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1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nimvastid 1,5 mg crxAnpd konydicio
Nimvastid 3 mg oxAnpd Koydkio
Nimvastid 4,5 mg oxAnpd KoydKio
Nimvastid 6 mg oxkAnpd KoydaKio

2. MHNOIOTIKH KAI IOXOTIKH XYNGEXH

Nimvastid 1,5 mg cxAnpd konydikio
Kabe orcdnpd koo mepi€yetl 6&vn tpuyikn prpactiypiviy mov woodvvaypei pe 1,5 mg pifoctrypivng.

Nimvastid 3 mg cxAnpd Koydicia
Ka0e orcdnpd koo mepiéyet 6&wvn tpuyikn prpactiypivn mov wodvvapet pe 3 mg pipactiypivng.

Nimvastid 4,5 mg oxAnpd kowdxio
KdéBe oxinpd kawdkio mepiéyet 6&vn tpuyikn pioactiypivi mov wodvvapet pe 4,5 mg poactiypivng.

Nimvastid 6 mg cxAnpé Koydiio
KdaBe orcinpd kaydxio mepiéyet 6&vn tpuyikn prpactiypivin mov wwodvvapet pe 6 mg pipactrypivng.

IMoa tov AP KatdAoyo TV exdoywVv, PA. Topdypapo 6.1.

3. ®APMAKOTEXNIKH MOP®H
2xAnpo Koydkio

Nimvastid 1,5 mg oxAnpd koo
AguKT £0G VTTOAEVKN OKOVI TOV TEPIEXETOL GE KAWYAKLO LE KITPIVO KOAVIUO KOl KITPIVO GMLLOL.

Nimvastid 3 mg cxAnpd Koydicia
A€UKT £0C VTTOAEVKN GKOVI TOV TEPIEYETOL O KOYOKIO LE TOPTOKAAL KUAVLLLLOL KOl TOPTOKOAL GMLLAL.

Nimvastid 4,5 mg 6xAnpd kowdxio
A€UKT £0C VTTOAEVKT OKOVI| TOV TEPIEYETOL O KOAYOKIO LUE KOAPE-KOKKIVO KAAVUUA KOl KOPE-KOKKIVO
CMUOL.

Nimvastid 6 mg cxAnpé Koyducio
A€gVKN €®G VIOAEVKT] GKOVY TTOV TEPLEYETAL O KOWAKLO e KOPE-KOKKIVO KAAVLLLLOL KO TOPTOKOAL CAOULAL.

4. KAINIKEYX ITAHPO®OPIEX

4.1 OgpamevTIKEG EVOEIEELG

Svuntopotiky Oepaneio Hmog £og pétprag Papvnrag davolag Alzheimer.

Svumtopotikn Bepaneio Mmog £og HETPLOG BapvtnTag dvolog oe acbeveic e 1onabn voco tov
Parkinson.

4.2  Aocoloyio Kol TPOTOS YOPNYNONG

H évapén koum enifreyn g Bepomeiog Oa mpémet va yiveTor amd 10Tpd He EUmeEpio 0T d1dyvmon Kot
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OepamevTikn avTyet®nion g dvolog Alzheimer 1 g dvolag mov oyetileton pe v voco tov Parkinson.
H dudyvoon Ba mpémetl va tiBeton cOppmva pe Tig 1oyvovoeg katevbuvinpieg odnyies. H yopiynon
Oepanciog pe pioaotrypnivn Oa mpémnel va apyilel poévo ¢’ doov vdpyel kamolo dropo mov Ba epovrilet
Tov actevn Ko o emontedEL TAKTIKG T AW TOV PAPUAKELTIKOD TPOIOVTOG Od QVTHV.

Aocoloyia
H piBaoctiypivn B mpémet va yopnyeitor 0o Qopég nUeEPNoing, Le To Tpovo Kot 1o fpadivo yeouo. To
Kayakio Oo Tpémel vo Kotamivovtot oAdKANpo.

Evapktipla 660on
1,5 mg 600 popéc nuepnoimg.

[Ipocdropiopde déomg

H evapktipio 660 givar 1,5 mg d0o gopég nuepnoing. Av 1 8661 avTn Yivel KOAG aveKT DOTEPO AIO
TovAdyiotov dvo efdopddec Bepamneiog,  docoroyia pmopel vo avénbei oe 3 mg 600 opéc nuepncing.
AoV dtnpnBet o owtd T0 docoA0YIKS eminedo enl TovAdyoTOV 2 ERdoddES, pmopel va eEetdleTan To
EVOEYOUEVO 010.00Y KNG avénong o€ 4,5 mg Kot akoloOOmg oe 6 mg 500 PoPES NUEPNGIWGS, £P° OGOV ivat
KOAY 1] 0VOY1] GTNV TOPOVGA dOON.

Ed&v mapatnpnboidv avembBountec avtidpdoeig (.. vovtio, ELETOG, KOWAOKO AAYOG 1] omdAEn OpEENC),
peimon Papovg 1 emdeivaon TV eEOTLPAMIIKOV CUUTTOUATOV (T1.Y. TPOUOG) G 0GOEVEIS [IE AVOola TOV
oyetileton pe vooo tov Parkinson katd tn didpkela g Oepaneiog, avtég vOEyeTon va vTOYWPNGOLVY TV
maporepbel pia 1 Teprocdtepeg 660els. Edv eppévouv, 1ot ) nuepnota 866m mpENEL TPOSMPIVE VoL
pelmbel 670 apEcmS TPONYOVUEVO B0GOAOYIKO EMITESO TOV EYVE KAAG aveKTO 1 vo. dtakomel 1 Bepomeio.

Abon cuvtrpnong

H amoteleopatikn d6on eivan 3 €og 6 mg, 300 Popég nuepnoing. I'a v enitevén Tov Péylotou
Oepamentikon opélovg, ot acbeveic Oo Tpémet va d1aTnpovvTOL 0T HEYIOTN KOAN avekth d6on. H
GUVIGTAOUEVN HEYIOTN MUEPNOLOL dOOM €tvar 6 mg dVO POPEG NUEPNTIMG.

H Oeponcio cuvinpnong umopei va cuveyichel yio 660 dtdotnua VIapyel OepamevTiKd OGELOG Y10 TOV
aoBeviy. ' To Adyo awtd, To KAviKd 6pelog TS pifaotiypuivng Oa Tpémel va EKTILATOL EK VEOL VAL TAKTA
YPOVIKA SrooTN AT E101KE 6TOVG 0.00gveig Tov AapPdvouy 600Elg KpOTEPEG amd 3 mg, 600 POPES
nuepnoiong. Eav petd and 3 punvec Bepaneiog pe t 001 cuviipnong n Lelmon e cuyvoTnTos TV
CUUTTOUATOV Gvolag dev £xet petofAndel ikavomomtikd, 1 Oepaneio Oa mpénet va dakonel. Ao mpémet
emiong va Aappdvetor v’ Oyiv To evogOpEVO TG dlakomng TG Bepameiag, @’ 6Gov dev paivovtol TAEoV
evoei&eig Bepamevtikng dpdong.

H atopukn avtondkpion ot pipaoctiypivn dev pmopel va tpoPrepbei. Qotdco, avénpévo Bepamevticd
amotéleopa glxe povel og aobeveig pe vooo tov Parkinson pe pétpa dvota. Opoimg peyodldutepo 6QEA0G
éxer mapartnpnBel oe acbeveig pe voso tov Parkinson pe onticég mapoisnoeig (BA. mapdypagpo 5.1).

Agv €yer pelemBel to amotéleopa g dpdiong o eheyydpeves Evavtt placebo peléteg didpkelog Tavm amd
6 pnveg.

Emavévapén g Bepaneiog
Edv n Bepamevtinng aymyn daxomel yuo Tpeic pépeg 1 emavévapén Ba npémnet va yivetar pe 1,5 mg 600
@opéc nuepnoimg. O Tpocdlopiopog g doong Ba mpémetl va yiveton OT®S TEPTYPAPETUL TLO TAVC®.

Nepikn Ko nratik Suceiertovpyio

Agv amouteiton TPOSAPLOYN TG 0060A0YING 68 oBEVELS e o WG HETPLO VEPPIKT 1| NTTOTIKY|
avemdpkelo. Qotd60, AMoy® avénpévng ékbeong Oa Tpémel oe avTd TOV TANBVGUO VO TNPOVVTAL ETOKPPAOG
01 GVGTAGELC Y10 TOV TPOGOIOPIGHO TG 0OGNG AVAAOYQ, LLE TNV ATOUIKT AVEKTIKOTNTO KOOGS o1 aoBeveic
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HE KAVIKA OMLOVTIKT] VEQPIKT N NTTOTIKT OVETAPKELD EVOEYETOL VO AVTILETOTIGOVV TEPIGGOTEPEG
docoeEaptdpeveg avemBounteg avtidpaoels. Achevelg e coPapn NTatikn avendpkelo v Eouv
peietnOei, motdco to Nimvastid koydkio propei va ypnoponombodv og avtd tov mAnbuvoud acbevov
dedopévov 0Tt aokeital otevn Tapakorovdnon (PA. mapaypdeovc 4.4 kot 5.2).

Hodrtpucodg minbuvoudc
Agv vapyel oxetikn ypnon tov Nimvastid 6tov toudiatpikd minbovcud yio m Oepoameio g vésov tov
Alzheimer.

4.3 Avrevosielg

H yprion avtol Tov poppokeutikod Tpoidvtog avtevdeikvutol oe aoBeVeis e YVmOTH vtepevocOncio
01N dpacTiky ovcia prlactiypivn, oe GALL KapPopiKd Topdymyo 1 6€ KAmolo amd o £K60Y0 ToV
ovaeEpovTal otV Tapdypapo 6.1.

IIponyovpevo 16topkd avtdpdoemv g 0Eong epapoyns Katadekviwmvtag mhovr aAlepyikn
deppotitidoa omd emapn pe Eumiaotpo pipactiypivng (PA. mapdypoeo 4.4).

4.4 Ed1kéc mPoEd0TO|OES KOl TPOPVAAEELS KATH TN YP1IOT]

H ovyvomta kot coPapdtnta v avembBOunTov aviidpdoemv avEavel YeVIKE L TIG LEYOAVTEPEG DOGELC.
Edv n Bepamevtinng aywyn daxomel yuo Tpeic pépeg 1 emavévapén Ba tpémel va yivetar pe 1,5 mg 600
QOPEC NUEPNGLMG DoTE Vo LelmBel 1 TBavOTNTO EPEAVIONG AVETBOUNT®V EVEPYELDV (TT.). TEPIOTATIKO
EUETOV).

Avtidpaoelg ot 06om epaproyNG LTOPEL VO ELPAVICTOVV [E EUTAACTPO pLpacTiypivng kot givarl cuviBmg
NG MG HETPLOG EVTAOTG. AVTEC 01 AVTIOPACELS OEV AmOTEAOVY atd LOVES TOVG £VOELEN
gvarsOnromoinomng. Onwg, n xprHon eUTAAoTPOL pLRacTiypivig pmopel va odNyNoEL 6€ OAAEPYIKN
deppotition omd emapn.

e mepintmon mov ot avtdpdoelg g Béong epappoync eEamimvovton tépa amd o uéyebog Tov
EUTAACTPOV, GE TEPITTMON ONUEIWV IO EVIOVNG TOTIKNG avTidpaong (w.y. avéavouevo epbnua, oidonua,
PAatides, PUOOAMOES) Kot O€ TEPITTOOT TOV TAL GUUTTAOUOTO SEV PEATIOVOVTOL CHOVTIKA EVTOC 48 wpidV
petd v aeaipeon tov eunAdotpov, Oa mpénet va OempnBel mbavi  adiepyikn deppatitida amd eman.
e aTéC TIG TEpTMOELG 1) Oepaneia Oo Tpémet va dwaxomel (PA. mopdypapo 4.3).

Aocbeveig o1 omoiol mapovotdlovy avtidpacelg TG BE0TG EPAPLOYNAS TOL VTOONADGYVOLY OAAEPYIKN
deppotition omd emagn pe EUTAACTPO pLPacTiypiving Kot ot otoiol e&akolovBovv va ypetalovton Bepomeio
pe piaoctrypivn Oa mpémnel va petafoiv og and otopatog Bepomeio pe prpactiypivy pévo PeETd amd pia
apVNTIKN doKIpacio aAAEpYiog Kol KAT® 0o 6TEVN 10TPIKT TapakolovOnon. Etvar mbavov pepucol
acBeveic evaioOnTomompuévorl oy praoctiypivn petd and ékbeon oe Eumhactpo pactiypivng va unv
uropotv va Adpovv pilactiypivi 6 omodnmote Lopen.

"Exovv yivel omévieg avagopég petd v Kukhoeopio yio acfeveic o1 0moiol avVIIHETOMIGOY AALEPYIKN
deppotition (Yevikevuévn) Katd tnv yopnynon rivastigmine, ave&aptitog ¢ 0800 oprynong (oo tov
OTOUATOG, OL0OEPLIKE). ZE OVTEG TIC TEPITTAOCELS, M| Oepameia O Tpémel va dwakonel (BA. mapdypapo 4.3).

®a mpénet va divovton o1 KatdAAnAeg 0dnyleg oTovg achevels Kot TOVG PPOVTIOTEG.

[Tpoodopiopdc docoroyiag: Apéows PETA TNV awénom g 06ong £xovv mapatnpndel avemBounteg
avtdpdoeic (.. véptaon Kot Ttapouctnoelg oe acbeveic pe dvolo Alzheimer kon emdetvoon Tov
EOMUPOUISIKOV GUUTTOUATOV, 1810iTEPO TOV TPOLO, 08 0oBEVEIC e Avola Tov oyeTileTon Le VOGO Tov

Parkinson). [Tiovd pe v peiwomn g 6060 0Yi0G OVTEG VoL VTOY®POVV. Xe AAAEC TEPITTAOCELS, 1|
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pactiypivn €xet draxomnel (BA. mopdypagpo 4.8).

Taotpeviepikéc drotapayéc, Omme vouTio, EUETOG Kot d1ippota eivat 060eEAPTOUEVES, KOl UTOPEL VoL
gppavicbovv witepa katd v Evapén g Oepaneiog /kon katd v avénon g docoroyiog (BA.
Tapdypoo 4.8). Avtég ot avemBountec aviidpdoeic eppavifovral o cuyva og yovaikes. O1 acheveig
mov gpeavifouv avtd ta onpeio | CUUTTOUATO APLOATOOTG OO TOPATETAUEVO ELETO 1) O1APPOLOL
UTopoHV va. ovTIHETORILOVTOL pe EVOOQAEPLL YOPTYTION VYPOV Kol LEI®OT THG 0OGNC 1) S10KOTH TNG
xopnynong €av droyvaotel ko avtipetoniotel Eykapa. H apuddtoon propel va cuoyetiotei e copfapég
GUVETELEC.

Ot acBeveig pe vooo Alzheimer pmopel va ydvouv Bapoc. Ot avasTOAEIG TNG KETVAOYOAVEGTEPAOTG,
ooumeptropPoavopevng e pactiypivng, £xouv cuoyeTiobel pe ammAglo BApovg o€ aVTONG TOVG
aocBeveic. Katd tnv dudpkela g aywyns, to Pépog tov acbevoic mpémel va mapakoiovdeitar.

Zmv mepintmon viovov epéTov oxeTilopevou e ™ Bepaneio pe pipactiypivn, Tpémet va yiveton
KATOAANAN TPOGAPLOYY| THG 0000A0YING OTWC GLUVIGTATIL GTNV TTOPaypapo 4.2. MepiKéc TEPITTOCELS
£VTOVOL €UETOV GuVOLAoTNKAY Ue pEN ToV o1oPdyov (BA. Tapdypapo 4.8). AvTtég ot EKONADGCELS
eaivetal va Tapovotalovtot wiaitepo pHetd amd avénoelg g docoroyiag 1 VYNAEG dOGEIS TG

pactiypivie.

[Mopdzoon tov QT Tov NAEKTPOKOPIIOYPUPNLATOG UTOPEL VO ELLPaVIeTEL 08 aobeveic Tov Aappdvouv
Oepaneio pe opiopévo TpoidvTa avaoToAEn YoAVESTEPAONG cupTEPIAaBavorévng TG piaotiypivng. H
paoctiypivn evdéyetor va tpokarécel Bpadukapdio 1 omoio amoTeEAEl Eva TOPAyOVTH KIVOUVOL Y10 TV
gUPaVIoN KOMOKNG Tayvkoapdiag dikny pumidiov, Kupimg o€ acbeveic pe Tapdyovieg Kivddvov. ZvvioTdTot
Tpoooyn o€ acheveig Le TpoHTAPYOV 1 0lKoYEVELNKS 10TOPIKS TTopdtacns Tov QTc 1 mov dwotpéyovv
VYNAOTEPO KIVOLVO OVATTLENG KOTAMOKNG Tayvkapdiag dikny piridiov, yio Tapddetya, o€ acbevelg e un
avTIPPOTOVLEVT KAPIIOKN AVETAPKELD, TPOCPATO ELPPAYLLO TOV LLokapdiov, Bpadvoppuduies,
TPodABESN VIOKOAOLUIOG 1] VTOLOYVNGLOUIAG, 1 TV TOYPOV XOPNYTON QUPHOKEVTIKMY TPOIOVI®Y TOV
gltval yvootd 611 Tpokorodv Topdtacn Tov QT kot / 1 kotdlokm tayvkoapdio diknyv pumidiov. Mmopei
eniong va amonteiton kKAvikn mapakoiovdnon (HKT) (BA. mapdypago 4.5 kot 4.8) (BA. mapdypao 4.5 won
4.8).

Amatteiton Tpocoyn Katd T yopnynon g pipaoctiypivng og acbeveic e cuvOpopro vosoHvtog
oAefoxoOupov 1 StaTapoayés TS Kapdakng ayyoTnTog (PAEPOKOUPO-KOATIKOS ATOKAEIGHAC,
KOATTOKOIAAKOG amokAEIoUOC) (BA. Tapdypago 4.8).

H piaotiypivn evééyeton va mpokarécetl avEnpéveg ekKpioels yooTptkoh o&€og. Amatteiton Tpocoyn Kot
™ BEpamEVTIKT] OVTILETOTIO 0GOEVAOV E EVEPYA YAOTPIKA EAKT ] EAKT) TOV SIEKUIAKTVAOL 1| acOevVDV
7ov gpeavilovv Tpodidbeon ce TETO VOGTLOTO.

Ot avaoTtolreis yoMvesTtepdong Bo TPEMEL VO GUVTOYOYPOPOVVTOL LE TPOGOYN o€ AoHEVEIS e 16TOPLKO
AoOUATOG 1 ATOPPOKTIKNG TVELUOVIKNAG VOGOV.

O YOMVOLLUNTIKEG EVDGELS EVOEYETOL VO ETOYEYOLV 1) VOL ETOEIVAOVOUY POIVOLEVO. OIS TNV ATOPPUEN
0VPOPOP®V 0ODV KOl TIC EMANTTIKES KPIGELG. LVVIGTATOL TPOGOYN KATH TNV OEPATEVTIKT] OVTIUETOTION
aofevav pe Tpodidbeot yi anTod TOL €100VG TO, VOOT|LLOTA.

H ypnon g pactiypivig og acBeveic pe Bopid dvota Alzheimer 1 pe Gvoto mov oyetiCetal e vOG0o Tov
Parkinson, dALovc TOmoLG Avolag 1 GAlovg THmovg e&acBévnong e Pviung (m.y. oxetilOUEVN Le TNV
nAkia eEacBEvNon TOV YVOOTIKOV AELTOVPYIDV) dev £xel dlepevvnBetl, Kol ETOUEVOC 1] XPTON O OLTOVG
Tovg acbeveic dev cuvicTdTol.

Onmg Kot o1 GALEG YOMVOULUNTIKEG EVAOGELS, 1) PLPOCTIYUIVI) LTOPEL VO ETIOEIVMDGEL 1] VOL ETAYAYEL TO.
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eEomupopdikd copmtodpota. ‘Exel mapoatnpnei emdeivoon (cvopmepiiapfovopévng fpadvkivnoiag,
dvoxwvnoiog, avopoiiog oto fadiopa) Kot o avEnpévn cuyvortnta 1 cofapodtnTa Tov TPOLOV G
acBeveic pe dvolo mov oyetileton pe voso tov Parkinson (BA. mapdypapo 4.8). AvTd Ta TEPIGTATIKA
00N YNoaV G€ S1OKOTN TNG PPACTIYHIVIG GE HEPIKEG TEPIMTMOGELS (.. SIKOTES TNG pIooTLypivg AOY®
oV TPOLoL 1,7% évavtt 0% pe eKoVIKO QAPHOKO). ZuVIGTATOL KAMVIKOG ELEYYOC Y10 OVTEG TIG
avemfopnTec avtidpaoeic.

Ewducéc minBuouog

AocBevelg pe KAVIKG ONUOVTIKY] VEQPIKN N NTTOTIKY] OVETAPKELN EVOEYETOL VO AVTILETOTIGOVV
meplocdTEPES OvemBOUNTEG avTIdpaoelS (PA. mapdypoeo 4.2 kot 5.2). Ot GLGTAGELS Y10 TOV TPOGOIOPIGUO
NG 060MNG AVAAOYQ LLE TNV OTOUIKT] OVEKTIKOTITA TPETEL VAL TNPOVVTOL ETAKPPDC. Aev £xovv de&ayDel
peAéteg o€ acbevelg pe cofapn nratikn avendpkela. Qotdéco, To Nimvastid propei va ypnoyomombei og
avTd Tov TANOVGLO asBevdv Ko amatteiton 6TEVH TOPaKOAOVENON.

Aocbeveig pe copatikd Bapog katw tawv 50 kg evdéyetar vo mapovslicovy TEPIGGOTEPES OVETIBVUNTES
avTIOPAGELG KOt EX0VV TEPLEGOTEPEG THOVOTNTES SLoKOTNG TG Oepameiog Adyw avemBountov
avTIOpAcEDV.

4.5 Almriemopaocels pe GAho QUPROKEVTIKA TPOTOVTA Ko GAAEG popPES ahlniemiopaong

Q¢ avaoToAENG YOMVESTEPGONG, 1| PLPACTIYLIVI EVOEYETAL VO EVIGYVGEL T1) OPAGCT] TOV HVOYUAUPDTIKMV
TOTTOV GOVKIVLAOYOMVNG KATA TN S1ApKELD TNG ovalctnciog. ZuvieTATol TPOGOYN OTNV ETIAOYN TOV
avolsOntikev tapayoviev. [Iibavh Tpocappoyn g docoroyiog 1 Tpocwpivh dtakonn s Bepaneiog,
umopei va e€etacBovv edv ypedletarl.

E& attiog tov @aplaKoduVOLIK®VY TG EVEPYELOV Kal TV THovOV afpoloTikdv dpdoemv, 1 rivastigmine
dev mpénet va. cuyyopnyeital pe dAleg yohvoppntikég ovoiec. H rivastigmine eniong evoéyeton va
EMNPEACEL TN SPAGT] TV AVTLYOMVEPYIKDOV QUPLOKEVTIKAOV TPOIOVTOV (.Y, o&ufovtuvivr, ToAtepodiv).

"Exovv mapoatnpnOei aBpoiotikéc emdpdoeis e tn cuvivaoTikn xpnomn Sopdpwv Bito avacToréwy
(cvumeprapopévne e oteVoAOANG) Kot TG rivastigmine ot omoieg 00 ynoav o€ fpadvkopdia (ot omoio
evoéyeTon va. glye w¢ omotédeopa ) cvykonn)). Ot kapdiayyelokol fYTo avacTOAElG avapéveTal vo.
ovoyetilovtat e Tov vYNAOTEPO Kivouvo, oA £xovv emiong Anedel avapopés yio acbeveig Tov
ypMNoorolovcay dArovg Prta avactorels. Emopévog Ba mpémet va emdeucvdeton mpocoyn dtav n
rivastigmine yopryeitol 6e cuvOLAGUO pE BT AvaSTOAEIC KOOGS Kot ETiong pe GALOVS TAPAYOVTES TOV
evdéyeton va pokoréocovy Bpadvrapdia (1.y. aviioppudukol mapdyovieg Taéng I, aviaywviotég
StwAiwv acPeotiov, yAvkooideg dakTuAitidog, TAoKapTivn).

Kabamg n Ppadvkapdio amotehel Eva Topdyova KvOOVOL Yo TV ELPAVICT KOIMOKNG TayvKapdiog diknv
putidiov, 0 GLVILOGUOG TNG rivastigmine e PUPUAKEVTIKA TPOIOVTA TOV EVOEXETAL VO, ETAYOLV TNV
nmapatoaon tov QT 1 v kotakt| Tayvkapdia dtknv putidiov OTMG avTYLY®GIKE dNA. LEPTKES
oawvobelalives (yYhoporpopalivn, AePouempopalivn), Peviapideg (covAmipion, covitonpion,
OLUAGOVATIPIdN, TPLOmidn, Pepatmpion), mipolidn, arlomeptdoAn, SpomeptdOAT, Gloampidn, olITOAOTPAuN,
Swparpovidn, epvBpopukivn IV, ohogavtpivr, piloraotivn, pebaddvn, mevrapdivn ko poiprolacivn
TPEMEL VO TOPOKOAOVOEITOL e TPOGOYT| Kol EVOEYETOL VO KATAGTEL ovarykaio 1) KAMVIKH apakolovonon
(MAexTpokapdloypaen ).

Agv €povv mapatnpn el eoppakoKivnTIKEG AAANAETOPACELS HETOED TNG paoTiypivng kot dtyo&ivg,
Bappapivng, dtalemaung 1 @AOVOEETIVIG oE peAéTeg oV Eyvav pe VYLeig bglovtés. H avénom tov ypdvov
wpoBpoupivng mov wpokaieiton amd T Papeapivn dev ennpedletar omd ™ xopnynon ppactiypuivng. Agv
&xovv mapatnpndei duopeveic eMOPACES 0T KOPIOKT oy@YOTNTO VOTEPA OO TI GLYYOPNYNON
dryo&ivne ko pipactiypivng.



Sopuemva e Tov HeTafoMpd g, epeoviletor amiBovo to evoeyOUeEVO PETAROMKOV OAANAETIOPACEDV LE
AL QOPLOKELTIKA TTPOiOVTa, OV KO 1) pLpacTiypivn propel va ovactéAlel Tov petaffolopd GAAmV
0VOIMV, 0 0TT0i0G AaUPAveL ydpa LE T LECOAGPNON TG POVTVPLAOYOAIVEGTEPAGTC.

4.6 Tovipétnra, KNG KoL Yyorovyia

Konon

Y& Kvopopovvta {dha, N rivastigmine ka/f o1 peTafoiriteg dSrumépacayv Tov mAakovvta. Agv gival yvmotd
€dv avtd Tapovordletar kot 6Tov AvOpwmo. Aev dratiBevton KAvikd dedopéva oxetikd pe xbeomn katd
TNV EYKVUOGVVN. L€ HEAETEG TEPLYEVVITIKNG / UETAYEVVITIKNG OVATTTVUENG TTOV £YIVOV GE EMIMVEC,
mapoTnpOnke avénuévn ddpkela kvopopiag. H pipactiypivn dev mpénet va yprnoylomoteitol Kotd )
S1apKELn TNG EYKVUOCHVNG EKTOC €0V EIVOL CAPDS OTOPOLTNTO.

Oniooudc

>ta (oo n prpaoctiypivn omekkpiveton 610 YaAa. Agv eival yvooto kaTd TOGo 1) pocTiypivn
anmekkpiveror oto avBpadmvo yaia. I't avtd tov AdYo, ot yovaikeg Tov Aapfdavouvv pipactiypivn, dev Ba
nwpénel va Onialovv.

Tovipdtta
Agv mapotnpfOnkay avemBounteg evEPyElEs TN YOVILOTNTO 1] GTNV VOTAPAY®OYIKT amdOO00T G EMIUVEG
(BA. mopdypapo 5.3). Ot emdpdoelg g rivastigmine oty avBpdmvn yovipdta dev eival yvooTés.

4.7 Emodpaoseig 6TV IKAVOTITA 001Y101G KO ELPLGHOD PNy OVILATOV

H v660g tov Alzheimer pumopei va mpokarécel otadiokn dppivvon g ikavomTag Yo odnynon i va
StokvPevoet Ty wavoTnTa YEPIoUov unyavnuatev. Emmiéov, n pipactiypivn propel va mpoxarécet
CaAn a1 vvnAda, kopiog kKatd v Evapén g Bepaneiog 1 Katd v adEnomn g 6060A0YING. ZVUVETMS, N
pPacTypivn éxetl luKkpn N LETPLO ETLOPAOT] GTNV TKOVOTNTO 00N YNONE KoL YEPIOUOV pnyavnudtov. o to
AOy0 awtd, Ba Tpémel va yivetar cuyvn a&loAdynomn g KevoTnTag yio 001ynon Kot YEpIopud TOAVTAOK®OV
pnyovnudtov acfevov pe avola mov Aappdvouvv Bepaneio pe pipactiypivn amd tov Bepdnova wtpd.

4.8 AvemOOunteg evépysreg

[Hepiinyn tov mpoeik acEaieiog

Ot o cvyva avoeepopeves avemBounteg evépyeteg (AE) eivar ol yaotpevtepikés cupmepthapBovopévng
g vavtiog (38%) kat Tov éuetov (23%), Wiaitepa KoTd TV SLIPKEL TNG TITAOSOTNONG. ZTIG KMVIKES
peAéteg pdvnke OTL o1 Yovaikeg acbeveic etvan mepiocodTePo gvaictntec amd Tovg dppeves acbeveic oTig
avemlBOUNTEG EVEPYELEG OO TO YUGTPEVTEPIKO KOl GTNV OTOAELL Pdpovc.

Aloto avemBounTeV EVEPYELOV VIO HOPET] VoK

O avemBOunteg evépyeleg otov [ivaxka 1 ko [Mivaxa 2 mapatiBevior copeova pe Ty Katnyopia
0pYOaVIKOD GUGTHLOTOG Kat TNV katnyopia cuyvotros Tov MedDRA. Ot kotnyopieg cuyvotntag
kaBopilovtal ypMoILOTOIDOVTOS TNV aKOA0VON cOpPacn: oAy cuyvéc (=1/10), cuyvés (>1/100 émg <1/10),
oy ovyvéc (>1/1.000 émg <1/100), omdvieg (=1/10.000 émg <1/1.000), ToAd omdvieg (<1/10.000), un
YVOOTHG cuyvoTNnTag (8ev pmopovv va ektiunbovv pe Pdon ta dtabéoipa dedopuéva).

Ot axoAovBeg avemBOUNTEG EVEPYELES, TOV Ta&vopovVTAL 6TOV TTopakdte [Tivaka 1, £xovv cuykevipwbel
og acBeveig mov Ehafav Bepameia yia 1t vOco tov Alzheimer pe piactiypivn.

Mivokag 1

AoPOEELS KO TAPACITAOCELS
IToAD omhvieg Ovporoipmén
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AwTapayés Tov NETUPOMOPROD KO TNG

Opyng

IToAd cuyvég Avopetia
Yuyvég Mewopévn 6peén
Mn yv®G TS GLYVOTNTOG Aopuddtmon
Poyatpikég dwatapoyég

Yuyvég Epuétec
ZuyvEg Avnovuyia
Zoyvég Xoyyvon

ZoyvEg Ayxog

Oy ovuyvég Avmvia

Oy ouyvéc Kotdbhym
[ToAb omdvieg Yevdawobnoeig
Mn yvoOGTHG GLYVOTNTOG EmBeticomto, avnovyio
AWTapay£S TOV VELPLKOV GVGTINOTOS

[ToAd cuyvég 76

Yoyvég Iovoxéparog
Zuyvég YrnvmMa

Yuyvéc Tpdpog

Oy ovuyvég YvyKomn
Zravieg Yrocpol

[ToAb omavieg

Eéomupopdikd copntdpota (coumeptiapupavopuévng g
emdeivoong g vésov tov Parkinson)

Mn yv®G TG GLYVOTNTOGC [Maydtovog (cvvdpopo TTiloc)
Kapowkéc owatapayés
Ymivieg Ym0y

[ToAb omdvieg

Kopdiokn appobuia (w.y. Bpadvkapdia,
KOATTOKOIAOKOG OTOKAEIGIOG, KOATIIKY LLOPILOPVYT KO
TaYVKOPOio)

Mn yvootig cuyvotntog 2Hvdpopo vocsouvtog pAgfokoupfov
Ayyelokég dratTapoyég

IToAb omdvieg Yréptoon

AWTapayés TOL YO.OTPEVIEPLKOD

GULOTILATOG

[ToAd cuyvég Nowrtia

[ToAV cuyvég "Epetog

IToAb cvyvég Agppouo

Yuyvég Kotk dhyog kot dvomeyio
Ymivieg Taotpikd Ko dwdexadaKTLAKO EAKOG

[ToAb omdvieg
[ToAb omavieg

Mn yvooTtig cuyvotnTog

Taotpevrepucn apoppayio

Moyxpeotition

MepiKéc TEPITTOCELS £VTOVOD EUETOV GUVOIVAGTNKOY LE
pnén tov orsoedyov (BA. mapdypago 4.4)

Awtapayés TOV NTOTOS KOL TOV
XOANQOp®V

Oy ouyvéc

Mn yvoo TG GUYVOTNTOG

Avénpéveg TIpEC 0TS SOKIPOGTEG NATIKNG Agttovpyiog
Hratitdo

AWTapayés TOV OEPRATOS KL TOV
VT030PLOV 16TOV

Zoyvég

YTAVIEG

Mn yvoO TG GLYVOTNTOGC

Yrepiopmon
E&avOnpa
Kvnoudc, adlepyn| deppotitida (yevikevpévn)

I'evikég dwoTapayc KOl KATAGTACELS TG




0800 yopiiynong

Xuyvég Koénmon ko advvapio
Yoyveéc Kakxovyia

Oy ovyvég [Ttoon

Hapaxivikéc eEetdoeig

Yuyvég Andrewa Bapovg

O mivakoag 2 detyvel Tig avemBountes avidpdoeic mov avapépnkav oe aobeveis e dvotla mov oyetiCeTon
pe voco tov Parkinson ot omoiot éxavav Bepameio pe koydkio pipactrypivng.

Hivaxag 2

AwTapayés Tov HETAPOMOIOV KOL TNG

0psyng

Tuyvég Mewwpévn 6peén

Yuyvég ApuddTmon

Yoyotpukés oratapayés

Zuyvég Abnvia

XuyveEc Avyyoc

Xuyvég Avnovyia

Tuyvég YevdaicOnomn omtiky

Yuyvég Kotdbiwym

Mn yvootig cuyvdtog EmBetucommra

AWTapay£S TOV VELPLKOV GVGTINOTOS

[ToAd cuyvég Tpoépog

Yoyvég ZbAn

Xuyvég Yrvniio

Yuyvég IMovoképaiog

Yuyvég Noéocog tov Parkinson (emidetvoon)
Xuyvég Bpadvkivnocio

Yoyvéc Avoxkivnoia

Yuyveéc Ymoxkwnoia

ZuyvEg Znueio 0d0vT®OTOD TPOYOV
Oy oouyvéc Avctovia

Mn yVOGTHG GLYVOTNTOG IMioy6tovog (cuvopopo TTilec)
Kapowukéc dwatapayég

Yuyvég Bpadvkapdio

Oy ouyvég KoAmkn poppopouyn

Oy ovyvég KoAnokotMokdc amokAelopog
Mn yvootig ouyvotnTog 2Hvdpopo vosoivtog pAefokoufov
Ayyewokéc dwotapayég

Yoyvég Ynéptaon

Oy ovyvég Yndtaon

AWTaPayES TOV YO.OTPEVIEPLKOD

GUGTI|LOTOG

IToAb cuyvég Noavrtio

[ToAd cuyvég "Epetoc

Yoyvég Adppora

ZuyvEg Kotk diyog ko dvomeyio
Tuyvég Yepékkpion GlEA0
AWTapay£g TOL 1TOTOS KUL TOV YO POPOV

Mn yvoG TG GUYVOTNTOG Hrotitida

AWTapay{S TOL OEPUATOS KO TOV VTOHOPLOV




1670V

Soyvég Yrepidpoon

Mn yVOGTHG GLYVOTNTOG AMepyn deppotitida (Yevikevpévn)
Ievikég dwoTapayés KoL KATAGTAGELS TG

0900 yopriynong

[ToAd cuyvég IMtdon

Yuyvég Konmwon ko e&achévion

ZuyvEg Awtopoyn tov Padiopatog

Tuyvég Badiopo Parkinson

O mivaxkog 3 katoypdeet Tov oplfpd Kot To T10606To TV acbevdv amd v St pehétn 24 gfdopddmv mov
dtevepynonke pe prpactiynivn og acbeveic e dvolo mov oyetiCeton pe voso tov Parkinson, pe
mpokabopiopéva avemBounto coppdpota To omoio UTopEl vo avtavaklohy emdeivoon Tov
TOPKIVGOVIKOV GUUTTOUATOV.

Mivaxag 3
MpoxkaBopropéva avemBopnto copfdpota Ta omoia Pipactiypivy | Ewkoviké
pmopel va ovtavakAoOv ETOiveon TOV TOPKIVGOVIKOV | n (%) oappoxo
OCVUTTONATOV 6€ 060gveic pe avora9s n (%)
oV oyeTileTon pug 11 véco Tov Parkinson
YHvoro acBevdv mov peleTnOnKov 362 (100) 179 (100)
XOvoro acBevov pe mpokabopiopéves A.E. 99 (27,3) 28 (15,6)
Tpopog 37(10,2) 7(3,9)
IMtdon 21 (5,8) 11 (6,1)
Noéoog tov Parkinson (emidetveon) 12 (3,3) 2 (L,1)
Ynepékkpion cléAon 5(1,4) 0
Avckwvnoio 5(1,4) 1(0,6)
[Moapkiveoviopdg 8(2,2) 1(0,6)
Ymoxuvnoia 1(0,3) 0
Awtapayég kivnong 1(0,3) 0
Apadvkivneio 9(2,5) 3(1,7)
Avotovia 3(0,8) 1(0,6)
Mn @LG10A0YIKOC PTLOTIGHOG 5(1,4) 0
Mvikn dvokoapyio 1(0,3) 0
Awtopoyn woppomiog 3(0,8) 2 (L,1)
MvookeleTik duokapyio 3(0,8) 0
Piyn 1(0,3) 0
Kuwntikn dvciertovpyia 1(0,3) 0

Avapopd mBovoloyodEVmV AVETIBOUNTMOV EVEPYELDV

H avagpopd mibavoroyovpevav avemBOunTmv evepyelmv LeTd amd T xopnynor adelog kuklopopiag Tov
POPUOKEVTIKOV TPOTOVTOG glvar onpavtiky. Emtpénet  ovveyn mapakorovdnon e oxéong opérovg-
KIvOHVOL TOV QUPUOKELTIKOD TPOIOVTOG. ZNTEITOL 0O TOVG EMOYYEAUATIEG VYELOG VO AVOLPEPOVY
0T01EGONTOTE TOOVOLOYOVUEVES OVETIBOUNTES EVEPYELEC HEGM TOV EBVIKOD GUOTNLLATOG OVOPOPAG TOL
avaypdeetor oto [apdptnua V.

4.9 Ynmepdoooloyio

ZVUTTOUOTOL

Ta weprocdTepa TEPIGTATIKA TUY LG VTEPPACTS TG S0GOAOYIONG dEV GUVOOEVOVTOV LIE KAVIKA onueia 1
GUUTTMOUOTO, EVO GYEOOGV OAOL 01 epmAekOeVol acbevelg cuvéyioay ) Bepameia pe prpactiypivn 24 dpeg
petd amd v vépPaon trng docoroyiog.
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"Exet avapepBel yoAvepyikn To&ikohoyio [LE LOVCKOPIVIKA GUUTTOOTA TO 0010 TOPATNPOVVTIOL LLE
petpiov fabpod SNANTNPLIcES OTTMG OO, EEQyT, TENTIKES OLOTAPAYES CLUTEPIAAUPOVOUEVEOY TOV
KOLAMOKOU GAYOVC, VOVTIOG, ELETOV Kot dtippotag, Bpadvkapdiag, BpoyxdcmTacos Kot avENUEVOY
Bpoyyik®dv ekkpicewv, VIEPIdPWGIia, AKOVGLUG 0VPNONG KUV 0pOSEVOTG, S0KPVPPOLAG, VTOTOCTG KOl
VIEPEKPLOTG GLEAOV.

Yg TEPLEGOTEPO GOPOPEC TEPIMTOGELS PUTOPEL VAL ovaTTUYOOVV VIKOTIVIKEG EMOPACELG OGS LVIKY
advvopio, aKoOolEg LLIKEG GLOTAGELS, KPIGES KOl OVOIVEVCTIKY| ovakom Le mhov potpaio ExPaon.

Emumpdoheta £yovv mapovoiactel PETE TV KUKAOQOPio TOL TPoidVTOg TEPLOTATIKA (AANG, TPOLLOV,
KEPAAOAYiOG, VTVNALNG, GLYYVTIKNG KOTAGTOONG, VAEPTACT|S, TopocOncelg Kot aicOnua KoKovyiag.

Awryeipion

Agdopévov 611 0 pdvog npiceiog Cong ™ pactiypivng oto mAdopa ival tepimov 1 dpa kot 1 Sidpkel
OVOGTOAG TNG OKETVAOYOAMVESTEPACTG EIVUL TEPITOL 9 DPEG, GE MEPMTMOCELS AGVUTTOATIKNG
VIEPSOCOAOYING GLVICTATOL VO UV yopnyeitat GAAN d6om ¢ pracTiypivng yio Tic akdAovbeg 24 dpec.
e vmepdocoloyia Tov cuvodeveTal amd Papild vavtio Kot Epeto, B mpénet va e&etdleTon T0 vOEOUEVO
YOPNYNONG OVTIEUETIKAV. ZOUTTOUOTIKY Oepameio yio dAhec avemBounteg avidpdoelc 0o tpémet va
yopnyeiton dnwg amwarteitat.

Y& vépuetpn vrepdocoroyia umopel vo xopnynOel atpomivr. Xvvictdrot apyiky 66on 0,03 mg/kg Beukng
aTPOTivNG 6€ EVOOPAEPLA YOpTYNOT|, aKoAoVBODLEVN OO eTOEVES SOGELS e Pdion TNV KAVIKY
avtomokpion. H yprion okomoiapivig og avtidotov dev GuvieTdTol.

5. ®APMAKOAOTIKEX IATOTHTEX
5.1 ®@appoxkodvvapikés 1W010TNTEG

DappokodepamevtiKyg KaTNYopio: YOYOOVOANTTIKA, AVUGTOAELG YOMVESTEPAOTG, K®OKOC ATC:
NO6DAO3

H piaoctiypivn givor évog avasToréng TG 0KETVAO-KAL BOLTVPLAYOAVEGTEPAOTG KAPPaLKOD TOTOV, TOV
MOTEVETOL OTL SIEVKOADVEL TN YOMVEPYIKY| VELpodtfifacn emPpadvivovtog TNV amouodOUnon e
QKETVAOYOAIVIG IOV ATEAEVOEPDVETAL ATTO OGOVG YOAVEPYIKODS VELPAOVEG OLOLTIPOVV T AELTOVPYIKOTN T
tov6. 'Etot, 1 pifactiypivn evééyetor va €xel BEATIOTIKY dpdon og YvOolokd EAAEILLATA YOAVEPYIKNG
pecoAdfnong oty dvota oxeTilopevn pe tn voco Alzheimer kot tn voco tov Parkinson.

H piactiypivn aAdniemdpd pe ta Eviupa-6to)ovg TG oynuatiloviag GOUTAOKO OLOIOTOAKOD dEGLOV,
LLE ATOTELEG LA TNV TPOCOPIVY| adpavomoinet tv evibpwv. Ze veapolg vylelg avBpmdmovg, pio amd
oTONOTOC d00T 3 Mg LELDVEL TN dpaoT TG akeTvAoyolvestepdong (AChE) oto eykepolovotiaio vypd
katd wepimov 40% evtdg tov mpdTev 1,5 opdv petd t yopnynon. H dpactikdtta tov evivpov
EMOVEPYETAL OTO, OPYIKA TNG EMineda mePimov 9 dpeg Petd TNV eMitevén TOL UEYIGTOV AVAGTUATIKOV
amoTeEAEGLOTOC. Z€ 0obeveig e vooo Alzheimer, n avactoln g AChE 610 gykepalovatiaio vypd omd
mv piactrypivn nTav docoegoptdpevn £og To 6 mg xopnyovUeVn dVO POPES NILEPGLMG, OV gival Kal N
péytotn 06om mov €xel dokuacHel. H avaotodn g opdong g Povtupulyoivecstepdong 6to
gykeparovmtiaio vypd 14 acBevav pe Noco Alzheimer pe aymyn pe ppacTiypivy ftay OUoLe Le auTnh
¢ AChE.

Khviég pedéteg otnv dvoia g vocov Alzheimer
H amotelecpaticotnta g prlactiypivig éxet katadetybel pe v xpnomn tpudv avedptntov, yo
OLYKEKPIUEVOVG TOUEIG epyaleimv a&loldynong mov a&loAoynOnKay og ovd TEPLOOKA SIOGTILOTA OTN
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duipkeln TV eEapmviaiov Oepamevtikdv Teplddmv. Xta epyaleio avtd copmeptropfavovtar: 1 ADAS-
Cog (Alzheimer’s Disease Assessment Scale — Cognitive subscale, puo dokyacio pe fédon v anddoon,
7oV amoTeEAEL LETPO TG YVOOTIKNG Asttovpyiag), 1| CIBIC-Pluss (Clinician’s Interview Based Impression
of Change-Plus, po mAnpng oy a&oidynon tov acevods and tov wTpd, dmov Aapupdvoviot v’ oyt
oTolyeio Tov divovtal amd To dTopo Tov Ppovtilel Tov acbevn) ko PDS (Progressive Deterioration
Scale, o a&loAdynon amd to dTopo Tov EPovTILEL Tov achevi TV dPACTNPIOTHTOV TG KAOMUEPTVIG
Lomg oTig omoieg CLUTEPIAALPAVOVTOL 1] TPOCWOTIKY VYEWVN, N ANYT TPOPNG, TO VTOGLLO, Ol SOVAELES TOV
VOIKOKVP10D OTT®G TO YDV, 1] SITHPNOT TNG IKAVOTNTOG TPOCAVATOAGHOD 6TO TEPIPAALOV, KaBMG Ko 1
GUULETOYN O€ SPACTNPLOTNTEG TTOL GYETICOVTAL LLE TV IKOVOTNTO XEPICUOV YPNHATOV K.A.T.).

Ot acbeveig Tov peretiOnkav giyav Pabuoroyioc MMSE (E&étaon EAdyiomnc-Nontikng Katdotaong) 10—
24,

To GLYKEVTIPOTIKA ATOTEAEGLLOTO TTOV AVAPEPOVTOL GTOVG 0GOEVEIS 01 0TTOT01 EMESEIENV KAIVIKDG
ONUOVTIKY OVTOTOKPLOT, OTTMG AVTA TPOEKLYOV OO TIC 2 PHEAETEG [LE EVTTPOGAPLOOTN 0G0 0Yin amd T1g 3
Baoucég modvkevtpikés peréteg didpketog 26 efdopddwv og aoBeveis yio Ty e £0G PeTpimg coPfapn
avoun emti vooov Alzheimer mapovcidlovtal otov mapakdto [Mivaxo 4. KAwvikd onpoviikn fertioon o
OTEG TIG peéTec oplotnKe a priori g 1 Pertioon og Tovhdyiotov 4 onpueia otnv ADAS-Cog, BeAtioon
otV CIBIC-Plus 1 TovAdyiotov 10% Bertioon ot PDS.

Emunpdobeta, £vag peténeita optopds g avtomdkpions mopovctaletor 6tov 1610 mivaka. O devtepog
oplopdc g avtandkpiong tpovmobdéter fedtioon oe 4 onpeia 1 nepiocdtepa otnv ADAS-Cog, Kapud
emdeivoon otnv CIBIC-Plus kot xopid emdeivwoon ot PDS. H péon apaypatikn nuepnioto 66om yio
OLTOVG OV AVTATOKPIVOVTOL TNV Opdda TV 6—12 mg, cOhpemva e ovTdv ToV OpIopo, nTov 9,3 mg.
Eivar onpavtikd va onpeiwbeti 611 o1 khipaxeg mov ypnoipomomdnkay o avtiv v £voeiEn mowiliovv
KoL QUECEC GLYKPIGELG TV ATOTEAEGLATOV Y10, SIUPOPETIKOVS BEPATEVTIKOVG TOPAYOVTEG OEV EXOVV 15YD.

Hivoxac 4
AocBgveic pe KMvikd onpovtiki avraroékpion(%)
MMp60eon Yo Oepamneia Aegaymyn Televtaiog
napatipneng
Métpo aviamdkpiong Pipactiypivy Placebo Pipaotiypivy Placebo
6—12 mg 6-12 mg

N=473 N=472 N=379 N=444
ADAS-Cog: BeAticoon 2] %** 12 25%** 12
o€ ToVAdyIoToV 4 onueia
CIBIC-Plus: BeAtimon 20%* 18 32 HHE 19
PDS: Beitioon 26 ** 17 30%** 18
TovAdytotov Kotd 10%
Beltioon tovAdyiotov 10%* 6 12%%* 6
o€ 4 onueia ot ADAS-
Cog yopig emdeivoon
ot CIBIC-Plus ka1 o1t
PDS

*p<0,05, **p<0,01, ***p<0,001

KhMvikéc perétec otnv dvota mov oyetileton pe tm voso tov Parkinson

H anotelecpatikotnta g ppactiypivng otnv dvota mov cyetileton pe ) vocso tov Parkinson €yet
amodelytel o€ o 24 BSOUAO®YV TOAVKEVTIPIKT, SUTAN-TVOATN, ELEYYXOLEVN LE EIKOVIKO PAPLLOKO OPYIKNT
HEeAET Kot TNV avoryth 24 efdopddwv pdor enéktaong tng. Ot acbeveic mov cuppeTelyay 6€ aVTA T
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peAén eiyov Pabporoyioc MMSE (E&€taon EAdyiotnc-Nontikng Katdotaong) 10-24. H
OTOTELEGLLOTIKOTNTO, £YEL OMOOELXTEL [LE TNV YPT oM dVO avEEAPTNTOV KAMUAK®V 01 omtoieg a&loloyobvtav
G€ TOKTA YPOVIKG, S0GTHLOTO KATE TV StdpKELn TNG 6-Unvng Tteplodov Bepameiog Onmg paivetal 6Tov
[Mivaxo 5 mtopakdte: 1o ADAS-Cog, 1 LETPTON TNG YVOGOTIKNG AEITOVPYIOG KO 1) GUVOAIKT LETPNOT|

ADCS-CGIC (Alzheimer’s Disease Cooperative Study-Clinician’s Global Impression of Change).

MMivaxag 5

Avowe ov oyetileTan pe ADAS-Cog ADAS-Cog ADCS-CGIC | ADCS-CGIC

11 véo0o tov Parkinson Pipactiypivy Ewkoviké Pipactiypivy Ewkoviko
POPULUKO POPULUKO

ITT + RDO mtAn0vopog (n=329) (n=161) (n=329) (n=165)

Méom T avoagopdg

+ SD 23,8 +£10,2 24,3 +£10,5 Agv Agv

Méom aAhayn oTig gpappoleton epapuoletan

24 efdonddeg £ SD 2,1+8,2 -0,7£7,5 3,8+1,4 43+ 1,5

Awpopd TPOGUPLOCIEVIG

Oepameiog 2,88! Agv epappoletar

p-value évavtt gucovikon

PAPUAKOVL <0,001" 0,007

ITT — LOCF win0vopdg (n=287) (n=154) (n=289) (n=158)

Méom i avagopdg + SD | 24,0+ 10,3 24,5+ 10,6 Agv Agv

Méon odlhayn oTig epapudleral gpappoleral

24 eBdonddeg £ SD 2,5+ 8,4 -0,8+£7,5 3,7+1,4 43+ 1,5

Awpopd TPOGUPLOCILEVIG

Oepameiog 3,54! Agv epapudletar

p-value évovtt gucovikon

QopuaKon <0,001" <0,001°

"ANCOVA pe ) Oepameio ko ) dpa ¢ mapdyovieg kot Ty apyikt| tip) ADAS-Cog wg
ovppeTaPfAntoTNTa. Mo Otk aAlayn vrodekviel Bertimon.

2 TTapovoidlovtat o1 pEcec TéS Yo Stevkdivvon. H avéivon Tov kotyopikdv Sedopévaov
Tpoypatomombnke pe tn yprion g dokuaciog van Elteren

ITT: Intention-To-Treat: [Ip6Beon yia Bepaneio, RDO: Retreived Drop Outs: AvaktnOeiceg amocvpoels,
LOCEF: Last Observation Carried Forward: Televtaio mapoatipnon tov tpomOnonke.

[aporo mov 1 Oepomevtikn dpdon amodeiybnke oe 60 TOV TANOLOUO TG HEAETNG, TO dedopéva
VTOINADVOLV OTL TO LEYOADTEPO OEPATEVTIKO OTOTELECLLOL GE GYEOT] LE TO EIKOVIKO PAPLOKO QAVIKE GTNV
vrokanyopia achevav pe pétpo dvola mov oyetiletan pe vooo tov Parkinson. Opoimg o peyaidtepo
BepamevTikd anotélesa mapatnpiOnKe oe aVToVg ToVg 0eBeVeig Le ontikég mapaicnoeis (BA. [livako

6).

Hivakag 6
Avowo wov oyetileTon pe ADAS-Cog ADAS-Cog ADAS-Cog ADAS-Cog
voco tov Parkinson Pipaoctiypivy Ewoviko Pipactiypivy Ewkoviké
PapNOKo OapUOKO

AocOgveic pe onTikég

naporcOnosg

AocBeveic yopig omTikEg

noporcOnces
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ITT + RDO ©an0vopog (n=107) (n=60) (n=220) (n=101)
Méom T avagopdg

+ SD 254+9,9 27,4+10,4 23,1+10,4 22,5+10,1
Méon orhayn oTic

24 gBdouadeg £ SD 1,0+£9,2 -2,1£8.3 2,6 +7,6 0,1+69
Awopopd TPOGAPUOGLEVIC

Agpameiog 427! 2,09!

p-value évavtt eucovikon

QOPUAKOV 0,002! 0,015'

AocOgveic pe pétpro avora

(MMSE 10-17)

AocOgveic pe ma avola

(MMSE 18-24)

ITT + RDO mAn0vopog

Méom i avoapopdg
+ SD

Méon oAhayn oTic
24 gBdopddeg = SD

Awopopd TPOGAPLOGLEVIG
®epamneiog

p-value évovtt gikovikov
POpUAKOV

(n=87)

32,6 £ 10,4

2,6 +9.4

(n=44)

33,7+ 10,3

-1,8+£7,2

(n=237)

20,6 £7,9

1,9+7,7

(n=115)

20,7+£17,9

-02+£7,5

4,73!

0,002’

2,14!

0,010’

" ANCOVA pe m Oepamsio. kou ) xdpa ¢ mapdyovieg kar Ty opyikh tiuf; ADAS-Cog wg
SLUHETOPANTOTNTO. M1 OeTiky adlayn vrodeikviel Pertioon.
ITT: Intention-To-Treat: IIp6Beon yia Bepancio, RDO: Retreived Drop Outs: Avoaktnfeiceg ATocvpoelg

O Evponaikog Opyovicpog Goppikev &gl ddcet amailayn and Ty vIoypEwor vVoPoANG TV
OTOTELECUATOV TOV LEAETAOV pE TN PPACTIYIIVI G OAEG TIC VTOKATYOPIES TOV ToUd1OTPIKOV TANOVGLOD
otV Bepameia tng dvolag Alzheimer kot dvolog o€ acBeveig pe 1d1o0madn voco tov Parkinson (PAéme
TapAypopo 4.2 yio TANPOPOPIEg GYETIKA LLE TV TALILOTPIKT ¥PION).

5.2 ®@oppokoKiviTIKEG O1OTNTES

Amoppognon

H paoctiypivn amoppopdtor Toémg Kot TAPc. Ot HEYIGTEG CLUYKEVIPADGELS TNG OTO TAACLLOL
gmtvyydvovton evidc 1 dpag mepimov. Qg amotédespa TG aAnAenidpaong g practiypivng pe 1o
évlopo-otdy0, N avénon g Prodbecipdmrog sivar ovénuévn katd tepimov 1,5 popd o€ GOyKpion e
eKeivn Tov avapévetol pe Paon v avénon g 06onc. H andivt Prodrabecipudtnta votepa omd pio
d0oom tov 3 mg stvon mepinov 36% +13%. H yopnynon pactiypivng pali pe 1o payntd kabvotepel tnv
amoppoenon (tmax) kotd 90 Aemtd, evod peidverl v Cmax kot avédvel v AUC katd mepinov 30%.

Kotoavoun
H npoteivikn déopevon g piaoctiypuivng ivatl o€ 1060610 mepimov 40%. Awamepvd e0KoAo TOV
OLUOTEYKEPUAIKO PPOYUO Kot EXEL PAIVOUEVIKO OYKO Katavoung peta&v 1,8 ko 2,7 I/kg.

Buopetacynuatiopog

H ppaoctiypivn petaporileton tayémg kot ektevag (xpdvog noeiog {ong 6to TAdopa mepinov 1 dpa),
Kuplog LEG® VIPOAIVONG LE LEGOALPNOT YOAVESTEPAONC, TTPOG TO ATOKOPPALVAM®UEVO peTaforitn. In
Vitro, 0 PETAPOMTNG 0VTOG AVAGTELAEL TNV AKETVAOYOAMVESTEPAON OE TTEPlOopIGUEVO Pabud (<10%).
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SOUQ®VOL LE In Vitro HEAETES, OEV OVALEVETAL KOO QUPHOKOKIVITIKY OAANAETIOPOGCT) LLE QAPHOKEVTIKA
mpotovta mov petaforioviat amd ta akdlovba 1coévivpa Tov kKutoxpopatog CYP1A2, CYP2D6,
CYP3A4/5, CYP2E1, CYP2C9, CYP2C8, CYP2C19, 1 CYP2B6. Zopupmva pe evoei&elg amd peréteg mov
&ywav og melpapatolma, ta peilova tooévivpa tov kutoypmpotog P450 eldyiota gvéyovtal oto
petafoAioud g rivastigmine. H olkr| kd0apor g rivastigmine and 1o mAdopa tav nepimov 130 I/h
Hetd v evooeAEPLa yopnynon d6ong 0,2 mg, evd peiddnke ce 70 1/h petd v evooeAEPia yoprynon
doong 2,7 mg.

AmoBoin

Y10 ovpa dev avevpiokeTal apetdfantn piootiypivn. H veppikn anékkpion tov petafoitdv eivor n
Bacikh 086¢ omopdkpLVeH g Tov. 'Yotepa amd ) yopriynon pipactiypivig padtoemonuacuévng pe “C, 1
AMEKKPLOT amd TOVG VEQPOHS NTAV TOXELD Kot 0VCLUGTIKA TANPNG (>90%) evtog 24 wpadv. [Tocootd
younAdTepPo amd to 1% g yopnyovevng 000G AmEKKPIVETOL 0T KOTpOva. Agv mapaTnpeitot
OLGGMPEVOT| TNG PPACTLYIIVIG 1] TOV amoKapPapvAt®pévoL petafoAitn g oe acbeveig pe Noco
Alzheimer.

Mo oppokoKvnTiKn avédAvor tov TANBucpov £de1Ee OTL 1 emakdAovOn ¥prion viKoTivng petd omd doon
péypt kat 12 mg/muépo rivastigmine omd Tov GTOHOTOG KOWAKLN, CVEAVEL TV OO TOV GTOHOTOG KABopon

g rivastigmine katd 23% otovg acBeveic pe dvolo Alzheimer (n=75 komviotég kot 549 pn-KOTVIGTEC).

Ewwoi tAnfvopoi

Huxiopéva dropo

Moiovott 1 Brodwobecipdtnta e pactiypivng ivatl peyaAdtepn o€ NAMKIOUEVOLS TAPE GE VEOPODS
vyteic eBelovtéc, peréteg oe acbeveig pe voso Alzheimer nikiog peta&d 50 Kot 92 gtddv dev £de1&av
petapfoin g Prodiobeoiudmrag e Ty nhkia.

Hrotun duolettovpyio
H Cmax g pipaoctiypivng fitav mepirov 60% vynidtepn kor AUC g pifaotrypiving ftav
VIEPOMAAGIO. GE ATOLO LLE NI WG PHETPLO NTOTIKT SVCGAEITOVPYiD amd OTL GE VYU GTOUCL.

Neppun dvclertovpyio

H Crax kot 1 AUC ¢ ptactiypivng fntav vaepdmAdoieg o ATouO e HETPLO VEPPIKT] SucAgLToVvpYia
oLYKpVOuEVT pe VYU dtopa. TTdvtog dev mapatnprinkav oAdhayég ot Crax kKot ot AUC g
pipactiypivng o dtopo pe coPapn veppikn SLGAELITOVPYiO.

5.3 Ipoxivikd dgdopéva yio. TNV a6@arero

Meléteg To&IkdTTOG ETAVOLOUPOVOLEVOV SOCEMV GE EMIVEG, TOVTIKOVS Kol GKOAOVS OTOKAALYAY LOVO
eMOPACELG CLVOEONEVES LLE VITEPPOAKT QOPLOKOAOYIKT dpdor). Aev mapatnpndnke Kopio to&ikn dpdon
07O OpYOVO-GTOYO. XTIC LEAETEG OE TTEWPOUATOL®O deV emttevyOnKay Ta TePBdpla AoPUAElNG ™G TPOC TNV
avBpomvn £kBeon, Ady® TG evacHNGlOg TOV TEPALATIKMY LOVTEA®DY TOV YPTGLLOTOONKAY.

H piaoctiypivn dev giyxe petarra&loydvo dpdon o€ [ GEPA amd TUTIKEG SOKLULOGIEG in Vitro Kot in Vivo,
pe povn e€aipeon pio SoKILAGIO YPOUOCOUATIKOV EKTOTUOV TOV £YIVE G AVOPOTIVO TEPLPEPLKEL
AeppoxvtTopa, o€ d0or 104 popéc peyorlvtepn omd T péyiom KAk €kbeon. H in vivo doxipacio
pkpomupnvev RTav apvntikni. O koplog petaforitng NAP226-90 dev mopovcicce eniong SuVOULKO
YOVIS10TOEIKOTITOG,

Agv Bpébnkav eviei&elg KopKvoyovov dpdone o€ LELETEG TOL £YIVOV GE TOVTIKOVG KOl EXILVES LIE TN
péyotn avektn 600, Tapdro mov 1 £kBeon ot piactiypivn Kot Tovg peToforiteg Tng NTav yapmAoTepn

and v éxBeon otov dvBpwmo. Otav £ytve KavovIKOTOINoT MG TPOG TNV EMPAVELN GMUOTOG, 1 £KOeom
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o™ pPacTIypivn Kot Toug HETOPOALTES TNG NTaV TEPITOL 1605VVAUN TPOG T UEYIGTI GCUVIGTMOUEVT
nuepnota doon yia tov dvBpwmo, mov givar 12 mgMmuépa. [dvtwc, og cuykpion pe ™ péyotn 666n GTov
avBpowmo, exeivn mov emtedydnke ota mepapatdlma Tav Tepimov eamidoio.

Yta mepapatdlma, N pPACTIYHIVI S1mEPVA TOV TAAKOUVTO Kol OTEKKPIVETOL 6TO Yoo, Meléteg pe amod
OTOLOTOG YOPNYNON 0 KLOPOPOoUVTEG ONAvkolg emipves Kot KovikAovg dev £dwaoav evdei&elg mbavng
TEPATOYOVOL Opaong NG PLPACTIYHiviG. X amd TOV GTOUATOG LEAETES E OPGEVIKODS Kal OnAvKovg
emipec, dev mapatnpnOnkav avemBounteg evépyeteg TG rivastigmine otn yovipdtnro 1| otnv
AVOTOPOYOYIKN amrdd00T €T€ OTI UNTPIKN YEVEQ €lTE GTOVG ATOYOVOLG TNC.

e o HEAETN pe KOoVIKAOLG TanToTo0nKe 1 SuvnTiKOTNTO EVOG oy £pebicol ota patio/revvoyovo
g rivastigmine.

6. DPAPMAKEYTIKEX IAHPO®OPIEXZ
6.1 Koataroyog ekooymv

Hepeydpevo koyakxiov
Mikpokpuotadiky) KutTopivn
YrpopeAhdlin

AVoopo KOALOEEG TTVPITIO
2TE0TIKO LOYVIOl0

Eéwtepikd mepifAnpo koyakiov

Nimvastid 1,5 mg oxAnpd koyoxkio.
Awo&eidio tov titaviov (E171)
Kitpwvo o&eido tov aidrpov (E172)
Zehativn

Nimvastid 3 mg okAnpad koyaKio
Ao&eidro tov titaviov (E171)
Kitpwvo o&eidro tov cdrpov (E172)
Epv0pd o&eidio tov cidnpov (E172)
Zehativn

Nimvastid 4,5 mg oxAnpd kaydxio.
Ao&eidro tov titaviov (E171)
Kitpwvo o&eido tov cidrpov (E172)
EpvBpd o&eidro tov cdnpov (E172)
Zehativn

Nimvastid 6 mg ckAnpad KouydKia
Awo&gidio tov titaviov (E171)
Kitpwvo o&eido tov cidnpov (E172)
EpvBpd o&eidro tov cdnpov (E172)
Zehativn

6.2 Aovpparétnreg



Agv gpappoletat.

6.3 Awpkewa ong

5 xpdvia.

6.4 Idwitepeg TPoPVAGEELS KaTA T QVANEN TOV TPOTIOVTOG
Agv vtapyovV €101KEG 001 YiEG d1TPNONG Y10 TO TPOIOV OVTO.
6.5 ®@VoN KOl GLOTOUTIKG TOV TEPLEKTY

Yvokevacio koyéing (PVC/PVDC/Al-foil): 14 (noévo yw o 1,5 mg), 28, 30, 56, 60 1} 112 oxinpd
KO AKI0 GE KOUTI.

[Teptéxtng amd HDPE: 200 v 250 oxAnpd koydxio og KOUTi.
Mmropei va unv KokAo@opohv OAEC 01 GUCKELOGIES.

6.6 Idwitepeg TPpoPLAGEELS aTOPPIYNG

Kopia 181kn voypémon yio amoppiyn.

7. KATOXOZX THX AAETAY KYKAO®OPIAX

KRKA, d.d., Novo mesto, gmarjeéka cesta 6, 8501 Novo mesto, XAoPevia

8. APIOMOZX(OI) AAETAY KYKAO®OPIAX

Nimvastid 1,5 mg okAnpd Koydicia

14 oxchnpd kayakio: EU/1/09/525/001
28 oxnpa kayaxkwo: EU/1/09/525/002
30 oxdnpd koyda: EU/1/09/525/003
56 oxdnpd koydie: EU/1/09/525/004
60 orxinpd kayaxio: EU/1/09/525/005
112 oxinpd xayaxio: EU/1/09/525/006
200 oxAnpd koyaxio: EU/1/09/525/047
250 oxdnpa xkoydxo: EU/1/09/525/007

Nimvastid 3 mg ckAnpd Kowdxio

28 orxdnpa kayaxio: EU/1/09/525/008
30 oxAnpd kayaxio: EU/1/09/525/009
56 oxAnpd koyaxwo: EU/1/09/525/010
60 oxAnpd xayakio: EU/1/09/525/011
112 oxdnpd koydxo: EU/1/09/525/012
200 oxnpd koydxio: EU/1/09/525/048
250 oxdnpad kaydxo: EU/1/09/525/013

Nimvastid 4,5 mg okAnpé Koydiio

28 oxinpa xaydxia: EU/1/09/525/014
30 oxdnpd koydxe: EU/1/09/525/015
56 oxAnpd xayakio: EU/1/09/525/016




60 oxAnpd xayaxio: EU/1/09/525/017

112 oxnpd xayaxuo: EU/1/09/525/018
200 oxAnpd koyaxio: EU/1/09/525/049
250 oxdnpa koydxo: EU/1/09/525/019

Nimvastid 6 mg cxinpd Kawdxkio

28 oxAnpd kayaxkw: EU/1/09/525/020
30 oxAnpd xaydxio EU/1/09/525/021
56 oxdnpd koydxwo: EU/1/09/525/022
60 oxAnpd xayakio: EU/1/09/525/023
112 oxdnpd koydio: EU/1/09/525/024
200 oxdnpd koyaxio: EU/1/09/525/050
250 oxdnpad kaydxio: EU/1/09/525/025

9. HMEPOMHNIA MPQTHX EI'KPIXHX / ANANEQXHY. THX AAEIAX
Huepounvia tpotng éyxpiong: 11 Maiov 2009
Hpepopnvia televtaiog avavéwong: 16 lavovapiov 2014

10. HMEPOMHNIA ANAOGEQPHXHY TOY KEIMENOY

Aemtopepelg TANPOPOPIES Yol TO TOPOV QUPHOKELTIKO TPOIOV gival S100EG1HEG GTOV SIKTLAKO TOTO TOL
Evponaikod Opyavicpod @appdkmv: https://www.ema.europa.eu.
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1. ONOMAZIA TOY ®PAPMAKEYTIKOY IMPOIONTOX

Nimvastid 1,5 mg dickio StomelpdpeEVE GTO GTOUN
Nimvastid 3 mg diokio S1UGTEPOUEVA GTO GTOU
Nimvastid 4,5 mg diokia Staomelpdpeva 6To oTOH
Nimvastid 6 mg diokio S1OCTEPOUEVO GTO GTOLLA

2. MOIOTIKH KAI NOXOTIKH XYNOGEXZH

Nimvastid 1,5 mg dickio S10.0TEPOUEVE GTO GTOUA
Kabe dioxio draomelpdpevo oto otopa mepiéyet O&vn Tpuyikn prpactiypivn mov wodvvapei pe 1,5 mg
pactiypivig.

Exdoyo(a) ue yvawori dpaon
Kabe dioxio droomelpdpevo oto otopa mepiéyet 5,25 ug copPrrong (E420).

Nimvastid 3 mg diokia dooTEPOLEVD GTO GTOUA
Kd&fe drokio draomepdpevo 61o otopa TepE)EL 65vN TpLYIKT pLacTiypivn Tov icoduvapei pe 3 mg
ppactiypivng.

Exdoyo(a) ue yvwarn dpdon
Kabe dioxio doomelpduevo oto otopa mepiEyet 10,5 ug copPrroing (E420).

Nimvastid 4,5 mg diokio dwaonelpdreva 6To GTOUN
Kabe dioxio danomepdevo oto otdpa mepiéyet 6Evn tpuyikn ppactiypivn mov wwodvvaypet pe 4,5 mg
pactiypivng.

Exdoyo(a) ue yvwarn dpdon
Kd&fe drokio dwucmelpdpevo oto otopa tepiEyet 15,75 pug copPrroing (E420).

Nimvastid 6 mg diokia dromelpdrEeva 61O GTOUN
Kabe dioxio daomelpdpevo oto otopa TEPIEXEL OEIVN TPLYIKN PRACTLY iV TOV 1I60dVVOLEL e 6 mg
ppacTrypivng.

Exdoyo(a) ue yvwarn opaon
Kabe dioxio daomepdpevo oto otdpa mepiéyet 21 pg copPrroing (E420).

Mo Tov mAnpn KatdAoyo tov ekdoOx®V, PA. mapdypoeo 6.1.

3. ®APMAKOTEXNIKH MOP®H
Atokio S1oTEPOLEVO GTO GTOLLO.

Ta diokia givar oTpoyyvAd Kot AEVKA.

4. KAINIKEX TAHPO®OPIEX
4.1 OgpanevTiKég evoEiEelg
Yvumtopatikn Oepomeio oG mg péTplag fapvtntog dvolag Alzheimer.
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Svpntopotikn Oepaneio Nmog Eog pétprag Papdnrag dvolag o€ acbeveig pe 1d1omadn voco Tov
Parkinson.

4.2  Aocoloyio Kol TPOTOS YOPNYNONS

H évap&n xou m emifieyn g Beponeiog Oo mpémet va yiveton amd w0tpd e gumeipio ot S1dyvmon Kot
OepamenTikn avTeT®@nion g avolog Alzheimer 1| g dvotag mov oyetileton pe v voco tov Parkinson.
H dibyvoon Ba mtpémet v tibeton cOpemva LE T1g 1oyvovoes katevbuvenpieg odnyies. H yoprynon
Oepaneiog pe pactrypivn Ba npénet va apyilerl povo ¢’ doov vapyel kdmolo dropo mov Ba ppovrilet
Tov acBevn ko o emonTEDEL TAKTIKG T AYN TOV QUPUOKEVTIKOD TPOIOVTOG Amtd 0LTOV.

Aocoioyia
H paoctiypivn 6o mpémet va xopnyeitat 600 popéc npepnoims, 1e To Tpmvo kot To Ppadvo yedia.

To dwonepduevo oto otopa diokio Nimvastid wpénet va tonobembel oto 610, 6oV Ba Soomapel
TaOTOTO OTO GAAL0, Y10, VO LTtopécet va, katomobel evkoia. H apaipeon Tov dfiktov daomelpdpevov
dtokiov omd 1o otopa ival dOokoAn. Emeldn 1o dlaomelpdpevo 610 otopa diokio gival evBpaveto, Oa
TPEMEL VoL AAUPAVETOL GIEST. LLE TO AVOLYLLO. TNG KVYEANG.

To dwomepodpevo oto otopa diokio pipactiypivng eivar froicodbvoplo e to Koydakio pactiypivng, Le
TapOpoto pLOUO Kat £ktacn aroppdenong. ‘Eyxet v idio docoroyia Kot cuyvOTnTo XOPNYNOoNG LE TO
Kayakio pipoctiypivng. Ta doomelpdpeva 6To oTopa dioKio pLPacTiypivng Hmopovv vo. ypnoiporotnfovv
EVOALOKTIKA avTi Yo ToL Koydiio priactrypivng.

Evapktpuo 860
1,5 mg 600 popéc npepnoimg.

ITpocdopioudc ddonc

H evaprtipia 660om gival 1,5 mg 600 popég nuepnoing. Av 1 d66n avtn Yivel KOAG avekTi DOTEPO A0
TovAdylotov dvo gfdopddes Bepaneioc, n docoroyia pmopel va avéndet oe 3 mg 600 Popég nuepNcing.
A@ov drotnpnBei oe 0wTd TO d060A0YIKO Einedo eml ToLVAd IoTOV 2 EfdoNAdES, umopel va eEetdleTal To
EVOEYOLEVO 010.00Y KNG awvénong o€ 4,5 mg kot akoAovBmg oe 6 mg dV0 PoPES NUEPNGIWGS, EP° OGOV ivat
KOAN M avoyn otV Topovoa d0oT).

Edv mapatnpnOodv avembountec avtidpdoeig (.. voutio, ELETOG, KOIAOKO GAyog 1 amdAglo OpeENc),
peimon Papovg 1 emdeivaon Tov eE®TLPASIKOV CUUTTOUATOV (.Y, TPOUOG) 0 0GOEVEIS [IE VOl TOV
oyetileton pe vooo tov Parkinson katd tn didpkeia g Oepaneiog, avtég vOE ETOL VoL VTTOXWPNGOLVY TV
mapolelpbel pio 1 Teprocdtepeg 600¢€1s. Edv spuévouv, 1ote 1| uepnoto. 6061 mPpEREL TPOSmPIVE Vol
pembel 610 apEc®OS TPONYOVUEVO B0GOAOYIKO EMITESO OV £YIVE KAAG aveKTO 1 VoL dtakomel 1 Oepomeia.

Adon cuvtpnong

H amoteleopatikn d6om eivor 3 £mg 6 mg, 300 Popég nuepnoing. o v enitevén Tov Péyietov
Bepamevtikov opélovg, ot acbeveic Ba Tpémet va dratnpodvion otn PEYIGTN KA avektn d6on. H
GUVICTAOLEVN HEYIOTN MEEP oL dOOM Etvar 6 mg dVO POPEG NUEPNTIMG.

H Bepaneia cuvtnpnong pmopel va cvveyiobei yio 660 dtdotnpa vadpyel Oepamentikd 6EEAOS Y10, TOV
acBevi]. ' To Adyo awtd, To KAvikd 6pedog e pifaotiypivng Oa mpémel va eKTIdTon €K VEOL 0V TAKTA
YPOVIKA StaoTtipata £101KE 6ToVG 0oBeveis mov AapPdvouy 600elg kpoTePES amd 3 mg, 600 POPES
nuepnoing. Eav petd amd 3 uivec Bepamneiog pe tn 6601 GuVTHPNONG 1 LEIMGN TNES CLYVOTNTOG TOV
CUUTTOUATOV Avolag Oev Exel petaPindel ikavomomtikd, 1 Oepaneio Oo mpémet va Sraxomel. Oa wpémet
eniong va Aappdvetor v’ Oyiv to evigyOpevo g dakomng g Bepaneiag, ¢’ 6oov dev paivovtor TAEOV
gvoei&elg Bepomentikng dpdong.
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H atopukn avtondkpion ot piactiypivn dev pmopel va tpofrepbei. Qotdco, avénpévo Bepamevticd
amotéleopa glxe eovel oe aobeveig pe vooo tov Parkinson pe pétpla dvora. Opoimg peyadldutepo 0QeAOG
&xer mopartnpnbel og acbeveig pe voso tov Parkinson pe omtikég mopaisOnoelg (PA. mopdypagpo 5.1).

Agv €yer pelemnBel 1o amotélecpa g dpdong oe eleyydpeves Evavti placebo peréteg ddpkelag Tavm and
6 pnveg.

Eravévapén g Bepameiog
Edv n Bepamevtikng aywyn dwakomel yuo Tpeic pépeg 1 emavévapén Ba tpémet va yivetan pe 1,5 mg 600
@opéc Nuepnoims. O Tpocdloplopdg g doons Ba Tpémetl va yivetol OTME TEPTYPAPETOL TLO TAV®.

Nepikn Ko nratik duciertovpyio

Agv amouteiton TPOSAPLOYN TG 00G0A0YING 68 oOEVELS e Mo WG HETPLO VEPPIKT 1| NTTOTIKY|
avemdpkelo. Qotd660, Aoy avénpévng ékbeong Oa Tpémel oe avTd TOV TANOBVGLO VO TNPOVVTAL EXUKPLPAOG
01 GUGTAGELS Y10, TOV TPOGOIOPIGHO TG 0OCNG AVAAOYQ. LLE TNV ATOUIKN AVEKTIKOTNTO KOOGS o1 aofeveic
HE KAVIKA OTLLOVTIKT VEQPIKT 1] TTTOTIKT OVETAPKELN EVOEYETOL VO OVTILETOTIGOVV TEPIGGOTEPEG
docoeEapTdpeves avemBounteg avtidopaoels. Acbeveig e cofapn NILATIKN AveTAPKELD OV EXOVV
peretnei, motodco to Nimvastid diokio SI0OTEPOLEVO GTO GTOUO, UTOPEL VO, XPNGLUOTOIN00VV GE aVTod
Tov TANOuo O aoBevav dedopévou OTL aokeitan oteEVH TapakolovOnon (PA. mapaypdpovg 4.4 Kot 5.2).

Houwdwotpukdc TAnfuopudc
Agv vapyet oxetiky ypnon tov Nimvastid otov moudtatpikd aAinboucpd yio m Bepomeio Tng vocov 1o
Alzheimer.

4.3 Avrevocigelg

H yprion avtol Tov pappokevutikod Tpoidvtog avtevdeikvutot oe aoBeveis e YvmoTh vtepevaicinoio
oTNV dPUCTIKY 0VGio PLPACTIYivY, 68 dALa KapPapkd Tapdywye 1 6 KAmolo arnd To EKS0Y0 TOV
ovaeEpovTal 6TV Topdypao 6.1.

TIponyoduevo 16topikd avTdpdoemv G 0EoNG EPapUOYNC KATASEIKVOIMVTAS TOOVY OAAEPYIKY
deppotitida and emapn pe Eumiactpo piactiypnivng (PA. mapdypoaeo 4.4).

4.4 Edkéc mpoedomTon|oelg Kol TPOPUAAEELS KATH TN (P10

H ovyvotrta kot coPoapdmro Tov averBiuntev aviidpaceny avEdvel YEVIKA LE TIG LeyaATEPES OOGELG.
Edv n Bepamevtinn aymyn dwakomel yuo Tpeic pépeg n emavévapén Ba npémnet va yivetar pe 1,5 mg 600
QOPEC NUEPTOIMG DOTE Vo LELmBEL 1) TOOVOTNTO EUEAVIONG AVETOOUNT®V EVEPYELDV (TT.). TEPIOTAUTIKO
EUETOVL).

Avtidpaoelg ot Béom epaproyng LTopel v LOAVIGTOVV e EpmAactpa ppactiypivng kot givarl cuvimg
N0 DG PETPLOG EVTAOTG. AVTEC O1 OVTIOPACELS OEV ATOTEAOVY ald POVES TOVG EVOELEN
gvoiontomoinonc. Opwg, n ypron eUTALSTPOL PRACTIYUIVIG UTOPEL VO 00N YTOEL GE GAAEPYIKT|
deppotitida and emapn.

e mepintmon mov ot avTdpdoelg g Béonc epappoyns eEamimvovtol TEpa amd to péyebog Tov
EUTAAOTPOV, GE TEPINTMON ONUEIOV 1O £VTOVNG TOTIKNG avTidpaong (m.y. avEavopevo ephbnua, oidonpa,
PAratides, uoOAMOES) Kot 0€ TEPIMTOOT TOV TAL GUUTTAOUATA OEV PEATIOVOVTOL CHOVTIKA EVTOC 48 wpdv
UETE TNV apaipeot Tov eumAdotpov, Ba mpénet va OempnBel mbBavh 1 aAlepykn depuatitido amd exan|.
Y& aVTéC TIg mEpTMOELG 1) Oepameio Bo Tpémer vo draxomel (PA. mapdypapo 4.3).

Adcbeveig o1 omoiotl mapovo1dlovy avTidpAcELS TG BECTG EPUPIOYNHG TTOL VTOONADYVOLY OAAEPYIKY
deppotitida and emapn pe Eumiactpo pipactiypivng kat ot ortoiot e&akolovbovv va yperdlovton Bepomeio
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pe pipaoctiypivn Bo mpémel va petafoiv oe amd otdpatog Bepameio pe prpactiypivn Ldévo HETE amod o
apvNTIKN doKlpacio aAlepylog Kol KAT® omo 6TeV TPk mapoakoiovOnon. Eivar mBovov pepucol
aoBeveic evaiocOnTomoinuévol otny practiypivn petd omd ékbeorn o€ EUTANGTPO PBAGTIYUIVIG VO, unV
umopotv va Adpovv pilactiypiviy o omoldnmote Lopen.

"Exovv yivel ombvieg avapopég petd v Kukhoeopia yio acfeveic o1 0molot avTIHETOMGAV AALEPYIKT
deppotitida (Yevikevuévn) katd TV yopnynon rivastigmine, ave&aptitog ¢ 05600 yoprynong (oo Tov
OTOUATOG, OL0dEPLIKE). ZE AVTEG TIC TEPITTAOCELS, 1 Oepameia O Tpémel va drakonel (BA. Topdypapo 4.3).

B mpénet va. 6ivovTol o1 KATAAANAES 00N Yieg 6TOVG aehEVEIG Kot TOLC PPOVTIOTEG.

[Ipoodopiopdg docoroyiag: Apéows HeTd TNV avénon g 06ong £xovv mapatnpndel avemBounTeg
avtdpdoelc (t.y. véptaon Kot Ttapoucinoelg oe acbeveic pe dvola Alzheimer xon emdetvoon tov
eEOMUPOUISIKOV GUUTTOUATOV, 1O10HTEP TOV TPOLO, 08 0oBeVEIC e Avola Tov oyeTileTon Le VOGO Tov
Parkinson). [TiBavé pe v peiwomn g 6060A0YI0GC OVTEG VOL VITOYMPOVY. Xg GALES TEPUTTAOCELS, M
paoctrypivn €xet dwokomnel (BA. mopdypapo 4.8).

Touotpevrepikéc drotapays, OTMS vauTia, EUETOG KOl S1dppota eivarl S0C0EEAPTOUEVEGS, KOl LTOPEL VoL
epeavicBovv Wuitepa Katd v Evapén g Oepaneiog f/xon kKatd tv avénon tng docoroyiog (PA.
mapaypoeo 4.8). Avtég ot avemBountec avidpdoeic eppaviCovral o cuyva og yovaikes. O1 acheveig
7oV EPEOVILOVV OVTE TOL GNUELDL 1) GOUTTOUATO APLVIATOONG OO TOPATETUUEVO EUETO 1) O1GPPOLOL
pUropoHv va avTipeTomilovTol pe evOoeAEPLa yopnynon vYpPaV Kol LEI®oT TG 066ME 1 S10KO0TH TNG
yopnynong edv dayvaotel kon avtipetoniotel Eykapa. H apuddtoon propel va cucyetiotel e copfapés
GUVETELEC.

Ot acBeveig pe voco Alzheimer pmopel va ydvouv Bapog. Ot avacTOAElG TG AKETVAOYOAVEGTEPAOTG,
ocoumeprropPavopevng e pactiypivng, £xovv cuoyeTiobel pe ammAgln BApovg 6e avTovS TOVG
aoBeveic. Katd tnv didpkeia g oywyns, to Papog tov acbevoig mpémet vo mopakorovbeitat.

v mepintmon Eviovou eUETov oxeTilopevov e ) Bepaneio pe pipactiypivn, tpémet va yivetot
KATOAANAN TPOGOPLOYT TG 00G0A0YING OTMC GLUVIGTATOL 6TV TOPAYpaEo 4.2. MepIKEC TEPITTOGELC
£VTOVOL EUETOV GuVOLACTNKAY e prEN Tov o1c0PayoL (PBA. Tapdypapo 4.8). AVTég 01 EKONADGELS
paiverol va Tapovctalovtot wiaitepa pHetd and avNoelg g S0ocoroyiog 1 VYNAES dOGEIS TG

pactiypivne.

[apdroaon tov QT Tov NAEKTPOKOPIIOYPUPNIATOG UTOPEL VO ELpavIoTel og aobeveic Tov Aappdvouv
Oepaneia pe opiopéva Tpoidvta avacsToréa yorvestepdong cupmepthapavopévng g pipoctiypivng. H
piactiypivn evoéyetor va mpokaréoset Bpadvkapdio 1 omoio amoTeLEl Eva TOpAyoVTa KIVEOVOL Y10 TNV
EUPAVION KOTMOKNG Tayvkopdiag diknv piridiov, Kuping o€ acbevelg pe Tapdyovieg Kivddvov. XuvioTdTot
nwpoooyn o€ acbeveig e Tpoimdpyov 1 okoyevelokd 16Topkd Tapdtacng tov QTc 1 mov dwuTpéyovv
VYNAOTEPO KivOLVO OVATTUENG KOTAMOKNG Tayvkapdiag dikny pumidiov, yio Tapdderypla, o€ acheveig pue un
QVTIPPOTOVUEVT] KOPOLOKT] OVETAPKELD, TPOCPOTO ELLPPAYLLOL TOV LLOoKapdiov, Bpadvappubpiss,
TPodABECN VTOKAAALIOG 1] VTOUAYVNGIOLING, ] TALTOYPOVT] YOPNYNOT PAPUUKEVTIKMV TPOIOVI®MY TOV
glvar yvootd 611 Tpokorodv mapdtacn Tov QT kot / 1 kothiokm tayvkapdia diknv putdiov. Mmopel
gmiong va omouteiton KAviky topakoiovdnon (HKT) (BA. mapdypago 4.5 ko 4.8).

Amatteital Tpoooyn KaTd T xopnynon g pactiypivng og acheveic e cuvEporo vosohvtog
oAgfoxoOupov 1 StaTapoayés TS Kapdakng ayoydtnTog (eAEPOKOUPO-KOATIKOS ATOKAEIGHAC,
KOATTOKOIAOKOG amoKAEIGHOC) (PA. Tapdypao 4.8).

H paotiypivn evééyetor va mpokoréoel avEnpéves ekkpioelg yaoTpikob 0&€og. Amotteiton Tpocoyn Kot
T OEpPamEVTIKT] OVTILETOTIOT 0GOEVAOV pE EVEPYA YAOTPIKA EAKT 1] EAKT) TOV dIEKUIAKTVAOL | acOevdV

mov gpeoavilovv Tpodidbeon ce T£T010 VOGTLOTO.
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Ot avaoTtolelg yohveotepdong Oa TPETEL VO GLVTAYOYPAUPOVVTOL LLE TPOGOYT| O OCOEVEIS |IE 1OTOPLKO
GoOLaTOG 1] ATOPPUKTIKNG TVEVHOVIKNG VOGOV.

O1 YOMVOLUNTIKEG EVDCELG EVOEYETAL VOL ETAYAYOVV 1 VA ETOEWVAVOLY PULVOUEVA OIS TNV OTOPPan
0LPOPOP®V 00DV KOl TIG EMANTTIKESG KPIGELS. ZVVIGTATOL TPOCOYT KOTA TNV OEPATEVTIKT AVILETMMION
acOevdv pe Tpodidheon YL ovTov TOV EIG0VE TOL VOGTLLOTOL.

H ypnon g pactiypivng oe acBeveic pe Papid dvowa Alzheimer 1| pe dvota mov oyetileton pe vdso tov
Parkinson, GAAovg TOTOVG Gvotag 1| GAAOVG TOTOVG e€0cOEvoNG TG VNUNG (Y. oXeTICOUEV LUE TNV
nAkia eEacBEvnon TV YVOOTIK®V AEITOVPYLDV) deV £xel dlePELVNOEL, KOt ETOUEVMC 1] XPTION O CLTOVG
Tovg acbeveic dev cuvicTdTat.

Onwg kat ot GAAES YOMVOUUNTIKES EVAOOELS, 1| PLBOCTIYIVI LWITOPEL VO ETIOEWVMDGEL 1] VO, ETOYAYEL TO
eEomopapdikd cvuntopota. Exel mapoatnpnbei emdeivoon (copmeptrapfovopévng ppadvkivnoiog,
dvokvnoiag, avopaiiog oto PAdicua) kat po avENUévn cuyxvoTnTo 1 GORaPATNTA TOL TPOLOL GE
acbBeveic pe dvola mov oyetiletat pe voco tov Parkinson (BA. mopdypao 4.8). Avtd To TEPIOTUTIKE
odNynoav 6e d10KOTN NG PPACTIYIIVIG 08 PEPIKEG TEPIMTOGELS (T.Y. d10KOTEG TNG pacTiypuivig Ady®
oV TPOLOL 1,7% évavtt 0% e EIKOVIKO PAPLAKO). ZUVIGTATOL KAVIKOG EAEYYOG Y10 QVTEG TIG
avemBouNTES AVTIOPACELG.

E1d1k6¢ mAinBuopog

AocBevelg pe KMvIKG oNUOVTIKN VEQPIKT| 1] NITATIKN AVETAPKELD EVOEXETOL VO OVTILETOTICOVY
TEPLoGATEPESG avemBOuUNTEG AvVTIOPAGELS (PA. Tapdypapo 4.2 kot 5.2). O1 GVGTAGELS Y10, TOV TPOGIIOPICUO
NG 000NG AVAAOYO LLE TNV OTOLLIKT OVEKTIKOTNTO TPETEL VO, TNPOVVTOL ETAKPIPDS. Agv €xovv die&orybel
peAéteg o€ acbevelg pe cofapn nratiky avendpkela. Qot660, o Nimvastid propet va ypnoyomombei og
avTtd Tov TANBVG O acbevdv Kot amatteital 6TeV TopoKkorovOno.

Aocbevelg pe copatikd Papog kKatm tv 50 kg evoéyetor va Tapoucldcovy TEPIGCOTEPES AVETIOVUNTES
AVTIOPAGELG KOl EYOVV TEPLETOTEPES TOOVOTNTEG dlakomng TG Bepameiag Adym avemBountov
AVTIOPACEWV.

To Nimvastid wepiéyet copBiroin (E420)

H aBpoiotikn emidpacn tng Tavtdypovng xopnynons poiovimv mov meptéyovv copPrtodin (1 epovktdln)
Kot 1 pe v datpodn Ayn copPrroing (1 epovktdlng) npémnet va Aopfdavovtatl vroyn.

H mocdtra ¢ 6opPitoAng 6t 0md GTOLOTOC POPLOKEVTIKA TPOIOVTO, LITOPEL VO, EXNPEACEL TN
BrodiaBecyotnTa GAAWDV 0O GTOUATOS POPLOKEVTIKOV TPOTIOVTWOV, TOV YOPTYOUVTL TAVTOYPOVA.

4.5 AlMnAiemopacels pe GALO QUPUUKEVTIKE TPOIOVTA KOl AALES POPPES aAINAeTiIOpOONG

Q¢ avaotoréag yorveotepdong, n pactiyivn evdéyetot va vioyOoeL T OpacT TV LLOYOAAPOTIKAOV
TOTOL GOVKIVOAOYOAIVIG KOTA TN S1APKELN TNG avoloOnciag. XvvioTAToL TPOGOYN OTNV EXIAOYN TOV
avolsntikdv tapayoviev. [lilbavn tpocsappoyn e docoroyiag 1 Tpocmpivr dtokom g Bepaneiog,
umopet va e€etacBolv edv yperdletor.

E& attiog v @appraKoduVOpIK®Y TG EVEPYELMV Kol TV THAVAOY aBpoloTIKdY dpacemV, 1 rivastigmine
dgv TPEMEL VoL cLYYOPNYEITOL LE AAAEG YOAVOLUUNTIKEG ovaiec. H rivastigmine emiong evoéyeton va
EMNPEAGEL TN OPACT] TOV AVTLYOAVEPYIKMDY POPUAKEVTIKOV TPOIOVTOV (7). o&vfovtuvivr, ToAtepodivn).

"Exovv mapatnpndel aBpoiotikég emdpdoelg e T cuvovaoTikn ¥p1on dpdpwv Prita avacToAéwny
(ovumepthapPapévng g aTeVOAOANG) Kal TG rivastigmine ot omoieg 0o ynoayv o€ fpadvkapdia (ot owoio
evoéyeton va glye o¢ amotélecpa ) cvykonn). Ot Kapdiayyelakoi frita avaoTorelc avapévetat vo
ovoyetilovtar e Tov vymAdtepo kivouvo, arld £xovv emiong Anedel avapopés Yo acbeveic mov
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¥pMNooTolovcay dArlovg frta avactorels. Emopévog o mpémet va emidekvieTol mpocoyn 6tav n
rivastigmine yopryeiton oe cuvovacud pe PriTa avaotoreic KaBmg Kot emiong pe AALOLS TAPAYOVTES TOV
gvoéyeton va Tpokorécovy Bpadvkapdia (m.y. aviioppudukoi mapdyovieg Taéng I, avioyoviotég
StAwv acPeotiov, YAukooideg SakTLAITIONG, TIAOKAPTIVN).

KaBng n Bpadvkapdio amotedel Eva mapdyovra KivdOVoL Yo TV ELEAVIOT| KOTMOKNS TaxvKapdiog diknv
puTidion, 0 GLVSLOGUOG TNG rivastigmine e PUPUAKEVTIKG TPOIOVTA TOV EVOEXETAL VO, EXAYOLV TNV
mapdtoon tov QT 1 v kotuok”| Tayvkapdic diknv puTidiov OTMG AvVTIYLY®OGIKE dNA. LEPIKES
pawvobelalives (yYhwpompopalivn, AePopenpopalivn), Peviopides (covAmipion, covitonpion,
QLUAGOVATIPIdN, TPLOmion, Bepoatimpion), wipolion, aAlomeptdoAn, SpomePIdOAT, G1oATPioN, CLTOAOTPAUN,
Suparpovidn, epvBpopvkivn IV, ahogpavtpivn, piloraotivn, pebaddvn, mevtapdivn kot po&rpro&oscivn
TPENEL VAL TAPUKOALOVOEITON [Le TPOGOYY| KOl EVOEYETOL VO KATAGTEL ovarykaia 1) KAMVIKT apakolovinon
(MAexTpoxapdloypaen ).

Agv &govv mopotnpn0el PoPLOKOKIVITIKEG AAANAETIOPACELS LETOED TNG PROCTLY VNG KOt dtyo&ivg,
Bappapivng, dwalemaung 1 Aovo&etivng og pedéteg mov Eyvav pe vyeig éBelovtés. H abénom tov ypdvov
wpoBpouPivng mov wpokareitan amod ) Papeapivn dev ennpedletar omd ™ yopnynon piactrypuivig. Agv
&yovv mapatnpnOei Suoueveic EMOPAGEIC GTN KOPIIOKT Oy@YUOTNTO VOTEPO ATTO TI GLYYOPNYNON
Sryo&ivng ko prpactiypivng.

Zopeova pe Tov PetafoAlopd e, epeaviletor amifovo to evoeyoueVo LETOPOMKOV GAANAETIOPACEDVY LE
AL QOPHOKEVTIKA TTPOIOVTA, OV KO 1] pLacTiypivn pmopel va ovacTtéALEL ToV peTafolopd ALY
0VOIMV, 0 0TTo10G AapPAvEL yOPA [E T LECOAGPNON TG POVTVPLAOYOALVEGTEPAGTG.

4.6 TovipotnTo, KONGY KOl Yyorovyio

Konon

e Kvopopovvta {ma, 1 rivastigmine ko1 ot LeTaPOAITEG SOmEPACAY TOV TAAKOVVTO. AEV EIVOL YVOOTO
€dv awtd Tapovcialetar kot 6Tov avBpwmo. Aev drotiBevton KAvikd dedopéva oxetikd pe Exbeomn katd
TNV €YKVUOGUVN. L€ HEAETEG TEPLYEVVITIKNG / LETAYEVVITIKNG OVATTTUENG TTOV £YIVOLV OE EMIVEC,
mapotnpnOnke avénuévn didpketo kvoeopioc. H pipactiypivn dev mpémet va ypnotuonoteitol kotd )
SLAPKELN TNG EYKVUOGVVNG EKTOC EGV ElVaL CAPDS OTOPAITNTO.

Oniacude

210 (oo n pootiypivn anekkpivetal 6To Yaha. Aev gival yvooTo KTl 1660 1) pocTiypivn
ameKKpiveTol 6to avOpadmvo yaio. I't avtd Tov AdY0o, ot yuvaikeg mov Aapupdavouv pipactiypivn, dev Ba
npénel va OnAdlovv.

Fovipdma
Agv mapotnpfOnkay avemBounTeg eVEPYELES GTY| YOVILOTNTO 1] GTNV AVOTAPAYOYIKT 0mOS00T G EMIVEG
(BA. mapdypapo 5.3). Or emdpdoeig g rivastigmine oty avpdmvn yovipotnta dev etvat yvooTéc.

4.7 Emdpacsic 6TV IKAVOTNTE 001Y161G KOL YEIPLGHOD UNYOVILATOV

H vococg tov Alzheimer umopei va mpokoréost oTodlokn dufivvon g ikavdtrag yio 0dnynon i va
dtokvPevcel Ty avoTTa YEPIoUOD punyavnudtev. Emmiéov, n pipactiypivn uropel va tpokaiécet
CaAn kot vvniia, Kopiog Katd v Evapén g Bepaneiog 1§ KoTd TV avEnon e 6000A0YiNG. ZVUVETMS, N
pacTiypivn éyetl tukpn N LETPLAL EXLOPAICT] GTNV TKOVOTNTO 01 YNONG KoL YEPICUOV pnyavnudtmv. o to
Aoy0 awtd, Oa Tpémel va yivetar cuyvh a&loldynon g IKovOTNTAG Yio 001 yNoT Kot YEPIOUO TOADTAOK®OV
pnyxovnudtev aclevov pe avola mov Aappdvovv Bepaneio pe pipactiypivn amd tov Bepdmovia 1otpo.

4.8 AvemOvunTES EVEPYELEG
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ITepiAnwn Tov TPOPIA AGOAAELNC

Ot o ovyvd avagepoueveg avemBounteg evépyeies (AE) etvan ot yaotpeviepikég cupumeptiapupfavopévng
g vawtiog (38%) kat Tov Epetov (23%), 1dtaitepa KOTA TNV S1APKELN TNG TITAOOOTNOMNG. XTIC KAWVIKEG
peAéteg pavnke OTL o1 Yovaikeg acheveic eivon TeplocoTEPO gVIGONTEC O TOVS Gppeveg acheveic oTIg
avemBOUNTES EVEPYELEG OO TO YOOTPEVTEPIKO KO OTNV OTOAELL Bdpovg.

Aloto ovemOduntov evepyeidv vtd Hopen Tivako,

O avemBopunteg evépyeleg otov [ivaka 1 ko IMivaxe 2 mapatifevior cOpeva e TV Katnyopio
0pYaVIKOD GLGTHHATOG KoL TNV Katnyopia cvuyvotntag Tov MedDRA. Ot katnyopieg cuyvotntog
kaBopilovror ypnoipomoidvtag v akorovdn cdppacn: Told cuyvéc (>1/10), cuyvéc (>1/100 émg <1/10),
oyt ovyvés (=1/1.000 éwg <1/100), ombvieg (=1/10.000 émwg <1/1.000), Told omdvieg (<1/10.000), pn
YVOOTHG cuyvoTNTaS (dev popolv va extiumBovv e Pdon ta dtabéoipa dedopéva).

Ot akolovBeg avemBOuNTES EVEPYELES, MOV Ta&vopovVTaL 6ToV TopaKkdTe [livaka 1, £govv cuykevipmBei
o€ aoBeveig mov Ehafav Bepameia yio T vOco Tov Alzheimer pe pipactiypivn.

Mivaxoeg 1

AOPAEELS KUL TOPUCLTAOGCELS

[ToAb omdvieg

IToAV omdvieg Ovporoipmén
AwTapayés Tov HETUPOMOPHOD KO TNG

0piyng

[ToA cuyvég Avopetia
Zuyvég Mewopévn 6peén
Mn yvoo11g cuyvoTnTOg A@uddtmon
Yoyotpukég oratapayéc

Zuyvég Epuikteg
Yuyveéc Avnovyla
Zuyvég Xhyyvon
Zoyvég Avyyog

Oy ovyvéc Avnvia

Oy ouyvéc Kotabhym
[ToAb omdvieg YevdaroOnoeig
Mn yvooTtig cuyxvoTnTag EmBetikomto, avnovyio
AWTapay£S TOV VEVPLKOD GUGTINATOS

IToA cuyvéc Zén

Zuyvég [ovoxéparog
Yuyvég Yrvniia
Zuyvég Tpodpog

Oyt ouyvec 2uyKomn
Zrdvieg Xracpotl

EEomupopudikd copmtopato (copmeptiapfoavopuévng g
emdeivaoong g vosov tov Parkinson)

[ToAd omavieg

Mn yvootig cuyvottog

Mn yvooTtig cuyxvotTnTag [Mayotovog (cvvdpouo ITilac)
Kapowukéc dwatapayég
Zravieg Xm0y

Kopdiakn appoduia (1.y. ppoadvkapdia,
KOATTOKOIALOKOG OTOKAEICUOC, KOATIKNY LOPUOPLYN KO
ToyvKopdia)

2Hvopopo vocoivtog pAefokopfov

Ayyewokég dwotapayég
IToAb omdvieg

Yréptoon

AWTopay{ TOV YOOTPEVTEPLKOV
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GUGTI|LOTOG

[ToAV cuyvéc

IToAd cuyvég

[ToAd cuyvég

ZuyvEg

Zrdvieg

[ToAb omdvieg

[ToAb omdvieg

Mn yvooTig cUYvVOTNTOG

Nowtia

"Epetog

Aldppota

Kotk diyog kot dvomeyia

Taotpikod Kot SmwdeKadoKTUAKO EAKOG

laotpevrepikn apopparyio

oayxpeatitidon

MepiKéc TEPITTOOELS EVIOVOL EUETOV GUVOVAGTNKAV LE
pnén tov otsoedyov (BA. mapdypago 4.4)

AwTapayég TOL 1TOTOS KOl TOV
AOANPOP®V

Oy ovyvég

Mn yvoOGTHG GLYVOTNTOG

AvEnpéveg TIHEC OTIG SOKIHOGIEG NTATIKNG AELTOVPYIOG
Hrotitdo

Awtapayés ToOV 0EPRATOG KOL TOV
VT030PLOV 16TOV

Yuyvég Ynepidpmon

ETavieg E&avonpa

Mn yVOGTIHG GLYVOTNTOG Kvnoudc, ailepykn deppotitioan (yevikevuévn)
I'evikég O1oTapayéS KOL KATAGTAGELS TNG

0900 yopriynong

Yuyvéc Komwon kot advvapio

Yoyvég Kaxovyio

Oy ouyvéc [Ttdon

Hapaxivikéc e€etdosig

Yuyvég Andren Bépovg

O mivakog 2 deiyvel Tig avemBOuNTeS avTdpacelg Tov avapépinkay o acbeveic pe dvola Tov oyetileTon
pe voco tov Parkinson ot omoiot éxavav Oepameia pe konydxkio pipactrypivng.

Mivaxag 2
Awtapayés Tov neTafolopnot Kot TG
Opéyng
Yuyvég Mewopévn 6peén
ZuyvEg Apuddtmon
Poyatpikég owatapoyég
Xuyveéc Avnvia
ZuyvEg Ayyog
Zoyvég Avnovyia
Yuyvég Yevdaicbnon omtikny
Yuyvég Kaotdbiwym
Mn yvoG TS GUYXVOTNTOG Embetikdtra
AWTapay£S TOV VEVPLKOD GUGTILOTOG
[ToAV cuyvég Tpopog
Zuyvég Z6&n
Yuyvég Ynvmhio
Yoyvég ITovoxéparog
Xuyvég Nocog tov Parkinson (emideivaoo)
Yuyvég Bpadvkivnocia
XuyveEc Avokivnoia
ZuyvEg Yroxuwnoia
Zoyvég Inueio 000vTmToD TPOYOD
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Oy ouyvég Avcrtovia

Mn yvoo TG GUYVOTNTOG IMaydtovog (cdvdpopo TTilac)
Kapowukéc dwatapayég

Yoyvég Bpadvkapdio

Oy ouyvec KoAmwn pappapoyn

Oy ovyvég KoAmokot\axog amokAEIGUOC
Mn yVOGTHG GLYVOTNTOG 2Hvdpopo vocovvtog pAefoxoppou
Avyyewokéc dwatapayég

Yoyveéc Ynéptaon

Oy ovyvég Ymnotoon

AWTapayés TOL YO.OTPEVIEPLKOD

GUOTILATOG

[ToAd cuyvég Nowtia

IToAb cuyvég "Epetog

Zoyvég Awdppoia

Yuyvég Kook diyog ko dvomeyio
Zuyvég Yrepékkpion c1élov
Awtapayés TOV NTOTOS KAl TOV YOANPOp®V

Mn yVOGTHG GLYVOTNTOG Hrotitido

AwTapayés ToV OEPUATOS KO TOV VTTOdGPLOV

16TOV

Yuyvég Yrepidpwon

Mn yvoG TS GUYVOTNTOGC AMepyin deppatitida (Yevikevpévn)
I'evikéc S10TOpayéS KO KOTAGTAGELS TG

0800 yopiiynong

[ToAV cuyvég Itdon

Tuyvég Konmwon ko e&acbévion
Yuyvég Awopoyn Tov Badiopotog
Xuyvég Bdadiwopo Parkinson

O mivakog 3 katoypaeet Tov optfpd Kot 1o T0606To TV achevdv amd v idto pekétn 24 gfdopddmv mov
StevepynOnke pe practiypivn og acBeveig pe dvola mov oyetiletan pe vocso tov Parkinson, pe
npokafopiopéve avemBopnTa GUPPALATE To 0TOl0 LTOPEL VAL OVTAVOKAODY ETOEIVOCT] TMV
TOPKIVGOVIKOV CUUTTOUAT®V.

Hivaxag 3
IpoxaBopropéva avemBOpunTo copfaporta to omoia Pipaoctiypivy | Ewkoviko
RTOPEL Vo avTaVOKAODV EMOEIVOOT] TOV TOPKIVGOVIKAV | n (%) PapLUKO
CVUTTONATOV o€ acBeveic pe avora9s n (%)
oV oyeTileTan pe T véoo Tov Parkinson
2Hvoro acBevav mov pedeTnOnkov 362 (100) 179 (100)
2Hvolo acBevav pe tpokabopicuéveg ALE. 99 (27,3) 28 (15,6)
Tpduog 37 (10,2) 7(3,9)
IMtcdon 21 (5,8) 11 (6,1)
Noococ tov Parkinson (emdeivioon) 12 (3,3) 2 (1,1)
Yrepéxkpion c1élov 5(1,4) 0
Avoxwvnoio 5(1,4) 1(0,6)
[Mopxveoviopog 8(2,2) 1(0,6)
Ynokwnoio 1(0,3) 0
Awrapayég Kivnong 1(0,3) 0
Apoadvkivneio 92,9 3(1,7)
Avctovia 3 (0,8) 1 (0,6)
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Mn @uG10A0YIKOC PrLOTIGHOG 5(1,4) 0
Muvikn dvokopyio 1(0,3) 0
Awopoyn 1ooppomiog 3(0,8) 2 (1,1)
MvookeleTikn| dvokapyio 3(0,8) 0
Piyn 1 (0,3) 0
Kwntikn dvciertovpyia, 1(0,3) 0

Avagopd mBovoloyoLevmV avemBOUNT®OV EVEPYELDV

H avagpopd mibavoloyodpevav avemiBountmv evepyeidv LETE amd TN xopynor adelog Kuklopopiag Tov
POPUOKEVTIKOD TPOTOVTOG glvar onpavtiky. Emitpénet  ovveyn mapakorovdnon g oxéong opérovg-
KIVOHVOL TOL QOPHOKEVLTIKOD TPOIOVTOG. ZNTEiTOL ammd TOVG EMAYYEALATIES VYELOG VO AVOLPEPOVY
omoleadMmoTe mBavoroyolpeveg ovemBOUNTES EVEPYELES LEG® TOV £BVIKOD GUGTILLOTOS OVAPOPAS TOV
avaypaeetar oto [Hapdptmua V.

4.9 Ynegpodocolroyia

2VURTOUOTO.
Ta meprocdtepa nepiotatikd Tuyaiog VIEPPAOT TG 00G0A0YING dEV GLVOOEVOVTAV LE KAVIKA onuein 1)

GUUTTMUOTO, EVD GYEOOV OAOL 01 epumAekOEVOL acbeveig cuvéyioay ) Oepameia e prpactiypivny 24 dpeg
petd amd v vépPoom tng SocoAoYiNG.

"Exet avaeepBel yolvepyikn to&koAoyio, e LOVGKAPIVIKA GUUTTMLOTO TO, OTTOL0, TOPUTIPOVVTOL LUE
petpiov Pabpod dMAnnpracelg dnwg poon, EEayn, TENTIKEG SLATUPOYEG CLUTEPIAAUPAVOUEV®Y TOV
KOTMOKOD GAYOLS, VALTIOG, ELETOL Kot dtdppotac, Ppadvkapdiag, Ppoyydonacpods kot avénpévev
Bpoyykdv ekkpicemv, VIEPIdpmGia, 0KOVGLOG 0VPNONG KoY 0QOSEVONG, SOKPDPPOLUG, VTTOTACTG KO
VIEPEKPLOTG GLELOV.

Xe TEPLOGOTEPO GOPUPES TEPIMTAOGELS UTOPEL VO, AVOTTTUYHOVV VIKOTIVIKES EMOPACELS OTMG PLTKN
advvopio, aKoOGIEG LVIKEC GVOTACELS, KPIGELS KOl OVOTTVELGTIKY avoKoT pe Thavn potpaio EkPaom.

Emmpdcheta £yovv mapovsiactel HeTd TNV KuKAOQOpPia TOV TPoidvTog meptoTaTikd (GAng, TpdLov,
KEPOAOAYIOG, VIVNAING, GUYYVTIKNG KOTAGTOONG, VITEPTACNG, TapalcOnoelg Kot aictnuo Kokovyiog.

Awyeipion

Agdopévov 611 0 xpdvog nuoeiog (ong g pactiypnivig oto TAdopa sival mepimov 1 dpa Kot 1 Sidprela
OVOGTOAMG TG OKETVAOYOAMVEGTEPAGTG EIVOL TTEPITOV 9 DPEC, OE TEPITTOCELS OCVUTTMUOTIKNAG
VIEPOOGOAOYIOG CLUVIGTATOL VO, UMV YopryeiTal dAAN d6on g prpacTtiypiving yuo Tig akoAovbeg 24 dpec.
e vepdocoroyia mTov cuvodedetar and Papid vovtio ko peto, o mpénel va eEetdletan To EvOEYOUEVO
YOPNYNONG OVTIEUETIKMY. ZOUTTOUATIKY Ogpomeio yio dALeG avemBOuNTES avTidpdoelg Oo tpémet va
XOopMyeiToL OTMG amaLTELTOL.

Y vEpeTpn vepdocoroyia pmopel va yopnynOet atpomivr. Zuvietdtot apykn 66omn 0,03 mg/kg Beukng
aTPOTivNG 6€ EVOOPAEPL YOpTYNOT, 0KOAOLOOVUEVT 0 emOUEVEG BOGELG IE BACT TNV KAVIKT
avtanokpion. H ypion okomolopivng og avtiddtov dev cuvieTaToL.

5. DOAPMAKOAOTI'IKEX IAIOTHTEZ

51 ®@appokodovapuikés 1O10TNTEG

DoppokobepamenTIKny Katnyopio: WouxoovaAnTTikd, ovacToAelg yolveatepdong, kwdikdc ATC:

NO06DAO3
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H piaoctiypivn etvan évog ovastoAéas Tng akeTVAO-KaL fOVTUPVAYOMVESTEPAGTC KOPPOUIKOD TOTTOV, TOL
MOTEVETOL OTL SIEVKOADVEL T YOAVEPYIKT VEVPOodLaPifacn emPpadhvovtag TNV amotkodOUNoN TG
AKETVAOYOAIVIG TTOV ATELEVOEPDVETAL OO OGOVE YOMVEPYIKOVG VEVPMVES SLOTNPOVV T AEITOVPYIKOTNTA
toug. 'Etot, n ppoactiypivn evdéyetat va éxel BeEATIOTIKN dpdon og YVOol0kd EAMAEIUUATA YOAVEPYIKNG
pecorafnong oty dvola oyetilopevn pe  voécso Alzheimer ko tn voco tov Parkinson.

H pactiypivn adiniemdpd pe to EvOupo-otdyouvs e oynpatiloviag cOUTAOKO OLOIOTOAKOD SEGIOV,
LE OTOTELEGHLO TNV TTPOCOPIV adpavoToinon Twv evEOH®V. Xe veapovg LYElg avBpdmovg, pio amd
otopaTog 0601 3 Mg pewmvel T opdon g akeTvAoyoiveotepdong (AChE) oto eykepaiovatiaio vypod
Katd mepinov 40% evtog tov TpdTeV 1,5 opodv petd ™ xopriynon. H dpactikdtra tov evivuov
EMOVEPYETAL GTO OPYIKE TNG EMimeda TEPITOL 9 MPEG PETA TNV EMTEVLEN TOVL UEYIGTOV OVACTUATIKOD
amotelécpotoc. Ze aobevelg pe vooo Alzheimer, n avaotodn g AChE oto gykepolovotiaio vypd and
mv piaoctrypivn oy d0c0eEapTdEVT £0G To 6 ME YOPNYOLLEVT] 600 QOPEC NUEPNGimS, oL gival kol N
péytot d6om mov £xel dokuactel. H avaotodn tng dpdong g Poutupuiyoiivestepdong 6To
gykeparovotiaio vypd 14 acBevov pe Noco Alzheimer pe ayoyn pe prpactiypiviy ftav Opote pe autn
¢ AChE.

Khvucég pedétec otnv dvowa g vosov Alzheimer

H amotelecpaticotnta g prpactiypiving £xet KataderyBel pe v xpnon tpidv aveEdptnrov, yio
GLYKEKPEVOLG ToElS epyalreiwv agloldynong mov a&lohoyndnkay ce avd Teplodikd StooTHATO TN
duapkela Tov egapnvicioy BepameuTik®v Tepltddwv. Xta epyaieio avtd cvumeptiapupdvovtot n ADAS-
Cog (Alzheimer’s Disease Assessment Scale — Cognitive subscale, pia dokipacio pe Baon v anddoon,
OV amoTeEAEL LETPO TNG YVOGTIKNG Asttovpyiag), 1 CIBIC-Pluss (Clinician’s Interview Based Impression
of Change-Plus, po mApng ohkn a&loAdynomn tov achevoig amd tov 1Tpd, 6Tov AopUPavovTal v’ oy
otoryeia mov divovral and To dtopo mov epovrilel Tov acbevn) kou n PDS (Progressive Deterioration
Scale, pio a&lohdynon amd to dTopo Tov Epovtilel Tov achevi TV SpacTNPLOTHT®V TNG KAONUEPIVIAS
{ong oTic 0moieg GLUTEPTAOUPAVOVTAL 1] TPOCMIIKN VYIEWVT, 1| AYN TPOPNG, TO VIVGLO, 01 SOVAEIEG TOV
VOIKOKVLPLOU OTIMG T YDV, 1 S1THPNGCT TG IKOVOTNTAG TPOGOVATOAIGHOV 6T0 TEPPAALOV, KAODS Kot M
GUULETOYN O OPACTNPLOTNTEG TOL GYETILOVTOL [LE TNV IKOVOTNTA YEPIGUOD XPNUATOV K.A.T.).

Ot acBeveic mov peretnOniay giyav paduroroyio MMSE (E&étaon EAdyiotns-Nonrtikng Katdotoong)
10 - 24.

To GVYKEVTIPOTIKA ATOTELEGHLOTO TOV OVAPEPOVTAL GTOVG acBeVEG 01 0moiot EMESEIEAY KAVIKDG
OMLOVTIKT] OVTOTOKPLOT), OTME GLTA TPOEKLYAV AT TIG 2 PHEAETES LLE EVTTPOCAPLOCTT docoloyia oo Tig 3
Baoikég moAvkevTpikéC peATeg d1apKeLaG 26 efdopadmv o aoBeVeEig Yo TNV NLa £0¢ LETPimG GoPapn
dvowa eni vooov Alzheimer mapovoidlovtal otov mapakdto [Mivaxa 4. KAwvikd onpoviikn fertioon og
aTEC TG LeAETEC oploTnKe a priori oG 1 Pertioon og TovAdyiotov 4 ornueia oty ADAS-Cog, Bertimon
otv CIBIC-Plus 1 tovAdyiotov 10% Bertimon ot PDS.

Emumpdobera, £vag peténetta opiopds g avtomdkpions mopovctdleton otov 1010 mivaka. O de0tePOg
opopldc g avtandkpiong tpovmodétel fertimon og 4 onueia 1 teprocdtepa otnv ADAS-Cog, kapud
emdeivoon otnv CIBIC-Plus kot kopid emdsivioon otn PDS. H péon mpaypotikn nuepnoio d6on yio
QLTOVG OV OVTATOKPIVOVTOL OTNV Opdda TV 6—12 mg, cOpe®va e 0LTOV TOV 0PIGHO, NToV 9,3 mg.
Eivar onpovtico va onpeiwbei 61t o1 kAipoKeg mov ypnoiomombnkay og vty v Evoeién mokiAdlovv
K0l QUEGEC GLUYKPIGELG TV OMOTELECUATOV Y10l SIOPOPETIKOVG OEPATEVTIKOVS TAPBEYOVTEG SEV £XOVV 1GYV.

Mivaxag 4
Aofgveic pe KMvika onuovtiki aviarokpion(%)
pd60eon yio Oepaneia Ae€ayoyn Tehevtoiog
TePUTPNONS
METpo avTamékpilong Piactiypivy | Placebo Piactiypivy | Placebo
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o€ 4 onpeio ot ADAS-
Cog ywpig emdeivoon
ot CIBIC-Plus ko1 o1n
PDS

6-12 mg 6-12 mg
N=473 N=472 N=379 N=444

ADAS-Cog: Bektimon 2 HH* 12 5%k 12
o€ TovAdylotov 4 onueia

CIBIC-Plus: BeAtioon 29%** 18 32%%* 19
PDS: BeAtioon 26 ** 17 30%** 18
TovAdyiotov katd 10%

Beltiowon tovAdyiotov 10%* 6 12%* 6

%p<0,05, **p<0,01, ***p<0,001

KAvikéc pedétec otnv dvola mov oyetiletar pue tn voco tov Parkinson

H amotelecpotikotnta g prpactiypivig oty dvotla mov oyetiletan pe tn voco tov Parkinson £yet

amoderytel o€ po 24 BSOUAO®YV TOAVKEVTIPIKT, SUTAN-TVEAT, ELEYXOLEVN LIE EIKOVIKO (PAPLLOKO OPYIKT|
pehétn Ko oty avoryti 24 efdopddwv pdor enéktaong tg. Ot acBeveic mov cvppeteiyav o€ avtn ™)

perét elyav Pabuporoyio MMSE (E&étaom ELldyiotng-Nontikng Koatdotaong) 10-24. H

OTOTELEGLOTIKOTITO, EYEL OMOJELYTEL [UE TNV YPNOMN dVO aVEEAPTNTOV KAMUAK®V 01 oTtoieg a&loloyohvtov
0€ TOKTA YPOVIKE OLGTHOTO KOTA TNV dtdpKel TNG 6-Unvrg meptodov Bepameiog OTme QaiveTol oTovV

[Mivaxo 5 mtapakdto: 1o ADAS-Cog, 1 LETPTION TNE YVOOTIKAG AEITOVPYIOG KoL 1) GUVOAIKT LETPNOT|
ADCS-CGIC (Alzheimer’s Disease Cooperative Study-Clinician’s Global Impression of Change).

MMivaxag 5

Avouo. Tov oyetileTon pe ADAS-Cog ADAS-Cog ADCS-CGIC | ADCS-CGIC

111 v660 Tov Parkinson Piactiypivy Ewkoviké Pipactiypivy Ewkoviko
POPLUKO QPOPULUKO

ITT + RDO ©wAnOvopoc (n=329) (n=161) (n=329) (n=165)

Méon tyun avopopdig

+ SD 23,8 +£10,2 24,3 +10,5 Aev Agv

Méon aAhayn otig gpappoleron epapuoletan

24 efdopddeg + SD 2,1+8,2 -0,7+7,5 3,8+14 43+1,5

Alpopd TPOGOPLOCLLEVNC

Oepomeiog 2,88! Agv gpappoletan

p-value évavtt iKovikon

(QOPLAKOV <0,001" 0,007

ITT — LOCF wtAn0vopég (n=287) (n=154) (n=289) (n=158)

Méon tyun avagopdg+ SD | 24,0+ 10,3 24,5 £10,6 Agv Agv

Méon aAhayn oTig epappoletal epappoleran

24 gBdouddec £ SD 2,5+8,4 -0,8+£7,5 3,7+14 43+ 1,5

Al0popd TPOGAPUOGHEVIC

Oepomeiog 3,54! Agv gpappoleton

p-value évavtt glKovikon

PUPUEKOV <0,001" <0,001>

"ANCOVA pe m Ogpansio kot n ydpa ¢ moplyoveg kat v apyiki] Tiuy ADAS-Cog oc
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ouppeTaPfAnToOTNTO. Mo OeTikn aAlayn vrodekviel fertimon.

2 TTapovoidlovtat o1 pécec TéG Yo Stevkdivvon. H avélvon Tov kotyopikdv Sedopévaov
Tpoypatomombnke pe tn yprion g dokuaciog van Elteren

ITT: Intention-To-Treat: [Ip6Beon yia Oepaneio, RDO: Retreived Drop Outs: AvaktnOeiceg amocvpoels,
LOCEF: Last Observation Carried Forward: Televtaio mapatipnon tov tpomOnonke.

[Maporo mov 1 Oepomevtikn dpdon amodeiybnke oe 60 TOV TANOLOUO TNG HEAETNG, TO dedopéva
VTOINADVOLV OTL TO LEYOADTEPO OEPATEVTIKO OTOTELECLLO GE GYEOT] LE TO EIKOVIKO PAPLOKO QAVIKE GTNV
vrokatnyopia acOevav pe pétpo dvola mov oyetiletan pe vooo tov Parkinson. Opoing 1o peyaivtepo
Oepanevtikd amotélecpo mopatnpndnke g avTovs ToVg acbeveis e ontikég mapoiodnoeig (PA. Tlivaka

6).

Hivaxag 6
Avowo wov oyetileTon pe ADAS-Cog ADAS-Cog ADAS-Cog ADAS-Cog
voco tov Parkinson Piaoctiypivy Ewoviké Pipactiypivy Ewkoviké
PApNOKO PapUOKO

AocOgveic pe onTikég AoBeveic yopig omTikég
naporcOnoeg noporcOnceis

ITT + RDO win0vopog (n=107) (n=60) (n=220) (n=101)

Méon Ty avapopag

+ SD 254+9,9 27,4+104 23,1+10,4 22,5+10,1

Méon oAhayn oTig

24 eBdopddeg + SD 1,0+9,2 -2,1+83 2,6 7,6 0,1 +6,9

Awopopd TPOGAPLOGHEVS

Ogpaneiog 4,27 2,09'

p-value évovtt gikovikov

PUPLAKOD 0,002 0,015

AocOgveig pe pérpra dvora

(MMSE 10-17)

AocBeveic pe Nma avora

(MMSE 18-24)

ITT + RDO win0vopog

Méon Ty avapopdg
+ SD

Méom alhayn otig
24 gfdouddec = SD

Awpopd TPOGUPLOGILEVIG
O¢pamneiog
p-value évavtt gucovikon

(n=87)

32,6 10,4

2,6 £9,4

(n=44)

33,7+10,3

-1,8+7,2

(n=237)

20,6 £7,9

1,9+7,7

(n=115)

20,7+ 7,9

-0,2+7,5

473!

2,14!

PUPLAKOV 0,002 0,010'
"ANCOVA pe ™ Ospomeio ko T ydpa ¢ Tapdyovtes kot Ty apytkh T ADAS-Cog oc
ouppeTaPAnToOTNTA. Mo OeTikn aAlayr vrodewkviel Bertioon.

ITT: Intention-To-Treat: [1Ip6Beon yia Bepaneia, RDO: Retreived Drop Outs: AvaktnOeiceg ATocvpoels.

O Evponaikog Opyoviopog oppuakmv et dOceL amoAlayn] amd TNV VIOYXPEMGCT) VIOPOANG TV
OTTOTELEGLATOV TOV LEAETAOV LE TN PPOCTIYUIVI 08 OAES TIG VTOKATIYOPIES TOL TOSIATPIKOV TANBVGLOD
otV Bepoameia tng dvolag Alzheimer kot dvolag oe acOeveig pe 1Womadn vooo tov Parkinson (PAéme
TaPAYpopo 4.2 Y10 TANPOPOPIES GYETIKG LLE TNV TALOIOTPIKT YP1ION).
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5.2 ®@oppoxoxivnTIKEG 1O10TNTEG

To dluomEPOpEVO GTO GTOLN S1oKI0 PRACTLYivG givatl BloicodVvao pe To Koydkia ptacTtiytivig, 1e
TapOLO10 pLOUO Kat £kTact amoppoenong. Ta dtacmelpdpeva 6To oToOH diokia priacTiypivig propody
Vo ¥pNoHonom 8oV eVOAAAKTIKE avTi yio To KoydKio ptpactiypivig.

Amoppopnon

H paoctiypivn amoppopdtor tayéms Kot TAPp@c. Ot HEYIGTEG GLYKEVIPADGCELS TG GTO TAGGLLN
emTLYYAVOVTOL EVTOC 1 dpoag mepimov. Q¢ amotélecpa g aAAnAenidpaong g prlactiypivig e To
évlopo-otoyo, N avénon g Prodtadecipuotntog ivat avénpévn kotd tepimov 1,5 popd oe chykpion pe
exkeivn mov avapéveron pe Baon v avénon g d6ong. H amdivtn Brodabecipdtnta votepa and pio
doom tov 3 mg eivon mepinov 36% £13%. H yopriynon pactiypivig pali pe to paynto kabvotepet mv
amoppoenon (tmax) katd 90 Aentd, eved perdvel v Cmax kot av&avel v AUC kotd mepimov 30%.

Kotavoun
H nmpoteivikn déougvon g ppaoctiypivng eivorl oe mocootd mepimov 40%. Awumepvd e0Kola Tov
OLLLOTEYKEQOAMKO QPAYLLO KoL £XEL UIVOLEVIKO OYKO KaTovopung petaso 1,8 ko 2,7 Vkg.

Buopetaoynpoatiopog

H piaoctiypivn petaforileron taytmg kat ektevmg (xpdvog nuoeiog {owng oto mhdoua tepimov 1 dpa),
Kupimg PEG® VOIPOALONG e LEGOAEPNOT YOMVESTEPAOTG, TPOG TO ATOKAPPALVA®UEVO pLeTafoAritr. In
Vitro, 0 LETOPOMTIG 0VTOG AVOSTELAEL TV OKETVAOYOMVESTEPAOT G TEPLOPIoUEVO Babud (<10%).

ZOUP®OVO LE 1N Vitro LEAETEG, OEV OVOUEVETOL KOUIOL POPUAKOKIVITIKY] OAANAETIOPOON LE QUPLOKEVTIK
mpotlovta mov petaforiovior amd ta akolovda icoévivpa Tov kutoxpdpatog CYP1A2, CYP2D6,
CYP3A4/5, CYP2E1L, CYP2C9, CYP2C8, CYP2C19, 1 CYP2B6. Zoppwva pe evdeielc omd HeAETEG TOL
&ywvav oe mepapatolma, o peilova 1ooévivpa Tov Kutoypopotog P450 eldyiota evéyovtar 6to
petafoAiopd g rivastigmine. H ol kéBapomn tng rivastigmine oo to TAdopa nrav aepinov 130 I/h
petd v evoopAEPia yoprynon do6ong 0,2 mg, eved peidbnke og 70 Vh petd v evdoeAéfia yoprynon
doong 2,7 mg.

Amofoin

210 ovpa dev avevpiokeTar apetafAntn practiypiv. H veppikr| amékikpion tov petafoltdv ivorn
Booikn 086¢ amopdpuVerc Tovg. Yotepa omd T xoprynon pactiypivig padtosmonuacuévng pe C,
ATEKKPLON OO TOLG VEQPOVG NTAV TAYEIN Kol OVGAGTIKA TANPNG (>90%) evtdg 24 wpdv. [Tocooto
yopumAotepo amd To 1% g yopnyovuevng d0oNS anekkpivetal ota KOTpova. Agv mapatnpeito
GLGGMPEVOT| TNG PPOCTIYUiVIG 1 TOL amoKopPBapvAMmpEvoy petafolritn g o acbeveig pe Noco
Alzheimer.

Mia poproKoKvTIKY avaivot Tov TANOVGoD £0e1&e OTL 1) emakdAovOT ¥prion VikoTiving HETA amd dooT|
péypt kat 12 mg/mpépa rivastigmine ond Tov GTOPATOC KAWAKLA, AvEAVEL TNV ad TOL GTOUATOG KABapon

g rivastigmine katd 23% otovg aobeveic pe avola Alzheimer (n=75 Komviotég kot 549 pun-KonvioTtéc).

Ewwoi tAnfvopoi

Huxiopéva dropo

MoAovott 1 Brodrabecipdtnta e practiypivng ivatl peyaAdtepn o€ NAMKIOUEVOLS TAPE GE VEOPOLS
vyieic eBelovtéc, peréteg oe aobeveic pe voco Alzheimer niwuciog petalv 50 kon 92 etdv dev €de1&ov
petaforr g Prodiobectpudmrog e Ty nAkio.

Hrortwr) dushertovpyia
H Cmax g pipaoctiypivng nrav epimov 60% vynidtepn ko AUC g pipactiypivig ntav
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VREPOITAAGLO. GE GTOLO LE NTLOL EOG LETPLO, NTATIKN SVGAELTOVPYIR 0O OTL GE VYU ATOLLCL.

Neoppwn| duciettovpyia

H Ciax ko 1 AUC 1t1g practiypivig nTav vTepSimAdGleg 6 ATONA e HETPLO VEPPIKT SLGAEITOVPYIN
ouykpwvopevn pe vy atopa. [avimg dev mapatnpndnkav aAroyég ot Crax Kot 6 AUC g
pactiypivng o€ dtopa pe coPapn veepikn SLGAEITOLPYIaL.

5.3 IIpoxkivikd dgdopéva yio TNV 0cQarELl

Meléteg to&ikdtnTag EmavalauPavoueEVOY 60CEMV G ETIUVES, TOVTIKODE Kol GKOAOVS OTOKAAVYAY LLOVO
eMOPACEIC GLVOEONEVEG LE VITEPPOMKT POPUAKOAOYIKT dpdon. Aev TapatnpnOnke kopio To&ikn dpdon
670 OpYOVO-0TOY0. ZTIG HEAETEG o€ Telpapatolma dev emtedynkay ta eplmpio aoPareiag oG TPog TNV
avBpomvn ékBeon, AOy® g eLGONGING TV TEPALATIKOV LOVIEAMV TOV YPT|CLOTOOMKaV.

H piBactiypivn dev giye petodha&loydvo dpdon o pio 6Epa amd TUTIKEG SOKIUAGIES in Vitro Kot in vivo,
pe povn e&aipeon pio SOKLAGIO YPOUOCOUATIKOV EKTOTIMV TOL £YIVE GE avOpOTIVO TEPLUPEPTKEL
AeppokvTTapa, o€ 600m 104 popécg pueyaddtepn omd ™ péyiot kKhvikn £kbeon. H in vivo dokipacio
piKpomupivev oy apvntikh. O koplog petaforitng NAP226-90 dev mapovoince emiong SuVOULIKO
YOVIOI0TOEIKOTNTOG.

Agv Bpébnkav evoei&elg KopKvoyovoy dpaiong 6€ LEAETEC TOV £YVAV GE TTOVTIKOVG KOl ETIUVES LLE TN
LEYIOTN avekTh 0601, TapOAo ToL 1 EkBeon otn PPACTIYIVI KOl TOVG PETABOAITES TG NTOV YAUNAOTEPN
amd v €kBeon otov avBpwmo. Otav £yve KOVOVIKOTOINGT MG TPOG TNV EMUPAVELL GCMOUOTOC, 1) £KBgom
ot pactiypivn Kot Toug peToforiteg tng oy TePitov 16060V TPOG T UEYIGTT CUVICTMOUEVT|
nuepnota doon yio tov avBpwmo, mov gival 12 mg/Mmuépa. Iavtwg, oe GUyKpion pe ™ péylotn d66n GTov
avBpomo, exeivn mov emtevydnke ota wepapatdlma NTav tepimov e&omidoia.

Yt mepopatolma, N pPAcTIyIivn SamepVA TOV TAOKOVVTO Kol OTEKKPIVETOL 6TO YOAo. Meléteg Le amd
GTOUATOG YOPNYNON G KLOPOPOVVTEG ONAVKOVS EMipvES Kot KovikAovg dev Edmaav evdei&elg mBovig
TEPATOYOVOL OPAOTG TNG PPACTIYUIVIG. X amd TOV GTOUATOG HEAETES LLE OPOEVIKOVG Kol OnAvkovg
eMipveg, dev mapaTnpNONKay avemBounTeg EVEPYELEC TNG rivastigmine ot Yoviudtnta 1| otnv
AVOTOPOYOYIKN arOS00T EITE 0T UNTPIKN YEVEQ €TE GTOVS ATOYOVOVG TNC.

g [o PeAETN e KOVIKAOLG TawToToONKe 1 SuVNTIKOTNTA VO NTTov £peBIGOD oTa LaTIo/ PAevvoyovo
g rivastigmine.

6. DAPMAKEYTIKEX IAHPO®OPIEX
6.1 Koataloyog ekdoymv

Movvitonn

MikpokpvoTOAMKT KLTTOPIVY

Ydpo&umpomvrokutTapivn

Apoua 666V (Ao pévTag, paAtodeETpivn apafocitov)

Apopa pévtog (Laitode&Tpivn, apofuco kopu, copPrrodn (E420), abépio Edato dypiog pivong,
L - pevBoin)

Kpoomofiddvn

IMoprtikd acPéctio

ZTE0TIKO LoyVIiolo

6.2 AovpparétnTeg
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Agv gpappoletar.

6.3 Awdpkera Cong

3 xpovia.

6.4 Idwitepeg mPoPULAAEELS KOTA TN QUAUEN TOV TPOIOVTOG

Agv vtapyouvv €101KEG 00Myieg daTPNONG Yo TO POV vTo.

6.5 ®@V0o1 KOl GLOTUTIKA TOV TEPLEKTN

14 x 1 (pévoywto 1,5mg), 28x 1,30x 1,56 x 1,60 x 1 112 x 1 d1oxio o€ d1dtpntn cvuokevacia
KOWEANG pepovopévav 6ocewv e OPA/AI/PVC éhacpa tawiog kot PET/Al aroondpevo Aemntd Eaciiol
o€ KovTti.

Mmopei va unv KokAo@opoliv OAEC 01 GLGKEVOGIES.

6.6 Iowitepes mpoPuLAAEELS amOppIYNG

Kapio €181kn vmoypémon yio amdppiyn.

7. KATOXOZXZ THX AAETIAY KYKAO®OPIAX

KRKA, d.d., Novo mesto, gmarjeéka cesta 6, 8501 Novo mesto, XAoPevia

8. APIOMOZX(OI) AAETAY KYKAO®OPIAX

Nimvastid 1,5 mg dickio diaomelpdeva 6T0 GTOU

14 x 1 dwokio dwwomepoduevo oto otoua:EU/1/09/525/026
28 x 1 dwokio daomelpodpevo oto otopa:EU/1/09/525/027
30 x 1 dwokio dwomepdpevo oto otopa:EU/1/09/525/028
56 x 1 diokio Saomepopevo oto otopa:EU/1/09/525/029
60 x 1 dwokio dwacmelpopevo oto otopa:EU/1/09/525/030
112 x 1 d1oxio dwomepdpevo oto otopna:EU/1/09/525/031

Nimvastid 3 mg diokio S10GTEPOUEVA GTO GTOUO.

28 x 1 d1okio dwwomepodpevo oto otopa:EU/1/09/525/032
30 x 1 dwokio dwoomepdpevo oto atopa:EU/1/09/525/033
56 x 1 diokio daomepopevo oto otopa:EU/1/09/525/034
60 x 1 dwokio draomepopevo oto otopa:EU/1/09/525/035
112 x 1 diokio dwomepdpevo oto otopa:EU/1/09/525/036

Nimvastid 4,5 mg d1oKio S10GTEPOUEVA GTO GTOUOL

28 x 1 d1okio dwwomepodpevo oto otopa:EU/1/09/525/037
30 x 1 diokio daomepopuevo oto otopa:EU/1/09/525/038
56 x 1 diokio dacmepopevo oto otopa:EU/1/09/525/039
60 x 1 diokio draomepopevo oto otopa:EU/1/09/525/040
112 x 1 diokio dSomepdpevo oto otopa:EU/1/09/525/041

Nimvastid 6 mg diokia dtacTelpdUeEVe. 6TO GTOUO,
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28 x 1 diokio dwwomepopevo oto otopa:EU/1/09/525/042
30 x 1 diokio dwwomepodpevo oto otopa:EU/1/09/525/043
56 x 1 dwokio dwaomelpopuevo 6to otopo:EU/1/09/525/044
60 x 1 diokio dwwomepodpevo oto otopa:EU/1/09/525/045
112 x 1 dwokio daomelpdpevo oto otopa:EU/1/09/525/046

9. HMEPOMHNIA IIPQTHE EI'KPIXHY / ANANEQYXHX THX AAEIAX
Hupepounvia tpodtng £yxpiong: 11 Maiov 2009
Hpepopnvia televtaiog avavéwong: 16 lavovapiov 2014

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPoPopies Yol TO TOPOV QUPLOKEVTIKO TPOIOV £ival S100EG1UEG GTOV SIKTLAKO TOTO TOL
Evponaikov Opyaviepol @apudimv: https:/ www.ema.europa.eu.
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ITAPAPTHMA 11

MHAPAT'QI'OX YIIEYOYNOX I'TA THN AITOAEXMEYXH TQN
ITAPTIAQN

OPOI'H NIEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI TH
XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETIAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXZMATIKH XPHXZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPATQIOX YIIEYOYNOZX I'TA THN ATIOAEEMEYXH TQN HAPTIAQN

‘Ovopo kot dtevbvvon Tov Tapaywyod mov gival vTedHuVoc Yio TNV OTOdEGUEVCT) TOV TAPTIOWY

IV(RKA, d.d., Novo mesto

Smarjeska cesta 6

8501 Novo mesto

ZhoBevia

270 £VTUTTO GOAAO 001 YLDV YPONS TOL PUPUAKEVTIKOD TPOTOVTOG TPEMEL VO OVALYPAPETAL TO OVOLLLL KoL 1)
devBvvon tov Tapaywyod Tov gival LITEVOHVVOG VIO TNV ATOSEGEVGT TG CYETIKNG TOPTIOOC.

B. OPOI'H HEPIOPIZMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH

DoppokevTIKo TPOIOV Y10, TO 0Toio amatteiton meproptopévn watpikn cvvtayn (PA. mapdpmmpo I: Tlepiinyn

v Xopakmplotik®v tov [Ipoidvrog, mapdypopog 4.2).

I'. AAAOI OPOI KAI AITAITHXEIX THX AAEIAY. KYKAO®OPIAX

o Ex0¢og1g Teprodkng mapaxorovdneng g acpaireiag (PSURSs)
Ot amoitioglg yuo v vroPoin twv PSURSs ya 10 ev Adym gappakeutikd npoidv opilovrol otov
KOTAAOYO pE TIG NUEpOpNVies avapopdg g Evoong (katdioyog EURD) mov mapatifeton otnv

Tapdypoo 7, tov apBpov 107y, g odnyiog 2001/83/EK kot kéOe emakolovbng emkaipomoinong
OTMG ONOGIEVETOL GTNV EVPOTATKN STKTLOKT TOAN Y10 TO PAPLLOKOL

A.  OPOI'H HEPIOPIZEMOI XXETIKA ME THN AZ®AAH KAI AITIOTEAEEZMATIKH
XPHXH TOY ®PAPMAKEYTIKOY ITPOIONTOX

o Yyéoro owyeipiong Kivovvov (ZAK)

Agv gpappdletat.
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ITAPAPTHMA I1I
ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIIXHMANXH
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ENAEIZEIZ TITIOY ITPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAZXIA KAI
XTH XTOIXEIQAH XYXKEYAZXIA

EEQTEPIKO KOYTI I'TA XYZKEYAXIA KYYEAHX KAI IIEPIEKTH, KAI ETIKETA
INEPIEKTH

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nimvastid 1,5 mg okAnpd koydxio

placTrypivn

| 2. TYNOEXH IE APAXTIKH(EX) OYEIA(EL)

Kd&Be xaydxio mepiéyetl 0Evn tpuyikn| pifoactiypuivn mov ioodvvapel pe 1,5 mg pipactiypivig.

|3.  KATAAOIOX EKAOXQN

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

2KAnpo KoydKlo

Koyéhn:

14 oxAnpd Koyakio
28 oKkAnpd Kayakio
30 oxkAnpa Koydikio
56 cKANPa KoyaKio
60 cKAnpa KoyaKio
112 oxAnpd konydiio

Iepiéxng:
200 oxAnpa Koyt
250 oxAnpd KoyaKio

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

AwPaote T0 @OALO 00T YLDV ¥PNONG TPV ald TN XPNOT).
Am6 otdpatog xpnon

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITIPOZEITIZOYN TA ITAIAIA

No puAdoceton og 0om, TV omoia dev PAETOVY Ko dev Tpooeyyilovv ta Tatdid.
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7. AAAH(EY) EIAIKH(EY) TPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

Na kotanivovior oAdkAnpa yopic va Opoppatifoviot 1 vo avoiyovtat.

8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYYNOHKEX OYAAEHX

10. JATAITEPEX ITIPO®YAAZEEIX I'IA THN AITOPPI¥YH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHHOAEIMMATQN I10Y IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

KRKA, d.d., Novo mesto, Smarjeéka cesta 6, 8501 Novo mesto, XAofevia

12. APIOMOZ(OI) AAETIAY. KYKAO®OPIAX

14 oxAnpd koydxio: EU/1/09/525/001
28 okAnpd xawaxio: EU/1/09/525/002
30 oxAnpad koydakio: EU/1/09/525/003
56 oxinpd kayaxio: EU/1/09/525/004
60 oxAnpd koydiie: EU/1/09/525/005
112 oxAnpd koydxia: EU/1/09/525/006
200 oxinpa xayaxwo: EU/1/09/525/047
250 oxinpd xayaxwo: EU/1/09/525/007

13. APIOMOX ITAPTIAAX

[Moptida

‘ 14. TENIKH KATATAZH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Nimvastid 1,5 mg (Lévo otnV €TIKETO TOV EEMTEPLKOD KOVTLOV)
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17. MONAAIKOX ANATNOQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAZ (2D)

A1631846T0T0G YPAUR®TOS KDdKAS (2D) Tov 0épetl Tov TEPIANPBEVTA LOVASTKO OVAYVOPIGTIKO KOOKO.

(1Lovo oy eTiKéTo TOV EEMTEPLKOD KOVTLOV)

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

PC
SN
NN

(Lovo oy eTiKéTo TOV EEMTEPLKOD KOVTLOV)
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EAAXIEZTEX ENAEIZEIX MTOY IPEINEI NA ANATPAG®ONTAI ETIX X YEKEYAZIEY
KYYEAHZ (BLISTER) H ZTIZ TAINIEX (STRIPS)

KYYEAH

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nimvastid 1,5 mg oxAnpd Koydxio

paoctiypivny

‘ 2. ONOMA KATOXOY THX AAETAY KYKAO®OPIAX

KRKA

3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOX ITAPTIAAX

[oprtida

S. AAAA ETOIXEIA
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ENAEIZEIX ITIOY ITPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAZXIA KAI
XTH XTOIXEIQAH XYXKEYAZXIA

EEQTEPIKO KOYTI I'TA XYZKEYAXIA KYYEAHX KAI IIEPIEKTH, KAI ETIKETA
INEPIEKTH

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nimvastid 3 mg oxAnpd Koydxio

placTrypivn

| 2. TYNOEXH IE APAXTIKH(EX) OYZIA(EL)

Kd&Be xaydxio mepiéyel 0Evn tpuyikn pifootiyivn mov isodvuvapel pe 3 mg prpactiypivig.

|3.  KATAAOIOX EKAOXQN

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

2KAnpo KoydKlo

Koyéhn:

28 oKANPE KayaKioL
30 oxAnpd Kayakio
56 oKAnpa Koydkio
60 cKANPA KonyaKiol
112 oxdnpd Konydkio

[epiéxnc:
200 oxAnpa KonyoKio

250 oxAnpa Konydikio

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote 10 @OALO 00T YLDV ¥PNONG TPV ald TN XPNOT).
Amo6 otopatog xpron

6. EIAIKH ITPOEIAOIIOIHXH XYM®PQNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na euidooetar o 0o, TV omoia dev PAETOVY Kot dgv mTpooeyyilovv ta Tatdid.
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7. AAAH(EX) EIAIKH(EX) IPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)

Noa katamivovtor oAdkANpa xopic va Opvppatifovrol 1 va avoiyovtal.

8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEY XYNOHKEY OYAAZHX

10. JAIAITEPEX ITIPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOINIOITHOENTOQN ®APMAKEYTIKQN IMIPOIONTQN 'H TQN
YHOAEIMMATON ITOY TPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

KRKA, d.d., Novo mesto, Smarjeéka cesta 6, 8501 Novo mesto, XAofevia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

28 oxAnpd kayakio: EU/1/09/525/008
30 oxAnpd xaydxie: EU/1/09/525/009
56 oxAnpd konydxie: EU/1/09/525/010
60 oxAnpd kaydxio: EU/1/09/525/011
112 oxdnpa koydxo: EU/1/09/525/012
200 oxAnpd kaydxio: EU/1/09/525/048
250 oxinpd kayaxwo: EU/1/09/525/013

13. APIOMOZX ITAPTIAAX

[Moprtida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

| 15. OAHTIEX XPHEHX

‘ 16. TIMAHPO®OPIEX XE BRAILLE

Nimvastid 3 mg (L6Vo TNV ETIKETO TOV EEMTEPIKOD KOVTLOD)
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17. MONAAIKOX ANATNOQPIETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

AGd100T0TOG YPOUUOTOG KK (2D) mov pépet Tov TeptAn@Bévta Lovadikd avayvoploTiko KOOtKo.

(L6vo otV ETIKETO TOL EEMTEPTIKOV KOVTIOV)

18. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO

PC
SN
NN

(novo oty eTKéTa TOL EEMTEPIKOL KOVTLOV)
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EAAXIEZTEX ENAEIZEIE TTIOY ITPENEI NA ANATPA®ONTAI ETIX L YEKEYAZIEY
KYYEAHZ (BLISTER) H ZTIX TAINIEX (STRIPS)

KYYEAH

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Nimvastid 3 mg oxAnpd kayaKio

paoctiypivny

‘ 2. ONOMA KATOXOY THX AAETAY KYKAO®OPIAX

KRKA

3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOX ITAPTIAAX

[oprtida

S. AAAA ETOIXEIA
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ENAEIZEIZ TITIOY ITPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAZXIA KAI
XTH XTOIXEIQAH XYXKEYAZXIA

EEQTEPIKO KOYTI I'TA XYZKEYAXIA KYYEAHX KAI IIEPIEKTH, KAI ETIKETA
INEPIEKTH

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nimvastid 4,5 mg okAnpd koKl

placTrypivn

| 2. TYNOEXH IE APAXTIKH(EX) OYEIA(EL)

Kd&Be xaydxio mepiéyel 6Evn tpuyikn pifoctiypuivn mov isodvvapel pe 4,5 mg pipactiypivig.

|3.  KATAAOIOX EKAOXQN

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

2KAnpo KoydKlo

Koyéhn:

28 oKANpa KayaKio
30 oxAnpd Kayakio
56 oKAnpa Koydkio
60 cKANPA KonyaKiol
112 oxdnpd Konydkio

[epiéxnc:
200 oxAnpa KonyoKio

250 oxAnpa Konydikio

|5.  TPONOX KAI OAOX(OI) XOPHTHEHE

AwPdaote T0 @OALO 00T YLDV ¥PNIoNG TPV Al TN XPNOT.
Amo6 otopatog ypnon

6. EIAIKH ITPOEIAOIIOIHXH XYM ®PQNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IMPEMEI NA ®YAAXXETAI XE OEXZH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Noa puiacoetan o 0o, v omoia dev PAEmovv ko dgv mpoceyyilouy ta mandid.
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7. AAAH(EX) EIAIKH(EX) IPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)

Noa katamivovtonr oAdKANpa xwpig va BpvppatiCovrol 1 va avoiyovtol.

8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEY XYNOHKEY OYAAZHX

10. JAIAITEPEX ITIPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOINOIHOENTOQN ®APMAKEYTIKOQN MPOIONTOQN 'H TQN
YHOAEIMMATON ITOY TIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

KRKA, d.d., Novo mesto, Smarjeéka cesta 6, 8501 Novo mesto, XAofevia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

28 oxAnpd kayaxio: EU/1/09/525/014
30 oxAnpd xayaxio: EU/1/09/525/015
56 oxAnpd koydxio: EU/1/09/525/016
60 oxAnpd kaydxio: EU/1/09/525/017
112 oxdnpa koydxwo: EU/1/09/525/018
200 oxAnpd kaydxio: EU/1/09/525/049
250 orxdnpd kayaxwo: EU/1/09/525/019

13. APIOMOZX ITAPTIAAX

[Moprtida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

| 15. OAHTIEX XPHEHX

‘ 16. TIMAHPO®OPIEX XE BRAILLE

Nimvastid 4,5 mg (LOvo otV eTIKETA TOL EEMTEPIKOL KOVTLOV)
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17. MONAAIKOX ANATNOQPIETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A6d100TOTOG YPAUU®OTOS KK (2D) mov gpépet Tov TepAn@Bévta Lovadikd ovayvoploTikod KOOKO.

(L6vo otV ETIKETO TOL EEMTEPTIKOV KOVTIOV)

18. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO

PC
SN
NN

(LOvo otV ETIKETA TOV EEMTEPIKOD KOVTLOD)
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EAAXIEZTEX ENAEIZEIX MTOY IPEINEI NA ANATPAG®ONTAI ETIX X YEKEYAZIEY
KYYEAHZ (BLISTER) H ZTIX TAINIEX (STRIPS)

KYYEAH

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Nimvastid 4,5 mg cxAnpd Koydxio

paoctiypivny

‘ 2. ONOMA KATOXOY THX AAETAY KYKAO®OPIAX

KRKA

3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOX ITAPTIAAX

[oprtida

S. AAAA ETOIXEIA
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ENAEIZEIZ TITIOY ITPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAZXIA KAI
XTH XTOIXEIQAH XYXKEYAZXIA

EEQTEPIKO KOYTI I'TA XYZKEYAXIA KYYEAHX KAI IIEPIEKTH, KAI ETIKETA
INEPIEKTH

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nimvastid 6 mg oxAnpd KoydxKio

placTrypivn

| 2. TYNOEXH IE APAXTIKH(EX) OYEIA(EL)

Kd&Be xaydxio mepiéyel 0Evn tpuyikn piactiytivn mov 1coduvapel pe 6 mg prpactiytivig.

|3.  KATAAOIOX EKAOXQN

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

2KAnpo KoydKlo

Koyéhn:

28 oKANPE KayaKioL
30 oxAnpd Kayakio
56 oKAnpa Koydkio
60 cKANPA KonyaKiol
112 oxdnpd Konydkio

[epiéxng
200 oxAnpa KonyoKio

250 oxAnpa Konydikio

|5.  TPONOX KAI OAOX(OI) XOPHTHEHE

AwPBdaote T0 @OALO 00T YLDV ¥PNIoNG TPV amd TN YPNOT.
Amo6 otopatog ypnon

6. EIAIKH ITPOEIAONIOIHXH XYM ®PQNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION IMPEMEI NA ®YAAXXETAI XE OEXZH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Noa puidocoetan og B¢om, v omoia dev PAEmovv kan dgv mpoceyyilovv ta mondid.
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7. AAAH(EX) EIAIKH(EX) IPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)

Noa katamivovtonr oAdKANpa xwpig va BpvppatiCovrol 1 va avoiyovtol.

8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEY XYNOHKEY OYAAZHX

10. JAIAITEPEX ITIPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOINIOITHOENTOQN ®APMAKEYTIKQN IMIPOIONTQN 'H TQN
YHOAEIMMATON ITOY TIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

KRKA, d.d., Novo mesto, Smarjeéka cesta 6, 8501 Novo mesto, XAofevia

12. APIOMOX(OI) AAETAYX KYKAO®OPIAX

28 oxAnpd xayaxio: EU/1/09/525/020
30 oxAnpd xaydxioe: EU/1/09/525/021
56 oxkAnpd koydxio: EU/1/09/525/022
60 oxAnpd kaydxwo: EU/1/09/525/023
112 oxdnpa koydxio: EU/1/09/525/024
200 oxAnpd kaydxio: EU/1/09/525/050
250 oxinpa kawaxkio: EU/1/09/525/025

13. APIOMOZX ITAPTIAAX

[Moprtida

‘ 14. TENIKH KATATAEH I'TA TH AIAOEXH

| 15. OAHTIEE XPHEHE

‘ 16. TIMAHPO®OPIEX XE BRAILLE

Nimvastid 6 mg (LOVO TNV ETIKETO TOV EEMTEPIKOD KOVTLOD)
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17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIEAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A6d100T0TOG YPOUUOTOG KUK (2D) mov pépet Tov TeptAn@févta Lovadikd ovayvoploTiko KOOKO.

(L6vo otV ETIKETO TOL EEMTEPTIKOV KOVTIOV)

18. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO

PC
SN
NN

(Lovo oty eTIKETA TOL EEMTEPIKOL KOVTLOV)
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EAAXIEZTEX ENAEIZEIX TTIOY ITPEIEI NA ANATPA®ONTAI ITIE XYEKEYAXIEE
KYYEAHZ (BLISTER) H ZTIX TAINIEX (STRIPS)

KYYEAH

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Nimvastid 6 mg okAnpa KayaKio

paoctiypivny

‘ 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

KRKA

3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOX ITAPTIAAX

[oprtida

S. AAAA ETOIXEIA
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ENAEIZEIZ ITIOY ITPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAZXIA

EEQTEPIKO KOYTI

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nimvastid 1,5 mg diokio S0omepdLEVO GTO GTOLA

pactiypivny

| 2. TYNOEXH IE APAXTIKH(EX) OYEIA(EY)

Kd&Pe diokio doomelpdpevo oto otopa mepiéyel 6&vn TpLYIKN pactiypivn mov icodvvapel pe 1,5 mg
pactiypivne.

|3.  KATAAOI'OX EKAOXQN

[epiéyer emiong copPrroin (E420).
BAéme 10 pUALO 03NYIOV YPNONG Y10, TEPICCOTEPES TAT|POPOPIEC.

4. DOAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

A6K{0 S10GTEIPOUEVO GTO GTOU

14 x 1 610ki0 S1OCTEPOUEVO GTO GTOU
28 x 1 010Ki0 OLUCTELPOUEVO GTO GTOUA
30 x 1 d10Ki0 SLUGTEIPOUEVO GTO GTOLOL
56 x 1 d10Ki0 SLOOTEPOUEVO GTO GTOL
60 x 1 d10kio S10OTELPOEVO GTO GTOUA
112 x 1 diokio S106TEPOUEVO GTO GTOLNL

‘ 5. TPOIIOX KAT OAOX(OI) XOPHI'HEHX

AwPaote T0 @OALO 00T YLDV ¥PNONG TPV ald TN XPNOT).
Amd otOpTOC YpNoN

Mnyv akovpmdte ta diokio pe Bpeypéva xépia 10Tt avTd Pmopel va dStoAvbovv.

1. Kpatiote v tovio g Kowéng and v dkpn Kot xopiote Eva KOUUATL TG KOWEANS omd TV
VIOAOLTN Tovio, e EAAPPD GYICILO KOTA UKOG TNG dtdTpnong Yopm amd ovto,

2. AvoonK®GTE TNV GKPN TOL EAGGLOTOC KO OTOCTAGTE TO TEAEIWG,

3. Avomodoyvpiote 10 d10ki0 PHECH GTO XEPL GOG,

4, TomoBetfoTE TO B10KI0 TAVH GTN YADGGN GOG AUECHE LOALG TO AUPAPEGETE QO TN CLOKEVAGIAL.
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AA0GTE TO S10KI0 GTO GTOUA KOl KATATIEITE TO LE 1| XOPIg VEPD.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IPEINEI NA ®YAAXXETAI XE OEZH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXZEITIZOYN TA ITAIAIA

Noa purdocoetar o€ 0¢om, TV omoia dev PAETOVV Kot dgv TpoceYYilovv Ta Tad1d.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOIHEZH(EIZ), EAN EINAI ATAPAITHTH(EX)

| 8.  HMEPOMHNIA AHEHE

AHEH

9. EIAIKEX YYNOHKEYX ®YAAZHX

10. IAIAITEPEX TIPO®YAAEZEEIX I'lA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTOQN 'H TQN
YIHOAEIMMATON ITOY ITPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY. KYKAO®OPIAX

KRKA, d.d., Novo mesto, gmarjeéka cesta 6, 8501 Novo mesto, ZAlofevia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

14 x 1 dwokio dwaomepodpevo oto otopa: EU/1/09/525/026
28 x 1 dwokio dwaomepdrevo oto otoua: EU/1/09/525/027
30 x 1 dwokio dwnomelpdpevo oto atopa: EU/1/09/525/028
56 x 1 dwokio dwomelpodpevo oto otopa: EU/1/09/525/029
60 x 1 dwokio dracmelpopevo oto otopa: EU/1/09/525/030
112 x 1 dwokio dwacmepdpevo oto otopa: EU/1/09/525/031

13. APIOMOX ITAPTIAAX

[oprtida
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‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Nimvastid 1,5 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A6d106T0TOC YPOUU®TOS KOdKAS (2D) Tov pépet Tov mepn@BEvTa LOVAOTKO OVayVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO

PC
SN
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EAAXIEZTEX ENAEIZEIX MTOY IPEINEI NA ANATPAG®ONTAI ETIX X YEKEYAZIEY
KYYEAHZ (BLISTER) H ZTIX TAINIEX (STRIPS)

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nimvastid 1,5 mg diokio Stuomelpdpeva 6To GTOLA

pactiypivn

‘ 2. ONOMA KATOXOY THX AAETAY. KYKAO®OPIAX

KRKA

3. HMEPOMHNIA AHEHX

AHEH

4. APIOMOX ITAPTIAAX

[Moprtida

S. AAAA XTOIXEIA

1. Xyiote.
2. Amoondote and T GLGKELAGIA.
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ENAEIZEIZ ITIOY ITPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAZXIA

EEQTEPIKO KOYTI

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nimvastid 3 mg diokio Sl0oTEPOUEVD GTO GTOLO

pactiypivny

| 2. TYNOEXH IE APAXTIKH(EX) OYEIA(EY)

Kd&Be diokio dtoomelpdrevo 6to otopa TEPLEYEL OEIVT TPLYIKY pIacTiypivn Tov 1Iooduvapel pe 3 mg
pactiypivne.

|3.  KATAAOI'OX EKAOXQN

[epiéyer emiong copPrroin (E420).
BAéme 10 pUALO 0dNYIOV XPHONG Y10 TEPLGCOTEPES TANPOPOPIEC.

4. DOAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

A6K{0 S10GTEIPOUEVO GTO GTOU

28 x 1 d10kio SlooTEPOLEVO GTO GTOU
30 x 1 d1okio S10OTELPOEVO GTO GTOUA
56 x 1 d10Ki0 S1GTEIPOUEVO GTO GTOL
60 x 1 d10Ki0 S1GTEIPOUEVO GTO GTOL
112 x 1 diokio S10GmEPOEVO GTO GTOU

|5.  TPOMOX KAI OAOX(OI) XOPHTHEHE

AwBacte T0 GOALO 001 YLDV YPHONE TPV AmTd TN YPNOT).
Amo6 otopatog xpron

Mnyv akovpmdre ta diokia pe Ppeypréva xépta 010t avtd propet va dtoivBovv.

1. Kpatiote v towvio TG Kowéng amd v drpn Kot xopiote Eva KOUUATL TG KOYEANG omd TV
vroloumn tavia pe EAappd oxioo KoTd UiKog TG dtdTpnong Yopw amd avto,

2. AVOooK®GTE TNV GKPN TOL EAGGLOTOC KO OTOCTAGTE TO TEAEIMG,

3. Avomodoyvpiote 10 d10Ki0 PHECH GTO XEPL GOG,

4, TomoBetfotE TO d10KiI0 TAVM OTN YADOGGO GG AUECHS HOALG TO APOLPESETE OO TN CLOKEVAGIAL.
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AwAoTE T0 S10K10 GTO GTOLN Kol KATATIEITE TO LE 1 XOPig VEPO.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IMPOION IPEIEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

No euidooetar o€ 0éon, TV omoia dev PAETOVV Kat dev TpoceYyilovv Ta Tald1d.

‘ 7. AAAH(EX) EIAIKH(EYX) TIPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEY YYNOHKEYX OYAAEHX

10. JAIAITEPEX ITIPO®YAAZEIX I'TA THN AITIOPPI¥YH TQN MH
XPHZIMOINIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHHOAEIMMATON ITIOY TPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNZH KATOXOY THX AAEIAY KYKAO®OPIAX

KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, ZAoBevio

12. APIOMOZX(OI) AAETAYX KYKAO®OPIAX

28 x 1 d1okio daomelpopevo oto otopa: EU/1/09/525/032
30 x 1 dwokio draomepopevo oto otopa: EU/1/09/525/033
56 x 1 dwokio dacmelpopevo oto otopa: EU/1/09/525/034
60 x 1 diokio daomepodpevo ato otopa: EU/1/09/525/035
112 x 1 dwokio draomepdpuevo oto otopa: EU/1/09/525/036

13. APIOMOX ITAPTIAAX

[Moprtida
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‘ 14. TENIKH KATATAZH I'IA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

Nimvastid 3 mg

17. MONAAIKOX ANATNOQPIETIKOX KQAIKOX — ATISATALTATOX TPAMMQTOX
KQAIKAX (2D)

AGd100T0TOG YPOUUOTOG KMOUKAG (2D) mov gépet Tov TePIAN@BEVTa LOVAOTKO aVayVOPLOTIKO KOOIKO.

18. MONAAIKOZXZ ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO

PC
SN
NN
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EAAXIEZTEX ENAEIZEIX MTOY IPEINEI NA ANATPAG®ONTAI ETIX X YEKEYAZIEY
KYYEAHZ (BLISTER) H ZTIX TAINIEX (STRIPS)

KYYEAH

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Nimvastid 3 mg diokio S10CTEPOUEVH GTO GTOLO

paoctiypivny

‘ 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

KRKA

3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOX ITAPTIAAX

[oprtida

S. AAAA ETOIXEIA

1. Zylote.
2. Amoondote and T GLGKELOGIA.
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ENAEIZEIZ ITIOY ITPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAZXIA

EEQTEPIKO KOYTI

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nimvastid 4,5 mg diokia S10omEPOLLEVO OTO GTOLA

pactiypivny

| 2. TYNOEXH IE APAXTIKH(EX) OYEIA(EY)

Kd&Pe diokio doomelpdpevo oto otopa Tepiéyel 6&vN TPLYIKN pacTLypiv mov 1coduvapel pe 4,5 mg
pactiypivne.

|3.  KATAAOI'OX EKAOXQN

[epiéyer emiong copPrroin (E420).
BAéme 10 pUALO 0dNYIOV XPHONG Y10 TEPLGCOTEPES TANPOPOPIEC.

4. DOAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

A6K{0 S10GTEIPOUEVO GTO GTOU

28 x 1 d10kio SlooTEPOLEVO GTO GTOU
30 x 1 d1okio S10OTELPOEVO GTO GTOUA
56 x 1 d10Ki0 S1GTEIPOUEVO GTO GTOL
60 x 1 d10Ki0 S1GTEIPOUEVO GTO GTOL
112 x 1 diokio S10GmEPOEVO GTO GTOU

|5.  TPOMOX KAI OAOX(OI) XOPHTHEHE

AwBacte T0 @OALO 00T YLDV ¥PNONG TPV amd TN XPNOT).
Amo6 otopatog xpron

Mnyv akovpmdre ta diokia pe Ppeypréva xépta 010t avtd propet va dtoivBovv.

1. Kpatiote v towvio TG Kowéng amd v drpn Kot xopiote Eva KOUUATL TG KOYEANG omd TV
vrolounn tavia pe gElaepd oxicyLo KaTd PMKog g d1dtpnong Yop® and avto,

2. AVOooK®GTE TNV GKPN TOL EAGGLOTOC KO OTOCTAGTE TO TEAEIMG,

3. Avomodoyvpiote 10 d10Ki0 PHECH GTO XEPL GOG,

4, TomoBetfotE TO d10KiI0 TAVM OTN YADOGGO GG AUECHS HOALG TO APOLPESETE OO TN CLOKEVAGIAL.
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AADGTE TO S10KI0 GTO GTOWN KOl KATATIEITE TO UE 1) XOPIg VEPO.

6. EIAIKH ITPOEIAONIOIHXH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEINEI NA ®YAAXXETAI XE OEZH THN OIIOIA AEN BAEIIOYN KAI AEN
INPOXEITIZOYN TA ITAIATA

Noa purdcoetar o€ O¢on, TV omoia dev PAETOVV Kat Ogv TpoceYYi{ovv Ta a1

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOIHEZH(EIZ), EAN EINAI ATAPAITHTH(EX)

| 8.  HMEPOMHNIA AHEHE

AHEH

9. EIAIKEX YYNOHKEYX ®YAAZHX

10. IAIAITEPEX TIPO®YAAEZEEIX I'lA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTOQN 'H TQN
YIHOAEIMMATON ITOY TPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAETAY KYKAO®OPIAX

KRKA, d.d., Novo mesto, gmarjeéka cesta 6, 8501 Novo mesto, ZAlofevia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

28 x 1 diokio draomepopevo oto otopa: EU/1/09/525/037
30 x 1 dwokio draomepdpevo oto otopa: EU/1/09/525/038
56 x 1 diokio dnomelpodpevo oto otopa: EU/1/09/525/039
60 x 1 dwokio Swomelpodpevo oto otopa: EU/1/09/525/040
112 x 1 diokio daomelpdpevo oto otope: EU/1/09/525/041

13. APIOMOX ITAPTIAAX

[Moprtida
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‘ 14. TENIKH KATATAZEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. IIAHPO®OPIEX XE BRAILLE

Nimvastid 4,5 mg

17. MONAAIKOX ANATNOQPIETIKOX KQAIKOX — AISAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A16100T0T0G YPOUUOTOS KMOOWKAS (2D) Tov pépet Tov mepneBEvTa LOVOSTKO aVayVOPLOTIKO KOOIKO.

18. MONAAIKOZXZ ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO

PC
SN
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EAAXIEZTEX ENAEIZEIX MTOY IPEINEI NA ANATPAG®ONTAI ETIX X YEKEYAZIEY
KYYEAHZ (BLISTER) H ZTIX TAINIEX (STRIPS)

KYYEAH

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Nimvastid 4,5 mg diokia S106TEPOUEVO GTO GTOUA

paoctiypivny

‘ 2. ONOMA KATOXOY THX AAETAY KYKAO®OPIAX

KRKA

3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOX ITAPTIAAX

[oprtida

S. AAAA ETOIXEIA

1. Zylote.
2. Amoondote ond 11 GLCKEVAGIA.
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ENAEIZEIZ ITIOY ITPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAZXIA

EEQTEPIKO KOYTI

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nimvastid 6 mg diokio SLOCTEPOUEVO GTO GTOLO

pactiypivny

| 2. TYNOEXH IE APAXTIKH(EX) OYEIA(EY)

Kd&Pe diokio doomelpdpevo 6to 6ToUa TEPLEYEL OEWVN TPVYIKN PPOCTLYIVI TOV 1G0dVVOEL pe 6 mg
pactiypivne.

|3.  KATAAOI'OX EKAOXQN

[epiéyer emiong copPrroin (E420).
BAéme 10 pUALO 0dNYIOV XPHONG Y10 TEPLGCOTEPES TANPOPOPIEC.

4. DOAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

A6K{0 S10GTEIPOUEVO GTO GTOU

28 x 1 d10kio SlooTEPOLEVO GTO GTOU
30 x 1 d1okio S10OTELPOEVO GTO GTOUA
56 x 1 d10Ki0 S1GTEIPOUEVO GTO GTOL
60 x 1 d10Ki0 S1GTEIPOUEVO GTO GTOL
112 x 1 diokio S10GmEPOEVO GTO GTOU

| 5.  TPONOX KAI OAOX(OI) XOPHTHEHE

Awpdaote To OALO 0OMYIDV ¥p1oNG TPV amd TN YPNoN.
Amo6 otopatog xpron

Mnyv akovpmdre ta diokia pe Ppeypréva xépta 010t avtd propet va dtoivBovv.

1. Kpatiote v towvio TG Kowéng amd v drpn Kot xopiote Eva KOUUATL TG KOYEANG omd TV
vroloumn tavia pe gElappd oxicLo kaTd pKog g d1dtpnong Yop® ond avto,

2. AVOooK®GTE TNV GKPN TOL EAGGLOTOC KO OTOCTAGTE TO TEAEIMG,

3. Avomodoyvpiote 10 d10Ki0 PHECH GTO XEPL GOG,

4, TomoBetrote 10 d10Ki0 TAVM OTN YADGGN GG AUECHS HOALG TO APOPESETE OO TN CLOKEVAGIAL.
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AA0GTE TO S10KI0 GTO GTOUA KOl KATATIEITE TO LE 1| XOPIg VEPD.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IPEINEI NA ®YAAXXETAI XE OEZH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXZEITIZOYN TA ITAIAIA

Noa purdcoetar o€ 0éon, v omoia dev PAETOVVY ka1 Oev TpoceYYilovv Ta TA1d1d.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOIHEZH(EIZ), EAN EINAI ATAPAITHTH(EX)

| 8.  HMEPOMHNIA AHEHE

AHEH

9. EIAIKEX YYNOHKEYX ®YAAZHX

10. IAIAITEPEX TIPO®YAAEEIX I'lA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTOQN 'H TQN
YIHOAEIMMATON ITOY ITPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAETAY KYKAO®OPIAX

KRKA, d.d., Novo mesto, gmarjeéka cesta 6, 8501 Novo mesto, ZAlofevia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

28 x 1 diokio droomelpdpevo oto otopa: EU/1/09/525/042
30 x 1 dwokio draomepodpevo oto otopo: EU/1/09/525/043
56 x 1 diokio dnomelpodpevo oto otopa: EU/1/09/525/044
60 x 1 dwokio daomepopevo ato otopa: EU/1/09/525/045
112 x 1 dioxio doomepdpevo oto otopa: EU/1/09/525/046

13. APIOMOZX ITAPTIAAX

[Moprtida
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‘ 14. TENIKH KATATAZEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. IIAHPO®OPIEX XE BRAILLE

Nimvastid 6 mg

17. MONAAIKOX ANATNOQPIETIKOX KQAIKOX — AISAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A63100T0T0G YPARU®TOS KMOWKAS (2D) Tov @épet Tov mepn@OEvTa LOVASIKO 0VayVOPLOTIKO KOOIKO.

18. MONAAIKOZXZ ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO

PC
SN
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EAAXIEZTEX ENAEIZEIX MTOY IPEINEI NA ANATPAG®ONTAI ETIX X YEKEYAZIEY
KYYEAHZ (BLISTER) H ZTIX TAINIEX (STRIPS)

KYYEAH

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Nimvastid 6 mg diokio S1OCTEPOUEVH GTO GTOLO

paoctiypivny

‘ 2. ONOMA KATOXOY THX AAETAY KYKAO®OPIAX

KRKA

3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOX ITAPTIAAX

[oprtida

S. AAAA ETOIXEIA

1. Zylote.
2. Amoondote and T GLGKELOGIA.
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B. ’YAAO OAHT'TQN XPHYXHX
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®Orho ooNyOV ypionc: IIAnpogopics Yo Tov acOevi)

Nimvastid 1,5 mg oxinpé koydxia
Nimvastid 3 mg oxkinpd koydaxia
Nimvastid 4,5 mg oxinpd koydxio
Nimvastid 6 mg cxinpa koydaKLo

piactiypivn

Awfdote TPOGEKTIKG OAOKANPO TO VIO 00N VLAV YP1IONG TPV UPYICETE VO TAIPVETE AVTO TO

PaproKo, O10TL TEPLAAPPAVEL CNUAVTIKEG TANPOPOPIES VIO GOC.

- DordEte avTd TO EUALO 0dN YDV XpRoNs. Towg ypetactel va To dafdoete Eava.

- Edv éxete nepartépw amopieg, pwTHOTE TOV Y10TPO 1) TOV QUPUAKOTOLO GOGC.

- H ocvvtayn yio avtd to pdppoko yopnynnke amokAelotikd yio oag. Agv Tpémet vo SDCETE TO
PapuoKo 6€ AAAOVG. MTopei va, Tovg Tpokarécel BAGP, KO Kot OTOV TO, GUUTTOUNTO, TNG
ac0éveldg Tovg givan 0o pe Ta d1kd GoLG.

- Edv mapatnpnoete kdmoto avemBountr evEPYELD, EVILEPADOTE TOV YIATPO, TOV POPLOKOTOLO 1| TOV
VOGOKOLO Gac. AT 1oy0eL Kot Yo, kGOe Thov avemBountm evépyeta Tov dEV OVAPEPETOL GTO
TapoOv OAAO 0dNYLBV Ypriong. BAEre mopdypago 4.

Ty tepréyel To mapov @OALO 00N YIOV:

T eivo To Nimvastid kot wolo ivat 1) gp1iom Tov

T mpénet va yvopilete mpv mapete To Nimvastid

Iog va mapete To Nimvastid

[MBavég avemBOUNTEG eVEPYELES

Mo va puidocete To Nimvastid

[Tepreydpevo g cLoKEVAGING Kol AOITEC TANPOPOpPIES

SNk W=

1. T givar To Nimvastid kot woia givon n ypiion Tov
H dpacticy ovsia tov Nimvastid eivor n ptpactiypivn.

H piaoctiypivn avikel o€ puo opddo ovcidv mov ovopdaloviot avasToAElS TG YoAMvesTEPAOTS. X
acBeveic pe avola Alzheimer 1 avola mov oyetileton pe T voco tov Parkinson, cuykekpiéva vevpikd
KOTTOPO TOV EYKEPAAOD VEKPOVOVTAL, UE OMOTELEGUA TO YOUNAL EMimeda TG VELPOSLOPIPOCTIKNAG OVGING
AKETVAOYOAIVT (L1 0VGio 1] 07010 EMLTPETEL GTA VELPIKA KOTTOPA VO ETKOWVOVOVV peta&d tovg). H
pactiypivn Aertovpyet avaoctédlovtag to Eviupa To omoia S106ToOVV TIV OKETVAOYOAIV:
aKETVAOYOAVEGTEPGOT-KO BOVTVUPLAYOAVEGTEPAOT]. ME TNV AVOGTOAN QUTAV TV EVELU®V, TO
Nimvastid emitpénetl v avEnomn Tov ETMES®V TG AKETVAOYOAIVNG 0TOV YKEPUAO, BonbdvTag oTnv
HelmoN TOV CUUTTOUATOV TNG VOoov Tov Alzheimer kai tng dvolag mov oyetileTal pe T vOG0 Tov
Parkinson.

To Nimvastid ypnoyomoteitot yio tnv Ogpaneio evniikov acBevov pe Nrio £og petpimg cofapr dvoto
Alzheimer, pog TpoodevTIKNG EYKEQOAKNG dlaTapoyng 1 omoio emnpedlel GTASIOKE T VU, TN
SLVONTIKT IKAVOTNTO Kot TN SLUTEPLPOPE. Ta Kaydkio Kot To SIUCTEPOLEVO GTO GTOUA d10Kia LTOopovV
emiong va ypnotporomBovv yuo tn Bepameio TG dvolag o eviidikes acbeveig pe ) voco tov Parkinson.
2. Tvrpéner vo. yvopilete pv mapete To Nimvastid

Mnyv ntépete To Nimvastid
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- o€ mepintwon oAiepyiog ot pipactiypivn (to dpactikd cuototikd Tov Nimvastid) 1§ og
0TO10NTTOTE AALO OO TG GLOTOTIKA AVTOV TOV PAPUAKOV (CVOPEPOVTUL GTIV TOPAYPAPO 6).

- o€ TEPIMTOOT AAAEPYIKNG avTidpaonc 1 omoio, eEamAdvetal TEPa omd T0 HEYEDOC TOV EUTAAGTPOV,
0€ TEPIMTOOT O EVTOVNG TOTIKNG avTidpaonS (6nwg GAVKTAIVES, dEPUATIKT PAEYLOVI 1) OTTOlaL
av&avetal, oldNe) Kol G€ TEPITTWOT TOL deV VIAPYEL PeEATiOON EvTOG 48 WPDV HETE TNV apaipeon
TOV EUTALGTPOV.

Edv avto 1oyvet yio €60¢, EVNUEPDOTE TOV Y10TpO GOG Ko Unv tdpete to Nimvastid.

Ipocidomomoeis Ko TPoPLAGEELS

AmevBuvbeite otov yoTpd cag mpv mhpete to Nimvastid:

- eav gogic €yete N eiyate wOTE oL Kopdlok” TaONon 6T aKovVOVIGTOVG 1 0pyoDS Kopdtakos
TaAoVG, Topdtacn Tov QTc, éva owoyeviakd 16topikd Tapdtaong tov QTc, Kotk tayvKopdia
Stknv punidiov, N v €xete YapnAo enimedo KaAiov 1 poyvnoiov 6to aipa.

- €av gogic £xete N eiyate moTé gvepyd EAKOG GTOUAYOV.

- eav eogic €xete N eiyate moté SuoKoAieg otV ovPMON.

- e eogic £xete N elyote MOTE EMANTTIKOVG OTOGHLOVG.

- €av gocgic £xete N giyate moté doBua 1 cofapn TaBNo™ TOV AVATVELGTIKOD.

- €av eogic £xete N elyate TOTE SLOTOPAYUEVT VEPPIKT] AELTOVPYIOL.

- e eogic £xete N elyate TOTE SOTOPAYUEVN NTOTIKT AELTOVPYIOL.

- €6V VTOPEPETE OO TPELOVAO.

- €av €yete Yo uMAd coOUATIKO BAPOC.

- €0V OVTYHETOTICETE YAGTPEVIEPIKEG OVTIOPAGELS OTg aictnua adabeciog (vavtia), adiabdecio
(épetog ko d1dppota. Mropei va mapovoilaoctel apuddtwon (ATOAEL TOAADY VYPDOV) €6V
mapoteTodel 0 EUETOG KO 1) SLappota.

Edv kdmoto amd ta o tave 1oy0eL Yo €646, 0 YI0TPOG 060G Oa TPEMEL Vo 60,6 TOPAKOAOVOEL TTIO GTEVA Y10l

060 didotnpa o TaipveTe 0VTO TO PAPLLOKO.

Edv dev mpate 1o Nimvastid yio mepiocdtepeg amd Tpeig NUEPES, LNV TAPETE TNV ETOUEVT] 0OGT HEYPL VO
LIAGETE LIE TOV YI0TPO GOGC.

Moora ko Epnpor
Agv vapyel oxetikn ypnon tov Nimvastid otov mtoudiotpikd mAnbovopd yio m Bepomeio Tng voGov 10V
Alzheimer.

Adlha @appoxa kor Nimvastid
Evnuepmote tov yiotpd 1 Tov Qoprokorold cog 0V ToIPVETE, EYETE TPOCPOATA TAPEL 1] UTOPEL VoL TAPETE
A0 QAPLLOKOL.

To Nimvastid dev Tpémel va xopnyeiTol TALTOYPOVA LLE GAAL PAPLOKO, LLE TOPOUOLO dPAGCT] LLE TO
Nimvastid. To Nimvastid evdéyeton va mapepfaivel oto avtiyoMvepykd eapLoka (QOpLOKa TOV
YPTCUYLOTOLOVVTOL Y10, TV OVOKOV(PLOT] TMV CTAGHMV 1] TOV KOAMKOEW®OV AAYDY TOV GTOLAYOV, Y10, TV
Oepaneio TG vosov Tov Parkinson 1 yio mpoAnyn ¢ voutiog Tov ToSidtotov).

To Nimvastid dev Tpémet vo xopnyeital TaVTOYPOVA LLE TH LETOKAOTPOLLION (£va @APLOKO TOV
YPTOLOTOLEITAL Y10 TV AVOKOV(IoT 1 TNV TPOANYT TG VAVTIOG Kot ToL gpéTov). H tantdypovn
¥OPNYNON T®V SV0 POPLAK®OV HITOPEL VO TPOKAAEGEL TPOPANUOATA OTTMG SVCKAUTTO GKPOL KO TPELOVAO
oTO XEPLOL.

Av TTpOKELTAL VO KAVETE €YYeipMon evd maipvete Nimvastid, eviUepDOTE TOV Y1OTPO GOG TPV GOG

yopnynOet avarsOnoio yioti to Nimvastid prmopei vo emSEWVMOGEL TO ATOTEAEGLOTO LLEPIKDV
LLOYOAOPOTIKOV KOTA TNV dtdpKelo TG avorsOnciog.
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Yuviotdton Tpocsoyn 6tav to Nimvastid yopnyeiton tavtdypova pe Prto amokAelotés (eappake 6Tmg n
aTEVOAOAN TTOL YpnoiomolovvTot Yo T Oepaneio TG vaéptaong, otndayyn Kot GALEG Kapdlokég
nanoelc). H tavtodyxpovn yoprynomn tov 600 eopudkmv uropel va Tpokarécel TpofAnpata. OTmg
emPpadvuveon Tov Kapdiakol Todpod (Bpadvkapdic) odnymvrag o Mmobvpia | andAelo GVVEIONONG.

Yuviotdton Tpocsoyn Otav to Nimvastid yopnyeiton tovtdypova pe GAAL GAPULOKO TOV UTOPEL VoL
EMNPEACOVY TOV KOPOlokd 6ag puiud 1 o NAektpikd cHotue TG Kopdldg cog (tapdtacn tov QT).

Kinon, Onkoopoc kot yovipdtnro
Edwv giote éykvog 1 Onhalete, vopilete 6TL pmopel va giote £yKvog 1 6YE014LETE VO ATOKTNGETE O,
{ntote ™ cVUPOVAR TOV YLOTPOV 1 TOL POPLOKOTOLOD GOG TPV TAPETE OLTO TO PAPLAKO.

Edwv elote éykvog, ta opéAn and v xpron tov Nimvastid Oa npénel va a&ohoynbovv oe oyxéon pe v
mBavn dpdon oto ayévvnro Toudi oag. To Nimvastid dev TpEmel va ¥pNGIUOTOLEITOL KOTA TN S1GPKELN TG
KUNONG €KTOC €4V fvat cap®g amapaitnTo.

Agv mpémet vo InAalete katd ™ didpkela g Oepameiog pe To Nimvastid.

0dnfynon Ko gepopég pnyovypdrov

O ywtpog cag Ba cag evnuep®daoet edv n TABNoM cog, cag emTpénet vo, odnyeite 1| va xepileote
punyovipoto pe aoeiaieta. To Nimvastid propet va mpokarésetl {GAn kot vivniio Kupimg oto exivia
g aywyng N 0tav avédveton n 86om. Edv arcbavOeite {dAn 1 vevnio, pnv odnynoete, yeipioteite
LNYOVALLOTOL 1] KAVETE 0TTO1001ToTE GAAN dpaoTnpldTNTa 1) OTTOi0 ATALTEL TV TPOGOYT| GOC.

3. og va wapete To Nimvastid

[Tavtote va ¥pNGIUOTOLEITE TO PAPIOAKO QVTO AVGTNPA COUPOVA LE TIG 00NYiEG TOV YiaTpo¥ cag. Edv
€xete AUPIPOAIEG, pPOTNOTE TOV YLOTPO, TOV GAPUAKOTOL 1) TOV VOGOKOLO GO,

og va Eexivijoete TV Ogpamnsio

O ywtpog cag Ba cag cvotioet ) 66on Nimvastid Tov Oa mapeTe.

- H Bepancio cuvnBwg apyilet pe po xopnin do6om.

- O ywtpog cag B avénoet otadokd T d00N oG, AVALOYQ LE TV AVTOTOKPIOT] GOG OTNV Oy®YN.
- H vymAodtepn d6om mov umopei va dobel ivar 6,0 mg 500 popéc v nuépa.

O ywtpog cag Oo eELEYYEL TAKTIKA €AV TO PApLaKO Agttovpyel Yo €5dG. O yaTpds cag Ba eAéyyet emiong
70 BApoc G0G KoTh TN StdpKeLo ToL Bl TOIPVETE AVTO TO PAPLLOKO.

Edwv dev mpate 1o Nimvastid yio mepiocotepeg amd Tpelg NUEPES, LNV TAPETE TNV ETOUEVT 00N HEYPL VO
LIANGETE LE TOV YUTPO GO

ANyn avToY TOL PUPPEKOV

- Evnpepaote to dropo mov cag ppovtilel 6t maipvere Nimvastid.

- IMoa va deite @EELELD TPETEL VO, TOIPVETE TO PAPHOKO GG KADE PéEPQL.

- [Tapte to Nimvastid d00 @opég v nuépa 0 mTpmi kot to Ppddv, pe 10 Paynto.
- Kotoanivere o Koyt ohdkAnpa pe éva vypo.

- Mnyv avolyete 1 Sl0omdTE TO KOWAKLL.

Eav napete peyordtepn 06on Nimvastid oo Tnv Kavoviki

Av Kot AMaBog mpate peyahdTePN dOGN GO QTH OV EXPETE, EVILEPADOTE TOV Y1TPO cag. Mrmopel va
amortn el 1Tpikn epovtida. X puepikoc avBpmdmove Tov Katd AdBog Tpav moAD peydin tocdtTTo
Nimvastid TapatnpnOnke aicOnuo adabesiog (vavtio), adiabdecio (EHeTog), didppota, VYNAN opTNPLOKY
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wieon ko TopotcOnoeis. IliBavov emiong va Topovctlootel apyds kopdiokog Talpodg Kot Aumoboptio.

Eav Eeyboete vo mapete To Nimvastid
Av Egydoate va Tapete o 060, TEPLUEVETE KoL TApTE TNV €mOpevVn 06om Nimvastid ot cvvnbiopévn
opa. Mnv mépete dSutAn d60N Y10 VO, AVOTANPOGETE T 600T oV Eeydoarte.

Edv éxete meprocotepeg EPOTAGEIS GYETIKA LE T XPTOT QVTOV TOV TPOIGVTOG, POTNGTE TOV YOTPA 1) TOV
(POPLOKOTOLO GUG.

4. MOavég avemOOuNTES EVEPYELEG

Onwg 6ho Ta phppoKa, £T61 Kot ovTd T0 PAPLOKO pUmopel vo TpokaAésel avemBOUNTEG EVEPYELES, OV KO
dev mopovstaloviol 6e OAOVG TOVS aVOPMOTOLC.

Evdeyopévmg va gppavicete mapevipyeleg mo cuyva 6tav EeKvate To pdappako 1 étav 1 66on avEnbdet.
YuvnBmg, o1 mapevépyeteg Ba eacbevicovv oTadlokd Kabmg o opyaviopog cag Ha cuvnbilel 6to
pappoKo.

oAb ovyvég (nmopei va ennpeacovy weprocdtepa and 1 ota 10 dropa)

- AioOnpa Cong

- Andrero 6peéng

- [IpopApata 610 otopdyt 6nmg aicOnua adabesiog (vavtio) 1| adabesio (petoc), Sidppoia

Yuyvég (umopel va emnpedoovy £m¢ kot 1 ota 10 dropa)
- Ayxog

- Eopidpwon

- IMovoképaiog

- AtioOnua kaboov

- Andrera Bépovg

- [T6vog oto cTopudyt

- AioOnuo avnovyiog

- AtioOnpo kovpaong N advvapiog
- I'evikd aicOnua adabeciog

- Tpépovio 1 aicOnpo obyyvong
- Mewopévn 6peén

- E@idAteg

Oy ovyvég (umopet va, ennpedcovy mg kot 1 ota 100 dtopor)
- Katdbiwym

- Avokolio otov V1TV

- AwwoBopia 1 Tuyaio TTOON

- Metafolég 610 TOGO KAAG AELTOVPYEL TO NTOP GOG

Yravieg (umopel va emnpedoovv €mg kot 1 ota 1.000 dropo)
- [T6vog o0 otfog

- E&GvOnpa, payovpa

- Kpioeig (omacpoi)

- "EAkn 670 oTONAYNL | GTO £VTEPO GOG

oAb omavieg (umopet va ennpedoovy Emg kot 1 ota 10.000 dropior)
- YynAn aptnploky wieon

- Aolpmén Tov ovpoToNTIKOH
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- BA\émete mpaypata mov dev vmapyovv (Yevdacnoeig)

- [IpoPApata pe Tov Kapdakd puBud dnwg ypnyopos 1 apyds kapdokds puipog

- Awoppayio 010 £vtepo — epeaviletol og aipo oTo KOTPAVA 1| GTOV EETO

- DAeypovi ToV TAYKPEATOG — TO GUUTTMUOTO CUUTEPIAUUPAVOVY SPIUD TOVO GTO AVADTEPO LEPOG
TOV GTOUAYOV, LYV He aicOnua adabeciog (vavtio) 1| adabesia (€peto)

- Emdeivoon tov copntopdtov g vocov tov Parkinson 1 pedavion Topopoi@v COUTTOUATOV —
OT®G LVTKN akopyio, SVUGKOMO OTNV EKTEAECT] KIVIGEWDV

Mn YVOOTHS ovyvoTNTaCS (1) GLYVOTNTA dev pmopet va ektiunOet pe Pdon Ta drbéoia dedopéva)
"Evtovn adwbecia (§petog) mov pumopel va 0dnynoetl oe pnén Tov COAVE TOV EVAOVEL TO GTOUO GOG
L€ TO OTOLAYL GOG (0150PAYOC)

- A@uddtmon (amdAE TOAADV VYPOV)

- Hratucég drarapoyés (kitpivo d€pLa, KITPIVIGO TOV AEVKOV TOV LOTLOV, U1 LUGIOA0YIKO 6KOVPO
YPOUO 00peV 1 aveENyNTr vouTio, EUETOG, KOTMGN Kol OTMOAELN OPEENQ)

- EmBeticomto, aicOnpa veupikdtntog

- AKavOvioTog Kopdlakdg puOpdc

- Sovdpopo ITiCag (U katdoTaoT Tov TEPILOUPBAVEL AKOVGLOL GVOTOAN TOV LUV LE AVOLOAT
KON TOL CAOUATOG KOL TOV KEPAALOD TPOG T1| [io, TAELPEL)

AoOeveic pe dvowa kon véoo tov Parkinson
Avtoi o1 aoBeveig epepaviovv pepikéc avembounteg evépyeteg mo ovyvd. Epgavifovv emiong pepikég
emmpocheteg avembounteg evépyetec:

oAb ovyvég (umopel va emnpedoovy mepiocdtepa and 1 ota 10 dropa)
- Tpépovio

- Awmobopia

- Toyaio ttdon

Yoyvég (umopel va emnpedoovy £m¢ kot 1 ota 10 dropo)

- AloOnpa veupkotnTog

- Apydc kot ypryopog kapdlokdc pubpog

- Avckolio 6Tov H7TVo

- [Tépo Told chdio Kal apLvddT®moN

- Acvvifiota apyéc 1| Kiviioglg mov dev Umopeite va eAEyEete

- Emdeivoon tov cupntopdtov e vooov tov Parkinson 1} epoavion mopopolmy GCOUTTOUATOY —
OTt®G PVTKN akopyio, SVGKOMO GTNV EKTELECT] KIVI|GEWMY KOl LUTKN adLVOLio

Oy ovyvég (umopel va enmpedoovy €o¢ kat 1 ota 100 dtopa)
- AKOVOVIOTOG KOPOOKOG TAAUOG KOl YOUNAOG EAEYXOG KIVI|GEDV

Mn yvootiig ovyvotnTag (1 cvyvotta dev pmopel va extyun el pe Paon ta dtebéotpa dedopuévar)
- Yovdpopo IMiCag (Lo katdoTaon Tov TEPMaUPEVEL 0KOVOI0 GUGTOAT TOV HVAOV IE AVOLOAT
KON TOL CAOUATOG KOL TOV KEPAALOD TPOG T1| [iol TAELPEL)

Adrgg avemBOuNTES EVEPYELES TTOV £Y0VV TOPATNPNOEL HE TO drLadEPUIKO EpTracTpo pLiacTiypivig
KO 01 0TT0LEG NTOPEL VO, ERPAVICTOVV PUE TO. GKAN PO KOYIKLOL:

Xoyvég (Lmopel va emnpedoovy £o¢ kan 1 ota 10 dropo)

- [MTupetog

- ZoPapr cdyyvon

- Axpareia 00pav (aduvapio KATOKPATNOTG ETAPKOVG TOGHTNTAS OVPWOV)

Oy ovyvég (Lmopet va emmpedoovy €mg kal 1 ota 100 drtopio)
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- Yreprkivntikotnta (Vynid enineda Kivnong, avnouyio)

Mn yvootiig ovyvotnTag (1 cuyvotnTo dev pmopet vo, ektiun0el pe Paon ta dtabéoipa dedopuéva)

- Allepyikn avtidpaon 6To GNUEI0 EQPOPLOYNG TOV EUTAGCTPOV, OTWS PAVKTOIVEG 1] PAEYLOV TOVL
dépLOTOG

Edv mapovoidoete kKamowa and autég Tig avemBOUNTEG EVEPYELES, EVIILEPNDOTE TO YTPO GOg YTl mOavOv

Vo ypeloTeite wTpkn fondeta.

Ava@opd avem@OunTv gvepyeLav

Edv mapotnpnoete kdmotlo avemiount eVEPYELQ, EVILEPMDGTE TOV YIOTPO, TOV PAPULOKOTOL0 ) TOV
VOGOKOWO Goc. Avtd 1oyDel Kat Yo kKibe mhov avemBounTn EvEPYELO TTOV JEV OVOPEPETUL GTO TAPOV
@OAAO 0ONYIBV Yprong. Mropeite emiong va avagépete avembounteg evépyeteg amevbeiog, LEG® TOL
€0vikov GLGTNUATOG AVaPOPAS oV ovaypapeTal 6to [lapdptnua V. Méco g avapopds avemtdountomv
EVEPYELDV UTTOPEITE VO foNONCETE GTN GLALOYN TEPLGGOTEPOV TANPOPOPLDV GYETIKG LLE TNV ACOAAELD, TOV
TOPOVTOS PUPLLAKOV.

5. g vo. puidoocete To Nimvastid
To @dappako avtd Tpémel vo LALGGETOL € LEPT OV OgV TO PAEROLV Kot dgv TO POEVOLV T TOdLA.

Noa pun xpnoLonoleite avtd 10 EAPLOKO HETA TNV NUEPOUNVIC ANENG TOV AVOPEPETUL GTO KOVTL KOl OTNV
Koyéln (blister) petd to EXP. H nuepopunvia Aéng etvon ) tedevtaio npUépa ToOv Uval oV ovopEPETaL.
exel.

To @dppako avtd dev amartel Wwaitepeg cuvONKeg GOAAENC.

Mnyv metdte QApUOKE 6TO VEPO TNG ATOXETEVOTG 1] OTA OWKlOK( amoppippata. Potiote tov oppokorold
00G YlOL TO TAG VO TETAEETE TO, PAPLLOKE, TOL dEV ¥pnoiponoteite ma. Avtd ta pétpa Oa fondncovy oty
TPOOTOCI0 TOL TEPIPALAOVTOG.

6. Iepreyopevo g GVOKEVAGING KU AOUTES TANPOPOPIES
T egpréyer to Nimvastid

- H dpaoctikn ovsia etvar 1 pipoactiypivn pe ) Hoper Tov 6EVoL TpUYIKoL GANTOG.
- Kabe xoydxio mepiéyet 6Evn tpuyikn practiypivy mov icodvvapei pe 1,5 mg, 3 mg, 4,5 mgn
6 mg pipaoctiypivng.

- Ta dAAa cuotatikd Tov Koyokiov Nimvastid 1,5 mg eivon pukpokpuotailiky Kuttapivn,
VIPOUEALOLN, AVOPO KOALOEIGEC TTVPITIO, GTEATIKO LLOYVI|GLO GTO TTEPLEYOLEVO TOV KAWYOKIOV, KoL
d1o&eidro tov tiraviov (E171), kitpvo o&eidro tov adnpov (E172) kan {edativn 610 mepifAnpa tov
Koyokiov.

- Ta dAla cvotatikd Tov Koyakiov Nimvastid 3 mg, 4,5 mg kot 6 mg givol KPOKPLGTUAAKN
KUTTAPIV), VITPOUEALOLN, AVUIPO KOALOEIDEG TTVPITIO, OTEUTIKO LYV OO GTO TEPLEYOLEVO TOV
Kayakiov, kot d1o&eido tov titaviov (E171), kitpivo o&gidio tov aidnpov (E172), epubpd oEeidio
tov cwnpov (E172) xor {ehativn oto mepifAnpa tov kayokiov.

Ep@dvion tov Nimvastid kon wepieyopevo g cv6KeLOGIOG

ZKANpd kaydkio Nimvastid 1,5 mg, ta onoia weptéyovv AEVKN £0G VTOAELKN OKOVT|, £XOLV KITPIVO
KOADULOL KO KITPIVO GO,
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YrAnpd koydxkio Nimvastid 3 mg, To omoio TepIEyovy AeVKN mG LTOAELKT) GKOVY, £X0VV TOPTOKOA
KOAVULOL KO TTOPTOKOAL GOLLOL.

Yinpd koyaxkio Nimvastid 4,5 mg, ta omoia Tepéyovv AEVKT| £0C VITOAEVKT OKOVT|, EXOVV KOPE
KOAVULOL KO KOPE CAOLLOL.

ZrAnpd koyakio Nimvastid 6 mg, ta omoio TepLEYovV AeVKN £MG VIOAEVKT GKOVY, EYOVV KOPE KAAVLLLLOL
KOl TOPTOKOAL CAOLLAL.

Yvokevacio koyéine (PVC/PVDC/Al-foil): diabéoyeg og koutid tov 14 (uovo yuo to 1,5 mg), 28, 30, 56,
60 1 112 oxdinpov kayokiov.
[epiéxtng and HDPE: d100éc1a koutid mov mepiéyovv 200 1 250 oxAnpd koydicia.

Mmopei va unv kKuklo@opoiv OAEC 01 GLGKEVAGIES.

Karoyog adsrac kukroopiog ko mapaywyodg
KRKA, d.d, Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, X oBevia

Mo omoladnmote TANPOPOPIO GYETIKA LE TO TOPOV PAPUOKEVLTIKO TPOidV, Tapakareiche va anevBuvheite
GTOV TOTKO avTITPOGMOTO TOL KATOYOL TNG AOE0G KUKAOPOPTaS.

Belgié/Belgique/Belgien Lietuva

KRKA Belgium, SA. UAB KRKA Lietuva

Tél/Tel: +32 (0) 487 50 73 62 Tel: + 370 5236 27 40
Bbarapus Luxembourg/Luxemburg
KPKA Bbwirapus EOO/] KRKA Belgium, SA.

Temn.: + 359 (02) 962 34 50 Tél/Tel: +32 (0) 487 50 73 62 (BE)
Ceska republika Magyarorszag

KRKA CR, s.r.o. KRKA Magyarorszag Kereskedelmi Kft.
Tel: + 420 (0) 221 115 150 Tel.: +36 (1) 355 8490
Danmark Malta

KRKA Sverige AB E.J. Busuttil Ltd.

TIf.: + 46 (0)8 643 67 66 (SE) Tel: +356 21 445 885
Deutschland Nederland

TAD Pharma GmbH KRKA Belgium, SA.

Tel: + 49 (0) 4721 606-0 Tel: +32 (0) 487 50 73 62 (BE)
Eesti Norge

KRKA, d.d., Novo mesto Eesti filiaal KRKA Sverige AB

Tel: + 372 (0) 6 671 658 TIf: + 46 (0)8 643 67 66 (SE)
E\rada Osterreich

KRKA EAAAX EIIE KRKA Pharma GmbH, Wien
TnA: + 302100101613 Tel: +43 (0)1 66 24 300
Espaiia Polska

KRKA Farmacéutica, S.L. KRKA-POLSKA Sp. z o0.0.
Tel: + 34911 61 03 80 Tel.: + 48 (0)22 573 7500
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France
KRKA France Eurl
Tél: + 33 (0)1 57 40 82 25

Hrvatska
KRKA - FARMA d.o.o.
Tel: + 38516312 101

Ireland
KRKA Pharma Dublin, Ltd.
Tel: + 3531413 3710

Island
LYFIS ehf.
Simi: + 354 534 3500

Italia
KRKA Farmaceutici Milano S.r.l.
Tel: + 39 02 3300 8841

Kvnpog
KI.PA. (PHARMACAL) LIMITED
TnA: +357 24 651 882

Latvija
KRKA Latvija SIA
Tel: +371 6 733 86 10

To mwapov @vrro 0dNYLOV Yp11o1S avaBepOnKke YU

Portugal
KRKA Farmacéutica, Sociedade Unipessoal Lda.
Tel: + 351 (0)21 46 43 650

Romania
KRKA Romania S.R.L., Bucharest
Tel: +4 021 310 66 05

Slovenija
KRKA, d.d., Novo mesto
Tel: + 386 (0) 147 51 100

Slovenska republika
KRKA Slovensko, s.r.o.,
Tel: +421 (0) 2 571 04 501

Suomi/Finland
KRKA Finland Oy
Puh/Tel: +358 20 754 5330

Sverige
KRKA Sverige AB
Tel: + 46 (0)8 643 67 66 (SE)

o televTaio POpa 6TIg

Aentopepeic MANPOPOPIES Yo TO PAPHAKO 0VTO givar Stabéaieg 610 dikTvakd TOTo ToL Evpmmaiko

Opyoaviouov Goppdakov https://www.ema.europa.cu.
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®OrAo odNYIOV ypiong: IIAnpogopics y1a Tov a60evi)

Nimvastid 1,5 mg d1okia o106TEPONEVE. GTO OTORA
Nimvastid 3 mg oi6kia droonEPOpEVE 6TO OTONA
Nimvastid 4,5 mg 1okia OL0GTELPONEVE GTO GTONA.
Nimvastid 6 mg diokia draomEPONEVE GTO GTORA

piactiypivn

Awfdote TPOGEKTIKG OAOKANPO TO VA0 0ONYLAOV YPNONGS TTPLV OPYICETE VU TAIPVETE AVTO TO

PaproKo, O10TL TEPLAAPPAVEL CNUAVTIKEG TANPOPOPIES VIO GOC.

- DordEte avTd TO EUALO 0N YDV YpNoNs. Towg ypeaotel vo To dafdoete Eava.

- Edv &yete nepartépw amopieg, poTHOTE TOV YI0TPO 1) TOV QUPUAKOTOLO GOGC.

- H ocvvtayn yio avtd to pdppoko yopnynnke amokAelotikd yio oag. Agv Tpénet vo SDCETE TO
PapuoKo 6€ AAAOVG. MTopei va, Tovg Tpokarésel PAGPT, KO Kot OTOV TO, GUUTTOUNTO. TNG
ac0éveldg Tovg givan id1a e Ta d1kd GoG.

- Edv mapatnpnoete kdmola ovemBountr evEPyeLn, EVILEPDOTE TOV Y1ATPO, TOV QOPHOKOTOLO 1| TOV
VOGOKOLO GOc. AT 1oy 0eL Kot Yo, KGOe Thov avemBount evépyeta. Tov SEV OVAPEPETOL GTO
TapoOv OAAO 0dNYLBV Ypriong. BAEre mopdypago 4.

Ty epréyel to mapov gOALO 00N YIOV

T eivo To Nimvastid ko woto €ivon 1) 4p1omn Tov

T mpénet va yvopilete mpv mapete To Nimvastid

Iog va mapete To Nimvastid

[MBavég avemBOUNTEG EVEPYELES

Mo va puidocete To Nimvastid

[epreydpevo ™G cLOKEVAGING KO AOITEG TANPOPOPIES

SNk W=

1. T givar o Nimvastid kot woia givon n ypiion tov
H dpactiky ovsia tov Nimvastid eivor n ptpactiypivn.

H piaoctiypivn avikel o€ puo opddo ovcidv mov ovopdaloviol avasToAElS TG YoAMvesTEPAOTS. X
acBeveic pe avola Alzheimer 1 Gvola mov oyetileton pe T voco tov Parkinson, cuykekpiuéva vevpikd
KOTTAPO, TOV EYKEPAAOV VEKPOVOVTAL, UE OTOTEAECUO TO YOUNAG EMimeda TN VELPOSLOPIPUCTIKNG OVLGING
KETVAOYOAIVT (L1 0VGio 1] OTTOT0L EMLTPETEL GTA VELPIKA KOTTOPA VO EXKOVEOVOUV peTa&d tovg). H
pactiypivn Aertovpyet avactéAlovtag to Eviupa To omoio S106ToVV TV OKETVAOYOAIV:
AKETVAOYOAVEGTEPGOT-KO BOVTVUPLAYOAVEGTEPAOT|. ME TNV AVOGTOAN QUTAV TV EVELL®V, TO
Nimvastid emitpénetl TV avENcT TOV EMTEIOV TG AKETVAOYOAIVNG 0TOV EYKEPOLO, Bonbdvtag otnv
pelmon TOV CUUTTOUATOV TNG VOoov Tov Alzheimer kai tng dvotag mov oyetileTan pe T vOG0 Tov
Parkinson.

To Nimvastid ypnoyomoteitot yio tnv Oegpamneio evniikov acBevov pe Nrio £og petpimg cofapr dvoto
Alzheimer, pog TpoodevTIKNG EYKEQOAKNG dlaTapoyng 1 omoio emnpedlel GTASIOKA T LV, TN

Stovon Ky avoTnTa Kot Tr cupmeptpopd. Ta kaydkia kot to SIoTEPOLEVO 6TO GTOUA d1oKia LTOopovV
emiong va ypnoomombovv yia tn Bepaneio e dvolog oe eVAKEG aoBeveic e tn voco Tov Parkinson.
2. Tvnpéner vo. yvopilete Tpv mapete To Nimvastid

Mnyv ntépete To Nimvastid
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- o€ mepintwon oAiepyiog ot pipactiypivn (to dpactikd cuototikd Tov Nimvastid) 1§ og
0TO10NTOTE AALO OO TG GLOTOTIKA AVTOV TOV PAPUAKOL (CVAPEPOVTL GTNV TOPAYPAPO 6).

- o€ TEPIMTOOT AAAEPYIKNG avTidpaonc 1 onoia eamAdveral Tépa. and To péyebog Tov eUTAASTPOL,
0€ TEPIMTOOT O EVTOVNG TOTIKNG avTidpaonS (6nwg GAVKTAIVES, dEPUATIKT PAEYLOVI 1) OTTOlaL
av&avetal, oldNe) Kol 6€ TEPITTWOT OV deV VIAPYEL PeErTimon evtdg 48 wpdv HeTd TV apaipeon
TOV EUTALGTPOV.

Edv avto 1oyvet yio €66¢, EVNUEPDOTE TOV YIoTPO GOG Kot unv wépete to Nimvastid.

Ipocidomomoeis Ko TPoPLAGEELS

AmevBuvbeite otov yoTpd cag mpv mhpete to Nimvastid:

- €av gogic €xete N giyarte ToTé o Kapdlokn TAONoN OGS AKaVOVIGTOVG 1 0pYOVS KoPILaKoS
TaALoVG, Topdtacn Tov QTc, éva owkoyeviakd 10toptkd Tapdtaong tov QTc, kothakr Tayvkopdia
Stknv punidiov, N v €xete YapnAo enimedo KaAiov 1 poyvnoiov 6to aipa.

- €av gogic €xete N eiyate moTé gvepyd EAKOG GTOUAYOV.

- eav eogic €xete N eiyate moté SuoKoAieg otV ovPMON.

- e eogic xete N elyate TOTE EMANTTIKOVG GTOGLOVG.

- €av gocgic £xete N giyate moté doBua 1 cofapn TaBNo™ TOV AVATVELGTIKOD.

- €av eogic £xete N elyate TOTE SLOTOPAYUEVT VEPPIKT] AELTOVPYIOL.

- e eogic £xete N elyate TOTE SOTOPAYUEVN NTOTIKT AELTOVPYIOL.

- €6V VTOPEPETE OO TPELOVAO.

- €0V £xete YOUNAO GOUATIKO BAPOG.

- €0V OVTYHETOTICETE YAGTPEVIEPIKEG OVTIOPAGELS OTg aictnua adabeciog (vavtia), adiabdecio
(épetog ko d1dppota. Mropel va Tapovctactel apuddT®on (OTOAELD TOADY VYPOV) €6V
mapoteTodel 0 EUETOG KO 1) SLappota.

Edv kdmoto amd to mo mhve 1oy0eL Yo €646, 0 YI0TpOg 6ag Oa TpEmeL va 6aG TopakoAoLOEL TO GTEVA Y1

060 didotnpa o TaipveTe 0VTO TO PAPLLOKO.

Edv dev mpate to Nimvastid yio meptocotepeg amd TPEIG NUEPES, LNV TAPETE TNV EXOUEVN dOGT UEYPL VO
LIAGETE LIE TOV YI0TPO GOGC.

Moord ko Epnpor
Agv vapyel oxetikn ypnon tov Nimvastid otov mtoudiotpikd mAnbovopd yio m Bepomeio Tng voGov 10V
Alzheimer.

Adlha @appoxa kor Nimvastid
Evnuepmote tov yiotpd 1 Tov Qoprokorold cog 0V ToIPVETE, EYETE TPOCPOATA TAPEL 1] UTOPEL VoL TAPETE
Ao QAPLLOKOL.

To Nimvastid dev Tpémel va xopnyeiTol TALTOYPOVA LLE GAAL PAPLOKO, LLE TOPOUOLO dPAGCT] LLE TO
Nimvastid. To Nimvastid evééyeton va mapepfaivel oto avtiyoMvepykd eaproka (eAprokKa Tov
YPTCUYLOTOLOVVTOL Y10, TV OVAKOV(PLOT] TMV CTAGUMV 1) TV KOAKOEODV OAYHDV TOV GTOLAYOV, Y10, TV
Oepaneio TG vosov Tov Parkinson 1 yio mpoAnyn ¢ voutiog Tov ToSidtotov).

To Nimvastid dev mpémel va yopryeitor Tavtdypova e TN LETOKAOTPOidn (Eva papLoko Tov
YPTOLOTOLELTOL Y10 TV AVOKOV(PIoT 1 TNV TPOANYN THG VAVTIOG Kot Tov uétov). H tavtoypovn
¥OPNYNON T®V SV0 POPLAK®OV HITOPEL VO TPOKAAEGEL TPOPANUOATA OTTMG SVCKAUTTO GKPOL KO TPELOVAO
oTO XEPLOL.

Av TTpOKELTAL VO KAVETE gYYeipnon evd maipvete Nimvastid, eviuepdoTe TOV Y10TPO OO TPV GOG

yopnynOet avarsnoio yioti to Nimvastid pmopet va emSeVmOGEL TO. ATOTEAEGUOTO LEPIKDV
LLOYOAOPOTIKOV KOTA TNV dtdpKelo TG avorsOnciog.
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Yuviotdton Tpocoyr 6tav To Nimvastid yopnyeitat tavtdypova pe Prto amokAelotés (eappake 6Tmg n
aTEVOAOAN TTOL ¥pNGiomolovvTol Yia T Oepameio TG vVIEpTaonc, onOAyyM Kot GAAES Kapdlokég
nanoelc). H tavtodyxpovn yoprynomn tov 600 eopudkmv uropel va Tpokarécel TpofAnpata. OTmg
emPpadvuven Tov Kapdiakol ToApod (Bpadvkapdic) odnymvrag o Amobopio | andAelo GVVEIONONC.

Yuviotdton Tpocsoyn Otav to Nimvastid yopnyeiton tavtdYpova pe GAAN PAPLLOKO TOV UTOPEL VaL
EMNPEACOVY TOV KOPOlokd 6ag puiud 1 o NAektpikd cHotue TG Kopdldg cog (tapdtacn tov QT).

Kinon, Onhoopoc ko yovipdtnro
Edwv giote éykvog 1 Onhalete, vopilete O6T1 pmopetl vo. giote £yKvog 1 6xeOALETE VO, ATOKTNGETE OO,
{ntote ™ cVUPOVAR TOV YLOTPOV 1 TOL POPLOKOTOLOD GOG TPV TAPETE OLTO TO PAPLAKO.

Edwv glote éykvog, ta 0péAn and v xpnor tov Nimvastid Oa npénet va a&rodoynBolv ce oxéon pe v
mBavn dpdon oto ayévvnro maudi cag. To Nimvastid dev mpénel va yp1noYLOTOLEITOL KOTA T SAPKELD TG
KUNONG €KTOC €4V fvat cap®g amapaitnTo.

Agv mpémet vo InAalete katd ™ didpkela g Oepameiog pe To Nimvastid.

0dnfynon Ko gepopég pnyovypdrov

O ywtpog cag Ba cag evnuepmdaoset v n Tdnon cag, cag emTpénel vo odnyeite 1| va yepileote
punyovipoto pe aoeiaieta. To Nimvastid propet va mpokarésetl {GAn kot vivniio Kupimg oto exivia
g aywyng N otav avédveton n 66om. Edv aicBavBeite {dAn 1 vavnAia, pnv odnynoete, yeiprtoteite
LNYOVALLOTOL 1] KAVETE 0TTO1001TOTE GAAN dpacTnPlOTNTO 1) OTTOI0. ATOLTEL TV TPOGOYT| GOG.

To Nimvastid nepiéyer copprroin (E420).

Nimvastid 1,5 mg diokio. droorepoueve. ato otopo.: Avtd to eappoaxo mepiéyetl 0,00525 mg copPiroing oe
Kk@0e 1,5 mg 516kio S1ACTEPOUEVO GTO GTOLLO.

Nimvastid 3 mg dioxio daoneipoueva aro otopa. Avto to eappako tepiexel 0,0105 mg copPrroing oe
Kké0e 3 mg S10ki0 S1CTEPOUEVO GTO GTOUA.

Nimvastid 4,5 mg diokio draomeipoueva oro otoua: Avto to eappoko mepéyet 0,01575 mg copPiroing os
K0 4,5 mg 516ki0 S1ACTEPOUEVO GTO GTOLLO.

Nimvastid 4,5 mg diokio diaomeipoueve, ato otouo.: Avtd 1o edppako tepieyet 0,021 mg copPirtoing oe
Kké0e 6 mg S16ki{0 S1CTEPOUEVO GTO GTOUA.

3. og va wapete To Nimvastid

[Tavtote va ¥pNGIUOTOLEITE TO PAPHOKO QVTO AVGTNPAE COUPOVA LE TIG 00NYiEG TOL YiaTpol cag. Edv
€xete apEIPOAiES, pOTNOTE TOV YIOTPO, TOV GAPUAKOTOL 1) TOV VOGOKOLO GO,

og va Eexiviioete TV Ogpamnsio

O ywtpog oag Ba cog cvotioet ) 86on Nimvastid mov Oa ndpete.

- H Bepancio cuvnBwg apyilet pe o xoapnin do6om.

- O ywtpog cag Ba avénoet 6TadloKd ™ 606N 6aG, AVALOYW LE TIV OVIOTOKPIGT GOC GTNV Ay®OY.
- H vymAdtepn d60om mov pmopei va dobel eivar 6,0 mg 500 popéc v nuépa.

O ywtpog cag Ba eéyyet TaxTikd edv o eApakd Agttovpyel Yo 6ds. O yaTpds cag Ba eréyyet emiong
70 BApoc Gog Katd T didpkeLo Tov o TaipveTE AVTO TO PAPLLOKO.

Edwv dev mpate 1o Nimvastid yio mepiocotepeg amd Tpelg NUEPES, UMV TAPETE TNV ENTOUEVT 0OCT LEYPL VO
WANGETE UE TOV YIUTPO GOLC.
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ANyN 007100 TOL PUPPEKOV

- Evnuepoote to dropo mov oag gpovtiletl 6Tt maipvetre Nimvastid.

- INo vo deite w@eéleln TPETEL VoL TALPVETE TO APLOKO oG KAOE népa.

- [Tépte To Nimvastid 2 popég v nuépa pe o eaynto (to mpwi kot to Ppadv). To otopa cag Oa
TPENEL VAL €lvar AOEL0 TPV TAPETE TO S10KIO.

Ta daomepdpeva 6to otopa dtokio Nimvastid givar e60pavota. Asv o mpénet vo, aokeite Tieon oto
£L0o L0 TNG GVOKELOGTNG KOYEANG S10TL aVTO B TPOKUAEGEL KATAGTPOPT] TOV S1OKIOV.

Mnyv akovpmdre o dSiokia pe Ppeypéva xépra 3101t ovtd pmopet va S1oAvboiv.

Agparpéote 10 d10kio and TNV cLoKEVAGIN (G AKOAOVOMC:

1. Kpatote v tovio tng KowéANg omd v dkpn Kot xopiote Evo KOUUATL TG KOYEANG amd Tnv
vrolomn Tavio Pe EAaEPD OYICIUO KOTA KOG TG St Tpnong YOpw amd ovtd,

2. AvoonK®oTE TNV GKPT| TOL ELACLLOTOG KOl OTOGTAGTE TO TEAEIMG,

3. Avomodoyvpiote 10 d10Ki0 HECH 6TO ¥EPL GOG,

4. TomoBethote 10 d1oKi0 WAVH GTN YADOOGO GO.G LOMG TO QPOIPECETE OO T GUCKEVLUGIAL.

e Aiyo, 0svTEpOLETTA EEKIVEL VOL SIOCTIEIPETOL GTO GTOUA KOl ETOUEVMG UTOPEL VoL KoTomoOel ympic vepo.
To otépa Bo Tpémel va eivan ddelo mpiv Tomobetnbei 10 diokio 61N YAMGSGO.

Edv napete peyordtepn 06on Nimvastid and Tnv Kavoviki

Av katd AMaboc mpate peyaAhtepn S0CT OO OVTH TOL EXPETE, EVIUEPDOTE TOV Y1TPd oaG. Mmopei va,
amotnOel wTpikn epovtida. Xe pepikoic avBpdITovs Tov Katd AdBog Tpav ToAD LeydAn ToodTNnT
Nimvastid napatnpndnke aicOnua adiabesiog (vavtia), adiabdecio (€Letog), didppoia, VYNAN opTNPLOKN
mieon kot mopoicdnoelg. [TiBavov eniong va Tapovclactel apyds Kapdlokds TOANOG Kot AmoBupia.

Eadv Egyaoete vo wapete To Nimvastid

Av Egyaoate va Tapete pio 00T, TEPUEVETE Kat ThpTe TNV endpevT d0or Nimvastid otn cvvnbiopévn
®po. Mnv mapete St 66om Yo vo avamAnpacete T 60om mov Eexdoarte.

Edv éxete meprocOTEPES EPOTNOEIS GYETIKA LE TN YPTOT OVTOV TOV QOPUAKOV, POTNGTE TOV YTPO 1 TOV
(PUPULAKOTOLO GOC.

4. MOavég avemOOuNTES EVEPYELEG

Onwg 6L0 T pAPHOKA, ETCL KoL 0VTO TO QAPLOKO MUTOPEL VO TPOKAAEGEL AVETIHOUNTEG EVEPYELES, OV KO
dev moapovstdloviol 6e OAOVG TOLS AVOPAOTOLG.

Evdeyopévmg va epoavicete mapevépyeleg mo ovyva 6tav EEKIVATE TO QAPUOKO 1 OTav 1) 6001 avEnoei.
YvvnBwc,01 mapevépyeteg Ba e&acBevicovy oTadoKd Kabmg o opyavicpuog oag Ha cuvndilel 6to QappoKo.

oAb ovyvég (umopet va ennpedoovy meptocotepa ond 1 ota 10 dropa)

- AioOnpo CoAng

- Andlero. 6peéng

- [IpoPApata 610 otopdyl dnwg aictnpa adabeciog (vavtio) 1§ adiobesio (€peTog), didppota

Yoyvég (umopel va ennpedoovy £mg kot 1 ota 10 dropa)
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Ayxog

Eopidpwon

[Tovoképarog

AioOnpua kavoov

Andren Bépovg

[T6vog 610 cTopdyt

AicOnuo avnovyiog

AioOnpa kovpaong 1 advuvapiog
I'evikd aicOnua adiabeciog
Tpéuovio 1 aicOnpa cvyyvong
Mewopévn 6peén

Eopuéitec

'Oy ovyvég (Lmopet va emnpedcovy £mg kat 1 ota 100 dropo)

Kotabhym

Avokolio oTov VITVO

Awmobopio 1| Toyaio TTOOM

Metafolég 610 OGO KUAG AELTOVPYEL TO NTOP GOGC

Xrdwvieg (umopel va emnpedoovv €oc kot 1 ota 1.000 dropa)

[Tovog 610 otfog
E&GvOnpa, payovpa
Kpioeic (omaocpofi)

"EXkm 670 oTOpd)L 1] 6TO éVTEPO GOG

IMoAd omavieg (umopet va ennpedoovy émg kot 1 ota 10.000 dropuor)

YynAn aptnproxt nieon

Aolpumén Tov 0VPOTONTIKOD

BAémete mpaypata mov dev vmapyovv (Yevdacnoelg)

[IpoPAipata pe Tov Kapdiakd puBud dnwg ypryopog 1 apyds kapdokds pulpog

Ayoppayio oto £vtepo — epeaviletol og aipo oTo KOTPOVA 1) GTOV ELETO

DAeypovi ToV TOYKPEUTOG — TO GUUTTMUOTO CUUTEPIAUUPAVOVY SPIUD TOVO GTO AVADTEPO LEPOG
TOV GTOUAYOV, LYV e aicOnua adabeciog (vavtio) 1 adabesia (€peto)

Emdeivoon tov copntopdtov g vocov tov Parkinson 1 ueavion Tapopoi@v COUTTOUATOY —
OTt®G LVTKN aKopyio, SLOKOAIN 6TV EKTELEST] KIVIGEWDV

Ml] YVOOTHS ovyvoTNTACS (1) GLYVOTNTA dev pmopet va ektiunOet e Pdon Ta drbéoia dedopéva)

"Evtovn adafecia (épetoc) mov pumopei vo 0dnynoet o pnén 1oV GOAVO TOV EVAOVEL TO GTOLO. GOG

L€ TO OTOWAYL GOG (0150(QAYOC)

A@uddTmon (amdAED TOAADY VYPOV)

Hrarticéc dtatapoyés (kitpivo d€pLa, KITPIVIGHO TOV AEVKOD TOV LOTLOV, LT GLUGIOA0YIKO GKOVPO
APOUO 00peV 1 aveENyNTr vouTio, ELETOG, KOTMGN Kol ATMOAELL OPEENQ)

EmBeticomto, aicOnpa veupikdtntog

AxavOvioTog Kopdlakdg puOpdc

Yovdpopo ITilag (Lo kaTdoToon Tov TEPIMaUPBAVEL 0KOVO10 GUGTOAT TOV HVAOV IE AVOLOAT
KON TOL CAOUATOG KOL TOV KEPAALOD TPOG T1| [iol TAELPEL)

AoOeveic pe dvora kon véoo tov Parkinson
Avtoi o1 aoBeveig eppoavilovv peptkéc avembounteg evépyeteg mo ovyvd. EpgaviCovv emiong pepucég
emmpocheteg avemBOunTEg EVEPYELES:

oAb ovyvég (umopel va emnpedoovy mepiocdtepa and 1 ota 10 dropa)

Tpépovio
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- Awmobopia
- Toyoio TTdon

Yoyvég (mopel va emnpedoovy £m¢ kat 1 ota 10 dropo)

- AtoOnpa vevpikotntog

- Apybc kar ypryopog kapdiokdc pulpog

- Avckolia 6ToV VTTVO

- [épo ToAD Ao Kal apLIGT®ON

- Acvvifiota apyéc 1| Kivioels mov dgv umopeite va eAéyEete

- Emdeivoon tov copntopdtov e vocov tov Parkinson 1 epeavion mopopoi®v GCUUTTOUATOV —
OTMG LVTKN OKApYio, SVCKOAMO OTNV EKTELECT] KIVIGEWDV KO LVTKT AOVVOLLIOL

Oy ovyvég (umopet va enmpedcovy Emg kot 1 ota 100 droper)
- AKavOVIoTOG KOPOLOKOG TOAUOG KOl YOUNAOG EAEYYOG KIVIIGEDV

Mn yvootiig ovyvotnTag (1 cvyvotnta dev pumopet va ektiundet pe faon ta dtabéoipa dedopéva)
- 2ovopopo ITilag (Lo kaTdoToon Tov TEPAaUPAVEL dKOVO0 GUGTOAN TOV HVAV LUE OVAOUAAN
KO TOV GAOUOTOG KL TOV KEPAALOD TPOG TN Mo TAELPEL)

Aldrec avemBOpnTeS gvépyereg mov £xovy mapatTnpnoei pe To dSradeppikd pmiactpo prfpactiypivig
K01 01 07T01EG PTTOPEL VO ERPUVIGTOVY ILE T OLOKIO OLOCTELPONEVA GTO OTONA:

Yoyvég (Lmopel va emnpedoovy €wg kot 1 ota 10 dropa)

- TTvpetdc

- Yofapn cdyyvon

- Axpazeia ovpav (advvapio KOTOKPATNOTNG ETAPKOVS TOGOTNTUS OVPMOV)

Oy ovyvég (umopel va emnpedoovy £o¢ Kot 1 ota 100 dropa)
- Yrepkivntikotnta (Vynid eninedo Kivnong, avnouyio)

Mn yvootiig ovyvotnTag (1 cuyvotnTa dev pmopel va ektiun0el pe Paon ta dtabéoipa dedopéva)

- AlAepyikn avtidpaoTn 6To oNUEI0 EQPUPLOYNG TOV EUTAGGTPOV, OTWC PAVKTOIVEG 1] PAEYLOV TOVL
dEpLOTOG

Ed&v mapovoidoete kKamowo and avtég Tig avemBOUNTES EVEPYELEG, EVILEPADOTE TO Y1ATPO GOg YTl TBavOv

Vo ¥peoTELTE 1Tk Porbeto.

Ava@opd avem@dunTOv gvepyeLOV

Edv mapatnpnoete kamotlo avemiBount eVEPYEL, EVILEPMDGTE TOV YIUTPO, TOV QUPLOKOTOLO | TOV
VOGOKOWO G0c. Avtd 1oyDel Kat yio kaBe mhov avemBountn evEPYELO TOL JEV OVAPEPETUL GTO TAPOHV
QOO 0OMYIDV YpNong. Mropeite emiong va avagépete avemBbounteg evépyeteg amevbeiog, LEG® TOL
€0viKov GLETNUATOG AVaPOPASG oV ovaypaeTal 6to [lapdptnua V. Mécw g avapopds averidountomv
EVEPYELDV UTTOPEITE VO fonONoETE GTN GLALOYN TTEPLGGOTEPOV TATPOPOPLDOV GYETIKG LLE TNV OGOAAELN TOV
TOPOVIOG PUPLAKOV.

5. g vo. puidooete To Nimvastid
To eappako avtd Tpémel vor LALGGETOL GE LEPT OV OeV TO PAETOVY Ko dgv T0 POAvVOLVY T TAd1d.
Noa pn gpnoyonoleite avtd T0 PAPLOKO PETA TNV NUEPOUMVIC ANENG TOV OVOPEPETOL GTO KOVTL KOl GTNV

Koyéln (blister) petd to EXP. H nuepopunvia Aéng etvon ) tedevtaio npuépa Tov Uival Iov ovopEPETaL.
exel.
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To @dppako avtd dev amartel Wwaitepeg cuvOnKeg POAAENC.

Mnyv metdte PAPUOKE GTO VEPO TNG ATOYETELOTG 1] OTA OIKIOK(A amoppippata. Potiote tov oprokorold
G0G YLOL TO TAOG VO TETAEETE TO, PAPLLOKE, TTOL dEV ¥pnoiponoteite ma. Avtd ta pétpo Ba Bondncovy otnv
TPOOTOCIO TOL TEPIPALAOVTOG.

6. Iepreyopevo TG GVOKEVAGING KU AOUTES TANPOPOPIES

T wepréyer to Nimvastid

- H dpaoctikni ovsia etvor 1 pipoactrypivn pe T Hopen Tov 6EIVou TpuyIKov GA0TOG.

- Kabe d1oxio daomelpdpevo oto otdpa mepi€yet 6&vn tpuyikn pPacTiypiviy Tov 1odvvapel e
1,5 mg, 3 mg, 4,5 mg 1 6 mg ppacTrypivig.

- Ta GAA0 GLOTATIKA Etval LOVVITOAN, JIKPOKPLGTAAAIKY] KLTTAPIV, VOPOELTTPOTLAOKLTTOPIVY,
apopa duoouov (Elato pévrag, podtodeEtpivn apaPocitov), apoua pévtag (LaktodeéTpivn,
apoPuco ko, copPrrorn (E420), abépio Edato dypiag pivng, L-pevBorn), kpoomoPiddvn,
TPtk AGPECTI0, 0TEATIKO payviolo. BAEme mapdypago 2 «To Nimvastid mepiéyel copPiroin
(E420)».

Epedvion tov Nimvastid kon wepieyopevo tng 60oKeLOGiag

Ta diokia SlooTEPOUEVI GTO GTOLO EIVOL GTPOYYVAA KO AEVKAL.

Awrifevton 14 x 1 (uévo yw ta 1,5 mg), 28 x 1,30 x 1,56 x 1,60 x 1 1§ 112 x 1 dwokio o€ dudtpn

oLoKELOCTIN KOYEANG pepovopévay docemv e OPA/AI/PVC éhooua tawviog kot PET/Al amoondpevo

Aentd Elacpa.

Mmnopei va punv kukho@opoliv OAEC 01 GUGKEVAGIES.

Karoyog adsrag kukro@opiog kon mapaywyods
KRKA d.d, Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, XAofevia

Mo omo10dNmoTe TANPOPOPID GYETIKA LE TO TOPOV PUPUAKEVTIKO TPOioV, Tapakareiche va anevBuvbeite
GTOV TOTIKO OVTITPOGMOTO TOL KATOYOL TNG AOE0G KUKAOPOPTOG.

Belgié/Belgique/Belgien Lietuva

KRKA Belgium, SA. UAB KRKA Lietuva

Tél/Tel: +32 (0) 487 50 73 62 Tel: +370 5236 27 40

bnarapus Luxembourg/Luxemburg

KPKA Bbwirapus EOO/] KRKA Belgium, SA.

Ten.: + 359 (02) 962 34 50 Tél/Tel: +32 (0) 487 50 73 62 (BE)
Ceska republika Magyarorszag

KRKA CR, s.r.o. KRKA Magyarorszag Kereskedelmi Kft.
Tel: + 420 (0) 221 115 150 Tel.: +36 (1) 355 8490

Danmark Malta

KRKA Sverige AB E.J. Busuttil Ltd.

TIf.: + 46 (0)8 643 67 66 (SE) Tel: +356 21 445 885
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Deutschland
TAD Pharma GmbH
Tel: + 49 (0) 4721 606-0

Eesti
KRKA, d.d., Novo mesto Eesti filiaal
Tel: + 372 (0) 6 671 658

EALado
KRKA EAAAY EITE
TnA: +302100101613

Espaiia
KRKA Farmacéutica, S.L.
Tel: +34 911 61 03 80

France
KRKA France Eurl
Tél: + 33 (0)1 57 40 82 25

Hrvatska
KRKA - FARMA d.o.o.
Tel: +385 16312 101

Ireland
KRKA Pharma Dublin, Ltd.
Tel: +353 1413 3710

Island
LYFIS ehf.
Simi: + 354 534 3500

Italia
KRKA Farmaceutici Milano S.r.l.
Tel: +39 02 3300 8841

Kvmpog
KI.PA. (PHARMACAL) LIMITED
TnA: + 357 24 651 882

Latvija
KRKA Latvija SIA
Tel: +371 6 733 86 10

Nederland
KRKA Belgium, SA.
Tel: +32 (0) 487 50 73 62 (BE)

Norge
KRKA Sverige AB
TIf: + 46 (0)8 643 67 66 (SE)

Osterreich
KRKA Pharma GmbH, Wien
Tel: +43 (0)1 66 24 300

Polska
KRKA-POLSKA Sp. z o0.0.
Tel.: + 48 (0)22 573 7500

Portugal
KRKA Farmacéutica, Sociedade Unipessoal Lda.
Tel: + 351 (0)21 46 43 650

Romania
KRKA Romania S.R.L., Bucharest
Tel: +4 021 310 66 05

Slovenija
KRKA, d.d., Novo mesto
Tel: + 386 (0) 1 47 51 100

Slovenska republika
KRKA Slovensko, s.r.o.,
Tel: + 421 (0) 2 571 04 501

Suomi/Finland
KRKA Finland Oy
Puh/Tel: +358 20 754 5330

Sverige
KRKA Sverige AB
Tel: + 46 (0)8 643 67 66 (SE)

To mapdév @VALo 00NYLAOV (p1ioNg avadcwpOnke Yo TEAEVTAIN POPA OTIC

Aentopepeic MANPOPOPIES Yo TO PAPHAKO 0vTo givar StaBéaieg 610 dikTvakd TOTo ToLv Evpmmaiko

Opyoaviouov Goppdkov https://www.ema.europa.cu.
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