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®Yrlo 0OV Ypriong: IIAnpogopieg yia Tov yprioTn

Simvasterol 40mg emwkoloppéve pe Aemtod vpuévio dickio
ZipPootativn

AP aoTe TPOGEKTIKA OLOKANPO TO GUALO 0ONYLOV YP1ONS TPOTOV UPYIGETE VU TOIPVETE CVTOTO

Pappoko, o0TL TEPLAapuPavel oNPAVTIKES TANPOPOPIES Y10 OUG

- DvraEte avtd TOo EOALO 0N YDV Yprons. Towg ypelactel va to dwfdcete Eava.

- Edv &yete mepartépm amopieg, pmTNOTE TOV Y1ATPO 1) TOV GOPUAKOTOLO GOG.

- H ovvtoyn yoo avtd 10 @dpuoxo xopnyndnke amokAelotikd Yo coc. Agv TPEMEL VO, ODCETE TO
@apuako og dAlovc. Mmopet va Tovg Tpokarécet PAAPT, axdpo Kot 6Tav T onuein TG acéveldg
TOVG etvan id1a e ToL S1KA oo,

- Edv mapatnpnioete kdmolo avemBountrn evEpyELn TOPUKAAEIGOE Vo EVIUEPDGETE TOV YLOTPO N TOV
QOPUOKOTOL0 GOC. AVTO 1GYVEL KOt Y10, KAOe Thavr avemBOun evépyelo Tov deV AVAPEPETAL GTO
POV GOUALO 00T YLV YpNoNG. BAéme mapdypaeo 4.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

T eivar to Simvasterol kot oo givon 1 xprion Tov

T npémel va yvopilete mpotod napete o Simvasterol
IMog va mapete to Simvasterol

[MBavég avemBounteg evépyeteg

Io¢ va pvidooetol to Simvasterol

[epreydpevo e cuokeLOCIOG KOl AOUTEG TANPOPOPIES

Uk wdE

1. T givar To Simvasterol ko wowe sivar n yprion Tov

To Simvasterol mepiéyel v dpactikny ovoio cPactotiv. To Simvasterol sivar éva @appako mov
YPTCULOTOLEITAL Y10 TNV UEIDOT TOV EMMEI®V TNG OAKNG YOANGTEPOANG, TG "KOKNG" YOANGTEPOANG
(LDL yoAnotepoAng), Kol Tov Mmapdv ovcidv 6To oipa mov ovopdloviat tpryAvkepiola. EmmAéov, to
Simvasterol av&aver to emineda g "koAnS" yolnotepoing (HDL yoAnotepoin). To Simvasterol eivor
UEAOG LLOC KOTYOPLOG POPUAK®Y TOV OVOUALOVTOL GTOTIVEC.

H yoAnotepoin eivan pia amd Tic moAAEG Mmapég ovaieg mov Ppickovtar oty Kukloopia Tov aipatog. H
oM oag yoAnotepoin amaptiletar kupiog amd tnv LDL kot tnv HDL yoAnotepoin.

H yoAnotepoin LDL cuyva ovopdletor 'Kakn' yoAnotepoin 10Tt umopei va evomotedel oto TorydpaTa
TOV OpTNPIOV 60G dnuovpymvtag TAdka. Evieyopévmg avti 1 mhdko uropel va odnNynoel 6€ oTévmon
TOV opTNPLdV. AvTth 1 6TEVOCN UTopel va, emtPpadivel 1| vo gUmodicel TNV por Tov aipotoc o€ {mTIKA
opyova OT®S M KaPdL Kot 0 EYKEPAAOG. AT 1) TAPeUTOOIGN TG PONG TOV GIINTOC UTOPEL VoL 00N YNGEL
o€ KOpOLoKT TPOSPOAN 1| EYKEPUAKO ENEIGOO10.

H yoAnotepoin HDL ocvyvd ovopdleton 'kaAr yoAnotepoin owott Ponbdd oto vo omotpémetol m
evamofeon TG KaKNG YOANGTEPOANG OTIG APTNPIEG KOl TPOGTATEVEL OO KOPILOKT VOGO.

Ta Tprylvkepidio glvor pio dAAN popen AMmophg EVOoNG 6TO Ciflol GOG TOL UTOPEL Vo avENcovy Tov
Kivduvo og oag Yo KapdloKn vOGo.
[Ipémel va cvveyicete TNV dloito peimong YoANGTEPOANG EVOGH AAUPAVETE OVTO TO PAPLLOKO.

To Simvasterol ypnoipomoteiton emmpodcOeto ot Silontd cog yio peiwon yoANoTeEPOANG GV £XETE:
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° avénuévo eminedo yoAnotePOANG 610 aipa cag (TpTomadng vIepyoAnoTEpOAdIpia) 1 avénuéva
enineda Mmdiov 610 aipa cag (KT veepAmdoiio)

° KAnpovopkn véco (opdluyog otkoyevig vrepyoinotepoiaipio) n omoia av&dvel 1o enimedo g
YOANoTEPOANG 0TO0 aipa cag. Mropeite emiong va AapPdverte kot GAAeg Oepameieg.
° otepavioio Kapdakn voco (XKN) 1 eiote oe peydho kivovvo yioo XKN (emedn €xete dwfnm,

1GTOPIKO EYKEPAAIKOD €MEIGOSI0V 1 GAAN VOGO TV apopopav ayyeimv). To SIMVASTEROL
umopel vo mopoteivel v (N 60¢ UELDVOVTOS TOV KivOUVOo TPOPANUATOV KopdloKng VOGOV,
ave€apTNTMS TOV EMTESOL YOANGTEPOANG GTO ALLLLO GOG.
2100G TEPIOTOTEPOVG AVOPMTOVS OEV VIAPYOLV ALEGO CLUTTMOUOTA TNG VYNANG XOANGTEPOANG. O Y10TpdC
O0G WITOPEL VO LETPTOEL T YOANGTEPOAN oaG UE pio amAn e€étaon aipotog. No enoKENTESTE TOV YLOTPO
G0G TUKTIKA, VO EAEYYXETE TN YOANGCTEPOAT GOG Kot Vo, GuINTATE T OMOTEAECLOTA GOG LLE TOV YIOTPO GOG.

2. T apéner va yvopilete Tpwv vo wapete To Simvasterol
Mnyv rmapete to Simvasterol
o edv elote ailepywoi (vmepevaictntol) ot cwPactativiy N o€ onotodfmote dAlo Ao Ta

GLOTOTIKA OLTOV TOL PAPUAKOL (TOV avaEEPOVTOL GTNV TTapdypago 6: Ilepiexdpevo g
GLOKELOGCIOG KO AALEG TANPOPOPIES)

o €4V €xeTE TPOGPATO NTATIKAE TPOPATLOTA
o €av glote €ykvog 1 OnAalete
o €4v Aappdvete appoako e £vo 1 TEPIGGOTEPA OO T 0KOAOVLON SPAGTIKA GLGTATIKA
0 rtpakovaloAn ketokovaloin, mocakovaloin N Popucovaldin (ypnoipuomotodvtot
v TN Bepomeion LUKNTIONGTIKOV AOUMEE®V)
0 gpvBpopukivn, KhapBpopvkiviy, 1 TeMBpopvkivn (ypnolpwomoovvIal yio TV
Oepaneio Lotunéemv)
0 avaotorelg mpoteacwdv HIV, o6mwg wdwvoPipn, vekowafipn, prrovafipn, kot

cakovivafipn (ot avactoleic mpoteocov HIV mov ypnoipomoovvtor yuo
roumén amd HIV)

0 urocenpePipn N telampePipn (ypnoomworodvtan yio v Oepaneio Aoipwéng omd
tov 10 g nratitdag C)

0 vepaloddvn (ypnouomoteiton yio tnv Oepameio ¢ katdBinymc)

0 cobicistat (ypnowomoteital ya v Aoipwén amo HIV)

0 vepoBpolidn (ypnoiponoleital yio tnv peimon e YoANeTeEPOANQ)

0 KuKloomopivn (yproyLonoteitan o€ acbevelg e HETAUOGYEVCT) OPYAVOD)

0 dovalorn (uio texvnmy opudvn mov ypnowwomoleitoan yoo v Ogpameion g
EVOOUNTPIMOoNG, W0 KOTACTOON KOTO TNV Omoid TO E0MTEPIKO TOIYOUO TNG
UATPOG OVOTTOGGETOL EEMTEPIKA TNG UNTPAG).

o €av Aappavete topa 1, KaTA TIG TEAELTAIEG 7 MUEPES, £xeTe AAPEL 1 oag yopnynoOnKe Eva
@AapUoKo TOL ovORAleTal Povctdkd o0& (YpMoyLontoteitan yio TNV Oepaneio fokTnplokng
AotpmEng).

Mnv mwapete mepiocotepo  and  40-mg  Simvasterol edv  maipvete  Aoputamion
(xpnowomnoteiton yio v Oepameio piog coPapng Kol OTAVING YEVETIKNG KOTAGTAONG
OYETIKG LE TNV YOANOTEPOAN).

Potmote tov yuotpd cog av dev eloTte Giyovpot GV TO PAPUAKO GOG OVAPEPETOL TOPUTAVED.

IIpogidomou)6elS Ko TPOPLAGEELS

Evnuepdote tov yiorpd 6og




Y10 OTIOLOON|TOTE TPIKE TPOPAT|LOT £XETE GUUTEPIAOLUPAVOLEVOV TOV OALEPYLOV.

€dv mivete pPeyareg mMOGOTNTES AAKOOA

€qv giyore nrotikn voco. Mropei to Simvasterol vo. unv givat katdAAnio yio 6og.

€av TPOKELTOL VO KAVETE pia yepovpykn enépPaot. Mmopei va, yperacbel va otopamoete To diokia
Simvasterol ywo éva pkpd didotnpa.

o €dv giote Aotdng, 610t pmopel va ypewacel pia drapopetikyy d6om i 6.

O ytpdc cog mpénel va oag Kavel eEgtdoelg aipotog mpv apyicete va maipvete to Simvasterol kot va
eAéyEel eGv £xETE OMOLOONTOTE CLUUTTAOUNTO NAATIKGOV TPoPfAnudtov evoécw haufdvete to Simvasterol.
Avtd yivetar yio va eheyyBel 1o mdoo Kodd Aettovpyet To map Gag.

O ywTpdg cog umopet emiong va BéAeL va Kavete eEETAGELS aipLoTog yia vo EAEyEet To TOoo KoAG Agttovpyei To
Nmap cog Hetd v Aym tov Simvasterol.

Evéow giote og Oepameia. e anTto 10 PAproKo 0 yatpog cog B cog Tapakorovdel otevd edv Exete dlapm 1
glote og Kivduvo va gppavicete dwfnn. Eivorl mbavov va giote og kivduvo va gpeoavicete dwofinn ebv €xete
VYNAQ entineda caydpov Kot Mmdinv 6To aipa cog, giote vIEPPAPOL Kot EYETE LVYNAT APTNPLOKT TESN.

Evnuepaote tov yiotpd cog v £xete cofapn vOGO TV TVELUOVOY

Emkowoviiete pe tov Y10tpé oog apécms v mapovortacsOei aveénynrtog poikog movog, evacdneio 1)
advvapio. Avté copfaivel €101 OE OMAVIES TEPWTTMOOELS, TO. PVIKA mpofifqpote propei va sivon
oofapd, copmeprropfavopiviig TG PVIKNG KATAGTPOPIS OV 001Yel o€ ve@pik PAapPn ko morv
omdavio. £(ovv Tapovorocsi Oavaror.

O Kkivouvog TG WUIKNG KATOOTPOPNG €ivar HeyahvTepog oe peyoAltepes ddoelg tov Simvasterol won
edwotepa pe ™ doon tov 80mg. O kivduvog ™ HUIKNG KOTaoTpogng elvon emiong HeyoAVTEPOS OF
opiopévoug acbeveic. Emkotvoviote e 1o ylatpd oag ov 60G apopd KAmotlo amd ta, akdAovO:

KOTOVOADVETE PUEYAAEC TTOGOTITEG AAKOOA

€)ETE VEPPIKA TPOPATLLOTA

€xete mpoPAnuoro Tov Bupeogldoig

glote nhikiog 65 etV N peyolvtepot

glote yovaika

€qv eiyate moté poikd mpoPAnuote katd T ddpkeln Oeponeing HE QAPUOKO TOV WPEWDOVOLV T
YOANGTEPOAN, TOV OVOUALOVTOL OTATIVEG 1] PBPATEC.

° £xete €0€iC N éva, 0O TOL UEAT) TNG OIKOYEVELAG GOG 0 KATPOVOLIKY HDTKT) S1oTapoym.

Evnuepaote emiong tov yotpd 1 ToV QopUaKonold cog av aicBdveste dapkn puikn advvapio. o tnv
duayvaoon kot Oepameio tng mdbnong avtg evdéyetat vo, amttodvton Tpocheteg e£TAoELS KOl PAPLOKOL.

Hoowd xon £pnpor

H aogdieio kot anotehecpatikdtnta tov Simvasterol £xst uelembei og aydpia nhkiog 10-17 etdv ko o
KOpIToLoL IOV MTAV TOVAGYIoTOV £V POV PETE TNV epumvopyn (Eppnvo poon) (BAére mapdypapo 3: [og va
napete to Simvasterol). To Simvasterol dev éyel perenOel oe moudid nixioc kdtow v 10 etov. Ta
MEPIOCOTEPEC TANPOPOPIEC EMKOIVOVIOTE LE TOV YLOTPO GO,

Alho @appoxa ko to Simvasterol

Evnuepmote tov yiatpd cog edv maipvete, £xete mpdo@aTo TAPEL | UTOPEL Vo TAPETE OTOLOOMTOTE GANO
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eappako(a) pe omoleodnmote amd TIG axdlovbeg dpoaoctikéc ovoiec. H Aqym tov Simvasterol ue
omolodNmote and ta TaPAKAT® Papuake uropel va avéNoet Tov Kivouvo Huikdv tpofAnudtov (optopéva
and ta omoia Exovv NON avapepbel oV mapandve mapdypapo "Mnv rapete To Simvasterol’).

. KuKloomopivn (cuviBmg ypnolomoteital oe 0oOEVEI [IE LETAUOGYEVGT OPYEVOL)

. davalorn (plo texyvmt] opupovn mov ypnowomoleitor yw v Bgpameio evdountpimong, pia
KOTAOTOOT KOTG TNV OMole TO €0MTEPIKO TOlYOUO TNG WATPOG AVOTTOCoETOL €EMTEPIKA TNG
HATPOC).

o QAPUOKA LE OPOCTIKY 0VGio Onwg 1TpakovalOAn, KeToKOVOLOAN, PAOVKOVALOAT, TocakovalOAN, 1

Bopucovaloin (ypnoworolodvron yio T Ogpameion LUKNTIOGIKOV AOUDEEDV)

o oBpateg pe dpaotikn ovcio, Om®mg M YeuPPpoliln ko PelagiPpdtn (xpnoonotodviot yio va
LLELOVOLV TNV YOANGTEPOAN)

o gpvBpopvkivn, rhopBpopvkivny, teEMBpopvkiviy 11 PovodIKd 0&D (ypnoipomoobvIol Yo T
Bepaneia Paxtnplaxodv Aoywdéewv). Mnv naipvete povcidkd o&H evocm ypnolonoteite avtd 10
oapuako. Agite emiong tnv mapdypaeo 4 avtod ToL PLALASIOL.

o avaotoheic mpoteacov HIV omwg wdwvaPipn, velowafipn, prrovafipn, kot caxovivafipn
(xpnowomotovvtar yio ™ Bepameio tov AIDS)

o uroocenpePipn N terampefipn (ypnowonoodvtar yio ) Bepomeion ™ Aoipwéng amd Tov 10 g
nratitdog C)

o vepaloddvn (ypnoyomoteitat yio tn Oepameio tng KaTaOAYNC)

o QapuoKe pe To dpaoTikd cvotatiko cobicistat (ypnolomoteital yia tn Ogpameia tov AIDS)

o apdapovn (ypnopomoteitol yio ™ Oegpameios TOv U LGIOAOYIKOD Kapdlakoy puOuov)

o Bepamapiin, dktialéun M aprodumivn (ypnoyomolovvtal Yo T Bepoameio Tng VIEPTAONG, TOVOL
670 ot0og oL oyeTileTon pe Kapdlokn vOco, 1 GAA®V Kapdlak®dv Tadncemv)

o Aoprtamion (ypnowomotgitor Yo v Oepomeio piog cofapnc Kol GTAVING YEVETIKNG KUTAGTUGNC
OYETIKG LE TNV YOANGTEPOAN)

o KoAyKivn (ypnoomoteitar yio tnv Oepameio g ovpiknc apbpitidag).

Onwmg kot ylo T QApHOKe TOV AVOPEPOVTOL TOPATAVA, EVIUEPDGTE TOV YOTPO GAG 1| TOV PAPUAKOTOL0
oo €4V maipvete N EXETE TAPEL TPOSPATO, OTOLUONTOTE GAAN PAPLOKE, COUTEPIAUUPAVOUEVDY OVTOV TOL
YopNyovvToL Yopig cuvtayoypaenon. Idwitepa, evnuepmate TOV YaTPd cag edv AapPdvete edpuoko(a)
L€ OTLOLEGONTOTE OO TIC AKOAOVOES SPAOTIKES OVGIEG:

o oapuoka pe pio Opactikny ovcio mov mpoAauPdver Opopfovc aipotoc, OmmG Papeapivn,
(PEVIPOKOLLOVI 1 0IGEVOKOVLLOPOAT (OVTITNKTIKA)

o QawvoPIBpdTn (ypnolponoteital Exiong yio T UeI®oT TG XOANCTEPOANS)

o viacivn (ypnolponoteital eniong yio T HeI®oT TG YOANGTEPOANG)

o prooumikivn (ypnoonoteiton yio ) Oepaneio tng eupatioons Kot GAA®V AoUdEEDV).

Emiong Oa mpénel va evnuep®ote 0molodNToTe YloTpd 0 0T0I0G GOC CLUVTAYOYPUPEL £va, VEO PAPLOKO OTL
Aappavete to Simvasterol.

Simvasterol pe Tpo@éc kan TotTd

O yopdg ykpéim pout mePLEYEL va 1| TEPIOCOTEPU GLOTAUTIKA TOV OALALOVYV TOV TPOTO LLE TOV OTOi0 TO
oMU YPNOLOTOLEL OPIGUEVO QUPUAKEVTIKG 7PoiovTa, cvumeptlopfavouévov tov Simvasterol. H
KOTOVOA®MGT] TOL YUHOV YKPEIT PPOVT TPETEL VO, ATTOPEVYETAL.

Kinon ko Onhaopog
Mnyv maipvere Simvasterol sav eiote éykvoc, mpoomabeite va peivere £ykvog 1 vroyialecbe ot giote

éykvog. Eqv peivete éykvoc eved AopPdavete Simvasterol, ctapateiote apéomg va 1o AapuPdavete Kot
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EMKOWVOVEIOTE UE TOV YoTpd oag. Mnv maipvete Simvasterol edv Onialete, emedn dev eivor yvootd edv
TO PAPLOKO EKKPIVETOL GTO UNTPLKO YAALL.

ZnNoTE TN GLUPOVAT TOV YLOTPOD 1] TOL POPHOKOTOLOD GUG TPOTOV TUPETE OTOLOONTOTE PAPAKO.

0onynon Ko YEPLoROS PN OEVLATOV

To Simvasterol dev avopévetal va emNPeGcEL TNV IKAVOTNTA 001 YNONG KOl YEPIGHOD punyavedv. Qotdco,
Oa mpémel vo. AneOei vdy” OTL 68 OpLopéva dropa Exel avapepOei (oA petd ™ Ajyn tov Simvasterol .

To Simvasterol wepiéyer haxtoln

Ta dokioe Simvasterol mepiéyovy éva clakyapo mov ovopdaletor Aoktoln. Eav cog éxel evnuepmost o
YwTpdg cog OTL £YeTe dvoavesion € OPICUEVO GAKYOPM, ETKOWVMVIOTE LE TOV YIOTPO GO TPV TAPETE
ovTd TO PAPLOKO.

3. Iog va wapete To Simvasterol

O ywtpog cag Ba kabopicel TNV KOTAAANAN TEPLEKTIKOTNTA TOL SICKIOL Yo GaG, TOL EaPTATAL OO TNV
KATAOTOON G0GC, Ao TIC Oegpomeiec Tov AapuPdvete NN Kol TV ATOUIKN GOG KOTAGTAGN KvoDvVo.

Noa ypnoyonoleite TAVIOTE AVTO TO PAPUAKO, OKPPDOG OTWOC GOG TO GLVTINYOYPAPNGE O YUTPOS GOG.
EXéyEte pe Tov yuuTpd 60G 1 TOV QUPIOKOTOL0 GOg GV Ogv €loTE Giyovpot OTL TPETEL VAL TO TAPETE.

[pénel vo cuveyioete ) diatta yio TNV Ueimon g YoANoTepOANG evocm Aappdavete Simvasterol .

Aocoloyia:
H ovviotdpevn docoroyia eivan Simvasterol 5 mg, 10 mg, 20 mg, 40 mg, 80 mg pio @opd nuepnoing omd
TO GTOOL.

Evihikec:

H ovving docoroyia évapéng eivar 10, 20 1, o€ opropéveg mepintoetc, 40 mg nuepnoing. O yutpds oog
UTOPEL VO AVOTTPOCOPUOGEL TI dOGT GOG METO omd TOLAGyIoToV 4 efdouddec émg o péyloto twv 80 mg
nuepnoing. Mnv ntaipvere teprecdtepo amrd 80mg nuepnoionc.

O 70tpdg COG UMOPEL VO GOG GLVTOYOYPOPNOEL WIKPOTEPES OOCEIC, 1Ol0UTEPO €AV TOIPVETE OPLCUEVA
QOPLLOKEVTIKA TTPOTOVTE, TOL AVOPEPOT KAV TOPOTAV®D 1 EYETE OPLOUEVE, TPOPATLLOTO TOV VEPPGOV.

H 660om tov 80 mg cuvictdrtol povov yio eviAikes aoBeveig pe ToAd vymAd emineda yOANGTEPOANG KoL
VYNAO KIvOUVo Yol Kopdlakd mTpoPfANUaTa, ol 0moiol dev £YOVV EMITVYEL TOV GTOYXO TOVG MG TPOG TNV
YOANOTEPOAN UE UIKPOTEPES OOGEILG.

Xpion o€ Tooa kKo £@povg:
INo moudid (mAkiog 10-17 gtdv), N cuvictdpevn cvoviing 60om évapéng eivar 10 mg o, opd nuepnoimg
AapPavopevn katd o Ppdov. H péyiot cuvietdpevn d6on eivarl 40 mg nuepnoiog.

Tpomog yoprynong.
No Aappdavete to Simvasterol to fpadv. Mmopeite va 1o ndpete pe 1 YOPIg TPOPN.
Yuveyiote vo maipvete To Simvasterol ektog edv 0 ylaTpog Gog GLVIGTH VO TO GTOLUATIGETE.

EGv o yatpog cog éxel cvuvtayoypagrost to Simvasterol pali pe GAho @dpuako yio v peimon g
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YOANOTEPOANGC, TOV TEPIEYXEL OTOLOONTOTE AAAO GKEDACLO TOV OECUEVEL TO YOAMKO 0D, TPEMEL VAL TAPETE
10 SIMVASTEROL 1tovAdyiotov 2 dpeg mpv 11 4 dPEG LETA TV AYT) TOV GKELAGLOTOC TOV OEGUEVEL TO
oAb 0&v.

Eav napete peyadvtepn d66n Simvasterol amo tnv kavovikn)

. TOPOKAAEIGOE Vo ETUKOIVOVIGETE LE TOV YIOTPO GOG 1] TOV QUPUAKOTOL0.

Eav Eeyaoete va mapete To Simvasterol

° Unv mwhpete OMAN 6O0T YO VO OVOTANPMOGCETE TO O1okio mov Eeydoate, OmMADG Vo TAPETE TNV
KOVOVIKT 6ag 60om tov Simvasterol kotd v cuvidn dpa Ty enduevn NUEPA.

Eav stapatioste vo maipvere Simvasterol

° WIANOTE LE TOV Y10TpO GOG 1) TOV POPUAKOTOL0 EMELON 1] YOANGTEPOAN GaG umopel whAl va avénOet.
Edv &€yete meplocdtepeg EPOTHGELS GYETIKA LE TN (PTOT GLTOV TOVL PUPLUAKOL, POTAOTE TOV YATPO 1 TOV
(OPUOKOTOL) GO .

4. IIBavéc avemOBOpnTES EVEPYELEG

Onwg oAa ta @appoxe, to Simvasterol pmopel va mpokaiéost avemBOunteg evépyelec, ov Kol Ogv
TAPOLGIALoVTaL 68 OAOVG TOVG avVOpdOTOVG.

Ot axo6lovbol 6pol YPNGLLOTOLOVVTIOL Yo VO TEPIYPOPEL TOGO GLYVE avVOEEPOVTOL Ol OVETIOOUNTEG
eVEPYELEG:

. Yrovieg (umopei va emnpedoovy ¢ 1 atovg 1.000 avBpdmovg).
. IToAb omdvieg (umopei va ennpedoovy émg 1 otovg 10.000 avOpdmovg).
o Mn yvootég (n ocuyvotnta dev pumopet vo exktiun el pe faon ta Stabécipa dedopéva).

O1 akorovBeg ombvies, coPapés avemBounteg evépyeteg Exovv avapepdet

Edav napatnpioete kdmowo amwd avtég T 6oPapéc avemBuuNTES EVEPYELES, CTUNUTOTE VO TUIPVETE
T0 QAPNOKO KOl ETIKOLVOVI|OTE CUECMG IE TOV YIOTPO 0OG 1 TNYAIVETE 6TIS TPOTES Pondsieg Tov
TANGLECTEPOV GE GUG VOGOKOUEIOV.

. poikdég wovog, evarcOnoio, advvapio, 1 KpAUTES. L& OMAVIEG TEPIMTAOOCEL;, OLTE TO HLIKA
wpoPAnpata pumopel va gival cofapd, cUTEPIAAUPBAVOUEVIC TNG MVTKNG KOTAGTPOPNG TOV 00MYEl
o€ veppikn PAGPN, kot oAb ordvia £xovv Tapovciachei Bdvarot.

o avtidpdoelc vepevoiotnoiog (aAiepyiéc) mov cuumeptiapfavovv:

. 0101 Ol TOV TPOCHTOV, TNG YADCGCOG KOl TOV AGLLOV, TOV UITOPEL Vo TPOKOAEGEL SOVoKOALD

GTNV OVOTVOY|

60Papod Likd TOVo cuVNBWE GTOLE MUOVE KAl TO oY 10

eEvON o e €£00BEVIoN TV AKPOV KoL TWV OYEVIKOV UMV

7OVO 1 PAEYLOVT] TV 0pOPOCEMV (PEVLLOLTIKY] TOAVLVOAYIOL)

QAEYLLOVT] TOV QHOPOP®@V ayyeiwV (ayyeltidn)

oyt ovvnbeig poiomneg, eEavifiuota Tov TPOoOTOL Kot oidnue (SEPHOTOULOGITION),

kvidmon, evasnoio Tov dEPaTog GTOV A0, TLPETO, EE0yM.

o dvokoAio oty avamvon (duemvola) Kot aictnuo Kokng 61dbeonc

7



. €IKOVAL VOGOV TOPOUOW. HE OLTH TOL gpuBnuat®@dovg AVkov (cvumephapfavouévov Tov
eEavOnuatoc, dtatapoy®dv oTig apdpmdcELS, Kot ETOPACEDMY GTO KOTTAPO TOV OULLOTOC).

o (QAEYLLOVY] TOV NMTOTOG LLE TO AKOAOVO GuUTTOUATE: KITPIVIGUA TOV dEPLOTOG KOl TV 0POOALDY,
KVNGUO, GKOLPOYPOU 00Pa 1 OVOLYTOYPOU KOTPOVE, aichnio Kovpaong 1 adVVIpIiG, OTOAEL
opekng, nratikn avendpkeld (TOAD GTAvVieL)

. QAEYLLOVT] GTO TTAYKPENG GUVOOEVOUEVT] GLYVA UE 1GYLPO KOIMOKO TOVO.

O1 ax6AovBeg avemBounteg evépyeleg £xovv emiong ovagepbei omavia, :

o YOUNAOG aplOuog epuBpdv arpoceoipiov (avaiuio)

o aicOnon popunkicong, 1 adLVOUIC TOV XEPLOV KOl TOSIDV

o Keparadlyio, aicOnua epfodv, Lain

TENTIKEG daTapayéS (KOIAMakd GAyos, SLCKOIAMOTNTA, HeTE®PIoUOC, duomeyia, didppota, vavtia,
£1ETOC)

eEavOnua, Kvnopds, amMAELN LOAADY

eEacBévion

TpofAnpata 6tov HIvo (ToAL omdvia).

TTOYN LU (TOAD 6Tavia), OTOAELD, LVIUNG, GOYXLOT

O1 axolovbec avemBounteg evépyeleg Exovv emiong ovagepOel oALA 1 cuyvOTNTO OV Hmopel va exTiunOel
amo Tig drabéoipeg TANPoPopieg (UN YVOOTNS GLYVOTNTIC) :

o GTLTIKT OSVCAEITOVPYIN

o KaTdOAym

o QAEYLLOVI] OTOVG TVEVLUOVEG TOL TPOKOAEL TPOPANUATO OVOTVONG GULUTEPIAAUPAVOUEVOD TOV
emipovou Pya koM dvemvolog 1| TVPETOD

o TPOPANUATA GTOV TEVOVTA, LEPIKES POPES HE EMMAOKT] AOY® pri&NG Tov TévovTa.

Emnpdcbeteg mbavic avemBounteg evépyeieg mov £xovv avapephel e pepucés otativeg:

o doTapayéc Katd Tov VIVo, CLUTEPIAOUPOVOUEVMV TOV EPLOATOV
oeEovaiég SUOKOAILES.
° dwPnng. Avto eivor mo mBavo vo eppavicdel edv Egete VYNMAA enineda cakyApP®V Kol MTdi®V 610

aipo oag, glote vaépPapol kKo Exete vYNAN aptproxy mieon. O yatpodg cag Oa cog mapakolovdei
&vOom AapPavete avtd To PAPLOKO.

° LLTKOG TTOVOG, gvauctnaia, 1 advvapio 1 omoia givar SpKnG 1) Onoio UTOPEL VoL PNV VIOYOPNOEL Kot
ueta v daxon tov SIMVASTEROL (un yveooetc cuyvotntag).

Ol ak6AouBeg omavieg coBapég avermBUUNTEC eVEPYELEG avadEpBnKav.

Edv cupBel kAmoLa amd auTEG TG coPaPEG OVETILOUUNTEG EVEPYELEG, CTOILOLTIOTE VA OLLPVETE TO
bAppOKO KoL EVNLEPWOTE AUECWE TO YLATPO OOG I TNYALVETE 0TO TURMNO EMELYOVTWV OTO TANGCLECTEPO
VOOOKOME(LO.

e avtldpaoelg unepevotobnaiag (aAepyLkéc) mou mepthapBavouv:

- olénua Tou MPoOCowWOoU, TNG YAWOCAG KAL TOU AdLpoU, Tou pUnopet va mpokaAécouv SuokoAia otnv
avarvor (ayysooidnua)

ExeL avadepBei n akdAoudn modl ordvia cofapn avertBOpuntn evépysia:

- ja coBapn alepyikr) avtidpoon tou npokalei SuckoAia otnv avamnvon A {GAn (avaduladia)



Epyaotypraxés tiuég
"Eyxovv mapoatnpnbei oe opiopévoug epyaotnplokong EAEYYOVE GLOTOC OVENCELS TV OEIKTOV NTOTIKNG
Aettovpyiag kot evOg puikod evEHHOL (KPEATIVIKNG POGPOKIVAGTG).

Ava@opd avemOdunTOv gvepyel®Ov

Ed&v mapatnpnoete kdmowa avemBOunT evépyela EVNUEPDGTE TOV Y1OTPO, | TOV PAPUAKOTOLO Gag. AvTd
1oyvEL Kot Yo kB mOavn avemBOUNTI EVEPYELD TTOV OEV AVOPEPETOAL GTO TOPOV PVAAO 0dNYIDV YPNONC.
Mmnopeite emiong va oavagépete ovembounteg evépyeleg omevbeiag, HESHO TOV €BVIKOV GLGTAUATOG
avapopaG:

EBvikdg Opyaviopog @apudkov, Mecsoyeiov 284, GR-15562 Xolapyog, ABnva,

A: + 30 21 32040380/337, @a&: + 30 21 06549585, Iototomoc: http://www.eof.gr

Méow g avagopds ovemBountwv evepyeldv pmopeite vo Pondhcete 61 GLVAAOYN TEPLGGOTEPMV
TANPOPOPLDY GYETIKA LLE TV AGPAAELD, TOV TOPOVTOC PUPUAKOD.

5. Iog vo purdccete To Simvasterol
Noa euAdooetal To EAPRAKO aVTO G PEPT TTOL deV TO PAETOLY Kot dev TO POEVOLY T TAUdLA.
Na pn xpnoHoToteite To T0 PAPHOIKO OVTO PETE TV NUEPOUN VL ANENG TOV AVOQEPETAL GTOV TEPIEKTY).

Mn metdte QApUOKO OTO VEPO TNG ATOYXETEVONG 1 0TA okovmide. PmTiote T0 QpopraKonold Gag yio To
TAOG VoL TETAEETE TOL PAPLUOKA TOL OV Ypnoiponoteite mo. Avtd ta pétpa Bo fondncovy oty mpoctacio
Tov mePPdArovTog.

6. Iepreydpevo TG GVOKELAGING KO AOWTEG TANPOPOPIESg
T epéyer to Simvasterol

H dpactikn oveia sivat: cippactativy (40 mg)

Ta dAlo ovotatikd ivat: Lactose monohydrate, Starch maize pregelatinized, Cellulose microcrystalline,
Magnesium stearate, Butyl-hydroxyanisole, Ascorbic acid, Citric acid monohydrate.
Emwcdioyn : Hypromellose , Hyprolose, Titanium dioxide E 171.

Epgavien tov Simvasterol kot wepieyopevo g 6VoKELOGiOg
Ta diokio Simvasterol 40mg givot xpdOUOTOG AEVKOD, GTPOYYVAN EMKOAVUUEVO PE AETTO VUEVIO.

Mey£0n 6V6KEVUOLOV:
Yvokevaoio blister amdo PVC/PVDC «oi aluminium foil 6e cuokevacieg tawv 10, 20, 30, 60 diokiov.
Mmropei va, punv KuKAOQPOpOUV OAEG Ol GLOKEVAGIES.

Kéroyog g doc1og kukhogopiog
LIBYTEC ®PAPMAKEYTIKH A.E
A. Bovhaypévng 24,

167 77 EXAnviko, Attikn

TnA. 210 96 09 960

Dok, 210 96 38 438


http://www.eof.gr/

email: info@libytec.gr

Hopaockevaostic:

KLEVA - Biounyavia ®oppiakov
A Ilédpvnbog 189 —

136.71 Ayapvoi — Attikn

EPI'OXTAXIO BENNETT ®APMAKEYTIKH A.E..
Atyaiov 26,
194 00, Kopomi, Attikn

To mapév pviro 0dN LAV YpfioNG eYKPiONKE Twa TEAEVTAIX QOpd oTig : 06.07.2018
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