn(75 mg),  Aopomupavn
emnyaye napodikn (4 dpeg uetd TV 6601) AVOOTOAN TN AEITOVPYiNG TV apomeTaAiny in ViVo (6mwg
EKTIUNONKE amd PEAETES POVOL PONG KOl GUGCHPEVOTG ULUOTETAAIWV), AALG glye pikpn emidpoon
KoTd T0 pecodidotnuo petaéd tmv d6cemv. Acbeveic mov Aappavovv tavtoypova Pelzont pe
OKETVAOGOAKVALKO 0ED Kot KAOTOOYPEAT TTPETEL VAL TAPAKOAOVOOHVTOL GTEVE, OTMG GLUVIGTATL GTIV
[epiinym Xapoktnpiotik®v Tov [Ipoidvtog yi' avtd Ta QopUaKELTIKA TPOIOVTO KOl TPETEL VO £X0VV
evnuepmbel 0TL N arpoppayio propet va SlapkEGEL TEPLEGOTEPO amd OTL GLVNOM®G KoL OTL TPETEL va)
avaQEPOLY GTO YLOTPO TOVG OmToLadNTToTE Un cuviOn apoppayia (B€on N didpkeia) ‘(U
Emdpdoeig GAA®V QOpUIKEVTIKOV TPOIOVIMV 6T A0POTITPdvTn é}
Avaotoleic CYP3A4: H khapiBpopokivn (€vag ioyvpoc avaotoréag twv CYP3A4 kot ) dev glye
KAVIKG OGN UOVTIKY EMIOPAIOT] TN POPUOKOKIVITIKY TNG Aapomimpaving. H Aapomin m dev giva

VIooTpOUa TG avBpodmving P-gp kot yi' avtd dArot avactoreig tov CYP3A4 koyn“tng P-gp dev
OVOPEVETOL ETIOTG VO £Y0VV KAIVIKG GNUOVTIKY ETIMTOOT 6T (p(xpuuKOKwr%Cﬁ, ¢ APOTITPAVTING.

4.6 Tovipétnra, KOnon Ko yorovyio ‘ (’)
¥
Konon O

Pelzont &

Agv vapyovy d€d0pEVA OO T GLVOLACUEVT] XPTOT TOL VU meof) 0&€0¢ Ko TNG AopOTITPAVTNG GE
£€yKveg yovaikec. O cuvovacpoc dev €xel dokactet og ﬁgg TOEIKOTNTOG OTNV OVOTAPUY®YIKN
wovotta. O gvdgyduevog Kivouvog yia tov avOpomo gdn dyvmotog. Emopévac, to Pelzont dev
TPEMEL VO, YPTCLUOTOEITOL KOTA TN SLAPKELL TNG syz:@m')vng, €KTOG €V glval copog amapaitnto.

Nixouviko 0o ‘G

Agv vapyovv emapkn dedopéva amd va@n VYNANG 000NG VIKOTIVIKOV 0EE0G OE £YKVEG YUVAIKEC.

Meléteg oe (Do £0e1Eav ToEIKOTNTO OTNIVATTTVEN TOV EUPPVOV GE PEYAAEG SOGELG VIKOTIVIKOD 0&E0G
1

(BAéme mapdypago 5.3). N

O
Aapomizpévey @)
Agv vapyovv kaboAov SSS@VOL a7to TN XPNOT TNG AAPOTITPAVTNG GE £YKLEC Yuvaikes. Meléteg og
o €oe1&av ToikdtnTa QQ/ avamTuEn Tov euPpvov oe peydreg ddcelg Aapomumpdving (PAéne
mopaypago 5.3). <\
.'\O
Oniaouog O
Pelzont Q
Asgv &xovyByeEayOel peréteg pe to Pelzont og {da mov Onidaovy. H amdeaon yio o £6v Oa
cvvsx%%; dwokomel | yadovyia | Oo cuveylotel/Oa draxomel n Oegpamneio Oo Tpémet va Anedel
Xau% VTOG VITOYN TO OPEAOG TOV ONAaGLOD Yo To Taudi Kot o 6@ehog amd to Pelzont yio

&@%ﬁ(a.
QQNZKOUWKO’ 0o
&G

To vikoTvikd 0D ameKKpiveTol 6To avlpmOTIVO YA,

Aopomizpdviy
Agv givol yvooTo €dv 1 Aapommpavn anekkpiveTal 6to avlpomivo yaio. Melétec o (da £de1&ov

OTEKKPLON TNG AUPOTTPAVING GTO YOO

Tovom o
O perétec oe {a etvar avemapkeic 6cov apopd dtatapoyn TS yovipotntag (PAéne mapdypagoS.3)



/P

4.7 Emopacelg 6Ty IKEvVOTNTO 001]Y161G KO (EIPICROD UMY AVOV

Orav odnyeite oynpata N xepilecde unyovég, o mpénetl va Anebei vwdym oti Exel avoeepOei {aAn
(BAéme mapdypoeo 4.8).

4.8  AvemOOunteg evépysreg

, . I r I , , I , )
Y KMvikég dokipég, mave and 5.700 acbeveig Elafav o Pelzont povo tov 1 pe évav avacToAéd TG

N
avaywydong HMG-CoA. O‘\\
cu\

2Ovoyn tov Tpoeil aopdleiog

H 7o cvyvi avemBount evépysta tov Pelzont givai n é€ayn. H £€oymn sppaviletot kKotd to nksiwv
GTO KEPAAL, TOV OLYEVO KO GTO OVADTEPO TUNLO TOV KOPLOV. X€ L GUYKEVTPMOT| GTOLXEI®MV oqu
Té60EPIC KMVIKEG SOKLUEG EAEYYOLEVEG LE EVEPYO TOPAYOVTO N LLE EIKOVIKO @apuaKko (N =4.7%
n=2.548 mov éAaPav Pelzont), eixe avapepbel £Eoyn oto 12,3 % tov acbevdv mov eldp d@/ T0
Pelzont. £ avtéc t1g peléteg, 10 mocootd TV acbevav mov Elafov Pelzont, vikotivikd
(CULYKEVIPOTIKEG HOPPEG TOPATETAUEVTG OMOSEGUEVGOTC) | CUYKEVIPOTIKEG HOPPEC D E1KOVIKOD
Qopuaxov/ cufactativing, ol 0moiot d1Ekoyay AOY®m OTOI0VONTOTE CLUTTOUNTOG OYETILOUEVOL LE
£Eaym (epvBpotnta, aicOnpa BeppoTntag, KVNGHAC, Kol LupunKiacn) nTov ZO&% 16,6 %, ko 0,4 %,

OVTIOTOlYMC.
t\ch

AvemBOunTEG EVEPYELEG VIO LOPPT| TTivaKa gl
Ot axolovBeg avemBounteg evépyeleg €xovv avapepdel katd Tlgf 0, KMVIK@V LEAETOV KON

Katd ™ xpnon uetd v kuklopopio pe Pelzont (ue 1 yopic pi tivn).
H ovyvotta epeaviong Tov avemBountmy evepyslmv Exel N’s el cOpEvo pe to akoiovBa: TToAd
ovyvég (= 1/10), Zuyvég (= 1/100 émg < 1/10), Oy 00xvég§'[/1.000 émg < 1/100), Zndavieg
(= 1/10.000 éwg < 1/1.000), IToA0 omdvieg (< 1/10.00 )*v{n YVOOTEG (Oev UTOpOLV Vo, eKTIUN B0V e
don ta Sabéoipa dedopévar).
paon it péva) ‘Oc‘}
&

Katiyopia/ Opyoviké cootnua | AvemOQdyrn evépyeia

AOUDEELS KO TOPUGITOCEL En@g: pwitida,
Alotapoy€c ToL GVOGOTOLNTIKOD @}Jav;(vég: avtiopaon vrepevatodnciog (PAETE mOPaKATO)
GLGTILLOTOG ,< TAVIES: AYYE00IdN A, VtepevasOnacio Tomov 1.

d

O [ My yvwotéc: avagulaktikd cok
Awtopayéc Tov usto&)oﬁ Oy ovyvég: ovpikn apOpitida

Kot g 0péyng A 2ravieg: dloTopayn avoyng otn yAvkoln
Poyrorpikés Srotopexs Oyt ovyvég: avmvia
PAN Zmévieg: Gyyog
Awtopayég VEVPIKOV | Zuyvéc: Kepolodyia, TopaicOnocio
GLOTY| HOTOG Oy ovyvég: Laln
‘ 2IovIES: NIKPavio, GLUYKOTN
Kapﬁ&?&&awpaxég Oyt ovyveg: aioOnuo ToAumv
2TAVIEG: KOATIKY] HOPUOPLYN Kot GAAES Kapdlakég appubuieg,

_‘{3’ ToYLUKOPdioL
}Ql'&yszég SloTapayEC Tlodd ovyvég: €Eaym
< Oyt ovyvég: vmdToon

2rovieg: ophocTaTIK VTOTACT
Awtapayéc tov avamvevotikov | Oyt ovyvég: dbomvoln
GLOTILLTOC, TOV OdpaKa Kol TOV
pecobmpaxiov

AwTopayEc Tov YOoTPEVTEPIKOD | ZuyvéS: KoltMakd Glyog, oldppota, dvereyia, vauTtio, EUETOG
GLOTNOTOG 2OVIES: CTOUATIKO OldN U0, EPVYES, TEXTIKO EAKOG
Awtapayéc Tov NTatog Kol TV | My yvwotés: IKTepog

XOANQOPp®V




Katnyopio/ Opyoviko coetnuo | AvemBountn gvépysia

Awtopayéc Tov dEpUaTOG KO | Zoyvég: epuBnua, kKvnopog, e&avonua, kvidmon

TOV VTTOSOPLOL 16TV Oyt ovyvég: Enpodepuia, knidmdeg eEavonua

2rovieg: peravifovoa akdviwon, vITEPYPoT, EPIOp®ON
(VokTepvog 1| KpvOg 1OpMTAG)

Mpy yvwotés: AVKTUVAOOEG 1] PAVKTOIVOTOUPOAVYMOES €AV LA

AlTopayEC TOV HVOGKEAETIKOD Oyt ovyvég: poodyio
GUOTHHOTOG KOl TOV GUVOETIKOV | Zadvieg: Puikn advvapio

O,
X7

1GTOV p! N
I'evikég datapayis Kot 2oyvég: atoOnpa Beppudtrog o
KOTOOTAGELS TG 0000 Oy ovyvég: plyn, dAyoc, TepLpeptkod oidnua AN
XOPNYNONG 2ravieg: eEaoBévion, oldN Lo TPOCHTOV, YEVIKEVUEVO oiSn‘%O
A,

[MopoaxAivikég eEetdoelg 2oyvés: avénoelg g ALT xavn AST (dadoyikd, 28X ULN),

yAvkolng vnoteiag (PAEme mapakdto) &

Oyt ovyvég: avénoelg e CK (=10 X ULN), , OVPIKOV 0&E0g

(PAéme mapokdTm)

2evieg: ENGELS TNG OAIKNG Xo%apn@@\q, OUVAGONG, UELDCELG
TOV POCPOPOV KOl TOV AptOpoD ml.toneg tov (PAéme TopoKATo)

~

Avtidpaceic vrepevaisnociog

"Exet avaepepdel éxdnin avtidpaon vrepevaicinsiog (<1 %) AN yopaxtnpiletor and moAlamhd

CUUTTMOUOTO GTO 0010 Popel vo Teptiapfavovtar: ayyelafidnpa, Kvnopog, epbnua, Tapoaictncia,
ATMOAELD GUVEIONOMG, EUETOG, KVidbmon, EEayn, dOGTTVOL ,\)wria, aKpdTeln 00pOV KOl KOTPAvVOY,
KpYOG 1pmTAS, PpiKia, piyn, cvénuévn aptnplaxn TiaoT; oidnua TV xelhémv, aictnua kavcov,
QOPUOKEVTIKO eEAvON L, apBpadyia, oldnua K(%O(U ®V KOl ToyuKopdia.

)

Hapoxiwvucéc e€etdosic G

"Exouv avaeephel onpavTiKé Ko ETUEY U&oméﬁcag TOV TPAVSUUIVOGHV TOL 0pOL O)L GLYVE

(BAéme mapaypoo 4.4). Xe eheyyoOuey WIKEG LEAETEG, 1) GLYVOTNTO TOV KAMVIKG, GNUOVTIKOV
0LENCEMV TOV TPAVGAUIVOCHY TOY @\ov (ALT xou /q AST >3 X ULN, dwadoyka), ntov 1,0 % yio
tovg aobeveic mov éhaPav Pelzom\he 1 yopic pia ototiv. Avtég ot GLEAGEL NTaY YEVIKA
OCVUTTOUOTIKES KO ETAVEP V OTNV 0PYLIKN TIUN UETA TN dtoKom Tng Oepameiag 1 pe T cvvéyion
g Oepamneiog.

<O

.

"Eyovv napampn@ai‘@ucd onuavtikée ovénoeig e CK (=10 X ULN) o¢ 0,3 % tov acBevadv mov
0}

N
A

éhapav Pelzont p pig pia otativn (BAéne mapdypogo 4.4).

Aldeg un U&%)ymég EPYAOTNPLOKES TIHEG TTOL avapEpOnKay ftav avénoelg g LDH, g
Y?»DK(')CTQ. Teiog, TOL VPOV 0EE0GC, TNG OMKNG YOAEPLOPIVIG, KOl TNG UVAACTC, KOl LELDOELS GTO
POCQAI; Kot 6ToV aplipd tv aponetariov (BAEne Tapdypapo 4.4).

(§%(g Kol [Le GAAL QOPLLOKEVTIKE TPOIOVTO VIKOTIVIKOD 0EE0C, £xouv avapepbel avéNoelg g

violng vnoteiag (nia Sidueon avénomn nepimov 4 mg/dL), kot ovpikod o&foc (néon adEnon amd v
apywn T oto +14,7 %), ko peunoelg otov apfud tov aponetariov (LEon aAlayn amd TNV apyKn
Tiun tov -14,0 %), og eheyydpeveg KMvikég peréteg pe to Pelzont (2.000 mg/40 mg) (PAéne
napdypao 4.4). e drafntikode acbeveic mopotpnbnke pio didpeon avéEnon g HbALc tov 0,2 %
(6mov emeTplnn N TPOTOTOINGT TNE VTOYAVKALUKNG Oepameiag).

EmnpocOetec avembountec evépyeiec mov £xovv avopepdel pe GAAG QopUOKEVTIKA TPOTOVTIO TOV
VIKOTWIKOV 0EE0C




Emnpdcbeteg avembounteg evépyeieg mov £xouvv avapepOel pe A0 QOPULOKEVTIKA TPOTOVTO TOV
VIKOTIVIKOV 0EE0C (e 1 xwpig pia ototivn) KoTd T XPp1on LeTd TNV KuKAOQOopia N 6TIg KAVIKEG
peréteg ovumeptlappdvouy Tig akoAovoeg:

OpBoruxés dratopoyés: Kuoteogidég oidnpa e oypdg kniidag, to&ikn appfroomrio.

49 Yrnepodoooloyia

[

N
Pelzont \O\\\

Ye mepinton VITEPO0GOA0YING, VAL AOYIKO VO EPOPUOCETE TO GUVIOT GUUTTOUATIKA KOl
vrootpikTikd pétpa. Exovv avapepbei nepimtdoeic viepdosoroyiag. H uéyiotn 66om tov Pelzont N
mov éxet Anedei jrav 5.000 mg/100 mg. Olot ot acbeveic avékapyav ympig erakdrovda. Ot wo \
GUYVEG AVETOVUNTE EVEPYELEG TTOV avapEPONKaV od T0. GTopa oV ELaPay avth TV VyNAdTEpR)

3001 NTOV GOUPOVES e pio VYNAR 6001 VIKOTIVIKOD 0£€0G Kot TepleAdupavay: 5oy, KeQ yia,
Kvnopo, vavtia, oAn, EUETO, S1APPOLN, ETLYOTTPIKO KOL KOIAOKO GAYOC/dVGQOpia, Kol 0C yio.

Mn @LGLOAOYIKEG EPYAGTNPLOKEC TIUES TEPLEAGUPOVAY aVENUEVT apVAdoT Kol Mndc& OUEVO
olaToKpitn, Kot AavOdvovoa aipoppayio 6To KOTPOV. (‘U\

Nixotviko olo (UA

Ye TepInTOOT VTEPSOGOAOYIOG [LE VIKOTIVIKO 0&D, TPEMEL VAL scpapuoceoﬁvcli?nnpuctucd pétpa.

Aapomimpdvry %
Koatd ) didpreto ereyyOUeVOV KMVIKOV SOKIUMY GE VYL ATOLN & dooelg émg kat 900 mg

Aopommpdving Kot moAlamAEg 06oelg £mg Kot 450 mg pia popé pnoing yia 10 nuépeg Nrav yevikd
KoAG avekTéG. Agv vrdpyel epmepio pe 0OGELG kaponmpdvr\‘nowco ard 900 mg otov avBpwmo. ‘Eyet
mapotnpn el TapATOoT GLYKOAAN OGNS TV atponsrakiwv@sesndyswl oo 10 KoAAayOvVo G dTopa
7ov Ehafav moAromAég d6oelc Tv 300 mg 1 peyaivt p‘&,‘([}kéns Tapaypoo 5.1).

‘ ‘o‘&
5. OPAPMAKOAOI'IKEX IAIOTHTEZG

A

51 @uppokodvvopIKES 1O10TNTES 0

1\0
DopUaKODEPATEVTIKT Karnyopiq@éwovmg OV TPOTOTOLOVV TO, MTIdLK, VIKOTIVIKO 0EL Kl
mapdywya, kodkég ATC: CLOAPS2.

To Pelzont wepiéyet VLKOQ\Q() 0V, To omoio og Bepamevticég dOGEIC Elval £vag TapAyovTag
Tpomonoinong tov Amdiov, kot Aapommpavn, £vav 16xupd, EKAEKTIKO avTay®VIGTY) TOV VIodoyLa
¢ Tpoctaylavdivs-D, (PGD,) g vrroopddac 1 (DP;). To vikotivikd o0& peidvel ta enineda g
YOANOTEPOANG aunAng mukvotntoag Amonpwteivav (LDL-C), tng oAtkng yoAnotepoing (TC), g
YOANGTEPOA oD yapnANg Tukvotntog Amonpwteivov (VLDL-C), g amoMmonpwteivng B
(apo B, @)la apwteivn tov LDL), tov tprylukepidiov (TG), kot e Mmonpwteivng (8) (Lp(a), éva
TPOTOTN gvo Tunua tng LDL) kot avédvet ta enimeda tng xoAnotepoAng TV VYNANG-TUKVOTNTOG
Mno@ teivdv (HDL-C) kot ¢ amolMmonpoteivng A-1 (apo A-l, 1o kbp1o mpmTeivikd Tufuo Tov
HDUL). H Aopomimpdvin katootéAiel Ty enoyouevn and t PGD, éayn mov oyetiletat pue
@pﬁyncm VIKOTIVIKOV 0E£0G,.
QH Aopommpdvin dev €xel enidpaom ota enimeda TV Mmdimv 00Te TapeUPaivel oTIS EMOPAGELS TOV
&GQ VIKOTWVIKOU 0&€0G 6T0L MTtidia.

Nixotviko old

Mnyoviopdg dpdong

Ot unyaviopol Pécm TV 0moimv To VIKOTIVIKO 0&D Tpomonolel T0 TPOPiA TV AMTdIwV 6TO TAAGHLO
dev gtvon TApwg katovontol. To vikotvikd o&0 avactéddel TV amedevBépwon twv eredBepmv
Mmopov o&Emv (FFA) amd tov Mmdon 1610, Yeyovog Tov pmopel vo cLUPAALEL oTa pelopéva enineda
tov LDL-C, TC, VLDL-C, apo B, TG, ka1 Lp(a), kabdg eniong kot otnv avénuévn HDL -C ko apo
A-1, o1 ooieg oyetiCovtatl OAeg e T peimon ToL Kopdlayyelokod Kivovvov. Emmpocheteg

10



artodAoyneelg mov dev Pacilovtarl ot peiwon tov FFA oto tldoua og 1o facikd unyoavioud e
TPOTOTOINGMG TOV TPOPIA TV MmdiwV, TEPIAAUPAVOVY TNV OVOGTOAN, LLE TN LECOAGPNON TOV
vikoTvikob o&€oc, Tng de Novo Amoyéveong 1 eoteponoinong tov Mrapdv o&émv oe TG 610 Nrap.

Dapuoxoduvotkés EmMOPAUCELS
To vikoTivikd 0£0 TpokaAel pio oYeTIKN LETAPOAT TNV KaTovoun TV vToopddmy g LDL, amod
pikpad, Tokva (mAéov abnpoyova) LDL copatidwn og peyorvtepa LDL copatidia. To vikotvikd o&p
emiong av&avel 1o HDL, vrokAdopa og peyaivtepo Paduo amd 6t 1o HDL;, avEdavovtag Tl v ‘\)
avoroyio HDL,: HDL3, 1 onoia oyetileton pe petopévo Kivouvo kapdiayyelokng vooov. YTapyel 1 O‘\\
N
&

vrdBeom ot 1 HDL cuppetéyet omnv petagopd g xoAnotepding amd Tovg 16To0¢ Tiow GTo Nrap,

KOTOOTEAAOVTOG TV OYYELOKT] PAEYLLOVY| TOV GYETILETAL e APTNPLOCKATPVVOT], KOt OTL EXEL o
avTIOEEOMTIKES Kol avTIOPOUPOTIKEG EMOPACELS. \
O
Onwgn LDL, o1 gpmhovticuéveg pe yoAnotepdin kou tprylikepiolo Mmompwteiveg, }q"
ocouneprrapfavouévns g VLDL, teov Mmonpoteivav evordueong mokvotntog (IDL), K(MQ/

T doua Bpickovtarl cuyva og Tprada pali pe younid eninedo HDL-C kot pukpd L opoTid,
KaO@d¢ emioNG 6€ GLVOVAGUO LE UM MITIOKOVG LETAROAIKOVG TOPAYOVTEG KW&')V@ 0. oTEPaAVIaia
kapdiakn voco (CHD). ‘O(U

VROAEUUATOV, UTOPOVV EMIGNG VO TPOAYOVV TNV OPTNPLOCKANPUVEN. AvEnpéva enin:s@mv TG oto

H Bepamneia pe vikotiviko o&H petdvet Tov Kivovvo Bavatov kot kapdigy ®V cuUPapdTov Kot
emPpadovel v eEEMEN 1 TPOAYEL TNV VTOGTPOPT TOV APTNPLOCKAN NEIKOV Brapov. To [pdypappo
Srepaviaiov Oappdxov (Coronary Drug Project), pio pedétn néy, Q)v 7OV OAOKANPGONKE TO 1975,
£0e1&e OTL To VIKOTIVIKO 0&D ElYE OTATIGTIKG GNUOVTIKO OPEAOG, gloon tov un Bovamedpwv,

VROTPOTIOLOVI®MY EUPPAYUATMY TOV HVOKAPSIOL GTOVE GV R}ﬂ wciog 30 £wg 64 etV e 10TOPIKO
enepbypatog pookapdiov. Ilapodro mov 1 GuVoALKN BVQ@TG Aoy TopoOpoLe Kot oTic 000 opadeg

OT0 TEVTE YPOVIK, G Hia afpoloTIKn TapaKolovLONG kel dekamévte etdv vnpEav 11 %
Myotepot Bavatol oty opdado Tov VIKOTIVIKOD 0&€ oUYKPIoN HE TNV OUAda TOL EIKOVIKOD
QapUAKOV. 60

Aapomimpavn Q

Mnyovieopdc dpdong 0

H £€aymn mov endryetat amd 10 VKot N o0& TpokaAeiTal Kuplwg LES® TG omeAeLOEPWONC TG
npootayradivig D, (PGD;) oto §éRMO. I'evetikég Kot poppakoloyikég peréteg oe povtéha (hov
anéde&av 61t PGD,, mov dpa@Eso DPy, evog amd tovg dvo vrodoyeis g PGD,, mailet
KkaBoploTikd poLo otV €T evn omtd 10 viKoTvikd o&p €€ayn. H Aapomumpdvtn gival évag 1oyvpodg
KoL EKAEKTIKOG avtoyovietHs s DPy H AOPOTITPAVTN OEV OVOUEVETUL VO, AVOGTEAAEL TNV TTOPAYOYT|
TV TPOCSTOAYAAVIIVHWY

doap uaKOSUvaua@\s:mSpdcssm
H kaponmpd@\%&u‘;a OTL €lval OTOTEAEGULATIKY OTY| LELMOT TOV CUUTTOUATOV EEOYNG TOV
sndwoth'?() 70 vikoTviko 0&0. H peimon tov copntopdtov é&ayng (mov agloloyndnke péow
EPOT oyiov TV acbevav) elxe cuoyetiobel pe peimon g exayopuevng amd To VIKOTVIKO 0&0

ayyadOYGTOANG (Tov a&loAoynOnKe e LETPNGELS TNG PO OULLATOG OTO EPLLA). X VY1 GTOLO TTOV

v Pelzont, n mpoBepamncio pe axetviocarikvolikd 0&H 325 mg dev giye emmiov enwEeleig
@z dpdoelc 61N LelwoT TOV CLUTTOUATOV £E0YNG TOV EXAYETOL OO TO VIKOTIVIKO 05D GE GUYKPLOT| [E

Qro Pelzont pévo (Préne mapdypago 4.8).

A

H Aapomimpdvtn £xel emiong ovyyévela pe tov vrodoysa g Bpoupo&avng A, (TP) (mapodro mov eivat
onNUavTIKG Atydtepo woyvupn| e tov TP og odykpion pe tov DP;). O vmodoyéag TP mailel poro oty
AglTovpYia TOV AUOTETAAM®Y ®GTOCO, BEpATEVTIKEG dOCELS TNG AUPOTITPAVTNG eV Elyav Kapio
KAMvikd oyeti{opevn enidpaor 6To ¥pOvo PorS TOV GILOTOG KOl GTNV EMOYOUEVT] OO TO KOAAAYOVO
GLGOMPEVOT| TOV a1poneTtaAiov (PAErE Tapdypago 4.5).

Klvikéc usiérse
Enidpaon oto Autidia,
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To Pelzont ftav ot00epd anotelecpotikd peta&d dAmv Tov Tpokadopiouévemv vronAnfvuoumy Tov
opicOnkav katd euAn, VAo, apykd exineda LDL-C, HDL-C, ka1 TG, nAikia kot katdotaon

Sapn.

e pio TOAVKEVTPIKT, SUTAG TUPAN, ddpkelag 24 EBOOUAO®V EAEYYOUEVT LE ELKOVIKO QAPUAKO HEAETN

ot acBeveig mov éhafav Pelzont (2000 mg/40 mg) ue M yopig pio otativn, 6tav cuykpidnkay pe to

EIKOVIKO Qappoko, eiyav onuavtikd petwpéves typég LDL-C (-18,9 % évavtt -0,5 %), TG (-21,7 %

évavtt 3,6 %), LDL-C:HDL-C (-28,9 % évavrti. 2,3 %), un-HDL-C (-19,0 % évovt 0,8 %), apo B ‘\)
(-16,4 % évavt 2,5 %), TC (-9,2 % évavt -0,6 %), Lp(a) (-17,6 % évavtt 1,1 %), kar TC:HDL-C ‘\\
(-21,2 % évavti 1,9 %) xou iyav eniong onuovticd ovénuévn v HDL-C (18,8 % évavtt -1,2 %), kot . N

v apo A-1 (11,2 % évovti 4,3 %) dnwg petpfidnke og Tocootiaio eTafoin amd TV apyiky Tiun. O(U
I'evikd, ta amotedéopata g Oepomeiog HETOED TOV OUAO®Y Y10 OAEG TIG TOPAUETPOVG MTIOIMV Hzdy

otofepd petad OAMV TV VITOOUAd®Y TV acbevav Tov eEetdatniay. O acBeveig mov Aaf

Pelzont, vikotivikd 0&0 (LOPPEC TAPATETOUEVNC ATTOSEGUEVONC), 1] EIKOVIKO QAPUOKO ENOP on¢

otativeg (29 % atopPactativn [5-80 mg], 54 % cwBaotativny [10-80 mg], 17 % aiheg otletveg [2,5-

180 mg] (mpaPactativn, provPactativr, pocovfactativr, Aofactativn), omd TOLS on@g 9%

ehapPovay eletipipmn [10mg]. H enidpaon ota Amidia Tav mapouota gite eiye Xo@\ﬁsi 70 Pelzont

¢ povobepaneia gite eiye mpootebel og vIApyovoa Bepameia e oTOTIVI HE 1| X@L eCetipipmn.

O1 TPOCOPLOGUEVEG MG TPOG TO EIKOVIKO AplaKo arokpicelg Twv LDL- mL C, kTG

epeavicOnkay peyaAdtepes PETOED TOV YUVOIK®OV 68 GOYKPLON LE TOL G Ko gppovicOnkov
peyorvtepeg petald Tov nAMKlopévoy acbevov (> 65 etdv ) ot Gﬁyxén ue vedtepovg acbeveic (<

65 eTmOV).
Q

e pio ToAVKeEVTPIKT, SUTAG TVEAN, dtdpkelag 12 eBSopddw }upayowmﬁ pelétn, to Pelzont

1000 mg/20 mg cuyyopnyobuevo pe clupoactativy, owv® pibnke povo pe oyPactativn | LOVO pe
Pelzont 1000 mg/20 mg, ywo 4 gfdopddeg, peimoe on \k'n((x v LDL-C (-44,2 %, -37,4 %,-8,2 %
avtiotoiywc), ta TG (-25,8 %, -15,7 %, -18,7 % «a sémxmg) mv TC (-27,9 %, -25,8 %, -4,9 %
avTioToiymg) kot avgnoe onpovtikd v HDL; 2%, 4,2 %, 12,5 % avtiotoiywc). To Pelzont
(2000 mg/40 mg) cvyyopnYOVUEVO pE otuBacﬁwn otav ovykpidnke pe cuPactativn povo M
Pelzont (2000 mg/40 mg) u6vo yio. 12 efdofdec, peimoe onpavtid my LDL-C(-47,9 %, -37,0 %,
-17,0 % avtictoyya), TG (-33,3 %, -14& -21,6 % avtictotya), v apo B (-41,0 %, -28,8 %,

-17,1 % avtioctoyya), kot TC (-29,6 @ %, -9,1 % respectively), kabdg kat v avaroyia
LDL-C:HDL-C (-57,1 %, -39,8 % 2 % avtiototya), un HDL-C, (-45,8 %, -33,4 %, -18,1 %
avtiototya), kot TC:HDL-C (-43)0 %, -28,0 %, -24,9 % avtictoya), Kot adENGe GNUAVTIKG TNV
HDL-C (27,5 %, 6,0 %, 23 4&6 avtiotowya). Iepartépm avdivon £deiée 611 To Pelzont

(2000 mg/40 mg) csvyxopﬁ@uusvo ue owPaoctarivn 0tov cuykpibnke uovo ue cuPactarivn, ovénoe
GNUOVTIKA TNV apo AJX8,6 %, 2,3 % avtictorya) kot peimoe onpovtikd ™y Lp(a) (-19,8 %, 0,0 %

avtiotoryo ). H aggegXecpotikomrta kot ) acpddrea tov Pelzont oe cuvdvaouod pe oypfactotivy >
40 mg dev £yeL epAne0el 6' avt) ™ peAT.
2
Elayn b
Xep YOAeg KVIKEG SOKIUES OOV AEOAOYNONKOY TO CLUTTOHATA £EAWNG TOL AVRPEPON KV

o @vg acﬂgvsu; ot acBeveig mov EhaPav Pelzont tapovsiacav Arydtepn €ayn amd gkeivoug mov
Y vmom/mo 0&h (LOPQEC TAPATETOUEVNS OTTOOEGUEVOTG). ZTOVE 0IGOEVELG TTOL GUVE ICAY GTNV
Q (nm us?»sr;g (24 EBOPLASES), movyvoTTa LETPLOG I LeyaAbTepNC EEaynG o€ acBeveid mov Aafav

Pelzont peio8nie kat dptace og hoty TV ac0evdV ToL EAapoy sikovikd @dppoko (Prdrne Ewova 1),
Holovott oe Bobeveic

VIKOTWVIKO 0&D (LOPQEG TOPATETAUEVIC OTOOEGUEVOT]G) M
& ovvoOTNTA S%qmg Top

c nHep

ne usrgﬁz 1 AEproEOTEPQ ( 0 36cv 1-24.
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ePelzont (1.000 mg/20 mg £mg 2.000 mg/40 mg xatd v epdopdda 5)

A Nwotwvikd o&d (mapatetapévng arnodéopevong 1.000 mg £wg 2.000 mg kot v efdopdda 5)
oEwovikd gappoko

*Tephoppavel acbeveic pe pétprov, coPapod, N eapetikd coPapol Pabpov copumtdpato EEayng.
TAbENON g Bocoroyiag katd Ty EPSopdda 5.

Kotd m dedtepn perém (16 efdopddwv) dmov eneTpdnn 1 AT OKETVAOGAAIKVAIKOD 0£€0G, Ot

acBeveig mov éhafoav Pelzont tapovsiacov onuavtikd Aydtepeg nuépeg ava efoopdda pe HETplov 1 t\)
peyoAvTePoL Pabpov EEayn oe GUYKPION UE 0TOVG TOV EAPaV VIKOTIVIKO 05D (LopPEG \\\
TOPOTETAUEVTG OTTOOEGUEVGTG TTOV EAOPOV MG GYNUA TITAOTOINGN G TOAAATA®OY oTadimv ard S00 mg \O
éw¢ 2.000 mg og didotnua 12 gfdopdadwv) (p<0,001). O‘u

Mio ToAVKEVTPIKT, TUYULOTOMUEVT], SUTAA-TUPAT], EAEYYOLEVT] LLE EIKOVIKO PAPUOKO HEAET 32-0A
gfdoudomv oyetiKd pe TV aSloAdYNoN TOV ETIOPAGEDY TG SLOKOTNG TS AAPOTITPAVING & TL Ol
dvoMmdaukol acbevelg 6tovg omoiovg £ytve dlokomn TG AoPomTPAvTNG HETA omd 20 Smﬂ 1oeC
Oepanciag pe Pelzont tapovsiocov onpovtikd nepiocdtepn EEayn and 0,11 oobeveic VEYIGOY
vao, Aapfavouvv Pelzont oyetikd pe tov optOpud tev nuepdv v fSopdda e HETPLOL 4] 1660TEPT
£Eayn, p<0,001, Ewkdva 2. H enintoon kat 1 cuyvotnTa HETPLOG N TEPLGGOTEPT) 8&1 MG o€ acbeveig
nov £afav Oepancio pe Pelzont ueiwbnke kotd tn Sidpketo TG HeAETNG ‘Oq"

a

Ewova 2 .
MMocoo16 acOevarv pe Métpro 1 lleprociotepa ZDHI@T(I "E&ayng
Katd ™ owapkero tov Eﬁﬁoudéwvg

O
® Pelzont @

A Pelzont = vikotvikd o0& (613}@] Aapommpavng kot v efdopdda 21)

O Ewovikd gdppaxo
oY

Toudiozpixoc tinBvouoc ‘

O Evpomnaikoc Opyaviopog Pappdkmv £xet S(Qtl amaAlayr| amd TV VTOYPEWOT| VIOPOANG TV
AmOTEAECUATOV TOV HEAETOV pe To Pelzo, OAEG TIC VTTOKOTNYOPIEG TOL TAUSIALTPLKOV TTANOVGHOD
He 0pOlVYO 01KOYEVH VIEPKOANGTEPQ (BAéme mapaypopo 4.2 yio TANpoPopieg oYETIKE e TNV
ToudtaTpit| yprion). O\

O Evponaikog Opyaviopog d)a@éuqnv €xel dmoel avaPorr] amd TNV VTOYPEMST VITOPOANG TMV
amoteAecpdtov tov peletadhe Pelzont g mondiatpikode aobeveic niiag and 7-18 etmv pe
€1epOLVYO OIKOYEVT VTE noteporaipio (PAERE Tapdypapo 4.2 Yo TANPOPOPIEC GYETIKA LE TV
TOLOLOTPIKN Xpr’]m])so

\)
52 ®appa anrmég 016N TES
Amoppooi
Nuwor, o&v
Kogev yopnynong amd to otopa 66omg 2.000 mg vikotvikov 0&€oc, mg 600 diokia eheyyOUEVNG
€GLLELONG VIKOTIVIKOD 0&££0G/A0POTITPAVTNG LE TPOPT], TO VIKOTIVIKO 00 amoppoenOnke pe
AUEGO YPOVO UEXPL TN HEYIOTN GVYKEVTPWOT 6T0 TAGGUA (T max) 4 ®pdv, pe pia péomn meployn KAt
QQOUI(’) TNV KOUTOAT oVYKEVTPOONG- XpOvov (AUC. us) mepimov 58,0 uM-hr ko péomn avdtepn
0’ ovykévipmon 610 TAGoud (Crax) mepimov 20,2 M. H Brodiobeoipudtnto. pe 1 xopic tpoen eivot
& TovAdoToV 72 % Phoet tng avaknong g 00ong Tov VIKoTvikov 0&€oc ota ovpa. H
BrodrabecipdTra Tov amd TOL GTOUATOG XOPTYOVUEVOD VIKOTIVIKOD 0&€0G 0ev AAAaLe dTav eEANeON e
YELLO TAOVGLO GE AMTOPA.

Aopomumpdvin
Koatémy yopriynong and to otopa d6ong Aapomimpdving 40 mg, wg 0Vo diokia eAeyYOUEVNG
ATOOECIEVGNG VIKOTIVIKOU 0EE0G/A0POTITPAVING LUE TPOPT, 1| AAPOTITPAVTY amoppoPnOnke TayEWS
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ue d1apeco xpovo Tmax 1dpoag, pe péon AUC., mepimov 13 pM--hr, kot péon Crax mepimov 1,6 uM. O
PLOUOC KL M) EKTAGT TNG ATOPPOPNONG OeV AALOENY e YEOLA TAOVGL0 6€ AMmopd. H
QOPUOKOKIVITIKT TNG AUPOTITPAVTNG EIVAL YPOUUUIKT), OEKVOOVTUC TEPITOL OVAAOYEG LLE T OO0
avénoetg otnv AUC kot Crax ot Kopio EvosiEn ypovoe&aptopevng kabapong.

H péon amdlvtn frodiabecipotnta e Aapommpdaving sivat tepimov 71 % petd amd d6on 40 mg otov
yopnynOnke g 600 diokio eAEYYOUEVNC ATOGECUEVONG VIKOTIVIKOD 0EEOG/AOPOTIITPAVTNG HETH o

/ s 1
oAoviKTla YN oTEio. \\\\)

Karavoun

Nuotvikd o0&y O‘U

To vikoTivikd 0£0 cuvdéetal o T0c00Td Ayotepo and 20 % pe TpmTEIVES TOV 0pOY. A
O

Aopomumpdvin (U

O péoog dykog Katavoung o otabepr| KATAGTAOT LETE amd o @amos evoopAEPia 60011’@/ 40 mg

Aapommpdving o€ vy atopa givor tepimov 70 Aitpa. H Aapomimpdvin cuvdéetan 08 %o Babuo

(>99 %) pe mpwteiveg TOL TAAGHATOG, Kat 1) 6OVdeoT givar aveEaptnn amd ™ Gvyzg\ poon. H
AapomITpavTn S1amEPVE TOV TAAKOUVTA GE 0POVPOIOVG Kot KOLVEALAL.

zO‘u
Biouerooynuotiouoc
Nuotvikd o0&y (’)

To vikoTivikd 0£0 vpioTaTol EKTETOUEVO PETAPOAICUO TPOTNG 51000 \écsm 5v0 0dmV o1 omoieg
e€aptmdvrtal amd T d0o1 Kot To £6pog TV dO6cEwV. H mpmdtn 060 ‘?& ot dnuovpyia
0deVIvodtvovkAeoTidlov vikotvapidiov (NAD) Kot vikoTvo g stov dvOpwmo, To VIKOTVAId10
petoporileton mepartépm kuping oe N-pebvivikotvauidio A) kat og N-methyl-2- pyridone-5-
carboxamide (2PY). Katd t debtepn 000, 1 yAvkivn 81'V$CSUY|.J,{-VZV1] LLE TO VIKOTIVIKO 0&ED (MOTE VaL
onpovpyel vikotvovpikd 0&0 (NUA). Me pipég SOGEIRVIKOTIVIKOD 0EE0G 1) LE YaUNAOTEPOVG
pPLOUOVE OTOPPOPNONG, VIEPTEPEL 1 TPDTY 000G, @ah’nspsg d00e1g N VYNAGTEPOLG pLOLOVG
amoppoPeNeNg, 1 080¢ pecm oo NAD egivar kQ v Kot €va anEaVOUEVO KAUGLLO, TG OT0 TOV
GTOLOTOG YOPTYOVLEVG DOOTG EICEPYETAL mﬁua apeTdPANTO W¢ ViKoTvikd 0&0. H 086¢ o0levéng
Le TN YAukivn dgv gival Kopespévn Katd T TOGT TOL KAWVIKA oeTIOUEVOL SOGOAOYIKOD E0POLG,
Baoel twv avdioywv pe tn 66om ome‘.';n TOV oLYKEVIPMOGEDV oto TAdoua tov NUA and ta

1.000 mg éwg ta 2.000 mg. O\

Te pehéteg in vitro, to vikotvikd)oEd kau ot petaPolite tov dev avactédhovy ta CYP1A2, CYP2BS,
CYP2C9, CYP2C19, CYP2RH, CYP2EI, 1 tic avtidpdoelg otic onoieg pecorafei to CYP3A4, | v
3-yAvkovpovidineon e &GTPASIOANG pécm tov UGTIAL

H Aopomimpdvt afolriletar kupig HEGM aKLAO-YAVKOVPOVISI®ONG, LUE WKPO TOGOOTO
02;81803111(01) MGLLOD, TOL 0KOAOVOEITAL OO TNV ATEKKPLOT TOV YAVKOLPOVISI®V 6T KOTPOVaL
(péow @Mg ) Ko ot ovpa. H Aapomimpdvtn Kot To 0kvAo-culgvyévo YAukovpovidld e ivat
TO Knp OTOTIKG TTOL KUKAOQOPOoHV 6T0 avOpdnivo mAdoua. Meléteg in vitro £6ei&av 0TL To axvAo-
oL @ £V0 YADKOVPOVISI0 TNG AapommPAvINg €lXe TOLAUYIOTOV KOTA 65 POPEG LELMUEVT] GUYYEVELL
™ DP1, 6nwg ovykpifnke pe m Aapommpdvtn. 't avtd, dev avapéveral va copufariel ot
Q vo?mcﬁ DP; dpactikotnta g Aapommpdvine. To kdplo cvotatikd (73 % g padievépyelag) ot
Q

)
Aapomumpbvin ’;{\O

Koémpava givat 1 Aapomipavtn (Tov GuUTEPIAAUPAVEL U OmopPOPNUEVT dPACTIKT OVGIO KA
VOPOAVEEVO TTPOTOV GULEVENG TOV YAVKOVPOVIKOD 0EE0C). XT0 00Pa, TO KUPLO GLGTATIKO EIVOL TO
poidv 6VLEVENG TOL aKLAO-YAvKOLpOoVIdiov (64 % TG padievépyelag) pe pikpdtep GVUPOAN amd TO
unTpko cvotatkd (5 %). O o&edmtikdg PHETABOACHOG TG AAPOTITPAVTNG KATAADETOL KUPIWS 0o TO
CYP3A4, av kot apketég UGT woopopeés ( 1A1,1A3, 1A9, kot 2B7) katélvay tnv akvAio
yAvkovpovidiwon.

Amofoin
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&G

Nuwotwviko o0&

To vikotvikd o0&V anekkpivetal Kupiwe ota ovpa MG LETUPOAITEC.

Aapomumpbvin
H hapommpdvtn amofdiretar kupimg HEG® TG aKLAO YAVKOVPOVISIWGOTG, TOL aKolovBeitan amd TV

OTEKKPLON TOV YAVKOLPOVISIV 6T KOTpava (LEG® TG XOANS ) Kat ota ovpa. Katdémy and tov
6TONATOC YOpNYOUHEVC M C-Aapomumpdving otov Gvbpmmo, Tepimov To 68 % g d6omg avokTdTon
oT0 KOTPave, (Kupimg g UNTPIKO CLGTATIKO, TOL GUUTEPIAUUPAVEL N OTOPPOPNLLEVT SPOCTIKY
ovoia koM vdpoAvLEVO TPotdV GULEVLENS TOV YAVKOVPOVIKOD 0EE0C) Kat 22 % avakTdtol 6Ta 00pa
(xvpimg og petaforitec). To peyoldtepo m0cooTo TG dOONS amekkpidn evtog 96 wpmv. O
Qawvopevog TeEMkog ypovog nuicetog {ong (tye ) petd and d6orm 40 mg Aapomupdvng Tov
xopnyHOnKe g dvo diokio ELEYYOUEVNS OATOOEGUEVOTG VIKOTIVIKOD 0EEOC/AQPOTITPAVING LE PO\
ntav wepinov 17 dpec. H poppokokivntikny otadepn Katdotaon enttuyydvetal Eviog 2 NUEPDY,

£€va, 0060A0YIKO, Ama NUePNOiwS, GYNLO AAPOTTPAVING, LE EAAYIGTY] GUCCOPELCT CTNV

(mepimov 1,3 popéc ) ko Crax (mepimov 1,1 popd).

&
Xopartnpiotixd oe acbsveic '\A
Neopikn avemdpkelo, (U
Pelzont: Agv éyel peletnBei n yprion o€ aoBeveic Le veppikn avendpkela. ‘O(U

Nixotiviko olh: PAéme mopdypao 4.4. ‘ (’)

©
Aopomzmpavry: H yopiynomn Aapommpaving 40 mg oe acOeveig vroPdAlovtol 6g aLLodOAON
Le coPfapn VEPPIKT OVETAPKELD, OONYNOE GE KAVIKA GT|UAVTIKN 1 omv AUC kot Crax TG

AQPOTITPAVING, G€ GVUYKPLION UE VY dTopa eAEyyov. Kabd }-v mapoTnpRoNnKe Kappio enidpacn o€
coPapn VEPPIKN AVETAPKELD, OEV AVALEVETAL KOO sn'%&n o€ acBevelg e Ao Kot pHétpia
VEQPIKY AVETAPKELD. Q26TOGO, OEV LUTOPOVV VAL TEKN mbm’)v omd TN HEAETN VTN Ol EMOPACELS TNG
VEQPIKNG OVETAPKELNG TEAMKOV 6TAdI0V Kol TG 8112:\ G OTN POPLOKOKIVITIKY] TNG AUPOTUTPAVTNG.

Hrotw) avendpkeia ‘G'
Pelzont: Aev éyet peketnbei n yprion oe ac@eig LLE NTOLTIKY] AVETAPKELOL.

Nixotviko olo: PAéne nap(xypd(poué@Km 4.4,

Aapomimpav: ZOpQovo. L To. IPUKTNPIGTIKG EVOG PUPUAKEVTIKOD TPOTOVTOG TO 0m0io Kuping
ATOUAKPVVETOL LEG® TOV ue@ﬁohsuof), N PETPLO NTATIKT VOGOG EYEL ONULOVTIKT ETIOPAGCT] OTN
(QPOLOKOKIVITIKY TNG kmp\ Tpavng, ne avénon g AUC kat g Chax tepinov katd 2,8- kot 2,2-
(POPEC OVTIOTOLYMG. |

Do 9
Nikotiviko o 96\/ OmoLTEITOL OVOTPOGOPLOYN TNG docoAoyiag Bdcel Tov VAov. To OAO dev Exet
KAMVIKA m’@wumﬁ EMIOPAOT] OTN PAPLOKOKIVITIKY] TOV VIKOTIVIKOD 0EE0G (LOPPES TOPATETAUEVTG
amodé Mg). Aev vtdpyet dtopopd otV ProdredectudTnTe TOL OO TOV GTOUATOG YOPTYOVLEVOD
vuco@ 00 0££0G GTOVG AVOpES Kat 0TI Yuvaikeg mov Elafav Pelzont. Ot yuvaikeg éxovv pétpia

DG OTIC GUYKEVIPMGELS TOV TAAGUATOG TOV VIKOTIVOLPIKOD 0&£0G KOl TOV VIKOTIVIKOD 0EE0C GE

@t)prlcm UE TOVG AVOPEG.

R

Aapormimpavey: Agv amorteitol avampocaproyn g docoroyiog fdoetl Tov eOAov. To OAO dev €xel
KAMVIKG CNUAVTIKY EMIOPOCT OTN POPUOKOKIVITIKY TNG AOPOTITPAVTIG.

Hlxuopévor
Nixotiviko old: Agv vndpyovv oToLyEln POPHOKOKIVITIKIG OTOVG NAKIOUEVOLS (= 65 etdv). H nlkia

dgv Y€l KAMVIKG ONUAVTIKY EXIOPOOT] OTI| QOPUAKOKIVITIKT TOV VIKOTIVIKOD 0£€0G (LOpPES
TOPOTETAUEVNG ATTOOEGUEVOTG) PAGEL LOG GUVOLOCUEVNC avaAvoNg He dTopa NAkiag 18-65 eTmv.
Agv vapyet petaforn ot ProdtadesdTNTO TOV IO TOV GTOLATOG Y0P YOVUEVOL VIKOTIVIKOD 0E£0G
oyeTlopevn pe TV nAKio.
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Aapomimpavry: Aev amorteital avamposaployn e 006oroyiog otovg nMkimpévovs. H nikia dev
£xel KMVIKG OMUAVTIKY EMIOPOOT 0T POPUOKOKIVITIKY TNG AOPOTITPAVTIG.

Hodrotpikdc mAnBuoudc
Pelzont: Aev éyovv die&aydei nedéteg oe modatpikovg oobeveic.

Dol

Nixotuviko olv.: Aev amonteitan avampocappoyr g docoroyiag Bdoet tng euing. H @uAn dev €xet
KAVIKG oNUOVTIKY EMIOPAIOT] OT POPLOKOKIVITIKY] TOV VIKOTIVIKOD 0E£0G (LOPPES TOPATETAUEVTG
amodéopenong) PAcEL POPUOKOKIVITIK®Y dEG0UEVOV TOV GUUTEPLEANPOAV ATOUA OO PUAETIKES
katnyopieg lonavav, Asvkdv, Mavpov, kot [0ayevov Apepikavov. AToiteitol Tpocoyn Kotd T A\
Bepameio Kwvélwv aobevév pe Pelzont cuyyopnyobpevo pe owuPactotivy 1 eletipipmn/ciupaczdiivn

(Wwitepa pe d6ce1g opPaoctativng 40 mg v peyorvtepeg).(BAEne mapdypapo 4.4). @
Aapomimpavey: Agv amonteiton avampocapproy g docoroyiog Pdoet g euing. H ¢ ey éxet
KAVIKG OMUOVTIKY ENIOPAOT] OT] POPUOKOKIVITIKY] TNG AUpomupavng facel cuvl avaAvong
QOPUAKOKIVITIKOV 0E00UEVOV TTOV CLUUTTEPLEAAPOV ATOMO A0 PLAETIKEG KOTNYORIEY AELKDV,
Iomovav, Mavpwv, Actatdv kot [Bayevaov Auepikavav. ‘C)(U

5.3 IIpoxkiwvikd dedopéva Yo TNV a6QaALEL, ‘ \0,(’)

Pelzont ()Q

Emdpdaoelg og pn-khvikég pekétec mapotnpnniov povo e € 1c Tov Bewpodivian apkeTd IOV
amd ) péytetn avlpamvn ékbeor, detkviovTag HiKpn Guv' Le N xp1on otov avlpwmo.

H aopdAeia tng Tovtdypovng Yopnynons Tov VKot &b’né’;aog Kot NG Aapormumpavng agloloynonie
o0& GKVAOVG kat apovpaiovs. Ta to&ikoloyikd evpn 0 0VTEG TIG LEAETEG GLYYOPTYNOTG TV
CUUPOVO [LE EKEIVO TTOV TOPATPHONKAV [LE 9 wu<0 0&h Kat N AopommpavTn Tov YopryHonKay

LELOVOUEVA.

Nikotviko o&o 0

"Exel mapotnpnei expoiion tov mz&@m KOl TOPOVGI0 KEVOTOTI®V GTA NOTOKVTTOP GE
apovpaiovg HeTd amd yopnynon MV UE TIUEG GVOTNUATIKNG £kBeoNC TOVAGYIGTOV KOTA

179 popég and avti g avOpdEig ékbeong Pacet g AUC g cuvieTOLEVNG NHEPNOLAG
avBpomivng d6ong. ‘Exet magdynpn0el appifinotposidonddeia kavn PAdPeg Tov kepatogdohs o
GKOAOLG KATOTLY Xopnyr& 6 UNVeV pe TIéEG ouoTNUATIKNG £kBeong TovAdyiotov katd 240 popéc

QUTAG NG owepmmvwescng Bacel g AUC g suvietopevng nuepnotag avlpomvng doong.

To vikotvikd o&v NTAV KOPKIVOYOVO GE TOVTIKOVG YOPNYOVHEVO GE OAN TN dtbpKeta TG Comg
tovc. O ov 6 avT TN peAétn aafav mepimov 9 Emg 13 popég g avBpdmivng d6ong
vu<0nvu<0'®)§éog tav 2000 mg/Mmpuepnoing dnwg tpocdlopicdnke Baost Tov Adyov mg/m?. To
vucou& &0 dev £de1&e emdphoelg petalholoyéveong og in Vitro teipdpora.

Qétxouv napotnpndel avembounteg evépyeleg oXeTILOUEVEG LE TO VIKOTIVIKO 0&D GYETIKG e TNV

WOTNTO GE APGEVIKODE Kal OnAvKovg apovpaiovg Emg ta enineda ékBeong mepimov 391 popéc g

QQavep(omvng AUC 1tov vikotivikod o&éog Baoetl tng AUC g cuvietduevnc nuepnotag avipmmvng
doong.

To vikoTiviko 0D dev NTav TEPATOYOVO GE 0POVPOIOVE Kol KOUVEAD £mC Ta EMimeda £kBeonc mepimov
253 kot 104 popéc g avOpodniving AUC 10V VIKOTIVIKOD TNG GUVIGTOUEVIC UEPNOLLG avOp®TIVIG
d0oMG, AVTICTO MG . e apovpaiovg, mapatnpnonkay eufpvotolikéc enidpacels (GNUOVTIKG LEIWUEVO
Bapog Tov gpppviov oyeTldpevo e pelmor Tov aplfod 0GTEOTONIEVOVY 1EPOKOKKVYIKMY GTOVOVAMY
Kot avénon ocvyvotntog epPpdmv pe onpeio 0teAoHg 0GTEOTOINGNS) EV OMOVGIN OTOLOVINTOTE
onueiov pnTpikng to&ikdrag o enineda £kBeong nepimov 959 popég g avBpomivng AUC tov
VIKOTWVIKOD 0£€0G 0T1] GLVIGTMUEVT Nuepnota avOpmmvn d6on. [lapopoteg arlayég oyetilopueveg pe
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) Oepaneio TapoaphiOnKay ota EUPPLO TOV KOLVEAIDV GALG TOPOVGIO UNTPIKNG TOEIKOTNTAS GE

enineda £kbeong mepinov 629 popéc g avipamvne AUC tov vikotivikoh 0&£0¢ GTI GUVIGTOUEVT

nuepnota avlpomivn d6on.

Aapomimpavy

Elyav mapatnpnbei ketovoupio kot nTotokuTTopik] KEVIporloPiddng vreptpopia 6 apovpaiovg oe

peAéteg To&kdTNTag Emavalapfovouevov d0cemv e yoprynon £og 6 univec. H nrotokvttapikn

KEVTPOLOPLDONG VIEPTPOPIN TV COUPDVN UE TNV EXAYDYN TV EWIKOV eVIOU®V GTO TPOKTIKA.

To eninedo un mopotmpovpevev averdountov evepyelmv (NOAEL) tav tovddyiotov 118 @opég ‘\)

avtov g avBpmmvng £kbeong Pdoet tng AUC g cuvietdpevng nuepnolog avlpdrivng d6onc. O‘\\
N

"Exovv mapatnpndel avénoeig g apvotpavepepaong tng aiavivng tov opov (ALT) oe 0)leg Tig O(U

UEAETEG LLE OKVAOVG, GE GLUGTNLOTIKG eTinedn £kOeomg TOLAGYIGTOV 14 POopég aVT®V TNG avE)pd)mv.m

éxbeong Pacel g AUC ¢ suvictdpevng nuepnotog avlpamivng d6ong. Agv napampﬁenKavcv@xsg

emMOPAcelg oe PHeEAETEC 6 oKOAOVG o€ EkBeom TovAd)loTov 100 Qopéc amd avtn g owepo')%ﬁ

éxBeomng Paoer g AUC g cuvictdpevng nuepnioog ovlpdmivng d6onc.

S
H Aopomimpdvtn dev Tav KapKivoydvog o PHEAETEG JOPKELNG OVO0 ETMV GE TOVIIKOHIROL APOVPOIioVg
7oV doKIUAGONKE OTIG HEYIoTEG OOGELG, TTOV AVTITPOCHOTEVOVY TOVAGYIGTOV 218 8 89 popég avTéc
g avOpomvng éxbeong Pacel g AUC g cuvieTduevNg NUEPNCLOC av@g%gty ¢ dooNG

H Aopomumpdvn dev Ntov petarla&loyovog 1 dev mpokdiece pnén Ty @go’mocm) pdtov og pio oelpd
UEAETAOV YEVETIKNG TOEKOAOYIOG. Q\
O

Agv mopatnpnOnKay averBounteg evEpyELEg GT YOVILOTNTA €vikoe 1} OnAvkoivg apovpaiovg
GTOVG 0ToioVg Yopn YN OnKe Aapomupdvin Tpv and to {gvy 'MOL KoL KoTtd 1 S10pKELD TOV
CevyapdUATOC, € CLOTNUATIKA enineda £KBECTG TOVAL x@% 289 @opéc avTdv TG avlpdTIVIG
éxBeomng Paoel g AUC g cuvictdpevng n uspf]csw& POTIVNG OOCTG.

N\

H Aopomumpdvn dev nTov 1€p0ToyYOVOC GE apQ ¢ M 0€ KOUVEMO GE EMIMEDD, GUOTNUATIKNG
éxbeong TovAdyiotov 153 kar 438 popég omr(b@ng avOpamivng ékbeong Paoet g AUC g
GUVICTMWIEVNG MILEPNOLOG OVOPDTIVNG 860@48%&& TOEIKOTNTOG OTNV OVOTAPUY®YIKN KAvOTHTO
£0e1Eav LIKPEG LELDTELS, OYETILOMEVES mv Bepameia, ot péon advEnon Papouvg T UNTEPAC Kat
Bapovg ocdpatog Tov euppvov, pkp, 3 Enoelg g BvnoudTTag TV IKPOV GKOA®V, Kot ovénpévn
GLYVOTNTA VIEPUPLOU®OV TAEVPG 0TELOVG 0GTEOTOIN GO G TV GTEPVISI®Y TOL EUPpHOV
napatnpidnkay oe apovpaiovd e cuoTpoTIK eninedo £kBeong TOVAAYIGTOV 513 QOPEG 0VTAOV TG
avOpamvng ékbeong Paoet 1@ AUC ¢ cuvicTdpevng nuepniotog ovOpdmivng o66nc.
<O
N

6. @APMAK&@IKEE [NAHPO®OPIEX

6.1 Ka‘rm@& £KdOY OV
1

Ynrpo n (E464)
Oés’@) nopttiov koAloedég avudpo (E 551)
&vmkmpovuapmé vatplo
&T}O&Uﬂponvkomrmpivn (E463)
QMleOKpUGwMLKﬁ rkouttapivn (E460)
Q.Q Koppuedholin voatplovyog 6106 Tanpoduey
& Movobddpikn Aaktoln
ZTEOTIKO LOYVIGLO

6.2 AovpPatoéTnTeg

Agv gpapudleta.
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A

6.3 Awpkero Long

Koyérec PVC/Aclar: 2 ypovia.
Koyéiec Aluminium/Aluminium: 18 pnvec.

6.4 Idwitepec mPoPULAAEELS KOTA TV QVAGEN TOV TPOIGVTOG

Na pnv guAdocetol taveo ond 30°C. No pUAGGGETOL 6TV apP)LKT] CLGKELAGIA Y10l VO TPOGTATEVETOL ‘\)
ond TO0 PMOS KAl TNV vYpaGia. O‘\\
N
6.5 ®Von Kol 6VETOTIKA TOV TEPLEKTY oc‘-’
Q

Adtapavig koyédn PVC/Aclar pe push-through aluminium lidding mov nepiéyet 14 dioxion 1. QO
gleyyouevnc amodéopevong. Meyébn cvokevaciog tov 14, 28, 56, 84, 98, 168, 196 dioxia }q"
eLeyOLEVIC ATOOECUEVOTC., TOALOTAEC-GUOKEVOGIES TOVL TTEPLEYOoLY 196 (2 cuokevacie Q 98)
dwokia geyyopevng amodéapevong kot 49 X 1 diokio eAeyyOpevng omodEcELONS G Sténm KOYEAN
povadmv d6ong.

)

o
Koyéin Aluminium/Aluminium pe push-through lidding mov mepiéyet 7 1o i(f@syxéuavng
amodéopevons. Meyébn cvokevaciog tov 14, 28, 56, 168 diokinv skayxé;t: amodéopevong kot 32
X 1 diokia ereyydpevng amodéopevong o didtpnn unit dose kuyéhn. \0,

Mmropei vo. unv KukAo@opovV OAEG Ol GUCKELUGIES. &()Q

O

6.6 Idwitepeg mpourdiers amdppryng @

Kapia gdwkn vroypéwon. ‘e

O

&
7. KATOXOX THX AAEIAX KYKAO(@IAE
Merck Sharp & Dohme Limited. N
Hertford Road, Hoddesdon XS
Hertfordshire EN 11 9BU QO
Hvopévo Baciielo @)

>

8.  APIOMOXZ(QDMAEIAYX KYKAO®OPIAX
0.\

EU/1/08/460/0020

EU/1/08/460,

EU/1/08/469/003
EU/1/ @/004
EU/& 460/005
08/460/006
/1/08/460/007
EU/1/08/460/008
EU/1/08/460/009
EU/1/08/460/010
EU/1/08/460/011
EU/1/08/460/012
EU/1/08/460/013
EU/1/08/460/014
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9. HMEPOMHNIA ITPQTHX EI'KPIXHY / ANANEQXHY THX AAEIAX

Huepounvia mpotng éykprong: 3 loviiov 2008

10.. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepn TANPOPOPLOKE GTOLXEID Y10 TO TAPOV PUPUAKEVTIKO TPOTOV glvar Slabéaiua SIKTLOKO ‘\)
1670 tov Evponaikod Opyaviopod @apudkov: http://www.ema.europa.eu. O‘\\
N
O‘u
OA
)
S
&
)
S
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Q
MAPAPTHMA 11 @)

MAPATQIOX(OI)YIIEY®OYNOX(OI }8 THN
ATIOAEEZMEYZH TON MAPTIAQY

OI OPOI 'H TEPIOPIZMOI éﬁTIKA ME TH AIAGEXH
KAI TH XPHXH . ‘O

AAAOI OPOI KAT AKNTHEEIX THE AAEIAX
KYKAO®OPIAX &)

1\0
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A.  TTAPATQI'OX(OI) YHHEYOYNOX(OI) I'TA THN AITOAEXMEYXH TQN ITAPTIAQN

‘Ovopa kat d1e06vven tov (Tav) Topaywyol (@v) Tov givor veedhuvoc (o1) Yo TNV AtodECLELCT TV
TOPTIO®V

Merck, Sharp & Dohme Ltd.
Shotton Lane
Cramlington N\
Northumberland NE23 3JU O‘\\
N\
N,

Hvouévo Baciielo

[

B. OI OPOI'H HEPIOPIZMOI XXETIKA ME TH AIAOGEXH KAI TH XPHXH ‘(UO

DoppokevuTikd TPOIOV Y10l TO OTOL0 AMALTEITOL WLTPIKT] GLVTAYT). \é

!
N\
I AAAOI OPOI KAI ATTAITHXEIX THX AAEIAY KYKAO®OPIAX Ac"

&
2vomuo PopuokosTaypOTVNONS (?

1
O Kdroyog Adeiog xukhopopiag Tpémet va d106QaAicEL OTL TO GVOTN \pap UOKOETOYPOTVI|ONG, TOV
napovctdletat otnv evotnta 1.8.1 g Adstog Kukhopopiag, Exet aotabel kol Aertovpyel Tpv
KoL KATd T O1GpKELD KUKAOPOPLOG TOV PAPUOKEVLTIKOD TPOIOV TV ayopd.

2y€do Awayeipiong Kwvdovou (ZAK) @%
O Kdroyog Adeiog xokhopopiag Ba dielaydyet Tig TNPLOTNTEG PUPUAKOETAYPVTVIONG OTTWG
napovciatoviar oto Zyédio Dap uaKosnowpl'm‘ , OT®G cuE®VIONKE 6to XAK mov
napovcidletar otnv Evotmra 1.8.2 g ASSLOL@DKXO(pop{ag Kot 6Tolecdnmote enakolovdeg
avafeopnoelg Tov ZAK 6mmg Gup(pwvﬁ()nms v Emitponn @oppdkov yio AvOpamivn Xpron
(CHMP).

O

N\

2OUQ@VO LE TNV KatevBuvthplo y{&pﬁ ™™g CHMP yia ta Zvotquato Alaysipiong Kiwvédvov yia
PAPLOKEVTIKA TPOTOVTA avOpOEY NG xpioNg, Kabe emkarporomuévo ZAK Oo mpémet va kortotibeton
TAVTOYPOVA LE TNV £n6u£v6§b<68cm [Teprodkng Hapaxorovdnong Acedieiag (EIIIIA).

Emnpdodeta, Eva egucdiporompévo TAK Oa mpénet va kotatatedei:

. otav AapPaLeyon v TANPoPopieg OV PmopEl VoL £X0VV EMIdpacT oTHY TPEXOVGA
Hpo&ay@ Acodlelog, oto LyE010 PaploKoETaypOTVIONG 1) OTIG dPACTIPLOTITEG
oy inong Kvdhvov,

. gv (‘@60 NUEPOV Omd TNV ANYT £VOG OTLAVTIKOD 0pOG OV ((POPLOKOETAYPOTVIOT| )

;pronoincn KIvoLVOoU),
. C‘,Olgrd ond aitnpa tov Evponaikov Opyovicpod Ooapudkmy.

&
S
N
A
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ITAPAPTHMA 111 O&

EINIIXHMANXH KAI ®YAAO @&JFIQN XPHXHX

o
S
&
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAZXIA

EEQTEPIKO KOYTI (ywo kowéln Alu/Alu)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pelzont 1.000 mg/20 mg diokia eAeyyOUEVNC OTOBEGUEVONC
Nikotvikd o&0 /Aapomumpdvin

[2.  TYNOEXIH XE APAXTIKH(EZ) OYZIA(EY) 2

Ka0e diokio eheyyouevng amodécpevong meptéyet 1.000 mg vikotivikov o&éog kat 20
AQPOTITPAVTNC. C‘U\

£

3.  KATAAOI'OX EKAOXQN P

et
[Tepiéyer povoddpikn Aaktoln. Aefdacte 10 GOALO 0ONYIDV YO nspca)gmm TANPOQOpiES.

A\

| 4. ®APMAKOTEXNIKH MOP®H KAI IEPIEXOMENO
\Y

14 dioxio eEleyyOLEVNC OTTOOECEVOTG ‘e
28 dokio gleyyOLEVNS ATOOEGEVOTG CU\G
56 drokia ELeYYOLEVIC AITOOEGUEVOTG ‘ IO

168 d10Kkia eAeyOUEVNG ATOOEGUEVCNG G‘

32 x 1 diokio eAeyYOUEVIG anoSécusncnsQ

('\\O

| 5. TPONOX KAI OAOX(ONXOPHIHIHY

(®)
Amd otépaTOG XPTIOM \)
Awpaote 10 pUALO oéilyﬁb@npw Ao T XopNyNnon.
'

S0

6. EIAIK& OEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
l'lei PEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AE@IPOEEFFIZOYN TA ITAIATA

N
Na(gﬁudccswt o€ B¢om v onola dev PAEmovy kot dev Tpoceyyilovy T TadidL.

L

O
GQ\F 7.  AAAH(EX) EIAIKH(EX) IPOEIAONOIHEIH(EIX), EAN EINAI AAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH

24



| 9. EIAIKEX XYNOHKEYX OYAAEHX

Noa unv puAdoecetol tave omd 30°C.
No @UAGCCETAL OTNV 0PYLKT GUCKELOGIN Y10l VO TPOCTATEVETOL OO TO PMOC KAl TNV VYPAGia.

10. IAIAITEPEX TPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H
TONYIHHOAEIMMATON ITOY ITPOEPXONTAI AIIO AYTA, EOOXON AITIAITEITAI

[

&

C

[11.  ONOMA KAI AIEYOYNEH TOY KATOXOY THE AAEIAY KYKAO®OPIAX Qv
Merck Sharp & Dohme Ltd. ‘(UO
Hertford Road, Hoddesdon ¥
Hertfordshire EN11 9BU 'é
Hvouévo Baciieo . AG\

o
\\
[12.  APIOMOZX(OI) AAEIAYX KYKAO®OPIAX A
\ %
EU/1/08/460/009 14 diokia ELeyyOUEVIG OTOOEGUEVOTG ' 0("
EU/1/08/460/010 28 diokia ELeyyOUEVIG ATOOECUEVOTG OQ\

EU/1/08/460/013 168 diokia geyyOpeEVG 0TOdECUEVOTC
LA A SR L i s s (TR S I ;{}

O

PN
13. APIOMOZX ITAPTIAAX , c,\v
\4
&
QQ
(@)

1
| 14. TENIKH KATATAEH I'ASY AIAGEZH

EU/1/08/460/011 56 diokio EAEYXOUEVNG ATTOOEGHEVONG &
O

ITAPTIAA

DoppokevTiKd TPOTOV Yo ro\g@o OTTOLTEITOL LOLTPIKT GLVTOYT.

O
A
| 15. OAHTIEX XPIYEHT |
o>
RS
| 16. TMAHPO®OPIEE XE BRAILLE |
O
N

Pelz
@
&
Q
&0
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A

ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

EZEQTEPIKO KOYTI (1wa koyéin PVC/Aclar)

\0’ AEN ITPOXEITIZOYN TA ITAIAIA

| 1. ONOMAZIA TOY ®APMAKEYTIKOY ITPOiIONTOX | \\‘9

Pelzont 1.000 mg/20 mg diokia eAeyOUEVIC OTOBEGUEVONC N
Nwotvikd 00 /Aapomimpdvn 0‘0

(2. TYNGOEXIH XE APAXTIKH(EX) OYZIA(EY)

KdaBe diokio eheyyouevng amodéopevonc mepiéyet 1.000 mg vikotivikob o&éog kat 20
AOPOTITPAVTNG. é}

4

[3. KATAAOrOX EKAOXQN P
R g
ITepiéyer povovdpikn Aaxtdln. Awafdote To GUALO 00N YLDV Y10 ns%@b(o TANpopopiec.
X

| 4. ®APMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO
\Y

14 diokia eEleyyOpeEVNC OMOOEGUEVOTG ‘e
28 diokio ELeYYOUEVNG OITOOEGUEVOTG CU\G

56 dioKio ELEYYOUEVIC OTTOOEGUEVCTG ‘ IO

84 diokio eEAeyyOUEVIC ATOOECIEVONG G‘

98 dokia eLeyyOLEVIC AITOOEGUEVOTG Q

168 d1okia eheyyOuevNg anoSéousuo‘nbo

196 diokio eheyyOUEVNG (moéécueuqs

[MoAromAn cuokevosia TOL nspw’@ 96 (2 ovokevacieg TV 98) diokia ELEYYOUEVNG OTOOEGUEVOTG
49 x 1 diokio eAeyyOUEVNG omo@susvcmg

<O

5.  TPONOX KANYAOX(OI) XOPHITHEIHX

\U
Amo otopato )@%ﬂ.
chBdtcts‘to'&ﬁ 0 00TYLMV TPV OO T YOPYNOT).

o
&

6. cugflAIKH INPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
s& IPOION MPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI

Na puAdocetor o€ Béon TV omoia dev PAEmovV kal dev Tpoceyyilovy Ta Tadid.
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[ 7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHEZH(EIY), EAN EINAI ATAPAITHTH(EY) |

| 8.  HMEPOMHNIA AHEHZ |

AHZEH ‘\)
| 9. EIAIKEYX XYNOHKEYX ®YAAEHX }u \O
Noa unv puAdocetol tave omd 30°C. AN

No QUAGCCETAL OTNV 0PYIKN GUCKELOGIN Y10l VO TPOGTATEVETOL OO TO PMOC KAL TNV VYPOGia. ‘(‘9

Q

N\

10. IAIAITEPEX NIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH . 40‘
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTOQN 'H T
YHOAEIMMATON IHOY HPOEPXONTAI AIIO AYTA, EOOXONMITAITEITAI

Qv
(
11. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEL@? KAO®OPIAX

o8

Merck Sharp & Dohme Ltd. &
Hertford Road, Hoddesdon (@)
Hertfordshire EN11 9BU {}
Hvouévo Baciielo @

, c.XG

12.  APIOMOX(OI) AAEIAYX KYKAOQQFDAS
O

EU/1/08/460/001 14 dioxia sleyxéusvn§ EGLLEVOTG
EU/1/08/460/002 28 diokia. skayxéusv@ TOOEGIEVOTG

EU/1/08/460/003 56 dickia ereyyo \g OTOOECLEVONG
EU/1/08/460/004 84 diokia sksﬁng QTO0OECUEVGNG

EU/1/08/460/005 98 diokia ﬁ OLEVNG OTOBEGUEVOTG
EU/1/08/460/006 168 dioigtaercyyOpevng 0modEcHEVOC

EU/1/08/460/007196 Sioﬁw EAEYYOLEVNG OTTOBEGEVONG

EU/1/08/460/008 498# diokia edeyyOpevng amodécpenong
EU/1/08/460/012

&R

| 13. Ay'_@Moz MAPTIAAX
'&\V

H@AA

G“r

)
GQ\F 14. TENIKH KATATAZEH I'lA TH ATAGEXH

(2 ovokevaciec TV 98)d10Kia EAEYYOUEVNG ATOOEGILEVGTG

DopraKeLTIKO TPOTOV Y10l TO OO0 ATMOLTEITOL LUTPIKT CLUVTAYT.

| 15. OAHTI'IEX XPHXHX
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16. MAHPO®OPIEX XE BRAILLE

Pelzont
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTO ENAIAMEXO KOYTI

HoAiramhég cvokevacics TV 196 (2 cvokevacies Tov 98 dickimv eheyyduevig amodiopevong)-
yopic blue box (ywa kowélny PVC/Aclar )

1.  ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX | \\'\\)
Pelzont 1.000 mg/20 mg diokia eAeyOUEVIC OTOBEGUEVONC (U\O
Niwkotviko 0&d /Aapomimpdvin o

Q
O
(2. TYNOEZH XE APAXTIKH(EZ) OYXIA(EL) > |
\\
Kd&0e diokio eheyyopevng amodéopgvong nepiéyet 1.000 mg vikotivikov 0&E0G Kot 2‘0 »
AapomimpavTng. CU\
~
4Sv
3.  KATAAOIOX EKAOXQN A
X
ITepiéyxer povovdpikn Aaxtdln. Awafdote To GUALO 00N YLDV Y10 ns%@\pm TANPOQOpPIEG.

-

| 4. ®APMAKOTEXNIKH MOP®H KAI HEPIEXQ@\JO |

D)
98 diokia ereyyouevnc omodéopevons. TURUo pog T@kﬂ:?ﬂ’]g- oLoKeVaGiag, ogv umopel va dratebei

Eexoplotd. CU\
&

| 5. TPONOX KAI OAOX(OI) XOPHIHEHE

N
O
Amo6 otOUATOG YPOT. O\
Awpaote 10 pUALO 0dNYIDV np@té T xopnynon.
A
6. EIAIKH HPOE{[m‘ﬁOIHEH LYMOOQNA ME THN OIIOIA TO ®PAPMAKEYTIKO

MPOION ILFEIEI NA ®YAAXYETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPO ['TZOYN TA ITAIATA

Na (pnkdqosﬁcs 0¢om v omoia dev PAETOLV Kot dgv Tpoceyyilovv To Toud1d.

N
[ 7. ¢ \AAAH(EL) EIAIKH(EZ) IPOEIAOTIOIHEH(ELY), EAN EINAI ATAPAITHTH(EY) |

GQW‘ 8. HMEPOMHNIA AHEHE |

| 9. EIAIKEX XYNOHKEYX OYAAEHX

Noa unv puAdccetol tave omd 30°C.
No QUAGCCETAL OTNV 0PYIKN GUCKELOGIN Y10l VO TPOCTATEVETOL OO TO PMOC KOl TNV VYPUGTaL.
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10. IAIAITEPEX TIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN IMPOIONTQN 'H TON
YHOAEIMMATOQN ITOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX |

N\
Merck Sharp & Dohme Ltd. O‘\\
Hertford Road, Hoddesdon N
Hertfordshire EN11 9BU Oc"’
Hvopévo Booileto AN

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAX AN |

EU/1/08/460/012
<

| 13.  APIOMOZX IAPTIAAX c Y

N\
I[TAPTIAA OQ

| 14. TENIKH KATATAEH I'lA TH AIAGEXH AN

DopUaKeELTIKO TPOIOV Y10 TO 0010 OmanTElTOL Larpméc}kmyﬁ.

Foud
| 15. OAHTIIEX XPHIHE J |
AN
\, 00
| 16. TIAHPO®OPIEE XE BRQ@‘E |
O’\
O\)
o\
Y
RY
O
&R
0
&
>
L
&
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER'H XTIX TAINIEX

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX |

Pelzont 1.000 mg/20 mg Siokia eAeyyOUEVNC OTOBEGUEVONC cu\
Nwotivikd 0&0 /Aapommpdvn o

[2. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX A |
\Y
MSD
RS
3. HMEPOMHNIA AHEHX K
%‘
AHEH ©

(4. APIOMOZ NAPTIAAZ ~Q

ITAPTIAA O&

| 5. AAAA ITOIXEIA \,\9‘ |
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@viro ooNYI@OV ypiiones: IIinpogopieg Yo Tov (pfiotn

Pelzont 1.000 mg/20 mg diokia gAeyyOpevnS 0m0dEcpEVoNg
VIKOTIVIKO 0&0 / Aapomimpdvn

AP aoTe TPOGEKTIKA 0ALOKANPO TO QVALO 00N YLAOV YPNGNGS TPOTOV OPYICETE VO TAIPVETE AVTO TO
PapROKOo, OLOTL TEPLEYEL CNUAVTIKEG TAPOPOPIES Y10, EGEC. \)
- DuidEte avtd TO EUALO 0dNYIDY Yprons. Towg ypelaotel va to Safdoete Eavd. O‘\\
- Edv éxete mepartépm amopiec, potiote TO Y10Tpd 1] TO QOPLAKOTOLO GG, N
- H ocvvtayn yio avtd 10 papproko yopnynonke oamokAEIGTIKA Yo Goc. Agv TPEmEL VoL dDGETE TO OCU
@AapuraKo 6€ AALOVG. Mmopel va Tovg TpokaAésel PAGPN, akdpo Kot OTay To orueia g QA
acBéveldg Toug elvat 1d1o pe T, d1kd Gag,. ‘
- Edv mapatnpnoete Kamolo avemBountn evépyeLa, EVILEPMGTE TOV Y1OTPO 1| TOV q)ag&&(ou’)
c0G. Avtd 1oyvel kal yio KaOe mbavr ovemBountn evépyela mov dev OVOQEPETUL CTARUPOV
@O0 0OMYL®V YPNONG.

[

&

T epréyer 1o Tapov GUALO 00N YLOV: K
T1 eivaun to Pelzont kot oo eivat 1 yprion tov 97

T1 npénel vo yvopilete mpotod mhpete to Pelzont ZO
IMwg va napete 1o Pelzont ] 0(')
[MBavég avemBOunTeg evépyeteg Q\
IMwg va puidooetot to Pelzont @)
[epreydpevo g cuokevaciag Kot Aotég TANpoPopieg O&

oukrowdE

1. Tu givor to Pelzont ko o givor 1 pijon Tov \Se

To dvopa Tov pappakov cag sivar Pelzont. Hspté@s}@o SLOQOPETIKEG OPUCTIKEG OVGIEC:

o VIKOTWVIKO 0&V, €va @ApLaKo Tov rponqn@ o Mmidia Ko

. Aapomimpdvin, 1 omoia peldvel ta cvurigduato g EEayng, Tov gival pio cuvnong
OVETLOOUN T EVEPYELN TOV VIKOTIVIKOY WEEOG,

Mg evepyei To Pelzont ‘\O

To Pelzont ypnowonoicitar ex 0eta ot dlnta Yo

. va pethoet to emineda LY Kok xoAGTEPOING GG AVTO TO ETLTVYYAVEL HELOVOVTAS TOL
emineda TG OMKNG o1ePOANG, TG LDL x0AnotepOANnG, TV AMTOpdY OVGLOV TOV KOAOVVTOL

TPLyAVKEPIOIO KO apo B (éva tunpa g LDL) oto aipa.
. vo. avénoet To eda g "kaAng" yolnotepoing (HDL yoAnotepoin) kar tng apo A-l (éva
THARO NG :

T npénal‘vuégpﬁ;m OYETIKA p1E T1] YOI OTEPOLY KOL TA TPIYAVKEPIOLQ;

H yoAno€gPn eivar pia omd Tig apketés Mmapég ovaieg mov Ppicketar oto aipa cag. H ohikn cag
xo?mcs& N omoTeAElTOL Kupimg amd v "Kakn" yoinotepoin (LDL) kot v "kaAn" xoAnotepoAn
(H

@'*[DL yoAnotepOAN ovopdaletal cuviBwg "Kakn" YOANGTEPOAN EMELON UopEl var emkdBETOL OTA
QQrmxd)uam TOV apTNPLOV Gag Kot va dnpovpyet TAdika. Me tnv Tapodo Tov xpodvov, outh 1
G evamobeon g TAdKag pumopel va 0d1ynoet e dnpiovpyio Bpopufov otig aptnpieg oag. Avti

& dnuovpyio OpopuPov puropel va emPpadvvel 1| va eumodicel T pon Tov aipatog o {OTIKE Opyova
Om®G M Kapdd Kot o0 eyképarog. Eav n pon tov aipatog epmodiletal, To anotéiecsio, pmopel va gival
KopdLoKO ENEIGOS10 1 EYKEPOUAKS EMEIGOI10.
H HDL yoAnotepoin ovoudletal cuvibmg "kaAn" yoAnotepoAn eneldn dev emttpénetl oty "Kokn"
YOANOTEPOAN VO EVATOTIOETAL OTIS OPTNPieS Kol EXEWN TPOSTATEVEL MO KAPSIOKN VOGO.
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Ta tprylvkepidia gival pio GAAN Aapn ovoia 6To aipa cog. Mmopel va avéneovy Tov kivouvo va
€xete KoPOloKE TpofAnaTa.

210, TEPLGGOTEPO ATOLA, EV VILAPYOLV, GE APYIKT PAoT|, onueia TPOPANUAT®V amd TN YOANGTEPOAN.
O y10tpdg 60,G UTOPEL VL LETPNGEL TN YOANCTEPOAN oG e amAn e&€taom oto aipa. No emokéntecte
TO Y1TPO OOG TOKTIKA Y10t VO EAEYYETE TN YOANGTEPOAN GaG KOl VO, GLINTATE TOVG GTOYOVS GUG LLE TO

Yatpd Gog.

)
To Pelzont ypnowonoicitmn emmpdodeta 6tn dionto Kol TNV AoKN 61 68 EVAMKES 0.608vEi pe O‘\:)
TPOTOTAON VIEPYOANGTEPOLILNIN 1] PIKTT OVGATIOGLpi0L:
o otav dev pmopeite vo eAEYEETE Ta EMIMEDQL TNG YOANGTEPOANG GOG LE P oTATIVI LOVOV o
(xatnyopio GoPUAK®OV TOV HELOVOLV TN XOANGTEPOAT SPDOVTUG GTO NTAP) A
o otav dev pnopeite vo aveydeite pio otativi 1 6Tav 1 6TOTIVI 08V CUVIGTATAL Y10, EGGG. (UO

Ot acBeveic pe cuvdvaouévn KT ducAumdoipio £govv vynAd erinedo g 'kaxng' L
YOANOTEPOANG KOl TOV TPLYAVKEPLSIV ( o Kotnyopio MTap®v ovoidv) 6TO oo Koy &nka
emineda 'kainc' HDL yoAnotepoing. Ipwtonadng vrepyoinoteporaiptio vidpyet Ta enimeda g
YOANOTEPOANC oTO aipla ivat vymAd. [Ipwtomadng onpaivel 6TL N Unspxoknctsm;ﬁua dev €xel
KGO0, TOVTOTOM LU OLTicL. 40

2. T npémer vo. yvopilete Tpotod mapete to Pelzont Og”

Q

Mnyv napere To Pelzont gav O

o glote aldepyikol oto ViIKoTviko 0&D, T ApoTITPAVT 1@&)%108117:018 GAA0 CLOTOTIKO
AVTOV TOV PAPUAKOL (TEPYPAPOVTOL TNV napowpa %

o £YETE QVTI TN OTIYUN NTOTIKG TPOPATLLOTO.

. €xete éva €AK0G 0TO GTOUAYL OOG. 0’%

. £xeTE aPTNPLOKY cpoppayia. ‘Oc‘}

Mnv népete 10 Pelzont edv kdmoto and ta ave oyvel yio ecac. Edv dev glote BéPatog, wAnote
LLE TO YLOTPO M} TO PAPUOKOTOLO GOG TPV %ts t0 Pelzont.

IIpogidomou|oelg Kot npoqua&suo\

Avapépete 010 Y1aTpO GOG OAe aTPIKEG KoTaoTdoelg Tov oyetilovral pe cog. EAéyEte pe 10
YTpd 1 TO PUPUAKOTOLO GOl abv KoL KaTd T O1EpKELDL TNG AYNG TOV QAPUAKOV GOG EQV:

. &xete onowcSﬁnors&epng

o glyate OMOTEINTQTEMTOTIKTY VOGO, iKTepo (Uint nmatiky dtotapay] TOV TPOKAAEL KITPIVIGHLO TOV
d€pLOTOC Km‘e AEVKOD UEPOVG TV HOTIOV), 1] NTATOYXOAIKT] VOGO (TOVL HTOTOG KOl TOV
Xoknéoxon@pov)

o éyete @nuaw LLE TOVG VEPPOVG,.

o ExeraTPoPANpata Tov Bupeoedoc.

. @ LeYAAEG TOGOTNTEG AAKOOA.

o 0\‘[8 €0¢€lG 1 0TEVA 01KOYEVELOKA EAT KA|POVOLIKT LVTKT VOGO 1 €ly0TE TOTE PLTKA

G mpoPnpata katd T ddpkeio Oepomeiog He PAPHAKE TOV HEIDVOLY TV YOANGTEPOAN TTOV
G‘e ovoudalovtot ' otativec' 1 eipdrtec.

Qo éxete ave&nyntoug poikovg Tdvoug, Poikn evastnaio, 1 poikn advvapio. Edv éyete avtd ta
Q GUUATOUOTO MANGTE GTO YIUTPO GOG AUECHC.
o &xete VYNAEG TILEG GAKYAPOL GTO aipa 1) OePin.
o €xete KOPOlaKd TpofAnuata.
o npoKeLTol va vtoPAndeite og yepovpykn enépuPaoc.
o éxete ovpikn apbpitida.
o éxete YaUNAQ eMineda TOV POCPOPOV.
. elote nhikiag peyoivtepng tov 70 etmv.
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. AapPavete cypactativn (Lo otativin) 1 éva edppoko mwov tepi€yet slufooctativiy Kot giote
KwéCog.

Edwv dev glote BEPatog OTL KATO0 0O TO AVAOTEP® £XEL GYECN LE GOC, WANGTE UE TO YIATPO 1| TO
Qopuaxomold cog Tpy AdPete To Pelzont.

Eetdogig aipotog Kol Tapakorovdnen

o No emokénteode to yroTpd 60,G TAKTIKA Yo va eEAEyyete Ta emineda g LDL (kaxn) xot tng ‘\)
HDL (xaAn) yoAnotepOANG 00G KOl TV TPLYAVKEPLIIWOV GOg. \\\
. O yiatpoc cog Oo Tpémel va cog vrofdliel oe pio e&étaom aipatog Tpv apyicete vo Aaupavete cu\
1o Pelzont yia vo eléyEel mOG0 Kadd Aettovpyel 1o Nmap coc.
o O yatpdc cog pmopei eniong vo BeAnoel vo cag vToPaAiel o€ e£ETACELS QLOTOC 0OV ap%skrs
va AapPavete to Pelzont yio va edéyyel 1060 koAd Aertovpyel TO Hmap Gog Kot Yo dkksku
aveTIOOUNTEG EVEPYELES. é}
. , N\
Mowora ko Epnpor . 0’
To Pelzont dev £xel peketnfei oe maudid ko prfouvg niikiog kKatm tov 18 etdv. Fr’u‘wAté, 10 Pelzont

dev mpémel va yopnyeiton o€ modid Ko €1 ovg nAkiag Kato twv 18 etdv. N

zO‘u
Alha @appoxa kot to Pelzont
Evnuepmote 10 yiatpd 1| T0 QOPpUAKOTOL0 GaG £4V TOUPVETE 1) EYETE nd@a OGPOTO AAAO PAPLLAKAL.
Xe auTa TePAaPavovTol Kol GAapaKo Tov Aapupdvovtot xwpic tar&@ cuvtayn, Prrapiveg kot

QUTIKE GUUTANPOLLOTOL.
R

Ewdikdtepa, meite 610 y10TpO 1 GTO QUPHOKOTOLO GOG EGV VETE KATO10 oo T akOAovda:

. PAPLLOKO TTOV YPTCLLOTOLOVVTOL Yo T [eimon r@mptamﬁg mieonc.

. PAPLOKO, TTOV (PT|CLULOTOLOVVTAL Y10, T UEIMOENE XOANOTEPOANC Kot ovOpALovTal ""OEGUEVTIKG
TOV YOMK®V 0EE@V", OTMG 1 Xokgcswpau'vq-y\

o C100Bovdivn, éva PappoKo Tov Xpnctuo@wt v tov 16 HIV.

. o aloAdun, £va PAPUOKO TOV XPNOHOROLEITOL Y10 VO 00 QPEPEL DITVNAIL TPV OO PEPTKEC
TPIKéG eneUPAoes.

o Brrapivec 1 COUTANPOUOTO T @%éxoov VIKOTWVIKO 0&D.

. KAOTLOOYPEAT KOl AKETVAOG, MK6 0&0 (AZ0), pdppoka mov fonbodv 6To Vo

npolapPavetol 1 dnuoy Opoupav oto aipo.

. PapLOKa TOV Xpnmu%n VVTOL Yo TN peimon g YoAnotepOAng kot ovopalovral "ototivec”,
O
Emiong evnuepmote rox&tpé coc v Aappdavete cuPactativn (pio otativn) 1 Evo EAPLOKO TOV
TEPLEYEL Glpﬁacrwi'ﬁblcou eav gtote KwvéCog.
O\

Edv bev eiot 10G OTL KATO10 070 TO AVAOTEPM E£XEL GYECT] LE GOG, WMANGTE UE TO Y1TPO 1 TO
(p(xpuaKon66 ag mpv AaPete to Pelzont.
Pelz € TPOYES, TOTE KOl AAKOOL
o G,"Tw vo pewwoete v mbavotnta vo epeavicete EEaym, vo omo@edyete TNV Aqyn aAkoOi 1
‘e KOWTOV poPNUATOV 1 AT TIKAVTIK®OV Tpo@®V Otav TAnctdlel n dpo va AaPete to Pelzont.
. glvatl onpavtikd vo okoAovdncete T1g GLUPOLAEG Tov didovtat oty mapdypago 3 Ilwg va

napere o Pelzont.

Kinon kot Onhaocpég

To Pelzont dev cuvieTdTorl KOTA TV EYKVHOGUVT EKTOG Kot €4V EIVOL ATOADTME OTOPAiTNTO.

Mulnote pe Tov yrotpd cog tpv mapete to Pelzont edv:

. EioOe éykvog 1 oxedidlete va peivete éykvoc. Eivaun dyvwoto av 1o Pelzont Oa npokaAécet
BAGPN oto ayévvnto pwpd cag.
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R

. OnAdalete M oyedialete va Onidoete. Eival dyvooto av to Pelzont O dianepdoet 6to untpikod
yéAa. ITapdro avtd, To vikoTviko o0&, éva oo o cuotatikd Tov Pelzont, diomepvd oto
UNTPKO YOAQL.

YvuPovievdeite To yraTpd N T0 PapUAKOTOLO Gog TPV AdPete avtd T0 eapuaxo. O yiaTpdc cog Oa
amopaciocet €av To Pelzont gival katdAAnio yio €6dc.
)
001N 6N KoL YEPIGPOS PNYEVAY \)
Mepikoi avBpmwmor aicOdvovtar {aAiopévol petd t Ayn tov Pelzont. Edv aicBavOeite (dAn, o O\\\
TPENEL VO ATOPEVYETE TNV 0O1YNON N TO XEPICUO pnYovedV Hetd T Ayn Tov Pelzont. cu\

o)

ToPelzont wegpéyet Aaktoln. AN

To Pelzont wepéyet éva oakyopo mov Aéyetar Aoktdln. EGv cag £xel evuepdGEL 0 Y1UTPOS GO
&xete duoavelio o€ PepiKd oaKyapa, ETIKOIVOVEIGTE IE TO YLOTPd GOG TPV AAPeTe avTd ro& Ko

&
, Q
3. Mog vo wapete 0 Pelzont (U\
[Tévtote va maipvete avTO TO PAPUAKO CLGTNPE COUPOVO LLE TIG 0dNYiEg royc?rpof) cag. Eav éyete
apeiPoriec, pmTAOTE TO YIATPO N TO PUPUAKOTOLO GOGC. (”
O
Iléco va napete Q\
o Oa wpénel v, apyioete Aappdvoviog £va d1okio NUeEPNGim O
o Metd and 4 efdopdadec, o yloTpdg 6o Umopel v avéNo 6oM 60G oTo dVO doKia
nuepnoing.

. Edv éxete adlaéel Bepaneia amd Eva @apLoKo n@ €yel 2.000 mg 1 meplocdtepo
VIKOTIVIKOU 0&€0G EAEYYOLEVIG ATOJEGEVLGT) atpdg GOG Umopel va oag apyicet
Bepameia pe dvo diokia Pelzont v nuépa. exete aAlael Oepameio amd £va PAPUOKO TOV
nepiEyel Ayotepo amd 2.000 mg vucorwa‘@ £€oc EleyyOpevN G amOdEGUEVOTG, TTPETEL VAL
apyicete pe ™ ANy evog d1oKiov Pelzé’ v nuépa. Metd anod 4 efdouddeg, o yiutpog oag
umopet va ovénoet ) 666m Tov Peg € 0VOo dtokio TNV NUéPQL.

1
I og va To mapete \O
. ITapte To Pelzont pia (popélénv nuépa, To Ppadv N TP TV KatdrkAion.

. ITépte to Pelzont poli aynTo.
. Kotameite ka0e S@OKOK}H]I)O. IMa va éxet 1o eappokod cag ta emtBountd omoTeAéoHATO 1N
dwywpilete, ondrendpoppotifete 1 pocdte To dIGKIO TPV TO KATOTIEITE.
. Amopuyete ;@n OAKOOA N KAVTAOV POPNUATOV 1| AYN TIKAVTIKOV TPOP®Y KOVIQ GTIV 0P
AMyng g @G tov Pelzont. Avtd Ba petdost Ty mbavotTTo vo eppavicete eEQYELG
(epvBpg @ 670 0éppa, aioOnua Bepporac, Kvnopog, 1 popunkioon Wi 610 KePAM oo,
TO AQUUS, 10 0TNB0G 1 TN pdyN GOC).
M aomipivig Tpwv T Aqyn Tov Pelzont dev peidver v £€aymn 6og TePLeodTEPO AT TO
@\/ Aafete Pelzont povo. T't owtd, n Aqym aomipivng yio T HEI®OT TOV COUTTOUATMV THG
c‘%éa\yng dev givan amapaitnn. Edv Aappdvere acmipivn yia ortolodnqmote dALo AOYO, cuveyioTe
G‘e va akoAovbeite Tig 00N Yieg TOL Y1TPOL GOG.

Eav napete peyolvtepn d6on Pelzont amé tnv kavoviki

. e mepinton vrepdocsoroyiag, Exovv avapepOel o1 akdlovBeg avemBounteg evEpyeLes :
é€aym, TOVOKEPAAOG, KvNopog (kvidmaon), vatia, {aAn, éuetog, 61dppola, Kothakdg
nOvoc/ducpopia, Kot 0GQLOAYia.

. Edv népete meptocoOTEPO Amd OGO TPEMEL, JUANOTE LE TO YLUTPO 1) TO PUPLOKOTOLO GOG
APECHG.

Eav &eydoete va mapete to Pelzont
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. Edv mapodeiyete pio doom, unv mdpete pio emmAéov d00r. Zuveyiote Le T cuvion d6on cag
10 €nOpEVO Ppaidv N Tpwv TNV KotdkAon. [Taporia avtd, edv dev Aafete To Pelzont yio 7 1
TEPIGOOTEPES GUVEXOUEVEG UEPES, LANOTE LUE TO YITPO GOG TPV apyicete kot TaAt o Pelzont.

Eav otapoatioste va moipvete to Pelzont
Mn ctopatioete vo taipvete to Pelzont yopic va uinoete pe 1o yrotpd cog. To mpofinud cog pe ™
YOANOTEPOAN Umopel va ePPavicOel kot oAt

O
Edv éxete meplocdTeEpEg EPMTNOELS GYETIKA LLE T YPTOT ALTOV TOL POPUAKOV, POTAOTE TO YTPO N TO O\\\
PUPLLOKOTOLO GOLG. cu\

4, IMBavég avemBOUNTES EVEPYELEG

O
Onwg 6o To eApOKa, £TGL KoL 0UTO TO PAPUOKO UTOPEL VO TPOKOAEGEL OVETLOVUNTEG své&\é’,’, v
ka1 dgv Tapovoidlovial oe GAOVG TOVE aVOpPOTOVG.

S
AvemOOunteg evépysieg Tov Pelzont givou: c“’\A

IToAd ovyvég (Lmopel va ennpedcovy meptocoTepovs omd 1 otovg 10 avlpd %

o "E€ayn (mov cuvnbwg tepiiapfavel epubpotnta oto déppa, aichn nﬂﬁémwg, KVNGuo, M
popunkicon 16img 610 KEPAAL, To Aapd, To otnbog 1} ™ payn). E&’@(poww@si E€aym, T
GUUTTOMOTO YEVIKMG EIVOL TO EVTOVA GTNV apyn Kol vaﬁe%@plopigovmt LE TNV TAPOSO TOL

xpévov. &

Yoyvég (umopei va ennpedcovy £og 1 otovg 10 av@po'movg@o
. TOVOKEPOAOG \)

. popunkioon | LovOGHE GTa XEPLO 1] 0T néﬁ&:&

o KOWMOKOG TOVOG CU\

o dtappota ‘ ZO

. GTOMOYIKT dvcpopia I aicOnua Km’)&

o vavtia (aicOnpa adiabdeciog) 0

. adwabeoia (épetoq) 1O
*  KVNOROG (Qayolpa) <\O

. eEavonua o)

o Kvidwon \)

O
Oy ovyvég (unopsi‘v%n pedoovv €mg 1 otovg 100 avOpmmovg)
ovpu} apOptdu
vITVNAa
Can Q
aic@l(x ToAU®V (va ateBdveshe tov Kapdiakod cog puoud)
A aptnplokn Tieon
GKOAlQL GTNV avaTvon
\{3’ Enpodeppia
Q(} eEavOnua pe emineda, KOKKIVA GTIyHOTOL
Q . LLiKoc Tévog i evanctnocio

* pyn
. GAyog
. 01ON U T®V SAKTOAWMY TOV YEPLUDY, TWV TOOIDV Kol TOV ACTPUYAAWDY
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Emnpdcbeta, éva 1 mepiocdtepa amd To akOAovbo cupTTOHOTH £XOVV ovapeEPDEl WG HEPOG UIag
aAlepyikng avtidpaong oto Pelzont.

o 010N L0 TOL TPOCAOTOV, TOV YEEWDV, TNG YADOGOS KA/ TOV AGLLOD TOV UTOPEL VO TPOKAAECEL
dVoKOAla GTNV aVOTTVON 1 TNV KaTAmooT (ayyelooidnua, KATL Tov PTopel vo amottel dueon
Oepomeia)
o MmoBupio
o dVoKOAia GTNV OvVOTVON .
o ATMAELD EAEYYOV OVP®V Kol KOTPAV®V \)
o KPVOL 10PAOTEG O\\\
. opikia CU\
° pim o}
. QVENUEVT] CPTNPLOKT TTEDT . ()A
. olonuo TOV YEIMDV 9
o aicOnpo kavoov é¥
o gEavOnuo og 6A0 TO0 cOU &
. TOVOG OTIG apBpadoELg '~

. oldnua T®V TOd®V R
*  ypNYopog pubuog TG KupAG. ‘O(U
Xrdvieg (umopet va emnpedoovy g 1 atovg 1000 avBpdmovc) . 0(4

. Lot TTOL TPEYEL Q\

. petopévn avoyn ot yAvkdln (cdiyopo) @)

. avnouvyio O&
. nuKpavio @
o MmoBupio @

7

. YPNYOPOG N LN QUGLOAOYIKOG KOPOLoKOG puep%.

o {aAn xatd v avopbwon CU\

. pEéyLO 60

o GTOUAYIKO EAKOG

. OepUATIKEG OLOTAPOYES LE cKoﬁps@&{)Swng VONG eMPpaveleg mov ovopdloviot pedaviCovoa
axdvlmon 1O

. EMPAVELEG CKOVPOL Xp(bu(@

o epidpmaon o

o MLk advvapio \)

o advvapio @)

o YEVIKELUEVO qifh&ta

O

Mn yvootég: \véﬂ]ra ogv nmopel va. ektiun0ei pe Paon to owedEcipa deoopéva,
EmimAéov, 1o ovba £yovv avapepbei kotd TV gumelpia petd v kuklogopio tov Pelzont kou/m
GAA®V TPHIQVTOV VIKOTIVIKOV 0EE0G (¢ povoBepameio Kaun Le OpIopUéva GAPLLOKO TTOV LELDOVOLV TN
xokncr@gﬂ
. 0 Eapvikn coPfapn aAdepyikn avtiopacn (avoa@uiaktiko 6ok). Ta copntdpota
éu ocvumepteAdpfavay Arobupio, SVGmvola, cuptyud 1| SVCKOMA GTNV AVATVOT], 01010 TOV

TPOCGMITOL, TOV YENEWDV, TNG YADGGAS, KVNGUO 1 KVIO®oT 010 dépa. AVT 1| KATAGTAGC
amontel apeon wrpuki Pondera.

o OpBarukég dratapayég Tov ovopdloviot ToEIKN apfAVOTIO Kot KUGTEOEIOES OIONIA TG OYPAC
KNALdaG TOov pmopel vo, 0dnynoet o€ BoAr, Lelopévn Opact, 1| GE ATMAELN TNG OPOUGTG

. KITpiviopa Tov d€pUaToc Kav/ TV opBaAndv(iKtepog)

. QAVKTAVAOOEG eEavOM U

Ed&v mapatnproete Kamowo avemBountn evépyeLa, EVILEPMGTE TOV Y1ATPO 1] TOV POPLAKOTOLO GO,
AvTo 1oyvet Ko Yo kiBe mhoavn avemBountr evépyela Tov SV avaPEPETAL GTO TAPOV GUAAO
001 YLOV.
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5. IMog vo purdcoetar To Pelzont
Noa puAdoocetal 0vTd TO PAPLOKO G PEPT TTOL dgV T0 BAETOLY Kot 6gv TO POAVOLY TOl TOLSLA.

No v ypnotomoteitol avTd TO EAPHOKO LETE TNV NUepOUNVia ANENG TOV aVAPEPETOL GTO KOLTI Ko

otV KuyéAn petd to AHEH.

Noa unv puridccetorl taveo omd 30°C. No puAGGGETOL GTNV aPYLKT) CLOKEVAGIN Y10l VO TPOGTATEDETAL ‘\)

omd TO YOS KAl TNV VYPAGia. O‘\\
N

Mnv metdte @APUOKO 6TO VEPS TNG ATOYETEVOTG 1) OTO OKOVTidIM. POToTE TOV POpLOKOTOLO GOg N
A VoL TETAEETE TO PAPLLOKO TOV OgV ypnoipomoteite ma. Avtd ta pétpa Ba fondncovv otnv \

TpooTacio Tov TEPPaAlovTog. ‘(UO
6. Iepredpevo TS 6VGKEVAGING KO LOUTEG TANPOPOPIESg 40\
)
N\
T gpréyer To Pelzont A(U
. Ot dpaoTikég ovaieg ival To VIKOTViKO 0ED Kal 1) AAPOTITPAVTN. Kd%&gﬂdo EPLEYEL

1.000 mg vikotvikov 0&€og kat 20 Mg Aapommpavng.

o Ta dAlo cvotatikd ivat: vipouehdoln (E464), o&eidio mupitiop 0g18¢g avudpo (E 551),
OTEATLAOPOVLOPIKS VATPLo, Vipo&urporviokutTapivy (E463 \(pOKpucleKﬁ KuTTOpivy
(E460), kapuelholn vatplovyog diactavpoduevn, uovoi)f)@k ktol1, oTENTIKO LOyVIGL0.

To @dppako ovtd TapEyeTal Le Tr HopP1] S10KIOV TPOTOTOY }mg amodéopevonc. Avtd onpaivel 6Tt
éva 1] TEPIGGOTEPA ATTO TO, OPOUCTIKG GUOTAUTIKE TOV ansl POVOTOL 0PYQ OTT OLEPKELDL LG

YPOVIKNG TEPLOSOV.
O

Epg@dvien tov Pelzont kou wepieyopevo g p@naciag
Ka0g diokio eheyyOUeVNG ATOSEGEVGNC sivm@mdo 0€ GYNUO KAYOKIOV, AEVKO EMC VTOAELKO, UE TO

avayAveo ‘552" ot pio TAgvpd. 0

Adapovic koyéin PVC/Aclar pe p@ghrough aluminium lidding og peyédn cvokevaciog tov 14,
28, 56, 84, 98, 168,196 diokia & LUEVNC 0TOOECUEVOTG TOAMUTAEG-OVOKEVOGIEG TTOV TTEPIEYEL 196
(2 ovokevacieg Tov 98) diokio eyyouevng amodéopevong kot 49 X 1 Siokio eheyydpevng
amodéouevong oe Sldrpnr@wékn HoVAd®V dooNG.

dwokio eheyyouev i 0déopevong kot 32 X 1 diokia ekeyydpevng anodéopevong oe dtdtpntn unit

Kuyéln AluminiLgémminium ue push-through lidding o€ peyé0n ovokevaoiog twv 14, 28, 56, 168
dose kvyéin . Q

.. ;o ’
Mmopei vahnv KukAoQopovy OAEG 01 GLOKEVAGIES.

&

N\
Kg}?gxpg ¢ Adsrog Kvkhogopiag Hopaymyog
&e'rck Sharp & Dohme Ltd. Merck Sharp & Dohme Ltd.
QQHertford Road, Hoddesdon Shotton Lane, Cramlington
G Hertfordshire EN11 9BU Northumberland NE23 3 JU
& Hvopévo Baciielo Hvopévo Baciielo

INa omoadnToTE TANPOPOPID GYETIKA LE TO TAPOV PAPUAKEVTIKO TPOTOV, TapaKoAeiche va
amevBuvheite 6TOV TOTTIKO AVTITPOSMITO TOV KATOYXOV TG AdE10C KuKAoPOopiag:
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A

Belgique/Belgié/Belgien

MSD Belgium BVBA/SPRL

Tél/Tel: 0800 38 693 (+32 (0)27766211)
dpoc_belux@merck.com

Bwarapus

Mepxk lapn u Jloym bearapus EOO/
Temn.: +359 2 819 3737
info-msdbg@merck.com

Ceska republika

Merck Sharp & Dohme s.r.o.
Tel.: +420 233 010 111
msd_cr@merck.com

Danmark

MSD Danmark ApS
TIf: +45 4482 4000
dkmail@merck.com

Deutschland

MSD SHARP & DOHME GMBH

Tel: 0800 673 673 673; (+49 (0) 89 4561 2612)
e-mail@msd.de

Eesti

Merck Sharp & Dohme OU
Tel: +372 6144 200
msdeesti@merck.com

SV
MSD. A. ® B.E.E. N
Tr: +3 0210 98 97 300 O

cora.greece.gragcm@merck.com QO

Espafia \)O
Merck Sharp & Dohme Q@spaﬁa, S.A
Tel: +34 91 321 06 00\
msd_info@merck:&@

O
France ,QQ

MSD Fra
Tél: + 18046 40 40

<

land
Merck Sharp and Dohme Ireland (Human Health)
Limited
Tel: +353 (0)1 2998700
medinfo_ireland@merck.com

A

island
Vistor hf.
Simi: +354 535 7000

Luxembourg/Luxemburg

MSD Belgium BVBA/SPRL

Tél/Tel: 0800 38 693 (+32 (0)27766211)
dpoc_belux@merck.com

Magyarorszag

MSD Pharma Hungary Kift.
Tel.: +36 1 888 53 00
hungary_msd@merck.com

Malta
Merck Sharp & Dohme Cyprus Limited QA
Tel: +8007 4433(+356 99917558) ‘(UO

malta_info@merck.com

Nederland
Merck Sharp & Dohme BV I
Tel: 0800 99 99 000 (+31 2345593153)

medicalinfo.nl@merck.%q_,
Norge

‘ g
MSD (Norge) A ©
TIf: +47 32 20D V0
msdnorge .no

Oste
Me*k Sharp & Dohme Ges.m.b.H.
. +43 (0) 1 26 044

. Ioc(msd-medlzm@merck.com

Polska

MSD Polska Sp. z o.0.
Tel.: +48 22 549 51 00
msdpolska@merck.com

Portugal

Merck Sharp & Dohme, Lda
Tel: +351 21 4465808
clic@merck.com

Romania

Merck Sharp & Dohme Romania S.R.L.
Tel: +4021 529 29 00
msdromania@merck.com

Slovenija

Merck Sharp & Dohme, inovativna zdravila d.o.0.

Tel: + 386 1 5204201
msd_slovenia@merck.com

Slovenska republika

Merck Sharp & Dohme, s. r. 0.
Tel.: +421 2 58282010
msd_sk@merck.com
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Italia

Addenda Pharma S.r.l.
Tel: +39 06 91393303
info@addenda.it

Kvbmpog

Merck Sharp & Dohme Cyprus Limited
TnA: 80000 673 (+357 22866700)
cyprus_info@merck.com

Latvija

SIA Merck Sharp & Dohme Latvija
Tel: +371 67364 224
msd_Iv@merck.com

Lietuva

UAB Merck Sharp & Dohme
Tel. +370 5 278 02 47
msd_lietuva@merck.com

Suomi/Finland
MSD Finland Oy
Puh/Tel: +358 (0) 9 804650

info@msd.fi
Sverige
Merck Sharp & Dohme (Sweden) AB
Tel: +46 77 5700488 \\‘9
medicinskinfo@merck.com
O

United Kingdom
Merck Sharp and Dohme Limited QA

Tel: +44 (0) 1992 467272 ‘(UO
medicalinformationuk@merck.com @
&
&

)
To mapdv evAL0 00NTIAV YprioNg avabdewprOnke Yo TELEVTOIO (p@ otic {MM/EEEE }
O

Agmtopepn TANPOPOPLOKA oTOLYXEIN Y10 TO TPOIOV vt Staeéc&ro dkTvakd tomo Tov Evponaikon

Opyavicpot @opudkmv: http://www.ema.europa.eu.
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