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1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ARICEPT 5 mg di0kio d100TEPOUEVO GTO GTOUA
ARICEPT 10 mg d10kio d10.0TEPOUEVO GTO GTOLN

2. IIOIOTIKH KAI ITOXOTIKH XYNOEXH

Kd&0e diokio daomelpdLevo 6to oTopo TEPLEXEL S mg VIPOYAPIKNG doveneliing, TOL 1GOFLVAUOVY
ue 4,56 mg erevBepng Pdong dovemeliing.

K0 diokio daomepopevo oto otopa tepieyel 10 mg vopoyrlmpikng doveneliing, mov 1codvvapovy
pe 9,12 mg ehevBepng Pdong dovemeliing.

IMa tov TAfpn KoTdhoyo TV KOV, BA. Tapdypapo 6.1.

3. OPAPMAKOTEXNIKH MOP®H

Aokio S106TEPOIEVO GTO GTOLAL.
Ta ARICEPT diokia dtaomelpdpeva 6To 6TOUN TV 5 mg eival AevKd, 6TpOoyYLAd diokia, e
avayiven évoeitn «ARICEPTY ot pia mievpd kot tov aptfpod «5» oty dAkn migvpd.

Ta ARICEPT diokia diaonelpodueva oto otope tov 10 mg ivar kitpva, otpoyyvAd diokia, e
avayiven évoeitn «ARICEPTY ot pia mievpd kot tov aptpd «10» otnv dAin mievpd.

4. KAINIKEX TIAHPO®OPIEX
4.1 OgpamevTikég gvociterg

To ARICEPT diokio S100melpOUEVE GTO GTOUO EVOEIKVLVTOL Y10 TH CUUTTOUATIKY Oepaneio g
¢mg pétprog Papuntog dvolag Alzheimer.

4.2  Aocoloyio kor TpOTOG YOPNYNONG

Aocoroyia

Evplixes/HAkiowouéva droua

H Oepaneio apyilet pe yopnynon 5 mg v nuépa (epdmaé nuepnowa d6on). H nuepnoia 86on tov 5
mg TPEMEL VoL S10TNPELTAL Y10 TOLAGYLIOTOV €va HNva OOTE Vo eKTIUN O 1] apytkn KAVIKN avtidpaon
ot Bepaneio Kot va otabepomoinfovv ta eninedo cLYKEVTP®ONG TNG LOPOYAWPIKNG doveneliing.
Metd amd ektipnon g KAWVIKNG avtamokpilong oe Bepaneio evog pnva pe 5 mg ARICEPT v
nuépa, n d6on ARICEPT pmopei va avénbei oe 10 mg v nuépa (epdmaé nuepnoto 06on). H
LEYIOTN MUEPN OO GUVICTOHEVT 060 eivar 10 mg. Agv Exouvv yivel KMvikEG LeAETES e DOCELS
peyorvtepec tov 10 mg v nuépa.

H évap&n kou n mapakorovOnon tng Oepaneiog mpémet va yiveror and 1aTpd EUNEPO 0TV S1dyvmon
kot v Bepameio g dvolag Alzheimer. H didyvwon mpénel vo TpaylOTOTOLEITOL GOUPOVO LE TO
amodextd kprrnpa (w.y. DSM IV, ICD 10). H Oepaneio pe dovenelikn mpémnet va apyilel povo podcov
vIapyel atopo mov Bo epovtilel Tov acbevn kon Ba eAéyyel TaxTikd T AMym Tov Qapudikov. H
Oepamneio cuvtipnong prnopel va cuveyiletal Yoo 660 dACTNUA VIAPYEL OEpATELTIKO OPELOG Y10 TOV
acBevr]. Katd ocvvénewn, 10 kKhvikd 0pelog TG dovemeliAng TPEMEL VO EMOVEKTILATOL GE TOKTIKN
Baon. H mbavomta dwokonng g Oepameiog mpémel va efetdleton 0TOV dgv mOpOTNPEITOL TAEOV
Oepanevtikn Spdon. H atopwn avtamokpion ot dovemeliin dev etvar duvatdv vo tpokabopioTe.



Y mepintwon Slokomng TG Oepaneiog, TapoaTnpeital o oTOSIOKN LEIDOT) TOV EVEPYETIKAOV
anoteleoudtov Tov ARICEPT.

Haoidrazpiros minBoouos
To ARICEPT dev cvvictdtot yia ypnon o€ modid kot eprfovg nikiog Katw tov 18 etmv.

Aaobeveig ue veppikn kou nrotiky ovoleitovpyio

[Mopdpoto docoroyucd oynua etvar duvatdv va ypnotponombei oe acbeveig pe veppikn
dvoettovpyia kabdg 1 kKabapon g VIPoYA®PIKNG dovereliing dev ennpedletal amd LTV TNV
KOTAGTAOT).

AoY® ™g mBavig avénuévng éxbeong o acbeveig pe Nma éog pétpla Nratikn dSucAettovpyio (BA.
Tapdypoeo 5.2), 1 avénon g d0omng umopel va Tpaypotomombei avaioyo Le TNV OVEKTIKOTNTO TOL

acBevoug. Agv vapyovv dedopéva yio acbeveig pe coPfapn NTOTIK SVGAELTOVPYId.

Tpomoc yopnynong

To ARICEPT npénet va Aappdvetar omd 10 otopa 10 fpddv, apéoms mpv omd v Katdkiion. To
dtokio Ba Tpémel va TomobeTeiTon TN YAMGGW Kot Vo, @i veTal vo. S1aAvBel Tpv amd TV KOTAToon
TOV, LE N YOPIG VEPO, AVAAOYQ LE TNV TPOTIUNGT TOL acHeVovG.

Yg TePITTOOT JUTOUPUYDV TOV VTVOL, GUUTEPIAAUPAVOUEVOV U] PLGIOAOYIKMV OVEIP®V, EQLOATOV M
abnviag (BA. mapdypapo 4.8) umopel va eEetactel To evogyOUEVO TPOSANYNG TOV Aricept T0 Tpwi.

4.3 Avrtevositeg

YrepevaioOnoia oty vdpoyAmpikn| dovemeliAn, oTa TOPAy®YH TIEPLIIVNG 1| G€ KATO0 0o T
£KS0Y 0L TTOV AVOPEPOVTAL GTIV TAPAYPOPO 6.1.

4.4 Ewwkég TPOEOOTOU|GELS KOl TPOPVAAEELS KOTA TN Ypion

H ypnon tov ARICEPT o¢ aceveic pe coPapng popeng dvola Alzheimer, GAA®V popdv dvolog 1
GAhoV duoAeltovpyl®V TG LVAUNG (.. &acBivnon Tng YvooTikng Aettovpyiag Adym nikiag), dev
éxet epguvnOet.

AvoroOnaio.
To ARICEPT wg avactoréag TG yoAvestepdong, etval mbavo va emteivel Tnv pooydincn TOTov
COVKIVUAOYOAVNG KOTA TN S1dpKELR TNG avolcOnciog.

Kapoioyyerorxéc Karaotdoeig

AOY® NG PUPUOKOAOYIKNG TOVG OPAOTG, Ol AVAGTOAEIS TNG YOAMVEGTEPAONG UTOPEL VO EXOVV
Bayotovikn dpdon otny kopdlakn cvyvotnta (m.y. Bpadvkapdia). H mbavotnta epedviong g
dpdong avtig umopel va givol 1010iTeEPO ONUOVTIKY 8 00OEVEIG e «GVUVIPOLO VOGOVUVTOG
QAePOKOUPOLY 1| GALEG VIEPKOIMAKES OOTAPOYEG TNG KOAPIIUKNG OY@YIUOTNTOG, O
QAePOKOUPOKOATIKO 1 KOATOKOIALOKO QATTOKAEIGUO.

Y mdpyovv avapopég GLYKOTTIKOV ENELG0d10V Kol ortacu®v. Katd tov éheyyo tov aclevav autodv
npénel va e&gtdleTon 1) TOAVOTNTO KOPOKOD OTOKAEIGHOD 1) TOPATETAUEVOV PAEROKOUPIKOV
TOOGEWDV.

"Exovv vtap&et avapopés PETA TNV KUKAOQOPIN TOL TPOTOVTOG GTNV Ayopd GYETIKA LE TNV
emunkvvorn tov daotipartog QTc kot Tnv Tayvkapdia dikny putdiov (PA. mapaypdapovg 4.5 kot
4.8). Zuviotdrtal mpocoyn o€ acbevelg e TpobmapYov 1 OIKOYEVELNKO 1GTOPIKO ETUNKVVONG TOV
QTec, og acbeveic mov Aapfdvovy pappaka ta oroia ennpealovv to ddotnua QTc 1 o acbeveig
LE GuVaQT| TPOLTAPYOLGO KOPIIOKT VOGO (T.). U1 OVTIPPOTOVUEVT KOPOLOKT OVETAPKELL,
TPOCPUTO ELPPAYILO TOV HVOKAPdiov, Bpadvappudpieg) N NAEKTPOAVTIKES SloTapayES
(vmokaAaipio, vropayvnotopia). Evoéyetat va aratrteiton kAvikn napoakorovdnon (HKT).
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Toorpeviepixés Karaoraoeig

AocBeveic pe avénpévo Kivouvo yio UPAVIoT] EAKOVG, T.Y. 0VTOL e 10TOPIKO EAKOVG 1) EKEIVOL TTOV
Aappdvovy Tavtdypova pun oTEPOELdN aVTIPAEYHOVAOdN Pdppoka (MZAD), Tpénet va
TaPOKOAOLOOVVTOL Yio TUXOV EUPAVIOT] CYETIKAOV COUTTOUATOV. 26TOCO, 01 KAMVIKEG HEAETEG e
ARICEPT d¢gv é6e1i&av avénon, oe oyéon e To €KOVIKO pdpuako (placebo), tng cuyvotntog
AVATTLENG TETTIKOV £AKOVG 1) QOPPAYIOS OO TO YUOTPEVIEPIKO GTOVG aGheVEic.

OvpororoyevvnTiko
Av ko dev €xel TtapatnpnOei o Khvikég dokipég pe ARICEPT, o yoAvopiuntikéd oappoke Hropovv
VO TPOKAAEGOLV ATOPPAEN TOL OLYEVE, TG OVPOAOYOV KVLOTNG.

Nevpoloyikés Karaotaoeig

Yroopoi: Ta xoAvoupunTiKd ApUOKa TIGTELETAL OTL EXOVV T SVVATOTITO VO TPOKAAOVY
YEVIKEVIEVOLG OTAGLOVG. 26TOGO, 1 ELPAVIOT] CTAGUOV UTOPEL EMioNg Vo amoTeEAEL EKONA®ON TNG
vooov Alzheimer.

Ta yolvopiuntikd umopet va £(ovv T SuVATOTNTA VO EMGEVOVOLV 1] VO ETAYOLV EEOTUPAIOIKA
GUUTTOLOTOL.

Nevpoinmrio Karxonbes Zovipouo (NKX)

To NKZ, pa ev duvdpet aneidntikn yuo ™ {1 mddnon mov yopaktnpiletor amd vrepOeppiol, poin
axopyia, cvtévoun aoctdbeta, petafindeica cvveidonon kot ovénuéva ETImEdA TNG POCPOKIVACNS
NG KPENTivNG oToV 0p0, £xel avapepOel 6TL eppaviletal ToAY ondvia o€ oyéon pe T dovemelin,
Wwitepa o€ acheveic mov Aapfdavovy Tovtdypova avinyvyooikd. Emmrpocheta onpueio mboavig
neptappdavouv pooseaptvovpia (pafdopvdivcn) kot o&eia veppikn avendpkea. Edv évag acbevig
eUQavicel onueio Kot GOUTTOUATA VOEIKTIKA TOL NKX 1 ave&nynto vynio mopetd ympic
emmpooheteg KAviké exkdnAiwoelg tov NKE, pénetl va drokonteton 1 Oepamneio.

Ilvevuovikés Karaotdoeig

AOY® NG YOAVOLUNTIKNG dPAGTC TOVG, Ol OVOGTOAEIS TNG YOAMVEGTEPAONG TPENEL VOL
GULVTAYOYPAPOVVTOL PE TPOGOYN o€ acBeveis e 16Top1Kd AoOUATOG 1] OTOPPAKTIKNG
TVELUOVOTAOELOG.

H tavtoypovn yopiynon tov ARICEPT pe dhdovg avactodeig tng aKkeTvAOYOMVESTEPAONG,
OYOVIOTEG 1] AVTOYWOVIGTEG TOV YOAVEPYIKOD GUGTNHOTOC TPEMEL VAL ATOPEVYETAL.

2ofapn nratikn dvoiertovpyio,
Agv vrdpyovv ototyeia yio acbevelg e cofapn Nratikn duoAettovpyia.

Ovnouotyra oe Khivikés Aokyés Ayyeraxng Avoiog

AteEnynoav tpelg KAVIKEG dOKIHEG, O1BpKELOG 6 UMVmV, OTIG OTToieg peAeTHOnKav dTopa Tov
mAnpovcav ta dtyvaotikd kpitipie NINDS-AIREN, yio moAd mbavi 1 mbavn ayyesioxn dvola
(VaD-Vascular dementia). Ta kprrfipia NINDS-AIREN eivan oyediacuéva va avayvopilovv
acBeveig TV omoimv 1 dvola eaiveral va opeileTal LOVO GE ayYELOKA 0TI KOt VO, amokAgiovY
acBeveig pe vooo tov Alzheimer. Xty tpmdTn peAétn, 1o Tocootd Ovnopotntag Nrav 2/198 (1,0%)
vrd Bepomeio pe vopoylwpikn dovenelidn 5 mg, 5/206 (2,4%) vrd Bepaneia pe VIPOYAMPIKY
doveneCidn 10 mg xo 7/199 (3,5%) vnd Oepaneia pe EIKOVIKO QAPUOKO. ZTr SEVTEPT UEAETT], TA
nocootd Bvnodtrag frav 4/208 (1,9%) vrd Bepancia pe vodpoylmpikn| dovemeliin 5 mg, 3/215
(1,4%) vmo Bepameia pe vopoyrwpiky dovenelidn 10 mg kon 1/193 (0,5%) vrd Bepomeio pe ucovikod
Qappako. Xtnv tpitn peAETn, Ta T0cooTd Bvnootntog nrov 11/648 (1,7%) vrd Beponeio e
vdpoyropikn dovemeliin 5 mg kot 0/326 (0%) vro Oepameio pe ewovikd eappaxo. To T06ocTd
BvnootnTog Yo Tig TpELg cvvdvacpéveg peréteg VaD oty opdda vdpoylmpikng dovemeliing
(1,7%) NTav apBunticd vynMAOTEPO amd aVTo TG opddag Vd Bepaneio pe ekovikd eappakxo (1,1%),
®OTHGO, 1 dPOPA aVTN eV NTAV OTATIOTIKA onuavTiky. H mAgtoyneio tov Bavitov oe acbeveig
nov AdpPovay gite vOpoyAwpikn doveneliin N eKOVIKO PAPIOKO, PAIVETOL OTL ATOPPEEL UTO
SLAPOPES, AYYELOKA CLOYETILOUEVES, atTieg, TOv O pmopovoay va lval OVOLEVOLEVES GE AVTOV TOV
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NAKIOpEVO TANBuoud pe vrokeipevn ayyelakn voco. Mia aviivorn 6lmv tov cofapmv, un-
BovaTneopov Kot Bavatneop®V oyYELKOV GUUPBAUATOVY, dev £0e15e d10POPH GTO TOGOGTO
EUPAVIONG OTNV OUAdA TG VOPOYAWPIKNG dOVETELIANG, GE GYECT LLE TNV OHAA0 TOV EIKOVIKOD
QOPLAKOV.

e abporoTikég peréteg g vocov Alzheimer (n=4146) kot 6tav ovTég o1 HEAETEG TNG VOGO
Alzheimer afpoiotnkav pe GAAeg LEAETEG AVOLUG, GUUTEPIAAUPOVOUEVOV TOV LEAETMV Y10 TNV
ayyewkn dvota (chvoro n=6888), To T0G0GTO HVNGIUOTNTOG OTIG OUAdES VIO Bepameia [1E EKOVIKO
QappaKo, vrepEPave aplBUNTIKE TO TOGOGTO TV ORAd®Y VIO Bepameio pe VOPOYA®PIKN
doveneliAn.

4.5 Alnlemopdosic pe GAL0 QUPROKEVTIKA TPOTOVTA Kol GALES POPPEG aAAAETIOpaONG

H vépoyrwpikn doveneliln kaun ot petafoiriteg g dev avaoTéEALOVY TOV peTafoAloud g
Beo@uAAivng, Bappapivng, oluetidivng 1 dtyo&ivng otovg avBpdmovg. O petafoicudc g
VOpoYAmPIkNg doveneliing dev emnpedleTal amd TNV TOVTOYPOVY XOP1YNoN O1yo&ivig 1 GLUETIOIVNG.
Meléteg in vitro &yovv dei&etl 6Tt oto petafoMopod tng dovenelidng eumiékovtal ta 16oévivpa 3A4
ToV KuToYpOHaTog P450 kot og pikpotepo Pabuod to 2D6. Meréteg adAniemdpdoemy Tov
TpoypatoromOnkay in vitro deiyvouvv 0Tt 1 ketokovaloAn kot 1 Kvidivn, avactoieig twv CYP3A4
kot 2D6 avtiotorya, avaotéAAovy Tov petaforicud g dovemeliing. Enopévac, avtoi kot dAiot
avaotoAeig tov CYP3A4, 6mwg 1 1tpaxovaloin kai 1 epuBpopvkivn, kabdg Kot avacToAElG TOL
CYP2D6, 6mwg 1 phovoéetivn, umopolv va avaoteilovy 1o petafolopd tng oovenelilng. Xe pia
UEeAETT pe vylelg eBedovTég, 1| KeTokovaloAn abENGE TN HEOT GVYKEVTPWOT TG dovemeliing mepimov
kot 30%.

Enayoyeic evldpwv, 0tmg n proapmikivn, n eawvotoivn, 1 kapPapalenivn kot to otvoémvevpa pmopel
Vo LELDCOVY To. emimeda TG dovemeliing. Aedopévou 0Tt To UEYEDOG LI0G OVOSTOATIKNG 1] EXAYWYIKNG
emidpaong oev gival YvmoTo, TETOI01 GLVOVUGHOT PUPUAKMV TPETEL VO, YPT|CLLOTOLOVVTOL [LE TPOCOYY).
H vépoyrwpikn dovenelidn umopei va aAANAETIOPACEL LE PAPLOKO TTOV £YOVV OVTIYOALVEPYIKN
dpdon. Yrapyel eniong 1 whovoTnTo GUVEPYIKNG OpAcTC G TaLTdYpovn Bepameio mov TeptlapPavel
(APLLOKO, OTMG COVKIVOAOYOAIVT Kot GAAOVG OTOKAEIGTES TG VEVPOUVIKTG COVAYTG 1] YOAVEPYIKOVG
AYOVIOTEG 1] fTITO OTOKAEISTEG, TOL £YOVV EMIOPACT] OTNV KAPIIOKT Oy@YIUOTNTA.

"Exovv avapeplel meprotatikd empnkouvong tov dtotnpatog QTe kot tayvkapdicg diknv putidiov yio
v dovemelin. Xvviotdtat Tpocoyn 6tav 1 doveneliln ypnoonoleital 6 cuVoLACHO pE GAA
(OPLOKEVTIKG TPOTOVTO OV Elval Yvmotd 0Tt Tapateivouy to didotnpe QTc, evd evdéyetar va
amorteiton KAvikn mapaxorlovnon (HKI). Ta mapadeiypata neptrappdvoov:

o Avtwppuduikd g katnyopiog 1A (m.y. Kwvidivn)
Avtiappubukd g koatnyopiog I (m.y. apodapovrn, cotadoin)
Optopéva avTiKoTaOMTTIKA (T.). GITAAOTPALLT, EGITOAOTPALLT, OULTPITTUAIVT)
AAko avtiyoymokd (w.y. Topdyoya eawvobeialivne, oeptivodin, muolion, {impacidovn)
Opiopéva avtiprotikd (m.y. KiaptBpopvkivn, epuBpopvkivn, Aefoprolacivn, po&iprosacivn)

4.6 Tovipétnra, KONoN Ko yorovyia
Kvnon

Agv vrdpyovv emapkn| dedopéva amod Tn xpnon g doveneliing o€ £YKVEG YUVOIKEC.

Meléteg oe (da, dev €xovv deifel TepaToyOVO EMDPAOT], OAAYL EYovV delEEL TPO- KO LETOYEVVITIKY|
to&otra (PAEne mapdypapo 5.3 IlpokAvikd dedopéva yia v acpdreia). O evdeyouevog kivouvog
Yl TOVG avOpdTOVG Elvar AYV®GTOG,.

To ARICEPT dgv mpémet va ypnoiponoteiton KoTd Tn SLIpKELD TNG KONONG, EKTOG OV Elval AmOAVTOS
amopoaitnTo.
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H dovereliln amekipivetal oto YoAo TV apovpainy. Agv glval yvooTo €6v 1 VOPOYA®PIKN
doveneliln amekkpivetal 6To avBpdTIVo YaAa Kot dev vdpyovv peréteg oe OnAdlovoeg untépeg.
Kotd ovvéneia, yovaikeg vmo Oepamneia pe doveneliln dev mpénet vo Oniaovv.

4.7 Emopacelg 6Ty tKavoTnTa 001Y101)G KO (EPIGHOV U} AVIILATOV
H dovemeliln &xet pikpn N pé€Tpia eNidpacT TNV IKOVOTNTO 001 YNONG KOl YEPIGHOD UNYOVUAT®V.

H dvolo pmopel va mpokarécel peimon g amddoong atny 0dnynon 1 va dtakvPedoet Ty kavotnTa
YEWPoUo0 unyoavnudtov. Emmiéov, n dovereliin propel va tpokaréoet kOnwon, (AN Kot puikég
Kpaumeg, Kupiog otav Eekva 1 Bepameia 1 av&dvetal n d6or. O Bepdnovtag 1atpog Bo Tpémet va
EKTIUA OVE TAKTA SIOGTAHOTA TNV KOVOTNTA TV acbevav mov Bpickovtal vid Bepaneia pe
dovemeliln, va cuveyicovv va od1yodv 1 va yepilovtal TOAVTAOKES PUNYAVES.

4.8 AvemOOunteg evépyereg

O1 o ovyvég avemBounteg evépyeleg etvar didppoto, HVTKES KPAUTES, KOTWOOT), VOLTiO, ELETOG KOl
abdmnvia.

AvemBounteg evépyeleg mOL avaQEPONKOV GE TEPIGGOTEPES OO U0 LELOVMUEVEG TEPUTTAOCELS,
KOTOTACCOVTOL TOPOKAT®, 0VE OPYAVIKO GUGTNUA KOl avAAoYa, Le TN ouyvotnTa. O1 cuyvotnteg
eppdaviong opifovrol wg: moAd cuyvég (> 1/10), cvyvég (= 1/100 émg < 1/10), oyt cvyvég (= 1/1.000
¢wg < 1/100), omavieg (= 1/10.000 éwg < 1/1.000), Tord omdvieg (< 1/10.000) ko pn yvootég (dev
umropovv va ektiunBoiv pe faon ta dbécia dedopéva).

Koatyopia/Opyav | Ilord Yuyvég Oy ovyvég Yrdvieg oAV Mn yvootéc
K6 cvoTNHO Toyvég Xravieg
Aoudéeig Ko Kowbo
TOPOCITOGELS KPLOAGYN QL
Awtapayég Tov Avope&ia
petafoAopol Kot
e Opéymg
Yoylatpikég Yevdacnoeig AvEnuévn
SlatopayEs wE YEVETNOO Opun,
Aéyepon™**, YrepoeEovaik
Embeticn otnrta
GLUTEPLPOPE™
*
Mn
PUGLOAOYIKE
Ovelpa Ko
EqéAtec**
Awtapayég Tov YVYKOTTIKO Yrocpog* Eéomupapudikd Nevpor | IThayidtovog
VELPIKOV EMECOd10%, GUUTTOLOTOL NrTUCd (chvdpopo
GLGTHHOTOG Z6én, koakomd | Pisa)
Admvia G
oLVOpO
po
Koapdioxég Bpoadvkapdio | DAiefoxopfokoimt IToAvpopon
SlatopayEs KOG OmOKAEIGHOG, KOUMOKT
KoAnokotiioxog TOLKOPOT0L
OmOKAEIGUOG ovumepAapfov
OHEVNG TNG
TOLKOPIT0G
Ny
putidiov
(Torsade de
Pointes)-
TOPOTETOUEVO




Suwotnpo QT
GTO
NAEKTPOKAPILOY
paonua
Awtapayég tov Awppouwa, | ‘Epetog, Tlaotpeviepk
YOG TPEVTEPIKOD Noawtia Kotuakég 1M opopparyio,
dwataparyEg Tlaotpkd ko
dmdekaduKTL
Ao €Akog,
Yrepéxkpion
GlELOV
Awtapayég tov Hratw
NMOTOG KOt TO®V dvciettovpyia,
KON POpOV GLUTEPIALUPOVOLL
£vng g
nrotitdog***
Awrtapayéc Tov E&avonpa,
SEPLATOG KOl TOL Kvnopog
VTOJOPLOL 16TV
Awrtapayég Tov Moikég Popoop
LDOGKEAETLKOD KPOUTTES voOALOT
GLOTIHOTOG, TOV Ak
GUVOETIKOV 1GTOV
KOl T®V 0GTAV
Awtapayés tov Axpdrewn
VEPPOV KOl TOV ovpwv
0VPOPOPOV 00DV
Fevikég dwatapayés | Keparady | Kénwon,
KOl KATOGTAGEL o Ahyog
™G 0600
XOpPNYNong
Haparhvikég Mucpny
gketdoelg avénon g
GLYKEVIPWOOT
G TNG HVIKNG
Kvéiong g
Kpeativng
GTOV 0pO
Kokooegig kot Artvoynpoto
dninmpiéoeig ooumepAappo
VOUEV@V TOV
TTOGEDV
* Ortav eAéyyetor 1 TEPITTMOOT GLYKOTTIKOD ENEIGOJIOL 1) OTACHDV, Tpénel va eEetaletan ) mbavotnTa
KOPILOKOD OTOKAEIGHOV 1| TOPATETOUEVOV AEBOKOUPIKOV Tavcemv (BA. Topdypaeo 4.4).
ok [epiotatikd yeudoohnce@v, Un PLGLOAOYIK®OV OVEIP®V, EPLOATAOV, H1EYEPONG Kot EMOETIKNG

GLUTEPLPOPAS, TOL avapEpOnkav, eEaleipdniay petd and peiwon g 66ong 1 dlakont| g Bepaneiog.

¥R Te TEPUTOOCELG ELOAVIONG aveENYNTNG NTOTIKNG SuGAELTOLPYIaG, TPENEL Vo EEETAGTEL TO EVOEYOLEVO
Swaxomnc Tov ARICEPT.

*xEk - Eyovv avagepbel tepiotatikd papdopvorvong, aveEAptnTo and To KakoONOeg VEVPOANTTIKO GOVIPOLO
KOl 0€ GTEVI] (POVIKT GLoYETIon Le TV Evapén dovemeliing 1 v avénomn tng ddong.

Avogopd mbavoloyoduevav ovemBountmv evepyeidv

H avagopd mhovoroyodevav avemBountoy evepyEL®Y HETA A0 TN XOPNYNOT AdEW0G KVKAOPOpiag
TOV QUPUOKEVLTIKOD TPOTOVTOG gival onpovtikn. Emitpénetl tn cuveyn mopakoiovdnon tng oyxéong
0PEALOVC-KIVOVVOL TOV (POPLOKEVTIKOD TPOIOVTOG. ZNTEITOL OO TOVG EMAYYEAUATIEG VYElNG VO
avaQEPOLY 0o1EGONTOTE THAVOAOYOVUEVES OVETIOOUNTEG EVEPYELES HECWM:

EApGoa

EBvikog Opyaviopog Poppakwov
Meocoyeiov 284

GR-15562 Xohapyog, Abfva




TnA: +30 21 32040380/337
®ag: +30 21 06549585
Iototomog: http://www.eof.gr

4.9 Ymnepoocoroyia

H extipodpevn péon Boavatneopog d6om g vopoyAmpikng doveneliing petd amd yopnynon piog
EPATOE, amd TOV GTOHOTOG HOCTG GE TOVTIKOVG Kot apovpaiovg ivor 45 kot 32 mg/kg, avtiotorya 1
nepimov 225 ko 160 popéc peyardtepn g LEYIGTNG CLVIGTOUEVNG ovOpdTTIvNG 660ng Tov 10 mg
™V NUéEpPa. AocoeEaptdpeva oNUELN YOAVEPYIKNG O1€yEPOTG, TapaTPNONKaV GE (Do Kot
nePlEMdpUPovay HEIOUEVT QVTONOTY KIvTIKOTNTA, TPNVH BE0M, aotadn Pnuatiopd, dakpdppoia,
KAOVIKOUG OTAGHOVG, KATUGTOAN TNG OVATVEVGTIKNG AELTOVPYinG, OlEAOpPOLa, LG, AKOVGIEG LUTKEG
OLOTAGELS, LEIOT EMPAVELNKNG OEPLOKPACING CMUATOC.

Yrepdocoroyia e avaoToAElg TG YOAVESTEPAONG UTOPEL VO 001 YNGEL GE YOALVEPYIKT KPioT|, TOV
yopoaktnpiletal amd coPapn| voutia, ELETO, OlEAOPPOLD, EQIOp®ON, Ppadvkapdic, vTdTaoT,
OVOTTVELGTIKT KOTAGTOAN, KOATEPPEWYT] KOl OTAGHOVG. AvEavopevn poikn advvopio gival mhovi Kot
umopel va odnynoet og Bavoto edv Tpocfinbovv ot avaTveELCTIKOL PVEGS.

Onwg og OA\eg TIC TEPIMTMOCELG VIEPSOCOAOYING, YEVIKG LETPA LTOGTHPIENG TTPETEL VO EPAPLOCTOVV.
Tprrotayn aviyoAvepyKd, OT®G 1 ATPOTIVY) UTOPOVV va YPNGILOTOINB00V ¢ avTidoTH GE
vrepoocoroyia pe ARICEPT. Xvviotdtot 1 evooeAéPia yoprynomn Beukng atpomivng pe tTithomoinon
g 06ong péxpt va emrevydei o embountd amotéreoua: pio apykn d6on tov 1,0 pe 2,0 mg IV, pe
emokolovbeg 860¢€1g Tov Pacifoviol 6TV KAMVIKY avTamoKplor. Mn TUTIKES OVTOTOKPIGES GTNV
TiEON TOL OHHLATOG KO GTNV KOPSIOKT GUYVOTNTA EXOVV avapepOel pe GAALD YOAVOLUNTIKG QApHOKa
OTAY YOPNYNONKAV LE TETAPTOTAYT AVTIYOAVEPYIKA, OTWS YAVKOTLUPOAATT. Agv elval yvwoTd €dv M
VOpoYAmpikn dovemeliin Ko/ ot petafoAiteg Tng UmopovV va amopoKpuvOoy e dStoAlon
(oupokaBapon, Tepirovaikn kdBapon 1 apodionon).

5. OAPMAKOAOI'IKEX IATOTHTEX

5.1 ®appokodvvomkEs 1010TNTEG

DappokobepamenTikn KaTnyopio: EAPUAKO KOTA TNG AVOL0S, OVOCTOAENG AKETVAOYOMVESTEPAONG,
kwdkdg ATC: NO6DAO2.

Mnyovio o dpdonc

H vépoyrwpikn doveneliin etvar Evag e101K0G KO AVOSTPEYILOG OVOTTOAENG TNG
OKETVAOYOALVEGTEPAOTG, TOV OTOTEAEL TNV TPOEYOVGA YOAVESTEPACT) GTOV £YKEPAAO. H
vdpoyropikn dovereliin givor in vitro tepiocdtepo amd 1000 popég mo 16YVPOG AVACTOAENS 0LVTOV
oV ev{OHOL amd TN BOVTLPLAYOAVESTEPAGTT), £V EVOLO OV VIIAPYEL KUPIMG EKTOG TOL KEVTPIKOD
VELPIKOV GLGTNLOTOC.

Avowo Alzheimer

Ye aoBeveig pe dvora Alzheimer mov élafav pépog o KAVIKEG SOKIUES, YOPNYNON EPATOE
nuepnowwv docemv tv 51 10 mg ARICEPT egiye g anotéAesio TNV avacsToAn TG SpacTIKOTNTOG
NG OKETVAOYOAVESTEPAOTG (OTC peTpnOnie oTic pepPpdves twv epudpokvTTdp®V) o€
otabeponompéva enineda, 63,6% war 77,3% avtiototya, 6tav pLeTpnOnKe LETE TN YOpNYNOT TOV
docewv. H mpoxarodpevn amd v vépoyrAwpikn doveneliln, avasToln TG OKETVAOYOAVEGTEPACTG
(AChE) ota gpvBporvttapa £xel amoderytel 6Tt oyetileTon pe oAdayéc g ADAS-cog, piog
evaicOnc Khipakog wov e&etdlet eKAekTiKd KATOEG TAEVPEG TNG YVOOTIKNG Agttovpyiog. H
duvatdtnTa TG LOPOYAWPIKNG dovermeliing va TpomomolEl TNV TOPEia TG VIOKEIUEVNC
vevporaboloyiag dev £xel pehetnOel. Katd cvvéneia, to ARICEPT dev pmopet va Bewpnbei 6Tt £xet
Kdmolo amotéleoua ent tng e£EMENG TG aobévelag.
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H amotekeouatikomra g Oepaneiag g dvolog Alzheimer pe ARICEPT éyel peketnei o téooepig
ELEYYOLEVES LLE EIKOVIKO PAPIOKO SOKIUES, 2 SOKIUES dLapKelag 6 unvav Kot 2 dokipég dtdpketag 1
£T0VG,.

2TV KMVIKT SOKIUN TOV 6 UNVAV, £YIVE aVAAVOT TV ATOTEAECUATOV Katd T ANEN g Oepamneiog
pe dovemeliln, ¥pPNCLOTOIDOVTIOS GUVOVACHO TPLOV KpuTnpiwv arotedeopatikotrag: g ADAS-cog
(kMpoxa pérpnong g yveotikng Aettovpyiag), Tng CIBIC- Clinician Interview Based Impression of
Change with Caregiver Input (KAipoko LETPNONG TNG CUVOAIKTG AEITOVPYIKOTNTOG), KOL TNV
YroxAipaxo ADL- Activities of Daily Living tg Kiipokag KAvikng Xtadtomoinong tg Avotog
(KMpoka HETPMONG TG IKOVOTNTOG G€ OELOTA KOWVMOVIKE, OIKIOKE, TPOSOTIKOD EVOLUPEPOVTOG,
KaODG Kol TPOCWOTIKNG PPOVTIONG).

Ot acBeveic mov ekmApwoay Ta KAt Kpitipla Bewpndnikoy og aviamokpvouevol otn Oepaneios:

Avtamoxkpion =  Beltimon tovidyiotov 4 Babumv oty kiipoka ADAS-cog
Mn emdeivwon ot CIBIC +
Mn emdeivoon oy YnokAipoaka ADL e Kiipaxag Kivikrg
2todtomoinong g Avolog

% Avtandkpion
Xovolo ITpoypappaticpévev | Iinbvoudg mov
AcbBevov yuo Oepameio a&lohoynOnke
(ITT avaivon) n=352
n=365
Opdoa 10% 10%
Ewovucon
Doppdkov
Opdoa Aricept | 18%* 18%*
dokimwv 5-mg
Opdda 21%* 2204%*
Aricept diokiov
10-mg
*p<0,05
**p<0,01

To ARICEPT mpoxdiece pio S0GOEEQPTMUEVT] GTUTIOTIKA OTLLAVTIKT AOENCT] GTO TOGOGTO TV
acBevav Tov Kpinkav g avtarokpvouevol otr Bepamneio.

52 ®appoxoxivntikég Io10tTnTES

Amoppdonon

O1 PEYIoTES GVYKEVIPDGELG OTO TAAGLO EMTVYYXAVOVTOL TEPITOL 3 £mG 4 DPES LETA TNV OO TOV
otopatog yoprynon. H cuykévipmon oto mAdopa Kot 1 teployn kdto amd v kaumdin (AUC)
av&dvovtal avaroya pe T 06om. O teAKog ¥povog nuicelag Cmng TG KOTAVOUNG TOV QUPUAKOD GTOV
opyavicouod eivat tepimov 70 dpeg, KATA GLVETEL, 1) XOPTYNOT TOAMATADY EQATAE UEPTOLOV
docemv 0dnyel Pabuiaia o otabepomomuévn katdotaon. Katd tpocéyyion, n otabepomompévn
KOTOOTOOT ETITVYYAVETOL EVTOG 3 efdopddwmv amod tnv évapén g Bepaneiog. Metd v emitevén g
oTafepomOUEVN G KATAGTUCTG, Ol GUYKEVIPAOOELS TNG LOPOYAWPIKNG dovemeliing oTo TAdCHA Kol M
OYETIKN POPLAKOSVVOLLIKT TNG SpAcTNPLOTNTA TaPOoVSIA{ovY TOAD HiKp1] S10(pOopOTOincT| KATd T
OLIPKELD TNG NUEPOC.

H Aym tpoeng dev ennpéace v amoppoenon TG vOPOYAmPIKNg doveneliing.

Kotavoun



H vépoyrwpikn doveneliln deopevetar o€ T0600TO TEPITOL 95% e TIG TPOTEIVES TOV TAAGUATOG
oTov avBpmmo. Agv gival YvaooTtoc o fabpog déopevong Tov evepyov petafoiitn 6-0O-
aropefvMopévn dovereliln pe Tig TpTEIveS Tov TAdouatog. H katavoun e vopoyAmpiknig
dovenelilng oTovg dLAPOPOLS COUATIKOVG 16TOVG dev £xel pehetndel enakpiPadc. Qotdc0, o€ pia
UEAETY| L€ OVTIKEILEVO TN CLUVOAIKY] KATOVOUT TOL Qapudkov oto copa (“mass balance”) mov £yive
o€ vyteig appeveg ebehovtéc, 240 dpeg uetd ) xopfiynon epdmaé doong 5 mg “C-padioonuacuévng
vdpoyAmpikng dovemeliing, mepimov 28% TG PadIOGNUAGUEVIG TOCOTNTOG TOPEUEIVE GTOV
opyavicpud. To yeyovdg avtd vmodetkviet 0Tt 1 LOPoYAwPIKY dovereliln Kovy ot petafoliteg tng
UTopovV va Tapapeivovy 6Tov opyavicpd Yo teplocotepo ond 10 nuépeg.

Buopetooynuotiopnd/Amofoin

H vépoyrwpikn doveneliln amekkpivetot apevog Lev avaAloimTn 6To 00pa, APETEPOL OE
petaforiletor amd 10 choTNUL TOL KuToXpmpatog P450 og didpopovg petafolritec, ek Tov onoimv
oplopévol dev £xovv tavtonomdel. Metd and yoprynon uiag epdno d6ong 5 mg “C-onpocuévng
VOPOYA®PIKNG dovemeliAng, 1 padievepyn dpaCGTNPIOTNTO OTO TAAGE, MG TOCOGTO TNG
YOPMYOVLEVNG HOCTG, TOPOVGLAGTIKE KLUPIWG MG avaAroimTn vopoyAwpikn doveneliln (30%), 6-O-
aropefvMopévn dovemelidn (11% - o povog petafoAitng Tov emdeKVOEL TaPOHOLD SPAoT| LE TNV
vopoyrmpikn dovereliin), donepezil-cis-N-oxide (9%), 5-O-amopeBoiiopévn dovemeliin (7%) kon
ovvelevyuévo yAvkovpovidio g 5-O-anopedviiwpévng doveneliing (3%). Ilocootd 57% mepimov
NG OAKNG padlevepyols dOomg oL yopnyndnke amopakpuvinke péom twv ovpmv (17% wg
avaAloiot dovemeliin) kot 14,5% oamopakpbvinke HECH TOV KOTPAV®OV, DTOSEIKVOOVTAS OTL O
Blopetafolopog Kot 1 aTEKKPLoT 010 TV 0VP®V EIvaL 01 KOPIEG UMEKKPITIKEG 0001. Agv vITdpyovv
EVOEIEEIC EVTIEPONTOTIKNG EMAVAKVKAOPOPING TNG VOPOYAW®PIKNG doverelidng KA/ TV LeTafoMTOV
™me.

O ypovog nuilong g dovenelidng oto TAdopa givar mepinov 70 dpeg.

To @OLo, 1 LAN Ko 1 VTLaPEN 16TOPIKOY KATVICUATOG OV £X0VV KMVIKMG ONUOVTIKT ETIOpAoT) el
TOV GLYKEVIPMOGE®V TNG VOPOYAMPIKNG doveneliing oto TAdoua. H eappokokivntikng g
dovenelidng dev &xet peretnOel emionpo og vyM NAuklopéva dtopa N acbeveic pe Alzheimer, 1 og
acleveig pe ayyswokn dvola. QoT000, 1 HECT] GLYKEVIPWOOT) GTO TAACUA TV 0cHEVAOV MTaV TapOLoLd
o€ peydio Pabuo pe T PHEST CLYKEVTIPMON GTO TAAGLO TOV VEOPDOV VYDV E0EAOVTDV.

AocBeveic pe o £mg HETPIO NTTATIKY] SVGAEITOLPYIN EUPAVICAY QVENUEVEG CUYKEVTPMOGELG
dovenelilng ot otabepomomuévn katdotaon, avénon g péong AUC katd 48% kot g HEONG Crax
katd 39% (PA. Tapdypapo 4.2).

5.3 Ipoxivikd dedopéva yia TNV a6QILEL

Extetapévol édeyyol o meipapotolma £6e1&av OTL aLTH 1 oVl £XEL EAAYICTES EMOPACELG
OLOPOPETIKEG OO TIG AVOUEVOUEVEG PUPLOKOAOYIKES TG EMIOPACELS, COLP®VA LLE TN OPACT) TNG G
YOAMveEPYIKOG O1eyéptng (PA. mapdypapo 4.9). H dovemeliin dev eivan petadla&loydvog oe SOKILOGIEG
petdAloéng pe Paxtmplaxd kottapa 1 Kottapo Onloctikdv. Kdmoleg kKhaotoyeveic emdpdoelg
TopoTNPENONKAY in Vitro, G€ GLUYKEVIPMOOELS ELPAVAS TOEIKES Y10l TOL KOTTAPO KOl TEPIGSOTEPO OO
3000 popéc vymAdTEPES OO TIG CLYKEVIPMGELS 6T 6TAHEPOTOMUEVT] KATAGTOGT 6TO TAACHA. AgV
napatnpnKay KAaotoyeveig 1 GALES YOVIOIO0TOEIKEG EMOPAGELG OTO LOVTELO LEAETNG
LKPOTLUPTVOV KUTTAP®V TOVIIK®V in Vivo. Makpoypovieg LEAETES KAPKIVOYEVEGNG TOV
TpOypaToToOnKaY Gg apovpaiovg Kot og movtikia, oev £de1&av mhavr oykoyovo dpdon).

H vépoyrwpikn doveneliln dev giye kapio enidpaocr eni Tng YOVILOTNTOG GE OPOVPOIOVS Kot dgV
TOPOVGICE TEPATOYOVO OpaioT 6€ apovpaiovg 1 KOuvEMa, dAAA elye pia pukpn exidpacn GTov
aplOpd Tv Bvnoryevav eufpdmv Kol TV vEoyvmv Tov eniPimcay, 6tav xopnynonke oe eykboug
apovpaiovg, og d0celg S0 popéc peyardtepeg TG avBpdmivng 06ong (PA. mapdypaeo 4.6).

6. OAPMAKEYTIKEX TAHPO®OPIEX
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6.1 Koatahloyog ekdéymv

Mavvitoln,

KoALog1dég dvudpo dto&eidio Tov Tupririov,

K-Kapayevvivn,

[ToAvBrvolarkooin,

0O&eid10 Tov anpov (kitpvo) E172 (uovo yio ta 10 mg)

6.2 AovppotoTnTeg

Agv gpappolertar.

6.3 Awdpkero Long

3 xpovia.

6.4 Iowitepeg mpouvrdcers katd ™ @OAAEN TOV TPOTIOVTOG

To pappaxevtiKd avtd mpoiov dev amartel Wwaitepeg cuvOnKeS EOAAENG.
6.5 ®Vo1 KO GLOTUTIKA TOV TEPLEKTI

Koyéreg (ahovpvopuiro amd PVC/PVAC/PE/PVAC/PVC/Alovpivio 1 aAovptvoO@uAlo amd
PVC/PE/PVdAC/AXovpivio)

Xvokevaoieg towv 7, 14, 28, 30, 50, 56, 60, 98 o 120

Mmropet vo, v KukAoPopoOV OAEG Ol GLOKEVAGIES.

6.6 Iowitepec mpo@uLAGEEIS améppLYng

Kopia g8k vroypéwon.

7. KATOXOZX THX AAEIAYXY KYKAO®OPIAX

Pfizer EAAGG ALE.,

A. Mecoyegiov 243,

154 51 N. Poywco,

TnA.: 210 6785800

8. APIOMOX(OI) AAEIAY KYKAO®OPIAX

ARICEPT Atoxio dwaomelpdpevo oto otopa 5 mg/tab: 81151/24-11-2011
ARICEPT Atoxio dwnomeipopevo oto otopa 10 mg/tab: 81152/24-11-2011
9. HMEPOMHNIA ITPQTHX EI'KPIXHY / ANANEQYXHY THX AAEIAX
Hpepounvia mpotng éykpiong: 04 Aekepppiov 2006

Hpepounvia tekevtaiog avavémonc: 24 Noguppiov 2011

10. HMEPOMHNIA ANAOEQPHXHX TOY KEIMENOY

12/2022
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