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MEPIAHYH TON XAPAKTHPIZTIKQN TOY TPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
Nemdatine 5 mg emikoalvppéva pe Aentd vuévio dtokio
Nemdatine 10 mg emkaivupéva pe Aentd vuévio diokio

Nemdatine 15 mg emkadvppéva pe Aemtd vpévio diokio
Nemdatine 20 mg emkadvppéva pe Aemtd vpévio Siokio

2. IOIOTIKH KAI TOXOTIKH XYNOEXH

Nemdatine 5 mg

To k60 emkaAvpévo pe Aemto vUéVIo dlokio mepiéyel S mg memantine hydrochloride 1codvvapa
pe 4,15 mg memantine.

Nemdatine 10 mg

To kd0e emkaivuévo pe Aemtd vuévio diokio mepiéyel 10 mg memantine hydrochloride
oodvvapa pe 8,31 mg memantine.

Nemdatine 15 mg

To kB¢ emkaivpévo pe Aemtd vuévio diokio mepiéyel 15 mg memantine hydrochloride
oodvvapa pe 12,46 mg memantine.

Nemdatine 20 mg

To kdBe emkaivpévo pe Aemtd vuévio diokio mepiéyel 20 mg memantine hydrochloride
oodvvapa pe 16,62 mg memantine.

"Exdoyo(a) ue yvootn dpbdon:

Nemdatine 5 mg emucoivppéva pe Aertd vuévio diokia

Ka06e emucorvppévo pe Aemtd vuévio diokio mepiéyet 0,47 mg povoddpikng Aaktdlng.

Nemdatine 10 mqg erkoivuuéva pe Aemtd vuévio diokio

Ka06e emucorvppévo pe Aemtd vuévio diokio mepiéyet 0,95 mg povoddpikng Aaxtdlng.

Nemdatine 15 mg erucalvupéva, pue Aemtd vUEVIo doKia

Kd&Be emucoloppévo pe Aemtd vuévio diokio mepiéyet 1,42 mg povobdpikng Aaktolng.

Nemdatine 20 mg erikolvppéva pe Aertd vuévio dickio

Kd&Be emucoroppévo pe Aemtd vpévio diokio mepiéyet 1,89 mg povoddpikng Aaktolng.

IMa tov mApn KatdAoyo Tov ekddywv, PA. Tapdypapo 6.1.



3. DOAPMAKOTEXNIKH MOP®H
Emwaioppévo pe Aemtd vuévio dlokia.

Nemdatine 5 mg erucalvupéva, pue Aemtd vuévio diokia

Agvkd oynuatog oAk, apeikvpto ETKAAVUUEVO L AETTO LUEVIO O1okio, 8 mm X 4,5mm cg
péyebog pépovtag ™ xapaén “M5” otnv pwa TAgvpd.

Nemdatine 10 mg erikolvppéva pe Aertd vuévio diokio

AgvKb, GYNUOTOC KOWAKIOV, AUQIKVPTO EMKAAVUUEVO pe AemTO LUEVIO dtokio, 9,8 mm x 4,9 mm
o¢ uéyebog pe ypapun Opavong kot yapoaypévn v EvoeiEn < “M10°° oty pia mhevpd.

To dwokio umopei va dwywpiotel o€ 600 i6eC dOGELS.

Nemdatine 15 mg erikolvppéva pe Aertd vuévio dickio

[Moptokaii, oyRratog oPai,opueikupTo ETKAAVUUEVO PE AETTO VUEVIO dlokio, 11,4 mm X 6,4 mm
og uéyebog pépovtag tnv £voeltn “M15” oty o mhevpd.

Nemdatine 20 mqg emikoivuuéva pe Aemtd vuévio diokio

2Kovpo pol, GYNUATOC OPAA, ALETKVPTO, EXIKOAVUUEVO e AETTO VUEVIO OloKio, 12,6 mm X 7. mm
og péyebog pépovta v Evoelén “M20”onuUelmpéVN OTNV Jio TAEVPA.

4. KAINIKEX TIAHPO®OPIEX

41 OgpomevTikég gvositelg

O¢epamneia evniikov acbevav pe pétpla £og coPfapn voco Alzheimer.
4.2  Aocoloyio kol TPOTOG YOoPNYNONS

H ayoyn npénel va yopnyeiton kou vo emiPAénetal omd yatpd pe epmelpio otn d14yvmon Kot
Oepaneio g dvolog Tov Alzheimer.

Aocoloyia

H 6epamevtikn aymyn Ba mpémel va yopnyeitot LOVO e TNV TAPOLGIN TOV ATOUOV TOL PPOVTILEL
Tov aofevi| Kat Tov Oa EAEYYEL TOKTIKA TN ANYT TOV QAPUAKELTIKOD TPOIOVTOC Otd TOV 0o0EVT.
H didyvoon 0o mpémet va yivetal coupova e T1g 1oyvovces katevbovnpieg ypouués. H avoyn
Kol 00Goloyio 0T0 memantine Oa TPEMEL VoL EMAVEAEYYETAL GE TAKTA YPOVIKA SLOGTNLLOTO,
TPOTIUOTEPO avd TPEIS UMveS amd TV évapén g Bepaneioc. To kKhviko dpelog Tov memantine
KOLL 1] OVEKTIKOTNTO TOV 0l60EVODG o€ 0vTo, B0l TPEMEL VoL ETAVELEYYOVTOL GE TOKTA YPOVIKA
ST AT, COUPOVO. LLE TIS VOIOTAUEVES KAVIKEG KOTELOLVINPLES YPOUUES.

H ocvvtipnon ot Bepaneia propel va cuveyioTel Yo 660 SIAcTNLO VIAPYEL BEPATEVTIKO OQENOC
Y Tov acbevi kot yio 660 ddotnpa o acbevig Topovctalel avektikoTnTa oty Oepaneio pe
Memantine. VVETMOG TO KAVIKO OQEAOG TNG VOPOYA®PIKNIG pepavTivng Oa mpémet va



EMOVEKTIHATAL 0€ TAKTIKN Pdor. H daxomn tng Bepoaneiog Oa mpémet va eetdletan 6tav dev
VILAPYOLV TAEOV aVaPOPEG BEPATEVLTIKNG dpaomng 1 edv 0 0eBevig dev maPOVGIALEL AVEKTIKOTNTA
ot Bepameia.

Evijlixes

TitAomoinon doonc

H péyiom nuepnowa d6on givar 20mg v nuépa. o va peindel o kivovvog mapevepyeimv, 1
dOGN GLVTNPNOTG EXITVYYAVETOL e AVOOIKT] TITAOTTOINGT e 5 mg avd efdopdada ot ddpkeLo
TOV 3 TPOTOV ERSOUAdDY OC OKOAOVOMG.

Epdoudoa 1 (quépeg 1-7):
O/H acbBevig mpémet va AaPet Eva emkaAVUpPEVO pe AemTO LUEVIO OloKio TV 5 mg (5 mg) 1| ed
EMKOAVUUEVO e AemTO VEEVIO diokio Tov 10 mg (5 mg) v nuépa yio 7 nUEPEG

EBdouddo 2 (nuépec 8-14):
O/H acBevig Tpémel va AaPet dvo emkoivppévo pe Aemtd vuévio dokio tov 5 mg (10mg) 1 éva
EMIKOAVUUEVO e AemTO VEEVIO dlokio Twv 10 mg (10 mg) v nuépa yia 7 nuépec.

Epdoudda 3 (quépeg 15-21):
O/H acbBevig mpémel va AaPet Tpia emucolvppéva, pe Aemtd vpévio diokio Tov 5 mg (15mg) 1 éva
EMKAADUUEVO pE AemTO VIO diokio Tov 15 mg (15 mg) v nuépa yia 7 nuépeg.

Ano v Efidoudda 4 ko pueta:

O/H acBevig mpémel va AaPel Técoepa eTKOAVUPEVO P AETTO VEVIO Olokio Tov 5 mg (20mg),
dvo emkaivupéva pe Aemtd vuévio diokio Twv 10 mg (20 mg) 1 £va emtkoloppévo pe Aemnto
vuévio diokio tov 20 mg (20 mg) v nuépa.

Aoon ovvrnpnong

H ocuvictduevn 66on cvovripnong sivor 20 mg v nuépa.

Hliwpévor

Me Baon Tig KAVIKEG LEAETEG, 1] GLUVICTAOUEVT 00T Yo aoBeVEIC NAikiag 65 €TV KoL dve gival
20 mg v nuépa (TEooepa EMKAAVUUEVE 1E AenTO VUEVIO diokia Tmv 5 my (20 mg), 600
EMIKOAVUUEVOL PE AemTO VEVIO diokia tov 10 mg (20 mg) 1 éva, emkaAvupévo pe AEmTd LUEVIO
drokio tv 20 mg (20 mg) pio @opd TV NUEPA) OTMG TEPTYPAPETAL AVAOTEP®.

Negppixy overopkelo,

Y& acbeveic pe Mo ovemdpkela ¢ veepikng Asttovpyiag (kabapon kpeativivig 50-80 ml/min
dgv amatteital TPocapoyn e d0onc. Xe acbeveic e pétpla veepikn dvsAettovpyia (kdBopon
kpeatvivng 30 - 49ml/min) n nuepnola 66on mpénet va, givar 10 mg nuepnoing. Eav eppavilovv
KOAT ovoyn Hetd amd TovAdyiotov 7 nuépeg Oepameiag, n d6on umopei va avéndei émg ta. 20
mg/Muépa cOLPOVA LE TO KaBlepoUEVo GyNIa TITAOTToINoNC. Xe 0o0eveic e cofapr| veQPIkn
avendpkelo (kdBapon kpeatvivng 5-29 ml/min) n nuepfiola d6on mpénel va eivar 10 mg tnv
nuépa.

Hromixny ovemdpxeio,
Y acleveic pe Nmia £oc pétpla nrotikn avernapkela (Child-Pugh A kou Child-Pugh B) égv
omoteitol Tpooappoyn e d0onc. Agv vadpyovv dabécia GTot el Yo TNV YPNoT TG



pepavtivig o acBevelg pe coPapn nratikn averndapkeia. H yopiynon tov Nemdatine dev
oLVIoTATOL G€ 00OEVEIC e GoPapn NTATIKY AVETAPKELQL.

Houdiorpixog winQvouog
Agv vrapyovv dabéciua dedopéva.

Tpoémocg yoprynong

To Nemdatine 6o Tpémetl va yopnyeiton amd Tov GTOUATOC Lio GOPE TNV NUEPT KOL TPETEL VOL
Aoppaveton v ido dpa kabe nuépa. Ta emkaivppéva pe vuévio diokio pumopel vo Aapupavovral

He 1 xopic Tpo@n.
4.3  Avtevositag

YnepevarcOnoio 61N dpacTIKY 0VGIN 1) G€ KATOW0 0 Ta £KO0Y0 TOV OVAPEPOVTOL GTNV
mapdypoeo 6.1.

4.4 Ewwkég TPOEIOOTOMGELS KO TPOPVAAEEIS KATA TN Yp1joN

2VOTHVETOL TPOGOYN OTOVG AoBEVEIG Le emAnyio, TPOTYOVUEVO 1IGTOPIKO CTAGLAOV 1| acBeveic e
TPOoIPETIKOVG TOPAYOVTEG Y0 ETANYiOL.

Oa TpENEL VO AmOPEVYETOL 1] TOVTOYPOVN ¥pHon aviaywviotdv N-methyl-D-aspartate (NMDA)
omm¢ apovTadivng, ketapivng 1 dextromethorphan. Avtég ol ovsieg evepyohv 610 1010 cHGTNHO
VTOJOYEMV OTMG Kol TO memantine, Kol ETOUEVOG 01 OVETIBVUNTEG EVEPYELES TOV PAPUAKOV
(oxetildpeveg Kuplwg Le To KeVTpiko vevpikd cvotnpa [KNX]) evdéyetor va eivat o ouyvég M)
wo évroveg (PA. emiong map. 4.5).

Mepikoi mopdyovteg mov evdéyetor va avédvouv to pH tov ovpwv (BA. Tap. 5.2 ‘Amofoin’)
TOAVOV VO, AOLTOVY TPOGEKTIKT TOPAKOAOVONGN ToL 0eBevny. AvTol ol TapdyovVTES
TEPIAOUPAVOLV dpaoTIKEG OANNYEG TNG SLOTPOPTG, TT.X. OO JUTPOPN UE PAomn TO KpEag GE
Slatpo@n| pe faon ta Aayavikd, 1 Laliki TpOSAYN pLOUICTIKGOV SIOAVUATOV YUSTPIKNG
ovdeteponoinong. Emiong, to pH v ovpwv uropet va avlavel eEartiog tepmtdoemy oEémaong
oV vepptkod coinvapiov (RTA) 1| cofapdv ovporoudtemv and to faxtipio [lpwteig.

2T1¢ mEPLoGATEPEG KAVIKEG dOKILEG amokAeicOnKav ot acbeveig Tov Enacyay and TpdSPATO
EUEPAYLLO TOL HVOKAPOIOV, UN-O0VTIPPOTOVUEVT] GLLLEOPNTIKY Kopdtakt| avendpkelon (NYHA
IHI-IV), | un ekeyyopevn véptacn. £ GUVETELD AVTOV, VITAPYEL LOVO TEPLOPIGUEVOG aPLOUOG
Swbéoiuov ororyeiov Kot Ba Tpémet o1 acbeveig Tov TAGKOLY AMO AVTEG TIC TAONGES Vo
EMTNPOVVTOL GTEVA.

Av10 10 Qapuako mepiEyel Aaktoln. Ot acbeveic pe ombvia KANpovoukd TpofAnuota
dvoavetiag otn yoraktoln, EAAenyn Aaktdong Lapp 1 kakn anoppoenorn yAvkoing- yaraxtdlng
OEV MPEMEL VAL TAPOLV AVTO TO PAPLOKO.

45 Almiemopdosig pe GAL0 QUPRIKEVTIKG TPOIOVTO KOL GAAES POPPES aAANAeTiOpaOoNG

E&aitiog Tov popuokoAOYIKOV OTOTEAEGLATMOV KOl TOV UNYAVIGHOL dpdong Tov memantine
evoéyetal va mapatnpnovv ot akdAovbec aAANAemIOpdcELS:



. O tpdmog dpdong vrodnimvel OtL Ta amotehéspato Tov L-dopa, Tov viomapvepyikov
AYOVICTOV, KOl TOV OVILOAVEPYIK®OV UTOPOVV VO EVIGYDOVTAL [LE TAVTOYPOVN
Oepamevtikn aymyn pe aviayoviotéc-NMDA 6nwg 1o memantine. H dpdon tov
BopPrrovptkdv Kol TV VEVPOANTTIK®VY EVOEXETAL VO, petd@veTal. H tavtdypovn yopnynon
TOL memantine e TOVG AVTIGTOCUMIIKOVG TAPAYOVTEG, OAVTPOAEVIO Kat Baklopaivn,
Umopel vo Tpomozotel T dpdiomn Tovg Kot Thavov va amorteiton pOOpon g docoroyiag.

. H tavtdypovn gpnon tov memantine kot apavtodivng o tpémel va amopevyetal, eattiog
TOV KIVOUVOL QaprakoTo&ikng wiywons. Ta d00 orevdcspoTo EIVOL ¥MNLUIK®OG CLYYEVEIC
avtoyoviotéc-NMDA. To 810 pmopei va 1oy0et Kot yio, TNV KETOUivN Kot TO
dextromethorphan (BA. eniong wap. 4.4). Yrdpyet eniong pio O1HoGIevpévn avapopa
nepintmong mhovolH KivouVoL GYETIKA [LE TO GLVOLAGHO TOL memantine Kot EOIVVTOIVNG.

. Yrdpyet mBovotnta kot dALES OpaCTIKEG 0VGieg OTWE 1 GYETIOIVT, paviTidivn,
TPOKOIVAUIOT, KIVIdivn, KIViv) KOl VIKOTIVI] Ol 0TTO1EC ¥PNGUOTOI0VV TO {510 VEQPIKO
KOTIOVIKO GUOTNIO LETAPOPAG OTMG Kot 1] AULavTadivn va aAANAETIOPOVV LI TO memantine
KoL v 00N yoOV G€ VOEXOUEVO KIVOUVO OENIEVOV EMTESWOV TAAGLOTOC.

. Mmropel va vdpéel mhavotnTo pelopévav emmédmv vdpoyAwpobeialiong (HCT) atov opd
otav 1 pepovtivn ocvyyopnyeitan pe HCT 1 onotodnmote cuvdvacuod pe HCT.
. Metd v KuKAOQOpio TOL TPOIOVTOG GTNV AYOPd EYOVV KOTAYPAPEL LELOVOUEVH

neplotaTikd avénong tov INR (international normalised ratio) oe acOgveig mov TavLTOYPOVA
AdpBovov Bepameio pe Papeapivn. Ioapdho mov dev Exel TEKUNPL®OEL KATOLO AITIOAOYIKT|
GLGYETION, GLVIGTATOL TAKTIKOG EAEYYOG TOL Ypdvov TpobpouPivng 1 tov INR ce acleveig
7oV AapPdvovy tavtdypova Bepameio e YOPNYOOUEVA ATTO TOVE GTOUATOG OVTITNKTIKA.

e pappokokvnTikéc (PK) pedérec pog 66ong o vyteic veapovg eBehovtég oev mopatnpnonke
GYETIKN OAANAETIOPOOT) OPOCTIKNG OVGIN e OPACTIKT 0VGIO TNG UEUOVTIVIG UE TIG
yAvpumovpidn/petpoppivn kot dovemeCiin.

e o KAMVikn pedétn o€ vyieig veapoig eBehovtég dev mapatnpnOnke oyeTikn enidpaomn e
LEUOVTIVIIG OTNV QOPUOKOKIVIITIKT TNG YKOAOVTOUIVIG.

To memantine dev avéoteihe Ta CYP 1A2, 2A6, 2C9, 2D6, 2E1, 3A, T oAofivn mov mepieiye
povo&uyevaon, 1o €ro&eidlo VOPoAGoNG 1 T GOVAPOVPMGN IN Vitro (e cuvBnKeg SOKIUAGTIKOD
coAVa).

4.6 Tovipétnra, kOnon ko yorovyio

Kbnon

Agv vapyovv N vadpyovy TEploplopEVa Slobéctua dedopéva yia Tn ¥p1IoT TOL memantine 6€
€YKvUovovoeg Yovaikes. Ot pedéteg og {ma vTodNADOVOLV KATolo TOAvOTNTU LEIDONC TNG
evoopnTplag avénong oe enineda kBeonc, ta onoia eival dpota 1 EALaPP®S LVYNMAOTEPA OTd TNV
avOpomvn ékbeon (PA. map. 5.3). O evdeyoUevog Kivouvog yio Tovg avOpdmovg ivatl dyvmaoTog,.
Ag Ba mpémel va yiveTar xprorn Tov memantine 6t SIEPKELD TG KONOTMG EKTOG KAl oV ot givarn
OTOAVTMOC OVOYKaiO.

OnAiacudc

Agv gival yvooto €6v To memantine ameKKpIiveETOL GTO YOAO TOL avOp®OTIVOV HLOGTOV, OAAG 0VTO
eivar mBavo va cupfaivel Aappdvovog voyn ™ AMro@AKoT T TG ovsiag. Ot yuvaikeg Tov
Aappdvovv To memantine dg Ba Tpémetl va OnAalovv.



Covipdtra

Agv mopatnpnOnikoy avemBounTeg EvEPYElEG TOL Memantine Gg U KAMVIKEG LEAETES YidL TN
YOVILOTNTA OpPEVMV Kol ONAE®V.

4.7 Emdpacsig 6Tny IKEvVOTNTO 001]Y16NG KL YEIPIGHOD UNYUVILATOV

H véco¢ tov Alzheimer o€ pétpio £wg cofapod fadud cuvnbwg Tpokalel xElpoTéPELON TNG
ATOO0CNG GTNV 001 YNGT KO TNG IKOVOTNTOG YEPIoUOV punyavnudatov. Emmiéov, o Nemdatine
Exel pukpn| £0¢ PETPLOL EMIOPACT GTNV TKAVOTITO 00N YNOTG KOl XEIPIGLOD UNYOVIUATOV DOTE 01
eEmtepikol aobeveic Ba mpénetl va TpoeldomotovvTat va Aapdvouy Wlaitepn UEPYLVAL.

4.8 AvemOOunteg evépyereg

[IepiAnymn TOL TPOPIA ACPAAELOC

e KMVIKEG HeAéTeg otV HETPLA Kot GoPapn dvola, oTig omoieg Elafav pépog 1784 acbeveig og
Bepameio ue memantine ka1 1595 acBeveic oe Bepameio pe e1KOVIKO GAPUAKO, 1] GUVOMKT|
oVYVOTNTO EUEAVIONC aveTIOOUNTOV EVEPYELDV e TO Memantine dev diEpepe and exeivn Tov
EIKOVIKOD Qapudrov, ot avemBountes evépyelec nTav cuvnbmg Nog Emg pétprog Bapvntag. Ot
ovyvoTEPO ELPAVILOLEVEG OVETIOOUNTEG EVEPYELEC [LE VYNAOTEPT] GLYVOTNTO ELPAVIONC OTIV
oudda Tov memantine oe oyéon pe TV opAdH TOV EKOVIKOD Qappdkov ftav 1 (aAn (6.3% évavtt
5.6% avtictoya), kepaiadyia (5.2% évavtt 3.9%), Svokothotnta (4.6% Evavtt 2.6% ), vavniio
(3.4% évavt 2.2%) ko véptaon (4,1% évavt 2,8%).

Katdloyoc avemBOUNTOV EVEPYEIDV GE LOPON THIVOKO,

Ot ax6Aov0eG avemBOUNTEG EVEPYELEC OL OTOTEG KOTAYPAPOVTAL GTOV TOPUKATM TIVOKOL
avoeEPONKav 6Tig KMVIKEG HEAETEG e Memantine kot Petd amd v e160y®yN TG 6TV ayopd.

Ot avemBOunTeg evépyetec epeavifovat avd Kotnyopio opyavikod GUCTHHATOS, PACEL TNG
ako6A0LONG cLUVON KNG TOAD cuyvég (> 1/10), cuyvég (>1/100 to < 1/10), by svyvég (= 1/1,000 to <
1/100), omdvieg (>1/10,000 to < 1/1,000), modd omdvieg (< 1/10,000), dyvooteg (dev givar
duvatdv va ektiunBovv and ta vdpyovta dedopéva). Te kdbe tavounon avd cuyvotnTa, ot
avemBOunTeg evépyeteg eppaviCovion pe oelpd eoivovcsac soPapodtnTag.

KATHI'OPIA OPI'ANIKOY YYXNOTHTA ANEINI®OYMHTH
XYZTHMATOX ENEPI'EIA
AodEelg ko LoAOVGELG Oy ovyvég MoAvvoelg amd poxknTeg
Awrtapoyég ToV avOGOTOmTIKOD Xuyvég YnepevarcOnoia ota
GLGTNLOTOC QAPLOKOL
Yoylatpikég otatapoyég Xoyvég Ynvniio

Oy ovyvég Xyyoon

Oy ovyvég Yevdouohnosict

Ayvooteg Puyoticéc aviidpaostc’
Awotapoyég ToV VELPIKOD GUGTNHLOTOG Zoyvég Z6An

Zoyvég draTopoyég 100pPoTiog

Oy ovyvég Awtapoyés Baotong



[ToAb omdvieg

Emiinntwcég xpioeig

Koapdiohoyikéc drotapayc Oy ovyvég Kaopdiokn averdapieio
Avyyelokég dtaTopayEg SuyvEC Yréptaon
Oy ovyvég Ddrefucn
OpouBwon/Bpoppospforn
Alotapoyég TOV OVOTVEVGTIKOV Xuyvég AvYornvoln
GLOTNHOTOG, TOV BMPUKA KOl TOV
pecobwpakiov.
laotpeviepikég datapoyés Zoyvég Avckototnta
Oy ovyvég "Epetog
AyvooTeg Hoykpeatitdo?
Awrtapoyég Tov fIoTog Xuyvécg AvEnuéveg TG NIATIKNG
Aettovpyiag
Ayvooteg Hratitda
Ievikég Sratapayés kot datapayés otV Yuyvég Kepoaiodyio
Béon xopnynong
Oy ovyvég Koénwon

101 yevdaishnoeig mapatnpiOnkay Kvping os acheveic pe coPapy voso Alzheimer.
> MELOVOUEVE TIEPICTATIKG, TOL OTOI0. KOTOYPAGNKOV HETA TNV KVKAOQOPIO TOV TPOidVTOg 6TV

ayopd.

H vbcoc Alzheimer £xel cuoyetiotel pe v KatdOAnym, TOV GVTOKTOVIKO OGO KOl TV
avtoktovia. Metd v KukAo@opia ToV TPOIOVTOG GTIV 0yOPd TETOLEG EVEPYEIEG EXOVV

Kataypoeel og acbeveic mov Adpupavav Bepaneio pe memantine.

Avopopd TOavoloyoDUEVOV aVETIOOUNTOV EVEPYEIDV

H avagopd mbavoroyodpuevmv avemBountov evepyelmv PETA amd Tn yopnynon adelog
KUKAOQOPING TOL QPOPUOKEVTIKOV TPOTOVTOG givan onpavtikn. Emtpénet tn cuveyn

TopakoAovON o TG GYEoNG 0PEAOVG-KIVODVOL TOV QUPLOKEVLTIKOD TPOIOVTOG. ZNTEiTal amd TOVG

EMOYYEALATIEG VYELOG VO AVOPEPOVY OTTOIEGONTOTE TOUVOAOYOVUEVEC OVETIOVUNTEG EVEPYELES
HEG® TOV €6VIKOD GLOTNUATOG AVAPOPAS OV avaypapeTal 610 [apdpmua V.

4.9 Ynepdooolroyia

Ynrdapyel TohD TEPLOPIGUEVT] EUTELPIN Y10 VTEPSOCOAOYIO OO TIG KAMVIKEG LEAETEC KOl TNV

eumelpio amd v KukKAogopio otV ayopd.

2LVUTTOUOTO

Yyetikd, peydreg vrepdocoroyieg (200 mg ko 105 mg/Mmuépa yio 3 nuépeg avtiotoya) Exovv
ouvvoebel ite pe ouumTOpATA KOVpaonG LOVO, aduvapio Koy didppota gite ue amovcio
CUUMTOUATOV. LTIC TAPUKAT® TEPTMOELS vepdosoroyiag pe 140 mg 1 pe dyvootn d6on ot
0o0EVEIC ELPAVIGOV GUUTTAONOTO 0O TO KEVIPIKO VELPIKO cVGTNA (GVYYLGN, VOGTO LIVIALQ,
\yyo, diéyepon, embeTikOTNTO, YELOAUGONGELG KOt dtaTapoyEg fadiong) kavn ond To

YOOTPEVTEPIKO (EUETOG KOl S1dppolaL).



http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

2V mo akpaio TepinTon vrepdosoroyiag, o acbevig enélnoe petd and Anyn 2000 mg
memantine amd T0 GTOUA [LE EMOPACELS 6TO KEVIPIKO VELPIKO cuotnuo (kopa yio 10 nuépec kat
apyotepa omAnmio Kot di€yepon). O acbevig voPAnOnKe e copnTOROTIKN Oepameio Kot
mhacpoeaipeon. O acBevig avévnye xopig LOVILEG CUVETELES.

Y& po GAAN Tepintwon peyding vrepdocoroyiag, o acbevig eniong enélnoe kat avévnye. O
acOevig gixe Aapel 400 mg memantine amd to 6TOUA. O acHEVIC ELPAVICE CUUTTOUOTA OO TO
KEVIPIKO VEVPIKO GUGTNUO OTMG VELPIKOTNTA, WYOHYMOT, OTTIKES YELOAUGONGELS, Lelmon TG
EMANTTIKNG 0000, LITVNAL, KOTOmANElo Kol OTMAELD GUVEIDTOTC.

O¢paneia

Ye meputtoelg vePdocoloyiag, 1 Oepaneia O Tpémel va eival cuUTTOUOTIKY. AgV VITAPYEL
dwBéc1o cuyKeKPEVO avTidoTo Yo v dnAntnpiacn 1 v vepdocoroyia. Ot Tumkég
KAMVIKEG SLOOIKOGIES Y10 TNV OTOUAKPVVGT TNG OPUCTIKNG OVGING .Y YOOTPIKN TAVON,
QOPUAKEVTIKOG GvOpaKag (Slakomn TG EVOEXOUEVNG EVIEPO-NTATIKNG EMAVAKVKAOPOPING),
o6&vvon TV 0VP®V, LTOYPEMTIKY d100PN O, O TPETEL VAL YPTCYLOTOLOVVTUL AVAAOYO LE TIG
OVAYKEG.

Yg TEPINTMOOT TOV VITAPYOVY GNUELD KOl CUUTTMOUOTO YEVIKNG VIEPSIEYEPCNG TOV KEVIPLKOD
vevupkov cvotnuatog (KNX), o mpénet va e&etdleton 1 €QOPUOYN TPOCEKTIKNAG CUUTTMOUOTIKNAG
KAMvikng Oepameiog.

5. ®PAPMAKOAOI'IKEX IAIOTHTEXZ

5.1 @appokodVVOPIKES 1OOTNTES

Ddoppaxobepamevtikn katnyopio: PoyoavoAnTTiKd, GAAL QOPLOKEVTIKA CKEVAGUOTO KATO TNG
avolog, kmdkog ATC: NO6DXO01.

Mnyaviouoc dpdong

Yrapyovv av&avopeva ototyeio 6Tt 1 SLGAELTOVPYiR TNG YAOLTOUVEPYIKNG VELpOdLPifaong,
wWuitepa 6T0Vg VITOd0YEic-NMDA, GuvelcQEPEL TOGO GTNV EKQPACT] CUUTTOUATOV OGO Kol TNV
eEEMEN ¢ aoOEVELG OTIV TEPIMTOOT TNG VEVPOEKPVAICTIKNG (IVOL0G.

To memantine givatl évog eEapTOUEVOG A0 TNV TAGT, U1 AVIOYOVICTIKOS OVTOYMOVIGTIS
vrodoyéos-NMDA pétpiag cvyyévelag. PuBpilet tn dpdon tov mtafoloyikdg avEnUEVOY TOVIKGY

EMIES®V YAOVTOLIVIKOD TTOV UTOPOVV VAL 00N YICOVV GE VELPWOVIKT] OLGAEITOLPYI.

KAvikn omoteAeoLaTKOTNTO KOL AOQAAELD

Ye wa Pacikn pekétn povobepomeiog oe acbeveig mov Emacyay amd PETPLO. EOG GoPapn VOGO
Alzheimer (cuvolikn Padporoyioc MMSE-mini mental health examination otnv Bacikr| enickeyn
amd 3-14) coumepiinednkav 252 eEmtepikol acbeveic. H peiétn £dei&e evepyetika
aroteléopata tng Oepameing e LeRoVTivn 6€ GUYKPIoN UE TO EIKOVIKO PAPUAKO GTOVG 6 UAVES
(avéivom observed cases yia tn CIBIC clinician's interview based impression of change plus:
p=0.025, ADCS—Alzheimer's disease cooperative study - activities of daily living ADLsev:
p=0.003, SIB — severimpairement battery: p=0.002).



e wa Pacikn pekétn povobepaneiog pe pepavtivn og acbeveic mov Emacyav and N £
pétpla vooo Alzheimer (cuvolikn fabuporoyioc MMSE otnv Bacikn enickeyn and 10 €wg 22)
ocvopunepneOnkav 403 acbeveic. Ot acBeveig o1 omoiotl EhaPav Oepaneio pe pepovtivn
TOPOVCINGAV GTUTIGTIKA OTLLOVTIKG KOADTEPQ AMOTEAEGLOTO OO TOVG 0oOeVEiS Tov EAafav
EIKOVIKO @apuoko otig kupieg petafintéc: ADAS — Alzheimer’s disease assessment scale -cog
(p=0.003) ka1 CIBIC-plus (p=0.004) kozd v fdouada 24 (avirivon LOCF - last
observationcarried forward ). Ze po GAAN pekétn povobepomeiog o o £0¢ PETPLOL VOGO
Alzheimer tuyaiomomOnkav oto cHvord Tovg 470 acbeveic (cuvolkn| Babporoyic MMSE oty
Bacwm eniokeyn and 11-23). Xty tpoontik®dg Kabopiopévn avaivon tng KOpLog LeTaBANTS
dev emtedyONKe GTATIGTIKN GNUOVTIKOTITO OTO TEAIKO YPOVIKO GNUEID OVAAVOTG TNG
OTOTELEGLATIKOTNTOG KATA TNV gfdopdda 24.

Mia petavilvon acBevav pe pétplo émg coPapn voco Alzheimer (cuvolikn Babuoroyioc MMSE
<20) amo £€En eheyydpeveg e eiovikd eappako peréteg eaong I didpreag 6 pnvov
(ovumeprhapPavouévov LEAETOV pLovobepameiag Kot pehetdv Le acbeveig oe Oepameio pe
otafepn 600N AVOGTOAEWV OKETVAYOAVEGTEPAONG) £O€1EE GTOUTIOTIKG GLLOVTIKY] O10pOpd VITEP
g Oepameiag pe pepavtivn yio TNV YVOOTIKN KOTAGTAG, TV YEVIKN KAWVIKT E1KOVO KOl TN
AELTOLPYIKN TKOVOTNTO.

Y1ov¢ aobeveic 6TOVG OTMOioVE TAPATPNONKE TAVTOYPOVT EMOEIVOGT OADOV TOV AVOTEP®V TPLDV
TOPAUETPMV, TO ATOTELEGHOTO EGEIEAV GTATIOTIKA ONULOVTIKT ENIOPACT) TNG HEUAVTIVIIG OTIV
TPOANYM NG emdeivmong, SimAdolol acbeveic oe Bepameia e EIKOVIKO PAPLOKO GE OYECT LLE
Tovg acbeveig oe Bepameio e pLepavTivn TAPOLGIOcHY ETIOEIVOGT KOl OTIC TPELS TAPAUETPOVS
(21% évavtt 11%, p<0.0001).

52 ®@upuoKoKIVNTIKEG IOLOTNTES
Amoppdonon

To memantine £ygl amdAvtn Prodbeoipotnro mepinov 100%. To tmax eivar petadd 3 kot 8 wpmv.
Agv vrdpyet £voeign OtL 1 Tpo@1| EXNPeAlel TNV AToPpOENCT TOL memantine.

Kotavoun

Ot nuepnoieg d6ce1g Tov 20 mg 0dnyohv o€ SVVALIKT IGOPPOTIC. GUYKEVIPOCEMYV TAACLOTOS TOV
memantine mov mowkiAlovv and 70 £wg 150 ng/m 1 (0,5 - 1 pmol) ko peydiec peta&d tovg
drakvpaveeic. Otav yopnyndnkav nuepnoteg d6celg S émg 30 mg, n péom T Tov Adyov
gykepoarovotiaiov vypod (CSF)/opod vroroyiotnke 610 0,52. O 6ykog TS KaTavoung etvat
nepinov 10 I/kg. To 45% mepinov tov memantine decpeveTal 6TIG TPOTEIVEG TAAGLOTOG.

Blouegtaoynuatiopoc

Ytov avOpwmo, o 80% mepimov Tov KVKAOPOPOVVTOG VAIKOD GYETIKOD |E TO memantine
eU@avifeTol e TN LOPPT TOV YOVIKOL 6KeEVAGHOTOC. Ot kuplotepot avOpamivol petafoAriteg eivar
10 N-3,5-dimethyl-gludantan, To woopepég piypa tov 4- kot 6-hydroxy-memantine ko 1o 1-
nitroso-3,5-dimethyl-adamantane. Kavévag omd avtovg toug petaforiteg dev mopovotdlet
dpaotnprotra aviayoviet -NMDA. X cuvOnkeg in Vitro 6gv aviyvedTnke KatalvOUEVOg
petafoiiopdc omd to kutodypopa P 450.

Ye pio perétn 6mov yopnynonke *C-memantine omd 6TOPATOC, ETAVOKTHONKE KATE EGO OPO TO
84% g 000G €vog 20 nuep®V, LE TEPIGTOTEPO 0O TO 99% VO AMEKKPIVETOL VEPPIKAG.
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Amofoin

To memantine amofdAAietor Katd TPOTO PovoekBeTIKO e TeEMKO ty, amd 60 Emg 100 dpec. Xe
€0elovTéC e puotoAoYIKn veppikn Agttovpyia, 1 oAtkn kéBapon (Clir) avépyetor ota

170 ml/min/1,73 m? kot pépog g OMKNC VEQPIKNG KAOUPONG EMITLYYAVETAL [LE GOMVAM
gKKpiom.

H veppikn| diepyacio meptiapfdvet eniong cOANVOIN novOToppdEN o, TOOVAOS LE TN
UEGOAGPNON TPOTEIVOV PeTaPOpdg KaTOVT®V. O puBuds veppikng amofoAng Tov memantine 6g
ouvOnKeg aAKOMKOV 0Vp®V propel va pelwbel katd éva Tapdyovta amd 7 éog 9 (BA. map. 4.4). H
OAKOAOTOINGT TV 0VP®V UTOPEL VO EVOL OTOTELECUA OPAGTIKOV AAAAYDV GTN SL0TPOQN, T.).
a6 dloTPoPn He PAcT TO KpLag og duTpo@n| e Pdom ta Aayovikd, 1 e€artiog palikng
TPOSANYNG PLOUICTIKOV SIOAVUAT®V YOOTPIKIG OVOETEPOTOINONG.

CpoppukdtnTo

O pelétec pe e0eAovTég 08150V YPALLIKT QAPUOKOKIVITIKY SpacTnpOTNTa EVTOS TOL E0POLG
docoloyiag 10 - 40 mg.

DopUOKOKIVITIKN/QopLoKodLVALLIKT GYEcN

Me d6on memantine 20 mg nuepnoing to exinedo tov CSF tapialovv pe v tiun-Ki

(ki = oT08epd ovaoTOAN ) TOV memantine, 1 onoia givan 0,5 umol 610 peTOTIKO EAOO TOVL
EYKEPAAOV.

5.3 [poxivikd dedopévo Yo TNV a6QaieLo.

e Bpayvypdviec LEAETES e 0povPpaiovg To memantine OTMG Kal AALoL avtoymviotéc-NMDA
TPOKAAEGAY KEVOTOTIDON KOTAGTAGT KOl VEKP®GN TV VeEupdvev (aAloiwon Olney) uovo petd
Ao yopnynon S0cemV Tov 0dNYoVV g TOAD VYNAEG KOPVPEG GLYKEVTPWSNG opoV. [Tponyndnke
ata&io Kot GAAG TPOKAIVIKA GUUTTMOTO TPLY OO TNV KEVOTOTIMOON KATAGTACT Kol VEKP®OOT).
Kabac n dpdorn avtn dev mapatnpndnke o€ LaKpoypoOVIEG LEAETEG TPOKTIKAOV OVTE YN
TPOKTIKOV, 1] KAVIKT] GYETIKOTNTO QUTAOV TOV EVPNUATOV Elval AYVOGT.

[Mopatnprnkav acvpPifacteg 0pBUAKEG AAAOLDOELS O HEAETEG TOEIKOTNTOG
EMOVOLOUPOVOUEVOV SOCEMV GE TPOKTIKA KOl GKOAOVG, 0ALA Oyl o€ HaTovdes. O e1ducég
0POOALOCKOTIKEG EEETACELS TV KAIVIKMV UEAETMV L€ TO memantine dgv AmoKAALY ALY Kapio
o@OaAIKY aAloiwon.

Y& TPOKTIKA TOpoTNPNONKE POOPOMTIOWOT| GE TVELHOVIKA Lakpo@dya eEattiag Tng
GLOOMPELONC TOV Memantine 6to Avcosmudtio. Avtn 1 dpdon eivat YvwoTh ard ;GAAES
OPOCTIKEG OVGIEC [LE KATIOVIKES OUOIPIMKES 1O10TNTEG. YTTAPYEL EVOEYOUEVT] GYECT UETOED OVTNG
TNG GLGCMPEVCTG KOl TNG KEVOTOTIMONG KATAGTAGCTG TOV TOPATNPHONKE GTOLE TVEVHOVEG. AVTN
1N dpdomn TopaTNPNONKE LOVO GTe TPOKTIKG 6Ta omoia yopmyndnkay vyniég doceis. H hvikn
GYETIKOTNTO OVTMV TOV EVPNUATOV ivat AyvmoTh.

Agv mapatnprOnke yovidiotoEikodtnta LeTd TN 0K Tov memantine 6€ GULPATIKES OVOAVCELC.
Agv vipye KavEva oToLEl0 EVOEYOLEVIC KAPKIVOYOVOL dPpAcTC GE 160P1EC LEAETEG TTOVTIKADV KOl
apovpainv. To memantine dev Tapovsiace Tepatoydvo dpdor 6€ apovpaiovg Kot KOUVEALD,
aKOUN KO G€ UNTPIKAG TOEIKEG SOGELS, KOl dEV TapaTnPNONKay aveEmBOUNTEG EVEPYELEG TOV
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memanting 6TV avoTopAy®YIKH IKAVOTITA. XTOVS 0poLPOIOVS, TapatnprOnke peimon g
avénong tov euPpvov e enimeda kbeong, ta omoin gival dpota 1 EAAPPDS LVYNAOTEPA OO TO
eminedo ékBeomng Tov avOpmmov.

6. OPAPMAKEYTIKEXZ IAHPO®OPIEX
6.1 Katahloyog ekdéymv

ITvpnvec diokiov yio to emtkaivppévo. ue Aemttd vuévio dtokia 5, 10, 15 xou 20 mg

M1ikpoKpUGTUAAIKT KUTTAPIVN
Kpoomofiodvn tomov A
TéAxng

2TEUTIKO LOyVIGLO

EmucdAvyn diokiov yo to emikoioppuévo pe Aemtd vuévio dtokia 5, 10, 15 ko 20 mg

Ynpopehdoln 6¢P

Awo&eido tov trtaviov (E171)
Movoddpikn Aaktoln
[ToAvaBvievoyrvkoin 3350
Tplaxetivn

EmmAéov yia ta smkoivpuéva pe Aemtd vuévio diokio 15 mg

Kitpwo, kokkivo kot pavpo o&eidto tov adnpov (E172)

EmmAéov yia ta smkoivpuéva pe Aemtd vuévio diokio 20 mg

Kitpwvo kot kékkvo 0&gidio Tov adnpov (E172)
6.2 AocvppototnTeg

Agv gpapudletai.

6.3 Awdpkera Cong

Yvokevaciec KOyEANG: 3 ypovia.
HDPE oqidAeg: 2 ypovia.

HDPE @iéAec: ypnoipomomote evtog 100 nuepdv petd to dvorypa.
6.4 Idwitepeg TPoPULLAEELS KOTA T PVLAEN TOV TPOIOVTOG
Mn pvAdocete o€ Beppokpacio peyaivtepn tov 25°C.

6.5 ®@von kKm GVOTUTIKA TOV TEPLEKTN

PVC/PVDC-Kuyéhec olovuviov
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Nemdatine 10 mg kou 20 mg emukorvuuéva pe Aemrtd vuévio diokio:
HDPE ¢@iéAn.

2VOKEVOOIES
Nemdatine 5 mg ertkodloppévo e Aemtd vuévio diokia.:
Yvokevacieg KOWEANG: 42 kal 98 emkaAvUpPEVE e AETTO LUEVIO dloKia.

Nemdatine 10 mg smkaivppéva pe Aertd vpuévio dtokia:

Yvokevaocieg kKoyéAng: 28, 30, 42, 50, 56, 60, 98 kat 112 emikoivppévo pe AeTTtd VUEVIO S1oKiaL.
HDPE @éAn: 100, 130%*, 250* kou 500* emicoivppévo pe Aemtd vpévio diokia.

* TpoopileTon UOVO VIO KEVTPO, OLOVOUNG OOCEWY

Nemdatine 15 mg ermucalvupéva, pue Aemtd vuévio dokia:
Yvokevaciec KowEANG: 7, 42 kat 98 emikaAvppévo pe Aemtd vuévio diokial.

Nemdatine 20 mg ermucalvupéva, pue Aemtd vuéEVio dlokia:

Yvokevooiec kKoyeng: 28, 42, 56 kot 98 emkalvppéva e Aento LUEVIO dloKial.
HDPE @édAn: 100, 130%*, 250* xou 500* emicoivppévo pe Aewtd vpévio diokia.
* gpoopiletal HOVo Yo KEVIPO O10VOUNS JOTEMV

Mmopei va pnv Kokho@opobv OAEG Ol CUGKEVAGIEG.
6.6 Iowitepeg TPOPVAGEELS ambppPLYNG

Kapia €1dtkn vwoypémaon.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Actavis Group PTC ehf.
Dalshraun 1

220 Hafnarfjordur
Iohavdia

8. APIOMOZXZ(0OI) AAEIAX KYKAO®OPIAX

EU/1/13/824/001
EU/1/13/824/002
EU/1/13/824/003
EU/1/13/824/004
EU/1/13/824/005
EU/1/13/824/006
EU/1/13/824/007
EU/1/13/824/008
EU/1/13/824/009
EU/1/13/824/010
EU/1/13/824/019
EU/1/13/824/011
EU/1/13/824/012
EU/1/13/824/013
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EU/1/13/824/014
EU/1/13/824/015
EU/1/13/824/016
EU/1/13/824/017
EU/1/13/824/020
EU/1/13/824/022
EU/1/13/824/023
EU/1/13/824/024
EU/1/13/824/025
EU/1/13/824/026
EU/1/13/824/027

9. HMEPOMHNIA INPQTHXE EF'KPIXHYX/ANANEQXHY. THX AAEIAX
Huepopnvia mtpodtng £ykprong: 22 Ampidiov 2013
Huepopnvia televtaiog ovavémong: 08 lavovapiov 2018

10 HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPOoPOpPIES Yol TO TUPOV PAPUOKEVLTIKO TPOIOV gival S100EG1UEG GTOV SIKTVAKO
1610 Tov Evponaikod Opyaviouod @apudkov http://www.ema.europa.eu

14


http://www.ema.europa.eu/

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
Nemdatine 5 mg emikaAvppévo e Aemtd vpévio diokial.
Nemdatine 10 mg emukaAvppéva pe Aemtd vuévio dtokia.

Nemdatine 15 mg emkaAvppéva pe AenTod LUEVIO dloKia.
Nemdatine 20 mg emkaAvppéva pe AETTO VUEVIO dloKid.

2. IIOIOTIKH KAI MOXOTIKH XYNGOEXH

Nemdatine 5 mg

To k60 emkaAvpévo pe Aemto vuéVio diokio mepiéyel S mg memantine hydrochloride 1odvvapa
pe 4,15 mg memantine.

Nemdatine 10 mg

To kdBe emxarvpévo pe Aemtd vuévio diokio mepiéyel 10 mg memantine hydrochloride
wodvuvapa pe 8,31 mg memantine.

Nemdatine 15 mg

To kdBe emkaivpévo pe Aemtd vuévio diokio mepiéyetl 15 mg memantine hydrochloride
wodvvopa pe 12,46 mg memantine.

Nemdatine 20 mg

To ka0 emkaivpévo pe Aemto vpévio diokio mepi€yet 20 mg memantine hydrochloride
eodvvapa pe 16,62 mg memantine.

"Exdoyo(a) ue yvootn dpdon:

Nemdatine 5 mg emukoioupéva pe Aentd vuévio S1oKio

Ka06e emucorvppévo pe Aemtd vuévio diokio mepiéyet 0,47 mg povoddpikng Aaktdlng.

Nemdatine 10 mg smukolouuéva pe Aewtd vuévio dickio

Ka06e emucorvppévo pe Aemtd vuévio diokio mepiéyet 0,95 mg povoddpikng Aaxtdlng.

Nemdatine 15 mg emucoloupéva e Aemtd vuévio d1okio

Kd&Be emucoloppévo pe Aemtd vuévio diokio mepiéyet 1,42 mg povobdpikng Aaktolng.

Nemdatine 20 mg smikolvpuéva pe Aemtd vuévio dickio

Kd&Be emucoroppévo pe Aemtd vpévio diokio mepiéyet 1,89 mg povoddpikng Aaktolng.

IMa tov mApn KatdAoyo Tov ekddywv, PA. Tapdypapo 6.1.
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3. DAPMAKOTEXNIKH MOP®H
Emicoivppévo pe Aemtd vpévio diokio.

Nemdatine 5 mg smxoivuuéva pe Aertd vuévio diokio

Agukd oynUaToc oA, apeikvpto emtkalvpupéva e Aento vuévio diokia, 8 mm x 4,5mm o¢
uéyebog pépovrtag ™ xapaén “M5” otnv o TAgvpd.

Nemdatine 10 mg srikolvppéva pe Aertd vuévio dickio

A€guKa, oYNUATOC KAYaKiov, apeikvpta emtkalvupéva pe Aemtd vpévio diokia, 9,8 mm x 4,9 mm
o€ péyebog pe ypapun Bpavong kot yapaypévn tny évoeldn <‘M10°” otnv pia mievpd.

Nemdatine 15 mqg emkoivpuuéva pe Aemtd vuévio diokio

[Toproxahi, oynpotog ofdA, apgikvpta entkaivppéva pe Aentd vpuévio dokia, 11,4 mm x 6,4
mm og péyebog pépovtag tnv £voeitn “M15” otnv o TAgvpd.

Nemdatine 20 mg erikolvppéva pe Aertd vuévio dickio

2Kk00po pol, oxfLOTOC OPAA, ApEiKVPTO, EMKOAVUUEVA LE AETTO VUEVIO dlokia, 12,6 mm x 7 mm
o€ péyeboc pépovta v €voelEn ‘M20’ onuetopévn oty o TAEvpd.

4. KAINIKEX IAHPO®OPIEX

4.1 OgpomevTiKég gvositelg

Ogpancia evniikov acbevav pe pétplo émg coPapn voco Alzheimer.
4.2  Aocoloyio kol TPOTOG opNyNOoNS

H ayoyn mpénet va yopnyeitor Kot v emPAETETOL OO Y1IOTPO LLE EUMEPIO OTN OAYVOOT Kot
Oepomeio TG dvolog Tov Alzheimer.

Aocoloyia

H Bepoamevtikn aywyr 0o mpémet va yopnysitar LOVO LE TNV TOPOVGI0 TOL 0TOUOL TOV PPOVTiLetl
Tov acfevn Kot Tov Ba eEAEYYEL TOKTIKA TN ANYT TOV QAPUAKEVTIKOD TPOIOVTOG OO TOV 0.COEVT.
H dudyvoon Ba mpémet va yivetal cOLQOVa LE TIG 16YVOVoEG KaTtevbuvThpleg ypapupés. H avoyn
Kol 00Goloyio 010 memantine Oa TPEMEL VL EMAVEAEYYETAL GE TAKTE YPOVIKA SLOGTILLOTO,
TPOTOTEPO AV TPELS PUNVEG amd TV Evapén g Oepameiag. Emopévag 1o khvikd 0pelog Tov
memantine Kot 1 GVEKTIKOTNTO TOV a.cBevoug 6g avTd, Oa TPEMEL VoL ETAVELEYYOVTOL GE TAKTA
YPOVIKA SLOGTHLLOTO, COUPOVA LLE TIG VOIOTAUEVES KAVIKEG KATELOLVTPLES YPOLLLES.

H ocvvthipnon ot Bepoaneio pmopel va cuveyiotel yio 660 didotnuo vedpyel Oepamevticd 6peAog
v Tov acbevi kot yio 660 ddotnpa o achevig Topovctalel avekTikoTnTa oty Oepaneia pe
memantine. ZOVETMG TO KAWVIKO OQELOC TNG VOPOYAMPIKNG LEPAVTIVIG Ba Tpémet va,
EMOVEKTILATOL G€ TaKTIKN Pdon. H dwakonn ¢ Bepanciog Oa mwpénel va eEgtaletan dtav oev
VIAPYOLY TAEOV avapopEg BepamevTtikig dpaone 1| GV o acbevg dev TaPoVGLALEL OVEKTIKOTNTO
o1n Oepamneio.
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Evijlixes

Titlomoinon 0oonc

H péyrot nuepnota d6om ivon Smg v nuépa mov avédveton otadiokd Tig tpoteg 4
ePdopddeg Bepameiog PTAVOVTOS T GUVICTMOUEVT O AKOAOVO®C:

Epdoudoa 1 (quépec 1-7):
O/H acbevic mpémet va AaPet Eva eTKAAVUUEVO Pe AETTO DUEVIO O10KI0 TV 5 mg TNV Nuépa
(Aevkd oyfuotog ofdd) Yo 7 nuépeg.

Efdouddo 2 (quépeg 8-14):

O/H acBevnic npémnet va AdPel éva emkodvppévo pe Aemtd vpévio diokio tov 10 mg v nuépa
(oympatogkayakiov) yo 7 nuépec.

Epdouddo 3 (quépeg 15-21):

O/H acBevig mpémel va AaPet Eva emkaAvUpPEVO e AeTTO LUEVIO dlokio TV 15 mg v

Nuépa(moptokai, oynUaTog ofAal) yio 7 nUEPEC.

Ano v Efidoudda 4 ko pueta:

O/H aoBevic mpémetl va AdPel Eva eTKOAVUIEVO e AETTO LEEVIO dlokio Tev 20 mg TV
nuépa(cxovpo pol oynuatog ofdar) yio 7 nuEPEC.

H péyiom kabnuepwvni d6om sivar 20 mg tn nuépa.

Aoon ovvrnpnong

H ocuvictduevn 66on cvovripnong ivor 20 mg v nuépa.

Hlaowuévor
Me Baon Tig KAVIKEG LEAETEG, 1) GLUVICTAOUEVT 00T Yo acBeVEIC NAikiag 65 €TV KoL dve gival
20 mg v nuépa (20 mg pia popd TV NUEPA) OTWS TEPLYPAPETOL VOTEPE.

Neppixn ovemopkelo,

e acbeveic pe Mo avemdpkela ¢ veepikng Aettovpyiag (kabapon kpeativiving 50-80 ml/min
dev amanteital Tpooapuoyn g d0omng. e acbeveig pe pétplo veppikn duciettovpyio(kdbapon
kpeatvivng 30 - 49ml/min) n nuepnoa 86on mpénet va eivor 10 mg nuepnoiong. Edv eppavifovv
KaAN avoyn LETA amd TovAdylotov 7 nuépeg Bepameiag, n 06on umopet va avénbet £wg ta 20
mg/Muépa. sOUP®VO e TO KoOlEpOUEVO oynua TIthomoinong. Xe acbeveic e coPaprn veepikn
avendpkeo (kdBapon kpeatvivng 5-29 ml/min) n nuepriolo d6on mpénel va eivar 10 mg tnv
nuépa.

Hratikn overapreio,

Ye acleveic pe Nmia €oc pétpla nrotikn avendpiela (Child-Pugh A kot Child-Pugh B) 6gv
OTOLTEITOL TPOGUPOYT TNG 006N C. Agv VTLAPYOLY SLOBECIUA GTOYEL Y1 TV YPTON TNG
pepovtivig og acbeveig pe cofapn nratikn averdpkeia. H yopnynon tov Nemdatine dgv
oVVIoTATOL G€ 000EVEIC e GoPapn NTATIKY AVETAPKELQL.

THoudrotpixog winBvouog
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Agv vidpyovv dabéoipa dedopéval.

Tpomog yopnynong

To Nemdatine 6o Tpémetl va yopnyeiton amd Tov GTOUNTOC Lio, QOPE TNV NUEPT KOL TPETEL VO,
Aappdaveton v ido dpa kabe nuépa. Ta emkaivpuéva pe vuévio diokio wmwopel vo Aaupavovral

He 1 xopic Tpo@r.
4.3 Avtevoeigelg

YrepevarcOnoio otn dpUCTIKE OVGIN 1) GE KATO0 0O TO EKO0Y0 AVAPEPOVTAL GTNV
mapdypoeo 6.1.

4.4  E0kég TPOEIOOTOMGELS KO TPOPVAAEELS KAT TN Yp1joN

JVOTHVETOL TPOGOYN OTOVG AoOEVEIG e emANio, TPOTYOVEVO 1IGTOPIKO CTAGLMOV 1| acbeveic pe
TPOSOOETIKOVE TAPAYOVTES Y10l ETAN YL

Oa TpéNEL va. moPeVYETOL 1] TOWTOYPOVN XpHon aviaywviotdv N-methyl-D-aspartate (NMDA)
omm¢ apovTadivig, ketapivng 1 dextromethorphan. Avtég ol ovcieg evepyolhv 610 1010 cOGTNLO
VTOJ0YEMV OTMG Kol TO memantine, Kol ETOUEVOG 0L OVETIBVUNTEG EVEPYELES TOV PAPUAKOV
(oxeTlOueveg KUPImG L TO KeVTPKO veupiko cvotnua [KNX]) evdéyetar va givor o cvyvégn
mo évroveg (PA. emiong mop. 4.5).

Mepwkot mapdyovtes mov evdéxetar va avEdvouy to pH twv ovpov (BA. map. 5.2 ‘Amofoin’)
TOAVOV VO, TOLTOVY TPOGEKTIKT TOPUKOAOVONGN ToL asBevy. AvTol oL TapdyoVTEG
TEPIAAUPAVOVY OPUCTIKES AALAYEG TNG OLATPOPNC, T.Y. O dtotpon L BAon To Kpéag e
SoTpoon pe Paom o AayoVIKA, 1 Lollk) TPOGAN YT PLOHCTIK®Y SI0AVUATOV YUGTPIKNAG
ovdeteponoinong. Eniong, o pH tov ovpwv pmopei va avédver eEartiog nepumtdoemv 0EEwong
oL veppikov coinvapiov (RTA) 11 coPapdv ovporopndéewy and to faxtypio Tlpwredg.

Y11G meP1o00TEPES KAVIKES doKIUEC amokAeioOnkav ot acBeveig mov Emacyov and TpdoEATo
EUEPAYLLO. TOL LVOKAPSI0V, LUN-O0VTIPPOTOVUEVT] CLULLPOPNTIKY Kopdtakt| avendpkeion (NYHA
HI-IV), 1 un eheyydpevn véptacn. g GLUVERELN VTOV, VITAPYEL LOVO TEPLOPIGLLEVOS 0P1ONOG
Swbéoiuv otoryeiov Kot Ba Tpémet o1 aobeveig Tov TAGKOLY A6 VTG TIC TAONGELS VO
EMLTNPOVVTOL GTEV.

Av10 10 Qapuako wepEyel Aaktoln. Ot acheveic pe omdvia KANPovouKa TpoPAnLoTa
dvoaveliag omn yarlaktoln, EAhenym Aaktdong Lapp 1 kakn aroppoenon yAvkoing- yoraktolng
dgV MPETEL VO, TAPOLV AVTO TO PAPUAKO LE 1) YOPIC TPOOT.

45 AlMmiemopdosig pe GAL0 QUPUUKEVTIKG TPOIOVTH KO GAAES pOPPES adlAnAemiopaong

E&aitiag Tov popuoKkoAOYIKOV OTOTEAEGLATMOV KAl TOV UNYOVIGHOD dpdong Tov memantine
evoéyetar va mapatnpnbovv ot akdrovbeg arAniemdpdoeic:

. O 1poTOC Spdiong vtodnAmvel OtL Ta amoteAéspota Tov L-dopa, Tov vioTapvepyikmv
OYOVIOTOV, KOl TOV OVIOAVEPYIK®OV UTOPOVV VOl EVIGYDOVTAL LLE TAVTOYPOVN
Oepamevtik| ayoyn pe avtayoviotés-NMDA 6nwg to memantine. H dpdon tov
BapPirovptkdv Kot TV VELPOANTTIKGOV evOEXETAL Vo petdvetal. H tavtdypovn yoprynon
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TOV memantine L€ TOVG AVTIGTOCULOMIIKOVG TAPAYOVTES, SAVTPOAEVIO Kot Barklopaivn,
UTopel vo TpomoTotel T dpdiom Tovg Kot Thavov va amarteiton pOOpon g docoroyiag.

. H tavtdypovn gpnon tov memantine kot apavtodivng o tpémel va amopevyetal, attiog
TOV KIVOUVOL Qapprakotoéikng yiywong. Ta dVo crevdouata givol YNUIKOG GUYYEVEIC
avtoyoviotéc-NMDA. To 810 pumopel va 1oy0et Kot Yo TNV KETOpIVN Kot TO
dextromethorphan (BA. eniong map. 4.4). Yndpyet exiong pio OnHocievpévn avapopd
nepintong mhavod Kivdhvov GYETIKA IE TO GLVOVAGHO TOV memantine Kot PoVOTOTVNG,.

. Yrapyet mbavotnra kol GAAEG OPUCTIKEG OVGIEG OTME 1| GLUETIOIVT], pavLTIdiv,
TPOKOIVAUIOT, KIVidivn, KIVivi) KOl VIKOTIVI] Ol 0TTO1EC ¥PNGUOTOL0LV TO {510 VEQPIKO
KOTIOVIKO GUOTNLO LETOPOPAS OTMG KOt 1) apLavtadivny vo aAlnAemidpodv [Le To memantine
KOl v 00N yoOV G eVOEXOUEVO KIVOLVO aENUEVOV EMTTESWDV TAAGHLOTOC.

. Mmropel va vdpéet mbavotto peiopévav emmédmv vopoyAwpobeialiong (HCT) otov opd
otav 1 pepavtivn cvyyopnyeitan pe HCT 1 onotodnmote cvvdvacuod pe HCT.
. Metd v KuKAOQOpio TOL TPOIOVTOG GTNV AYOPd EYOVV KOTAYPAPEL LELOVOUEVH

neplotoTikd avénong tov INR (international normalised ratio) o acOgveig mov TavTOYPOV
AdpBovav Bepameio pe Papeapivn. Iapdho mov dev Exel TEKUNPL®OEL KATOL AITIOAOYIKY|
GLGYETION, GUVIGTATOL TUKTIKOG EAEYYOG TOL (povov mpobpouPivng 1 Tov INR oe acbeveic
7oV AapPdvovy tavtdypova Bepameio e YOPNYOOUEVA ATTO TOVG GTOUATOG OVTITNKTIKA.

e pappokokvnTikéc (PK) pedérec pog 66ong oe vyteic veapovg eBehovtég dev mopatnpnonke
OYETIKN AAANAETIOPOIOT] OPACTIKNG OLGI0 LE dPACTIKT OVGI TNG LEUAVTIVIG UE TIG
yYAvumovpidn/peteoppivn kot Sovemelian.

e pio KAV HeEAETN og vyleilg veapovg e0eAOVTEG dev TapatnPHONKE GYETIKN ETIOPOOT) TNG
LEUOVTIVIIG OTNV QOPUOKOKIVIITIKT] TNG YKOUAGVTOUIVIG.

To memantine dev avéoteihe Ta CYP 1A2, 2A6, 2C9, 2D6, 2E1, 3A, T oAofivn mov mepieiye
novo&uyevaon, to eno&eidlo VIPOAASTS I TN GOLVAPOVPWON IN Vitro (e cuVONKeG SOKILAGTIKOD
COANVA).

4.6 Tovipétnra, kOnon ko yorovyio

Kbnon

Agv vrdpyovv 1 vdpyovv Teploplopéva Srabécia dedopéva yio Tn ¥pNion ToL memantine o€
gYKvpovovoeg yovaikes. Ot pedéteg og {ma vTodnAdvouy Kdmola ThavoTnTo LEIMONC TNG
evoounTplag avénong o eninedo. ékbeong, Ta omoia ivat OO0 1 EALAPPOS LVYNAITEPU OO TNV
avOpomvn ékbeon (PA. map. 5.3). O evdeyouevog Kivouvog yio Tovg avOpdmovg ivatl dyvmotog,.
Ag Qo Tpémel va yivetal xpnon Tov memantine o1 d1dpKeLN TG KOTOMG EKTOG Kot av avtd gival
amoAVTMOC ovoyKaio.

Oniacudc

Agv gival yvooto €6v To memantine ameKKpPIivETOL GTO YLD TOL avOp®OTIVOV HOGTOV, OAAG 0VTO
gtvon mBavo va cvpPaiver appdvovrag voyn  Amopiiikotnta g ovoiag. Ot yvuvaikeg Tov
Aappavouv to memantine d¢ Oa tpémel va ONAalovv.

Tovipdtra
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Agv mopatnpnOnioy avemBOunTeg EVEPYELEG TOL Memantine Gg U KAMVIKEG LEAETES YidL TN
YOVILOTNTO OpPEVOV Kol ONAE®V.

4.7 Emdpaceig 6NV IKEVOTNTO 001]YN6NS KL YEIPICHOD PUNYEVILATOV

H véco¢ tov Alzheimer o€ pétpio £wg cofapo fabud cuvhwng Tpokalel xelpoTépevon TG
ATOO0CNC GTNV 001 YNGT] KO TNG IKOVOTNTOG XEPIoUOV punyavnudatov. Emmiéov, o Nemdatine
€xel IKpN N LETPLOL EMOPOCT] OTNV IKOVOTITA 0ONYNONG KOl YEPIGUOD UNYOVNUATOV DGTE Ot
eEwtepkol ao0eveic Oa mpémel va mpoegdomotovvtal va AapPavouy Wiaitepn pHépLva.

4.8 AvemOOunrteg evépyereg

[IepiAnymn ToL TPOPIA ACPAAELOC

e KMvIKEG LeEAETEG otV UETPLO Kal coPapn dvola, oTig omoieg EAafav puépog 1784 acbeveis oe
Bepameio ue memantine kai 1595 acBeveic oe Bepameio e e1KOVIKO GAPUAKO, 1) GUVOMKT|
oVYVOTNTO EUEAVICNC aveETIOOUNTOV EVEPYELDV e TO Memantine dev diEpepe and ekeivn Tov
EIKOVIKOD QOPHAKOL, 01 ovemBounteg evépyeleg Ntav cuviwg Nrog Eog pétplag Papvtntog. Ot
ovyvoTepa eLPAVILONEVEG OVETIOOUNTEG EVEPYELES [LE LYNAOTEPT] GLYVOTNTO ELPAVIOTC OTIV
opdda Tov memantine oe oyéon pe TV OUAdH TOV EKOVIKOD Qappdkov ftav 1 {aAn (6.3% évavtt
5.6% avtiotoya), keparaiyia (5.2% &vavtt 3.9%), duokothdtra (4.6% évavtt 2.6% ), vvniia
(3.4% évavt 2.2%) ko véptaon (4,1% évavt 2,8%).

Katdloyoc avemBOUNTOV EVEPYEIDV GE LOPON TVOKO,

Ot ax6AovBeg avemBOUNTEG EVEPYELES O1 OTOTEG KATAYPAPOVTAL GTOV TOPAKATW TIVOKOL
avoeEpONKav 6Tig KMVIKEG HeAETEG e Memantine kot Petd amd Ty e160y®yN TG 6TV ayopd.

Ot avemBOunTeg evépyetec epeavifovat avd Katnyopio opyavikod GUCTHHATOS, PACEL TNG
aKo6AovONc GuVON KNG TOAD cuyvég (= 1/10), cuyvég (>1/100 to < 1/10), 6y cuyvég (= 1/1,000 to <
1/100), omdvieg (>1/10,000 to < 1/1,000), modd omdvieg (< 1/10,000), dyvooteg (dev glvar
duvVaATOV va, eKTIUN B0V amd To VITAPYOVTa d0EdoUEVA). e KAOE Tavounon avd cuyvotnTa, ot
avemBounteg evépyeteg eppaviCovion pe oelpd eivovcac coPapodtntag.

KATHI'OPIA OPT'ANIKOY YYXNOTHTA ANEITII®OYMHTH
YYXTHMATOZ ENEPI'EIA
AodEelg ko LoAOVGELG Oy ovyvég MoAvvoelg amd poxknTeg
Awrtapoyég ToV avOGOTOTIKOD 2UYVEC YnepevarcOnoia ota
GLGTNLOTOC QapLoKa
Yoylatpikég otatapoyég XoyvEC Ynvniio
Oy ovyvég Xyyoon
Oyt ouyvég Yevdouohnosict
AyvooTeg Puyoticéc aviidphostc’
Awotapoyég ToV VELPIKOD GUGTHOTOG XuyvEg Z6An
XuyvEg draTopoyég 160pPoTiog
Oy ovyvég Awtapoyés Baotong
[ToAV omdvieg Emiinntwcég xpioeig
Koapdiohoyiéc drotapayc Oyt ouyvég Kapdiokr avendapreio,
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Ayyelakég datapoyég 2UyVEC Yréptaon
Oyt ouyvég Ddrefucn
OpouBmon/Bpoppospforn
Alotapoyég TOV OVOTVELGTIKO 2UYVEC Avborvouwn
GUOTNLOTOC, TOV BMPUKA KAl TOV
pecofwpakiov.
laotpeviepikég datapoyés XuyvEg Avckototnta
Oy ovyvég "Epetog
Ayvmoteg Hoykpeatitdo?
Awrtapoyés Tov IaTog XuyvEg AvEnuéveg TIHEG NIATIKNAG
Aettovpyiag
AyvooTteg Hratitda
Ievikég Sratapayés kot datapayés oty Yuyvég Kepoatodyio
Béon xopnynong
Oy ovyvég Koénwon

Y01 yevdaushnoeic mapatnpiOnkay Kuping os acheveic pe coPapy voso Alzheimer.
2 MelLOVmUEVO TTEPLOTATIKG TOL OTTOI0L KATAYPAPNKOV LETA THY KUKAOQOPIO. TOV TPoidVTOg 6TV
ayopd.

H vocog Alzheimer £xel cuoyetiotel Pe TV KATAOALYT], TOV OVTOKTOVIKO 1OEAGLO KoL TV
avtoktovia. Metd TV KVKAOPOpPia TOV TPOIOVTOC GTNV AYOPa TETOIEG EVEPYELEG EYOVV

kataypapel og acBeveic mov AapPavav Bepaneio pe memantine.

Avopopd TOavoloyoUeEVOV aVETIOOUNTOV EVEPYEIDV

H ovagopd miBavoloyoduevev ovembountov evepyeumv UHETA omd Tn YOpNnynomn Gdewg
KUKAOQOPIOG  TOL  QUPUOKEVLTIKOD TPOidVTOC €lval  onuovtikn. Emuapémer ™ ovveyn
TOPAKOAOVON O™ TNG OYXEGN G 0PEAOVS-KIVODVOL TOV POPUOKEVTIKOD TPOIOVTOC. ZnTeital amd Toug
EMOYYEALOTIEG VYEIOG VO OVOPEPOVY OTMOLEGONTOTE TWOOVOAOYOOUEVES AVETIOVUNTES EVEPYELEG
UEG® TOV €6VIKOD GLOGTHUATOG AVOPOPAS TOV avaypapeTal 6To [apdpmua V.

49 Ymepdooolroyia

Ynapyet moAd TEPLOPIGUEVN EUTELPIX Y10 VTTEPOOGOAOYIO OO TIG KAIVIKEG LEAETEG KO TNV
eumelpio, amd TV KuKAOQOpia 6TV ayopd.

LVUTTOUOTO

Yyetkd peydreg vepdocoroyies (200 mg kot 105 mg/muépa yio 3 nuépeg avtiotoya) Exovv
ovvoebel eite e copmtdpaTo Kovpaong Lovo, advvapio Ko didppota gite pe amovsio
CUUTTOUATOV. XTIC TOPUKAT® TEPIMTOGELG LTEPSOGOLoYiag ne 140 mg 1 pe dyvootn d6or ot
acOeveic ELPAVICOV CUUTTOUATE OO TO KEVIPIKO VELPLKO GUGTN (GUYYVOT], VOOTA VIVIALQ,
tAyyo, di€yepon, emBeTIKOTNTO, YELOAIOONGELS Kal dtaTopayEg fAdiong) Koy amd To

Yoo TpeEVTEPIKO (EUETOG Ko d1dppotar).
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2V mo akpaio TepinTon vrepdosoroyiag, o acbevig enélnoe petd and Anyn 2000 mg
memantine oo T0 GTOUO, L EMOIPACELS GTO KEVIPIKO VELPIKSO cuoTtna (kopa yuo 10 nuépeg kot
apyotepa omAnmio Kot di€yepon). O acbevig voPAnOnKe e copnTOROTIKN Oepameio Kot
mhacpoeaipeon. O acBevig avévnye xopig LOVILEG CUVETELES.

Y& po GAAN Tepintwon peyding vrepdocoroyiag, o acbevig eniong enélnoe kat avévnye. O
acOevnig gixe Aapel 400 mg memantine amd to 6TOUA,. O 060V ELPAVIGE CUUTTOUOTO ATTO TO
KEVIPIKO VELPIKO OTMG VELPIKOTNTA, YOYMOT], ONTIKES YELOAUMGONGELS, LEI®MON TNG EMANTTIKNG
0000, vrvnAia, KatamAn&io kol andAEl cGLVEIONONC.

O¢paneia

Y meputtoelg vepdocoroyiag, 1 Oepaneia O Tpémel va eivar cupTTOUOTIKY. AgV VITAPYEL
dwBéc1o cuyKeKPEVO avTidoTo Yo v dnAntnpiacn 1 v vepdocoroyia. Ot Tumkég
KAMVIKEG SLOOIKOGIES Y10 TNV OTOUAKPVVGT TNG OPUCTIKNG OVGING .Y YOOTPIKN TAVON,
QOPUAKEVTIKOG GvOpaKag (Slakomn TG EVOEXOUEVNG EVIEPO-NTATIKNG EMAVAKVKAOPOPING),
6&vuvoT TV 0VPOV, VTOYPEMTIKT d10VPNOT), Oo TPETEL VO YPNGYLOTOOVVTAL OVAAOYQ UE TIG
OVAYKEG.

Yg TEPINTMOOT TOV VITAPYOVY GNUELD KOl CUUTTMOUOTO YEVIKNG VIEPSIEYEPCNG TOV KEVIPLKOD
vevupkov cvotpatog (KNX), Oa mpénet va e&etdleTon 1 EQOUPLOYT TPOCEKTIKNG CUUTTOUOTIKNG
KAMvikng Oepameiog.

5. ®PAPMAKOAOI'IKEX IAIOTHTEXZ

5.1 @appokodVVOPIKES 1OOTNTES

Ddoppaxobepamevtikn katnyopio: PoyoavoAnTTiKd, GAAL QOPLOKEVTIKA CKEVAGUOTO KATO TNG
avolog, kmdwog ATC: NO6DXO01.

Mnyaviouog dpdong

Yrapyovv av&avopeva ototyeio 6Tt 1 SLGAELTOVPYiR TNG YAOLTOUVEPYIKNG VELpOdLPifaong,
wWuitepa 6T0Vg VITOd0YEic-NMDA, GuvelcQEPEL TOGO GTNV EKQPACT] CUUTTOUATOV OGO Kol TNV
eEEMEN ¢ aoBEVELNG OTIV TEPIMTWOOT TNG VEVPOEKPVAIGTIKNG (IVOL0G.

To memantine givatl évog eEApTOUEVOG A0 TNV TAGN, U1 AVIOYOVICTIKOS OVIOYMOVIGTIS
vrodoyéos-NMDA pétpiag cvyyévelag. PuBpilet tn dpdon tov mtaboloyikdg avEnUEVoY TOVIKGY

EMIES®V YAOVTOLIVIKOD TTOV UTOPOVV VAL 00N YIGOLV GE VELPWOVIKT] OLGAEITOLPYIL.

KAvikn omote A eoHaTIKOTNTO KOL AOQAAELD

Ye wa Pacikn pekétn povobepomeiog oe acbeveig mov Emacyay amd PETPLO. EOG GoPapn VOGO
Alzheimer (cuvolikn Padporoyioc MMSE-mini mental health examination otnv Bacikr| enickeyn
amd 3-14) coumepiinednkav 252 eEmtepikol acbeveic. H peiétn £8ei&e evepyetika
aroteléopata tng Oepameing e LeRoVTivn 6€ GUYKPIoN UE TO EIKOVIKO PAPUAKO GTOVG 6 UAVES
(avéivom observed cases yia tn CIBIC clinician's interview based impression of change plus:
p=0.025, ADCS—Alzheimer's disease cooperative study - activities of daily living ADLsev:
p=0.003, SIB — severimpairement battery: p=0.002).
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e wa Pacikn pekétn povobepaneiog pe pepavtivn og acbeveic mov Emacyav and N £
pétpla vooo Alzheimer (cuvolikn fabuporoyioc MMSE otnv Bacikn eniokeyn and 10 émg 22)
oopmeptAnedniay 403 acbeveic. O acbeveig ot omoiot Erafav Oepameio pe pepavtivn
TOPOVGIACOV GTATIOTIKA CTLLOVTIKA KOADTEPO ATOTELEGHATA OO TOVG 0.00eVeElg Tov EAafav
EIKOVIKO @appoko otig kopieg petafintéc: ADAS — Alzheimer’s disease assessment scale -cog
(p=0.003) ka1 CIBIC-plus (p=0.004) kozd tnv fdouada 24 (avirivon LOCF - last
observationcarried forward ). Ze g GAAN pekétn povobepomeiog o o £0¢ PETPLOL VOGO
Alzheimer tuyoiomomnkav oto chvord Tovg 470 acbeveic (cuvorkn Babporoyioc MMSE oty
Baocwm eniokeyn amd 11-23). Xty tpoontik®g Kaboptopévn avaivon tng KOplog LeTaBANTG
dev emtedyOnKe GTATIGTIKN GUOVTIKOTITO OTO TEAIKO XPOVIKO GMUEID AVAAVOTG TNG
OTOTELEGLATIKOTNTOG KATA TV gfdopdda 24.

Mua petavalvon acBevav pe pétpla émg coPapn voco Alzheimer (cuvoiikn Paduoroyic MMSE
<20) amo £€En eheyydpeveg e eikovikd eappako peréteg eaong I didpreag 6 pnvov
(cvumepthapPavouévov LEAETOV pLovobepameiag Kot pehetdv Le acbeveig oe Oepameio e
otafepn 600N AVOGTOAEWV OKETVAYOAVEGTEPAONG) £OE1EE GTOTIOTIKG GTLLOVTIKY] O10pOpd VITEP
g Oepameiag pe pepavtivn yio TNV YVOOTIKN KOTAGTAG, TV YEVIKN KAWVIKT E1KOVO KoL TN
AELTOLPYIKN TKOVOTNTO.

Ytovg aobeveic 6TOVG OMOioVE TAPA TP ONKE TAVTOYPOVT EMOEIVOGT OADOV TOV AVOTEP®V TPLDV
TOPAUETPMV, TO ATOTELEGLOTO EGEIEAV GTATIOTIKG ONULOVTIKT ENIOPACT) TNG HEUAVTIVIIG TNV
TPOANYT TG EMdeivoong, dSmAdctol acbeveig og Bepameio Le EIKOVIKO PAPLOKO GE GYECT LE
Tovg acbeveig oe Bepameio pe pLepavTivn TAPOLGIOcHV ETIOEIVOGT KOl OTIC TPELS TAPAUETPOVS
(21% évavtt 11%, p<0.0001).

5.2 ®oppoKoKIVNTIKEG IOLOTNTES
Amoppdonon

To memantine £ygl amdAvtn Prodbeoipotnro mepinov 100%. To tmax eivar petadd 3 kot 8 wpmv.
Agv vrdpyet £voeign OtL 1 Tpo@1| EXNPeAlel TNV AToPpOENCT TOL memantine.

Kotavoun

Ot nuepnoieg d6ce1g Tov 20 mg 0dnyohv o€ SLVALIKT IGOPPOTIN. GUYKEVIPOCEMYV TAACLATOS TOV
memantine 1ov mowkiAlovv and 70 £wg 150 ng/m 1 (0,5 - 1 pmol) ko peydiec peta&d tovg
dwkvpdveeis. Otav yopnynnkayv nuepnoieg 60ce1g 5 €mg 30 mg, | péon TR Tov AdYoL
gykeparovotiaiov vypov (CSF)/opol vroloyiotnke oto 0,52. O dykog g Katavouns etvot
nepinov 10 I/kg. To 45% mepinov tov memantine decpeveTal GTIG TPOTEIVESG TAAGLOTOG.

Blouegtaoynuatiopoc

Ytov avOpwmo, o 80% mepimov Tov KVKAOPOPOVVTOG VAIKOD GYETIKOD |E TO memantine
eU@avifeTol e TN LOPPT TOV YOVIKOL 6KeEVAGHOTOC. Ot kuplotepot avOpamivol petafoAriteg eivar
10 N-3,5-dimethyl-gludantan, To woopepég piypa tov 4- kot 6-hydroxy-memantine kot 1o 1-
nitroso-3,5-dimethyl-adamantane. Kavévag omd avtovg toug petaforiteg dev mopovotdlet
dpaotnprotra aviayoviet -NMDA. X cuvOnkeg in Vitro 6gv aviyvedTnke KatalvOUEVOg
petafoiiopdc omd to kutodypopa P 450.

Ye pio perétn 6mov yopnynonke *C-memantine omd 6TOPATOC, ETAVOKTHONKE KATE EGO OPO TO
84% g 000G €vog 20 nuep®V, LE TEPIGTOTEPO 0O TO 99% VO AMEKKPIVETOL VEPPIKAG.
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Amofoin

To memantine amofdAAietor Katd TPOTO PovoekBeTIKO e TeEMKO ty, amd 60 Emg 100 dpec. Xe
€0elovTéC e puotoAoYIKN vEPPIKN Agttovpyia, 1 oAtkn kdBapon (Clir) avépyetor ota

170 ml/min/1,73 m? kot pépog g OMKNC VEPPIKNG KAOUPONG EMITLYYAVETAL [LE GOAVAM
gKKpiom.

H veppikn| diepyacio meptiapfdvet eniong cOANVOIN enOvVOTOoppIEN N, TIOUVAOS LE TN
UEGOAAPNON TPOTEIVOV PeTaPOopdg KaTovTmv. O puBudc veppikig amoBoAng Tov memantine o
ouvOnKeg OAKOMKOV 0Vp®V pmopel va pelwbel katd éva Tapdyovta amd 7 éog 9 (BA. map. 4.4). H
OAKOAOTOINGT TV 0VP®V UTOPEL VO EIVOL OTOTELECUA OPAGTIKOV AAAAYDV 0TI S0TPOQN, T.).
a6 JlTPoPn He PACT TO KpLag og duTpon| L Pdom ta Aayovikd, 1 e€artiog palikng
TPOSANYNG PLOUICTIKOV STOAVUAT®V YOOTPIKIG OVOETEPOTOINONG.

CpoppukdtnTo

O pelétec pe e0ehovTég 08150V YPALIKT QAPUOKOKIVITIKY SpacTNPOTNTO EVTOS TOL E0POLE
docoloyiag 10 - 40 mg.

DopUOKOKIVITIKN/QopLoKodLVALLIKT GYEcN

Me d6on memantine 20 mg nuepnoing to exinedo tov CSF tapialovv pe v tiun-Ki

(ki = oT08epd ovaoTOAN ) TOV memantine, 1 onoia givan 0,5 umol 610 peTOTIKO EAOO TOVL
EYKEPAAOV.

5.3 [poxivikd dedopévo Yo TNV a6@aiero,

e Bpayvypdviec LEAETES e 0povPaiovg TO memantine OTMG Kal AALol avioywmviotéc-NMDA
TPOKAAEGAY KEVOTOTIDON KOTAGTAGT KOl VEKP®GN TV VeEupdvev (aAloiwon Olney) uovo petd
Ao yopnynon S0cemV oV 0dNYoVV g TOAD VYNAEG KOPVPEG GLYKEVTPWSNG opoV. [Tponyndnke
ata&io Kot GAAG TPOKAIVIKA GUUTTMOTO TPLY OO TNV KEVOTOTIMOON KATAGTACT Kol VEKP®OOT).
Kabac n dpdorn avtn dev mapatnpndnke o€ LaKpoypoOVIEG LEAETEG TPOKTIKAOV OVTE YN
TPOKTIKOV, 1] KAVIKT] GYETIKOTNTO QUTAOV TOV EVPNUAT®V Elval AYyVOOT.

[Mopatnprinkav acvpPifacteg 0eBUALKEG AAAOIDOELS O HEAETEG TOEIKOTITOG
EMOVOLOUPOVOUEVOV SOCEMV GE TPOKTIKA KOl GKOAOVG, AALA Oyl o€ HaTpovdes. Ot e1ducég
0POOALOCKOTIKEG EEETACELS TV KAIVIK®V UEAETMV € TO memantine dgv AmOKAALYAY Kapio
o@OaALIKY aAloiwon.

Y& TPOKTIKA TOpaTNPNONKE POOPOMTIOWOT| GE TVELHOVIKA Lakpopdya eEattiag Tng
GLOOMPELONC TOL Memantine 6to Avcocoudtio. Avti 1 dpdon eival yvoot amd dAleg
OPOCTIKEG OVGIEC [LE KATIOVIKES OUOIPIMKES 1O10TNTEG. YTTAPYEL EVOEYOUEVT] GYECT UETOED OVTNG
TNG GLGCMPEVCTG KOl TNG KEVOTOTIMONG KATAGTACTG TOV TOPATNPHONKE GTOLE TVEVHOVEG. AVTN
1 dphon TopaTNPNONKE LOVO OT TPOKTIKG 6Ta omoia yopmyndnkay vyniég d6ceis. H khvikn
GYETIKOTNTO OVTMV TOV EVPNUATOV lvat AyvmoTh.

Agv mapatnprOnke yovidiotoEikodtnta LeTd TN 0K Tov memantine o€ GULPATIKES OVOAVCELC.
Agv vipye KavEva oTOLEl0 EVOEYOLEVIC KAPKIVOYOVOL dPACTC GE 160PLEC LEAETEG TTOVTIKAOV KOl
apovpainv. To memantine dev Tapovsiace Tepatoydvo dpdon 6€ apovpaiovs Kol KOLVEALX,
KON KoL G€ UNTPIKDG TOEIKEG SOGELS, KOl deV TapaTnpOnKay avemBounTeg evEpyeEleg ToV
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memanting 6TV avoTopAy®YIKH IKAVOTITA. XTOVS 0poLPOIOVS, TapatnprOnke peimon g
avénong tov euPpvov e enimeda Ekbeong, ta omoin gival Gpota 1 EAAPPDS LVYNAOTEPA O TO
eminedo ékBeomng Tov avOpmmov.

6. OPAPMAKEYTIKEXZ IAHPO®OPIEX
6.1 Katahloyog ekdéymv

ITvpnvec diokiov yio to diokio emkoivpuévo pue Aewtd vuévio 5, 10, 15, ko 20 mg

M1ikpoKpUGTUAAIKT KUTTAPIVN
Kpoomofiodvn tomov A
TéAxng

2TEUTIKO LOyVIGLO

Emucdivyn diokiov yo to diokio emtkoivpupusvo pue Aemtd vpévio 5 mg kou 10 mg

Ynpopehdoln 6¢P

Awo&eido tov trtaviov (E171)
Movoddpikn Aaktoln
[ToAvaBvievoyrvkoin 3350
Tplaxetivn

Emucdioyn diokiov yia diokio emikoivppévo pue Aertd vuévio 15 mg

YnpopeAroln 6¢P

Movoddpikn Aaktoln

A10&gidio tov titaviov (E171)
[ToAvaBvievoyivkdin3350

Tpraxetivn

Kitpwvo, kokKivo kot popo o&eidio tov cdnpov (E172)

EnmucdAvyn diokiov yio diokio emukoivupéva pe Aemtd vuévio 20 mg

Ynpopehdoln 6¢P

Movobddpikn Aaktoln

[MoAvatBvievoylvkoin 3350

Tplaxetivn

Koxkivo kot kitptvo 0&gidio Tov titaviov (E172)
6.2 Aocvpparétnreg

Agv gpapudletat.

6.3 Awdpkera {ong

3 xpovia.

6.4 Idwitepeg TPoPULAEELS KOTA T QVAIEN TOV TPOIOVTOG
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Mn guAdoocete og Beppokpacia peyorvtepn tov 25°C.

6.5 ®@von Ko GVOTUTIKA TOV TEPLEKTN

PVC/PVDC-Kuyéhec alovuviov

Kd&be cvokevacio tepthappdver 28 diokio emtkoivppévo pe Aemntd vpévio (7 diokia
EMKOAVUUEVO PE AETTO LUEVIO TOV 5 mg, 7 S1oKio EMKAAVUPEVA e AETTO VUEVIO TV 10mg, 7
dtokio emKaAvppEVOL PE AETTO VUEVIO TV 15mg, 7 diokio EMKOAVUUEVE, PLe AETTO DUIEVIO TV
20mg) o€ po GLOKEVOGIO TOPTOPOAL 1| WG Eva TAKETO L 4 KVWELEG o€ 4 EEYmPLoTa GUEGO
YOPTOKIPDOTIO KOl £V, eEDOTEPIKO KOVTL.

Mmropel va. unv KuKAOQOPOoUV OAEG Ol GLCKEVAGIES.

6.6 Idwitepeg mpo@uAdEerg amoppryng

Kaopio €1dtkn vmoypémaon.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX
Actavis Group PTC ehf.

Dalshraun 1

220 Hafnarfjoérour

Iohavdio

8. APIOMOZ(0OI) AAEIAY KYKAO®OPIAX
EU/1/13/824/018

EU/1/13/824/021

9. HMEPOMHNIA INPQTHXE EFKPIXHX/ANANEQXHY. THX AAEIAX
Huepopnvia mpdtg £ykpiong: 22 Ampiiiov 2013
Hpepopnvia tekevtaiog avavémong: 08 lavovapiov 2018

10 HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPoPOpieg Yol TO TUPOV PAPUOKEVLTIKO TPOioOV gival S100EG1UEG GTOV SIKTVAKO
1610 tov Evponaikod Opyaviouod @apudkov http://www.ema.europa.eu
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ITAPAPTHMA II

A. TAPAXKEYAXTEX YIIEYOYNOI I'TA THN AIIOAEXMEYXZH TQN ITAPTIAQN
B. OPOI'H IEPIOPIZEMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH
I'. AAAOI OPOI KAI AITAITHZEIX THX AAEIAYX KYKAO®OPIAX

A. OPOI'H NEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEEMATIKH
XPHXZH TOY ®PAPMAKEYTIKOY ITPOIONTOX
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A. TTAPAXKEYAXTEX YIIEY®YNOI I'TA THN AITIOAEXMEYXH TQN ITAPTIAQN

‘Ovoua kot 61ev0vven Tov TOPUGSKELOGTA TOV givor LEEVBuvVOC Yo TNV aT0dEGUELGN TOV
ToPTIO®V

Actavis Ltd.

BLB 015-016 Bulebel Industrial Estate
Zejtun ZTN 3000

Mdaito

TEVA Gyogyszergyar Zrt.
Pallagi 0t 13

Debrecen 4042

Ovyyapio

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

DoppoKeLTIKO TPOIOV Y10 TO OTTOI0 OTOLTEITOL TEPLOPICUEVT 10TPIKT cvuvTayT| (PA. mapdptnua I:
Iepiinyn tov Xapaktnpiotik®v tov [Ipoidvrog, mapdypopog 4.2).

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

o  Ex0fosic meprodikg mapokorovOneng s aopdrerog (PSURS)
Ot amoutioelg yio tnv vwofoin twv PSURS yio 10 v Adym @appakevtikd mpoidv opiloviatl 6tov
KOTAAOYO LE TIG NUepounvieg avagopds e Evoong (katdhoyoc EURD) mov mapatifetor oty

mapdypogo 7, tov dpbpov 107y, tng odnyiag 2001/83/EK kot kaOe erakdiovbng emkaipomroinong
OT®MG ONUOCIEVETAL GTIV EVPOTOIKT] SIKTLOKT TOAN Y10, TO QAP LLOKOL.

A. OPOI'H IEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéo10 owayeipiong Kivovvov (XAK)
Agv gpoppdletor.



ITAPAPTHMA 11T

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. ENTIXHMANXZH



ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI XYXKEYAXIAY BLISTER

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY IIPOIONTOX

Nemdatine 5 mg emkolvppéva pe Aemtd vuévio dtokio
memantine hydrochloride

[2.  TYNGOEXIH XE APAXTIKH(EX) OYZIA(EYX)

Ka0e emucodlvppévo pe Aemtd vpévio diokio mepiéyet 5 mg memantine hydrochloride 1codvvapa e
4,15 mg memantine.

| 3. KATAAOI'OX EKAOXQN

[epéyer Aaktoln. BAEme pOALO 0dNYIOV ¥P1ONG Y10 TEPULTEP® TANPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

42 emKOAVUUEVO LE AETTO VUEVIO SIoKIia
98 emucolvppéva pe AemTd VUEVIO JloKia

| 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

A76 otopaTOg XpNoN. AfacTe TO GOAAO 00T YLDV YPNONE TPV ATTO T PN oM.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puidooetal o€ 0éon, TV onoia dev PAETOVY Kot deV TPOooeyYilovy Ta, TOLOA.

[7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

EXP

| 9. EIAIKEY XYNOHKEYX OYAAEHX

Mn pvldcoete o€ Oeppoxpacio peyorvtepn twv 25°C.

10. IAIAITEPEX TPO®YAAZEEIX I'TA THN AITOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATQN IHOY ITPOEPXONTAI AIIO AYTA, EOOXON AIAITEITAI




| 11.  ONOMA KAI AIEYOYNIH KATOXOY THX AAEIAX KYKAO®OPIAX

Actavis Group PTC ehf.
220 Hafnarfjorour
Iohavoia

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAY

EU/1/13/824/001 42 gmxaivppéva, pe Aemntd vpuévio diokia
EU/1/13/824/002 98 emikaivppévo, pe AemTod vpévio dtokia

| 13.  APIOMOZX IIAPTIAAYX

| 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15. OAHTIIEX XPHIHZ

| 16. TAHPO®OPIEX XE BRAILLE

Nemdatine 5 mg dioxia

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A163106T0T0C YPOUU®TOC KOdKag (2D) mov pépet Tov TepAN@BEVTo, LOVASTKO 0VOYVOPLOTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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EAAXIZTEX ENAEIZEIZ IOY MPEIEI NA ANATPA®ONTAI £TIE XYEZKEYAXIEES
KYYEAHE (BLISTER) 'H XTIZ TAINIEX (STRIPS)

BLISTER I'TA AIXKIA

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Nemdatine 5 mg dioxia

memantine hydrochloride

‘ 2. ONOMA KATOXOY THX AAETAYX KYKAO®OPIAX

[Actavis Group PTC ehf. Logo]

3.  HMEPOMHNIA AHEHE

EXP

4, APIOMOZX ITAPTIAAX

Lot

5. AAAA XTOIXEIA




ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI XYXKEYAXIAY BLISTER

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY IIPOIONTOX

Nemdatine 10 mg emkaAivupéva pe Aemtd vuévio diokia
memantine hydrochloride

[2.  TYNGOEXIH XE APAXTIKH(EX) OYZIA(EYX)

Ka0e emucorvppévo pe Aemtd vpévio dtokio mepiéyet 10 mg memantine hydrochloride 1codvvapa pe
8,31 mg memantine.

| 3. KATAAOI'OX EKAOXQN

[epéyer Aaktoln. BAEme pOALO 0dNYIDV ¥P1ONG Y10 TEPULTEP®D TANPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 eMKOAVUUEVO, e AETTO DUEVIO SIOKIO,
30 emucoAvppéva e AemTd VUIEVIO oKl
42 emkaAvppUEVOL LE AETTO DUEVIO dloKio
50 emkodvppéva pe Aemtd VUEVIO JLoKia,
56 emualoupéva e AenTo LUEVIO dloKin
60 emkalvpupévo pe AETTO DUEVIO O1oKIa
98 emkalvppéva pe AETTO VIEVIO O1oKIaL
112 emkaloppéva e Aento LUEVIO dloKin

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

A7 otopaTOg XPpNoN. AfAoTe TO GOALO 00T YLDV YPNONE TPV ATd TN PN oM.

6. EIAIKH HPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev Tpooeyyilovv Ta Toudid.

| 7. AAAH(EY) ETIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

EXP

| 9. EIAIKEX XYNOHKEX ®YAAEHX




Mn puAdooete og Beppokpacio peyadvtepn tov 25°C.

10. IAIAITEPEXZ TPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON INPOIONTQN 'H TOQN
YHOAEIMMATON IHOY ITPOEPXONTAI AIIO AYTA, EOOXON AINAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Actavis Group PTC ehf.
220 Hafnarfjordur
Iohavdia

[12.  APIOMOX(OI) AAEIAY KYKAO®OPIAY

EU/1/13/824/003 28 film-coated tablets
EU/1/13/824/004 30 film-coated tablets
EU/1/13/824/005 42 film-coated tablets
EU/1/13/824/006 50 film-coated tablets
EU/1/13/824/007 56 film-coated tablets
EU/1/13/824/008 60 film-coated tablets
EU/1/13/824/009 98 film-coated tablets
EU/1/13/824/010 112 film-coated tablets

| 13.  APIOMOZX IIAPTIAAY

Lot

| 14. TENIKH KATATAEH I'TA TH AIAGEXH

| 15. OAHTIEX XPHIHZ

| 16. TMAHPO®OPIEX XE BRAILLE

Nemdatine 10 mg diokia

17. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AIXAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A1Gd106T0TOC YPOUU®TOS KOdKAS (2D) Tov pépet Tov TEpIANPBEVTO LOVAITKO OVOYVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIZTEX ENAEIZEIZ IOY MPEIEI NA ANATPA®ONTAI £TIE XYEZKEYAXIEES
KYYEAHE (BLISTER) 'H XTIZ TAINIEX (STRIPS)

BLISTER

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Nemdatine 10 mg diokia

memantine hydrochloride

‘ 2. ONOMA KATOXOY THX AAETAYX KYKAO®OPIAX

[Actavis Group PTC ehf. Logo]

3.  HMEPOMHNIA AHEHE

EXP

4, APIOMOZX ITAPTIAAX

Lot

5. AAAA XTOIXEIA




ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTII'TA YYXKEYAXIA ®IAAH

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Nemdatine 10 mg smikaAlvppéva pe Aentd vuévio diokia
memantine hydrochloride

| 2. LYNOEZH LE APAXTIKH(EX) OYZIA(EX)

Ka0e emcodvppévo pe Aemtd vpuévio diokio mepiéyel 10 mg memantine hydrochloride 1oodvvapa pe
8,31 mg memantine

3.  KATAAOI'OX EKAOXQN

[Tepéyxer Aaktoln. BAéme pUALO 0dNY1DV XPONG Y10 TEPALTEP® TANPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

100 emkaAvppéva pe AeTTO LUEVIO dloKia
130 emkaAvppéva pe AETTO LUEVIO dloKio
250 emkaivppéva e AenTo LUEVIO dloKin
500 emkoAvppéva pe AEmTO VIEVIO SloKin

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

A7 otopaTOg XPpNoN. AfAoTe TO GOALO 00T YLDV YPNONE TPV ATtd TN YPToN.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na pvidooetal o€ 0éom, TV onoia dev PAETOLY Kot deV TPooeyYilovv Ta, TOLOA.

| 7. AAAH(EY) ETIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

EXP

| 9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn gpuAdooete og Beppokpacio pikpodtepn twv 25°C.
Xpnon og 100 nuépeg petd to dvorypa.



10. IAIAITEPEX TPO®YAAZEEIX I'TA THN AITOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN INPOIONTQN 'H TON
YHOAEIMMATQN IHOY ITPOEPXONTAI AIIO AYTA, EOOXON AIAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Actavis Group PTC ehf.
220 Hafnarfjordur
Iohavdia

| 12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/13/824/019
EU/1/13/824/022
EU/1/13/824/023
EU/1/13/824/024

| 13.  APIOMOX ITAPTIAAX

| 14. TENIKH KATATAEH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TMAHPO®OPIEX XE BRAILLE

Nemdatine 10 mg

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

AGd100TOTOC YPAUU®TOS KOdKAS (2D) Tov pépet Tov TEPIANPBEVTA LOVASIKO OVAYVOPLOTIKO KMOLKO.

18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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ENAEIZEIZ [IOY HPEINEI NA ANATPA®ONTAI XTI X YZKEYAZIEX KYYEAHZ
(BLISTER)'H XTIZ TAINIEX (STRIPS)

ETIKETA I'TA ®IAAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nemdatine 10 mg emxaAvppéva pe Aemntd vuévio diokia
memantine hydrochloride

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

Ka0e emcodvppévo pe Aemtd vuévio diokio mepiéyel 10 mg memantine hydrochloride 1oodvvapa pe
8,31 mg memantine.

3.  KATAAOI'OX EKAOXQN

Iepéyer haxtoln

| 4. PAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

100 dwoxia
130 diokia
250 dwoxia
500 diokia

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

A7 otopaTOg XPpNoN. AfAoTe TO GOAAO 00T YLDV YPNONE TPV ATd TN PN oM.

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

Na euidooetal o€ 0éom, TV onoia dev PAETOLY Kt deV TPooeyYilovv Ta, TOLOA.

| 7. AAAH(EY) ETIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EYX)

| 8. HMEPOMHNIA AHEHX

EXP

| 9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn puAdooete og Beppokpacio peyadvtepn tov 25°C.
Xpnon og 100 nuépeg petd to dvorypa.



10. IAIAITEPEX [TPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YHOAEIMMATOQN ITOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

[Actavis Group PTC ehf. Logo]

| 12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/13/824/019
EU/1/13/824/022
EU/1/13/824/023
EU/1/13/824/024

| 13.  APIOMOX ITAPTIAAX

| 14. TENIKH KATATAEH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TMAHPO®OPIEX XE BRAILLE

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

AGd106TOTOC YPAULU®TOS KOdKAS (2D) Tov pépet Tov TEPIANPBEVTA LOVASIKO OVAYVOPLOTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN




ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI XYXKEYAXIAY BLISTER

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY IIPOIONTOX

Nemdatine 15 mg emkaAlvupéva pe Aemtd vuévio diokia

memantine hydrochloride

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

Ka0e emcodvppévo pe Aemtd vuévio diokio mepiéyel 15 mg memantine hydrochloride 1codvvapa pe
12,46 mg memantine.

3.  KATAAOI'OX EKAOXQN

[Tepéyxer Aaktoln. BAéme pUALO 0dNY1DOV XPONG Y10 TEPALTEP® TANPOPOPIES.

| 4. OPAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

7 emKOAVUUEVE e AETTO VUEVIO SIOKIN
42 emkaAVUUEVO LE AETTO VUEVIO dloKio
98 emkadvppéva pe Aento VUEVIO S1oKia

[5.  TPONOX KAI OAOX(OI) XOPHTHZHX

Amo6 otopatog ypron. Ipwv amd ) xpnon dwwPdote 10 pUAAO 0NYIDV ¥p1IoNG.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OITOIA AEN BAETIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toudid.

| 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

8.  HMEPOMHNIA AHEHE

EXP

| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdooete og Oeppokpacio peyoaldtepn tov 25°C.



10.

IATAITEPEX IIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN INPOIONTQN 'H TON
YHOAEIMMATQN IHOY ITPOEPXONTAI AIIO AYTA, EOOXON AIAITEITAI

| 11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

Actavis Group PTC ehf.
220 Hafnarfjordur
Iohavdia

| 12.

APIOMOZX(0OI) AAEIAY KYKAO®OPIAX

EU/1/13/824/011 7 emkodvupéva pe Aemtd vuévio dtokio
EU/1/13/824/012 42 smxalvppéva, pe Aentd vpuévio diokia
EU/1/13/824/013 98 emikaivppévo, pe Aemtod vpévio dtokia

| 13.  APIOMOZX IIAPTIAAY

Lot

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH
| 15. OAHTIIEX XPHIHZ

| 16. TIAHPO®OPIEX XE BRAILLE

Nemdatine 15 mg diokia

17.

MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AISAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A163106T0T0C YPOUU®TOC KOdKag (2D) mov épet Tov TEpIANEHEVTO. LOVASTKO OVOYVOPLOTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC

SN

NN




EAAXIZTEX ENAEIZEIZ IOY MPEIEI NA ANATPA®ONTAI £TIE XYEZKEYAXIEES
KYYEAHE (BLISTER) 'H XTIZ TAINIEX (STRIPS)

BLISTER

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Nemdatine 15 mg diokia

memantine hydrochloride

‘ 2. ONOMA KATOXOY THX AAETAYXY KYKAO®OPIAX

[Actavis Group PTC ehf. Logo]

3.  HMEPOMHNIA AHEHE

EXP

4, APIOMOZX ITAPTIAAX

Lot

5. AAAA XTOIXEIA




ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI KAI XYZKEYAXIA IOPTO®OAI 28 AIZKIQN - XYXKEYAXIA
ENAPZHX OEPAIIEIAX - X XHMA OEPAIIEIAX 4 EBAOMAAQN-EEoTepiké

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nemdatine 5 mg
Nemdatine 10 mg
Nemdatine 15 mg
Nemdatine 20 mg
memantine hydrochloride

[2.  TYNGOEXIH XE APAXTIKH(EX) OYZIA(EYX)

Ka0e diokio mepiéyet 5, 10, 15 1 20 mg memantine hydrochloride woodvvaua pe 4,15, 8,31, 12,46
16,62 mg memantine.

3. KATAAOI'OX EKAOXQN

[epéyer Aaktoln. BAéme pUALO 0dNYIDV Y10 TEPALTEP® TANPOPOPIES.

| 4. OPAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 emKOAVUUEVE e AETTO VUEVIO SIoKIM

Apyco oynua Bepamneiog.

Kda0e cvokevacio tov 28 emikaAUUEVOV e AETTO DUEVIO OloKimV Yia oynue Bepaneiog 4 efdouddwv
TEPLEYEL:

7 emualoppéva pe Aemtd vpévio dtokio Nemdatine 5 mg

7 emuoloppéva pe Aemtd vpuévio dtokio Nemdatine 10 mg

7 emkoloppéva e Aemtd vpévio dtokio Nemdatine 15 mg

7 emualoppéva pe Aemtd vpuévio dtokio Nemdatine 20 mg

[5.  TPONOX KAI OAOX(OI) XOPHTHZHX

Am6 otopaTOg XpNoN. Aefdote To GOAAO 001 YLDV YPONG TPV ATd T YPT|OoN.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, TV onoia dev PAETOVV Kot dev Tpooeyyilovv Ta TOddL.

[7. AAAH(EZX) EIAIKH(EX) IPOEIAONOIHZH(EIL), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX




EXP

| 9. EIAIKEX XYNOHKEX OYAAEHX

Mn gpuAdooete og Oeppokpacio peyoldtepn tov 25°C.

10. IAIAITEPEX TPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Actavis Group PTC ehf.
220 Hafnarfjorour
Iohavdia

| 12.  APIOMOZ(OI) AAEIAYX KYKAO®OPIAXZ

EU/1/13/824/018

| 13.  APIOMOZX IIAPTIAAY

Lot

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15. OAHTIIEX XPHIHZ

| 16. TAHPO®OPIEX XE BRAILLE

Nemdatine 5 mg, 10 mg, 15 mg, 20 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

AGd106TOTOC YPAULU®TOS KOdKAS (2D) Tov pépet Tov TEpIANPBEVTA LOVASIKO OVAYVOPLOTIKO KMOLKO.

18. MONAAIKOX ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN




ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI KAI XYZKEYAXIA IOPTO®OAI 28 AIZKIQN - XYXKEYAXIA
ENAPZHX OEPAIIEIAX - XXHMA OEPAIIEIAY 4 EBAOMAAQN-Ecotepika

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nemdatine 5 mg

Nemdatine 10 mg
Nemdatine 15 mg
Nemdatine 20 mg

memantine hydrochloride

| 2. YXYNOEXH XE APAXTIKH(EY) OYXIA(EY)

Memantine hydrochloride

3. KATAAOI'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kda0e cvokevacio pe 28 emikodvppévo e Aento vuévio diokia yio oyxfuo Oepomeiog 4 efdouddmv
TEPLEYEL:

EBoopdda 1:7 emkaioppéva pe Aentd vuévio diokio Nemdatine 5 mg

EBdopdda 2:7 emcolvpuévo. pe Aemtd vpévio diokio Nemdatine 10 mg

EBdopada 3:7 emucoroppéva pe Aemtd vpévio diokio Nemdatine 15 mg

EBoopdda 4:7 emkarvppéva pe Aentd vuévio diokio Nemdatine 20 mg

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

A7 otopaTOg XPpNoN. AfAoTe TO @OAAO 00T YLDV YPNONE TPV ATd TN PN oM.
M eopd v npépa
IMa cvvéyion tng Bepameiog Topakaieicte vo cupPpovievteite Tov YoTpd GOC.

Nemdatine 5mg
Memantine hydrochloride
EBdopdoa 1, Huépa 1,2, 3,4, 5,6, 7

Nemdatine 10mg
Memantine hydrochloride
EBdopdda 2, Huépa 8,9, 10, 11, 12, 13, 14

Nemdatine 15mg
Memantine hydrochloride
EBdonada 3, Huépa 15, 16, 17, 18, 19, 20, 21

Nemdatine 20mg
Memantine hydrochloride



EBoopada 4, Huépa 22, 23, 24, 25, 26, 27, 28

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, TV onoia dev PAETOVV Kot dev Tpooeyyilovv Ta TOdd.

[7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

| 9. EIAIKEX XYNOHKEYX OYAAEHX

10. IAIAITEPEX TPO®YAAZEEIX I'TA THN AITOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN 'H TON
YHOAEIMMATQON IHOY ITPOEPXONTAI AIIO AYTA, EOOXON AIAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

[Actavis Group PTC ehf. Logo]

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAY

EU/1/13/824/018

| 13.  APIOMOZX IIAPTIAAX

| 14. TENIKH KATATAZEH I'lA TH AIAGEZH

| 15. OAHTI'IEX XPHXHX

| 16. TAHPO®OPIEX XE BRAILLE

17. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO




EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH I'TA AIZKIA- XYXKEYAXIA ENAPEHX GOEPAIIEIAY - XXHMA OEPAIIEIAX 4
EBAOMAAQN

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nemdatine 5 mg diokia
memantine hydrochloride

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

[Actavis Group PTC ehf. Logo]

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOZX ITAPTIAAY

Lot

5.  AAAA ITOIXEIA




EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH I'TA AIZKIA- XYXKEYAXIA ENAPEHX GOEPAIIEIAY - XXHMA OEPAIIEIAX 4
EBAOMAAQN

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nemdatine 10 mg diokia
memantine hydrochloride

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

[Actavis Group PTC ehf. Logo]

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOZX ITAPTIAAY

Lot

5.  AAAA ITOIXEIA




EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH I'TA AIZKIA- XYXKEYAXIA ENAPEHX GOEPAIIEIAY - XXHMA OEPAIIEIAX 4
EBAOMAAQN

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nemdatine 15 mg diokia
memantine hydrochloride

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

[Actavis Group PTC ehf. Logo]

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOZX ITAPTIAAY

Lot

5.  AAAA ITOIXEIA




EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH I'TA AIZKIA- XYXKEYAXIA ENAPEHX OEPAIIEIAYX - XXHMA OEPAIIEIAX 4
EBAOMAAQN

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nemdatine 20 mg diokia

memantine hydrochloride

| 2. ONOMA KATOXOY THX AAEIJAY KYKAO®OPIAX

[Actavis Group PTC ehf. Logo]

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOZX IIAPTIAAY

Lot

| 5.  AAAA ITOIXEIA




ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
XAPTINO KOYTI XYXKEYAXIAX BLISTER

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nemdatine 20 mg entkaAVUUEVA [LE AETTO VUEVIO dloKiN

memantine hydrochloride

| 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Ka0e emcoivppévo pe Aemtd vpévio diokio mepiéyel 20 mg memantine hydrochloride 1codvvapa pe
16.62 mg memantine.

[3.  KATAAOIOX EKAOXQN

ITepiéyet Aaxtoln. BAEme @OAAO 0dNYLDV Y0 TEPATEP® TATPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

28 EmwcaAvppéva e Aemtod vuévio diokia.
42 EmkoAvppévo, pe Aemtd vuévio diokial.
56 Emkoivppéva pie Ao vpévio dlokia.
98 EmkaAvpupéva pe Aemtd vuévio diokia.

| 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

A76 otopaTOg XpNoN. AfAcTe TO GOAAO 00T YLDV YPNONC TPV ATTO T YPT oM.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, TV onoia dev PAETOVV Kot dev Tpooeyyilovv Ta TOdd.

[7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

EXP

| 9. EIAIKEYX XYNOHKEYX ®OYAAEHX

Mn puAdooete og Beppokpacio peyarvtepn tov 25°C.



10. IAIAITEPEX TIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TOQN
YHOAEIMMATQN IHOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNIH KATOXOY THX AAEIAX KYKAO®OPIAX

Actavis Group PTC ehf.
220 Hafnarfjorour
Iohavoia

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAY

EU/1/13/824/014 28 film-coated tablets
EU/1/13/824/015 42 film-coated tablets
EU/1/13/824/016 56 film-coated tablets
EU/1/13/824/017 98 film-coated tablets

| 13.  APIOMOZX ITAPTIAAY

Lot

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LTPIKT CLVTOYT.

| 15. OAHTI'IEX XPHXHX

| 16. TMAHPO®OPIEX XE BRAILLE

Nemdatine 20 mg diokia

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A16d106T0TOC YPOUU®TOS KOdKaG (2D) mov pépet Tov TepAn@BEVTo LOVASTKO OVOYVOPLOTIKO KMOKO.

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

PC
SN
NN




EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH I'TA AIZKIA

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY IIPOIONTOX

Nemdatine 20 mg diokia
memantine hydrochloride

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

[Actavis Group PTC ehf. Logo]

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

| 5.  AAAA ITOIXEIA

Agutépa
Tpit
Tetapn
ITépmn
ITapackevm
Xappoto
Kvploxn



ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
KOYTII'TA ®IAAH

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY IIPOIONTOX

Nemdatine 20 mg entkaAVUUEVA e AETTO VUEVIO dloKin
memantine hydrochloride

[2.  TYNGOEXIH XE APAXTIKH(EX) OYZIA(EX) |

Kda0e emcoivppévo pe Aemtd vpévio diokio mepiéyel 20 mg memantine hydrochloride 1codvvapa pe
16,62 mg memantine.

| 3. KATAAOI'OX EKAOXQN

[epéyer Aaktoln.Aeg o PUAAO 0OMYLDV Y¥PNONG Y10 TEPALTEP® TANPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

100 emcaivppéva pe Aewto LUEVIO dlokia
130 emkaAvppéva pe Aemtd vuEVio diokio
250 gmkoAvppéva e AETTO LIEVIO dloKin
500 emkoAvppéva e AemTod LUEVIO dloKia

| 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Am6 otopatog xpnon. Na purhdccetol og B€or, Tnv omoia dev BAETOVY Ko dev Tpoceyyilovv Ta
Todid.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXZEITIZOYN TA HITAIAIA

Na pvidooetar o€ Béom, v onoia dev PAETOLV Kat dev Tpooeyyilovv Ta TOdIdL.

[7.  AAAH(EZ) EIAIKH(EX) IPOEIAOIOIHZH(EIZ), EAN EINAI ATIAPAITHTH(EY) |

[8. HMEPOMHNIA AHEHX |

EXP

| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdooete og Oeppokpacio peyoaldtepn tov 25°C.
Xpnon oe 100 nuépegueTd To Gvotypa.



10. IAIAITEPEX TPO®YAAZEEIX I'TA THN AITOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN INPOIONTQN 'H TON
YHOAEIMMATQN IHOY ITPOEPXONTAI AIIO AYTA, EOOXON AIAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Actavis Group PTC ehf.
220 Hafnarfjordur
Iohavdia

| 12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/13/824/020
EU/1/13/824/025
EU/1/13/824/026
EU/1/13/824/027

| 13.  APIOMOZX IIAPTIAAL

| 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15. OAHTIIEX XPHIHZ

| 16. TAHPO®OPIEX XE BRAILLE

Nemdatine 20 mg

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

AGd100TOTOC YPAUU®TOS KOdKAS (2D) Tov pépet Tov TEPIANPBEVTA LOVASIKO OVAYVOPLOTIKO KMOLKO.

18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN




ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTON AMEXO IIEPIEKTH

ETIKETA I'TA ®IAAH

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY IIPOIONTOX

Nemdatine 20 mg entkaAVUUEVA e AETTO VUEVIO dloKin

memantine hydrochloride

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

Ka0e emcodvppévo pe Aemtd vuévio diokio mepiéyel 20 mg memantine hydrochloride 1oodvvapa pe
16.62 mg memantine.

3.  KATAAOI'OX EKAOXQN

[epéyer Aaxtoln.

| 4. OPAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

100 dwoxia
130 diokia
250 dwoxia
500 diokia

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

A7 otopaTOg XPpNoN. AfaoTe TO GOALO 00T YLDV YPNONE TPV ATd TN PN oM.

6. EIAIKH IIPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA MITAIAIA

Na puidooetal o€ 0éon, TV onoia dev PAETOLY Kt dev TPooeyyilovy Ta, TOLOA.

| 7. AAAH(EY) ETIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

EXP

| 9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn puAdooete og Beppokpacio peyarvtepn tov 25°C.

Xpnon og 100 nuépeg petd to dvorypa.



10.

IAIAITEPEX IIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YHOAEIMMATOQN ITOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 11.

ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

[Actavis Group PTC ehf. Logo]

| 12.

APIOMOZX(0OI) AAEIAY KYKAO®OPIAX

EU/1/13/824/020
EU/1/13/824/025
EU/1/13/824/026
EU/1/13/824/027

| 13.

APIOMOX ITAPTIAAX

Lot

| 14.

I'ENIKH KATATAZH I'TA TH ATAGEXH

| 15.

OAHI'IEX XPHXHX

| 16.

ITAHPO®OPIEX XE BRAILLE

17.

MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AIEAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA ATIIO
TON ANOPQIIO




ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI TQN 28 AIXKIQN - XYXKEYAXIA ENAPEHY OEPAIIEIAY - IPOT'PAMMA
OEPAIIEIAY 4 EBAOMAAQN - EEQTEPIKO KOYTI (ME BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nemdatine 5 mg

Nemdatine 10 mg

Nemdatine 15 mg

Nemdatine 20 mg

EMKOAVUUEVO LE AETTTO VUEVIO dloKial

memantine hydrochloride

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

Kda0e dioxio mepiéyet 5, 10, 15 1| 20 mg memantine hydrochloride wodbvapa pe 4,15, 8,31, 12,46 1
16,62 mg memantine.

| 3. KATAAOT'OX EKAOXQN

ITepiéxet Aaxtdln.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Yvokevaocio Evapéng g Bepameiog.

"Evapén g Bepaneiag kovti pe 28 (4x7) emkalvppéva pe Aento vpuévio diokia yio oynpa Oepamreiog 4
eBdopGO®V:

7 emucaloppéva pe Aertd vpévio dokia tov 5 mg Nemdatine

7 emolvppéva pe Aemtd vpévio dokia tov 10 mg Nemdatine

7 emkaloppéva pe Aemtd vuévio dtokio tov 15 mg Nemdatine

7 emualoppéva pe Aemtd vpévio dokio Tov 20 mg Nemdatine

[5. TPONOX KAI OAOX(OI) XOPHTHZHX

Amo oTONATOG YP1ON.

AwPaote T0 PUALO 0INYIOV XPHONG TPV OO TN XPNOT).

T'a cvvéyion g Bepameiog cog, Tapakalovpe vo cupovAevteite TOV YlOTpO GOG.
EBdopdoda 1: Na Aappdavetor 1 diokio nuepnoimg tov Nemdatine 5 mg

EBdoudoa 2: Na Aappdveton 1 diokio nuepnoimg tov Nemdatine 10 mg
EBoopdda 3: Na Aaupdverar 1 diokio nuepnoing tov Nemdatine 15 mg

EBdopdoa 4: Na Aappdaveton 1 diokio nuepnoing tov Nemdatine 20 mg



6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, TV onoia dev PAETOVV Kat dev Tpooeyyilovv Ta TOdd.

[7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

EXP

| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdooete og Bgpuokpacio peyolvtepn tov 25°C.

10. IAIAITEPEX TIPO®YAAZEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YHOAEIMMATOQN IHOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 11.  ONOMA KAI AIEYOYNIH KATOXOY THX AAEIAX KYKAO®OPIAX

Actavis Group PTC ehf.
220 Hafnarfjorour
IoAavdia

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/13/824/021

| 13.  APIOMOZX IIAPTIAAY

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15. OAHTIIEX XPHIHZ

| 16. TAHPO®OPIEX XE BRAILLE

Nemdatine 5 mg, 10 mg, 15 mg, 20 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)




A16d106T0TOC YPOUU®TOS KOdKAS (2D) Tov pépet Tov TepIAN@BEVTO LOVASTKO OVOYVOPLOTIKO KMOKO.

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

PC
SN
NN




ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI TQN 7 AIZKIQN - XYXKEYAXIA ENAPEHY OEPAIIEIAY - [IPOIT'PAMMA
OEPAIIEIAX 4 EBAOMAAQN - EEQTEPIKO KOYTI (XQPIX TO BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nemdatine 5 mg emkodvppéva pe Aemtd vuévio dtokio

memantine hydrochloride

[2.  TYNOEXIH XE APAXTIKH(EX) OYZIA(EY) |

Ka0e emcodvppévo pe Aemtd vpévio diokio mepiéyel S mg memantine hydrochloride 1codvvapa pe
4,15 mg memantine.

[3.  KATAAOIOX EKAOXQN

ITepiéxet Aaxtoln. BAéne @OAALO 0dNyL®dV XPNONG Y10 TEPALTEP® TANPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

7 emkaAoppéva te AETTd LUEVIO dloKia

[5. TPONOX KAI OAOX(OI) XOPHTHXZHX

Ao otOUATOG YPNON.

AWPacTe T0 PUALO 0INYIOV XPNONG TPV OO TN XPNOT).

"Eva dtokio nuepnoing

Mo cvvéyion tng Bepameing cag, TUPUKAAOVUE VO GUUPOVAELTEITE TOV YIATPO GOG.

EBoopdda 1

6. EIAIKH HPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toudid.

[7. AAAH(EZ) EIAIKH(EX) IPOEIAOIOIHEH(EIT), EAN EINAI ATIAPAITHTH(EY) |

8.  HMEPOMHNIA AHEHE |

EXP



| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdooete og Oeppokpacio peyoaldtepn tov 25°C.

10. IAIAITEPEX [TPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YHOAEIMMATOQN ITOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Actavis Group PTC ehf.
220 Hafnarfjordur
Iohavdia

| 12.  APIOMOZ(OI) AAEIAX KYKAO®OPIAXZ

EU/1/13/824/021

| 13.  APIOMOX ITAPTIAAX

Lot

| 14. TENIKH KATATAEH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TMAHPO®OPIEX XE BRAILLE

Nemdatine 5 mg diokia

17.  MONAAIKOX ANATNQPIZTIKOZ KQAIKOX — AIZAIAZTATOZ T[PAMMQTOX
KQAIKAY (2D)

A163106T0TOC YPOUU®TOS KOdKAG (2D) Tov pépet Tov TEpIANPHEVTO LOVASTKO OVOYVOPLOTIKO KMOKO.

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

PC
SN
NN




EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH I'TA AIZKIA YXYXKEYAXIA APXIKHX OEPAIIEIAX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Nemdatine 5 mg diokia

memantine hydrochloride

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

[Actavis Group PTC ehf. Logo]

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

| 5.  AAAA ITOIXEIA

EBdopdda 1

Agv.
Tpt

Tet.

Ilep.
Iap.
Zap.
Kop.



ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI TQN 7 AIZKIQN - XYXKEYAXIA ENAPEHY OEPAIIEIAY - [IPOIT'PAMMA
OEPAIIEIAX 4 EBAOMAAQN - EEQTEPIKO KOYTI (XQPIX TO BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nemdatine 10 mg emxaAivppéva pe Aemtd vuévio diokia

memantine hydrochloride

[2. TYNOEXH XE APAXTIKH(EX) OYXIA(EX) |

Ka0e emcoivppévo pe Aemtd vpévio diokio mepiéyel 10 mg memantine hydrochloride 1codvvapa pe
8,31 mg memantine.

[3.  KATAAOIOX EKAOXQN

ITepiéxet Aaxtoln. BAéne @OAALO 0dNyL®dV XPNONG Y10 TEPALTEP® TANPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

7 emkaAoppéva te AETTd LUEVIO dloKia

[5. TPONOX KAI OAOX(OI) XOPHTHXZHX

Ao otOUATOG YPNON.

AWPAcTe T0 PUALO 0INYIOV YPNONG TPV OO TN XPNON.

"Eva dtokio nuepnoing

Mo cvvéyion tng Bepameing cag, TUPUKAAOVUE VO GUUPOVAELTEITE TOV YIATPO GOG.

EBoopdda 2

6. EIAIKH HPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toudid.

[7. AAAH(EZ) EIAIKH(EX) IPOEIAOIOIHEH(EIT), EAN EINAI ATIAPAITHTH(EY) |

8.  HMEPOMHNIA AHEHE |

EXP



| 9.

EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdooete og Oeppokpacio peyoaldtepn tov 25°C.

10.

IAIAITEPEX IIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YHOAEIMMATOQN ITOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 11.

ONOMA KAI AIEY®OYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Actavis Group PTC ehf.
220 Hafnarfjordur
Iohavdia

| 12.

APIOMOZX (0D AAEIAY KYKAO®OPIAX

EU/1/13/824/021

| 13.

APIOMOX ITAPTIAAX

Lot

| 14.

I'ENIKH KATATAZH I'TA TH ATAGEXH

| 15.

OAHTI'IEX XPHXHX

| 16.

IHAHPO®OPIEX XE BRAILLE

Nemdatine 10 mg diokia

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOY — AIZAIALTATOX TPAMMQTOX
KQAIKAY (2D)

18.

MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO




EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH I'TA AIZKIA T'TA XYXKEYAXIA APXIKHY OEPAIIEIAX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Nemdatine 10 mg diokia

memantine hydrochloride

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

[Actavis Group PTC ehf. Logo]

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

| 5.  AAAA ITOIXEIA

EBdopdoa 2

Agv.
Tpt

Tet.

Ilep.
Iap.
Zap.
Kop.



ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI TQN 7 AIZKIQN - XYXKEYAXIA ENAPEHY OEPAIIEIAY - [IPOIT'PAMMA
OEPAIIEIAX 4 EBAOMAAQN - EEQTEPIKO KOYTI (XQPIX TO BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nemdatine 15 mg emxaAivppéva pe Aemtd vuévio diokia

memantine hydrochloride

[2.  TYNOEXIH XE APAXTIKH(EX) OYZIA(EY) |

Ka0e emcoivppévo pe Aemtd vpévio diokio mepiéyel 15 mg memantine hydrochloride icodvvapa pe
12,46 mg memantine.

[3.  KATAAOIOX EKAOXQN

ITepiéxet Aaxtoln. BAéne @OAAO 0dNyL®dV XpIoNG Y10 TEPALTEP® TANPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

7 emkaAoppéva te AETTd LUEVIO dloKia

[5. TPONOX KAI OAOX(OI) XOPHTHXZHX

Ao otOUATOG YPNON.

AWPacTe T0 PUALO 0INYIOV XPNONG TPV OO TN XPNOT).

"Eva dtokio nuepnoing

Mo cvvéyion tng Bepameing cag, TUPUKAAOVUE VO GUUPOVAELTEITE TOV YIATPO GOG.

EBoopdda 3

6. EIAIKH HPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXZEITIZOYN TA ITAIAIA

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toudid.

[7. AAAH(EZ) EIAIKH(EX) IPOEIAOIOIHEH(EIT), EAN EINAI ATIAPAITHTH(EY) |

8.  HMEPOMHNIA AHEHE |

EXP



| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdooete og Oeppokpacio peyoldtepn tov 25°C.

10. IAIAITEPEX [TPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YHOAEIMMATOQN ITOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Actavis Group PTC ehf.
220 Hafnarfjordur
Iohavdia

| 12.  APIOMOZ(OI) AAEIAX KYKAO®OPIAXZ

EU/1/13/824/021

| 13.  APIOMOX ITAPTIAAX

Lot

| 14. TENIKH KATATAEH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TMAHPO®OPIEX XE BRAILLE

Nemdatine 15 mg diokia

17.  MONAAIKOX ANATNQPIZTIKOZ KQAIKOX — AIZAIAZTATOZ TPAMMQTOX
KQAIKAY (2D)

A163106T0TOC YPOUU®TOS KOdKAG (2D) Tov pépet Tov TEpIANPHEVTO LOVASTKO OVOYVOPLOTIKO KMOKO.

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

PC
SN
NN




EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH I'TA AIZKIA

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Nemdatine 15 mg diokia

memantine hydrochloride

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

[Actavis Group PTC ehf. Logo]

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

| 5.  AAAA ITOIXEIA

EBdopdoa 3

Agv.
Tpt

Tet.

Ilep.
Iap.
Zap.
Kop.



ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI TQN 7AIZKIQN - XYXKEYAXIA ENAPEHY OEPAIIEIAY - IPOT'PAMMA
OEPAIIEIAX 4 EBAOMAAQN - EEQTEPIKO KOYTI (XQPIX TO BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Nemdatine 20 mg emxaAvppéva pe Aemtd vuévio diokia

memantine hydrochloride

[2. TYNOEXH XE APAXTIKH(EX) OYXIA(EX) |

Ka0e emcoivppévo pe Aemtd vpévio diokio mepiéyel 20 mg memantine hydrochloride 1codvvapa pe
16,62 mg memantine.

[3.  KATAAOIOX EKAOXQN

ITepiéxet Aaxtoln. BAéne @OAALO 0dNyL®dV XPNONG Y10 TEPALTEP® TANPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

7 emkaAoppéva te AETTd LUEVIO dloKia

[5. TPONOX KAI OAOX(OI) XOPHTHXZHX

Ao otOUATOG YPNON.

AWPacTe T0 PUALO 0INYIOV XPNONG TPV OO TN XPNOT).

"Eva dtokio nuepnoing

IMa cvvéyion g Bepameing cag, TUPUKAAOVUE VO GUUBOVAELTEITE TOV Y1ATPO GOG.

EBooudda 4

6. EIAIKH HPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev Tpooeyyilovy Ta Toudid.

[7. AAAH(EZ) EIAIKH(EX) IPOEIAOIOIHEH(EIT), EAN EINAI ATIAPAITHTH(EY) |

8.  HMEPOMHNIA AHEHE |

EXP



| 9.

EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdooete og Oeppokpacio peyoaldtepn tov 25°C.

10.

IAIAITEPEX IIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YHOAEIMMATOQN ITOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 11.

ONOMA KAI AIEY®OYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Actavis Group PTC ehf.
220 Hafnarfjordur
Iohavdia

| 12.

APIOMOZX (0D AAEIAY KYKAO®OPIAX

EU/1/13/824/021

| 13.

APIOMOX ITAPTIAAX

Lot

| 14.

I'ENIKH KATATAZH I'TA TH ATAGEXH

| 15.

OAHTI'IEX XPHXHX

| 16.

IHAHPO®OPIEX XE BRAILLE

Nemdatine 20 mg diokia

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOY — AIZAIALTATOX TPAMMQTOX
KQAIKAY (2D)

18.

MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO




EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH I'TA AIZKIA I'TA APXIKH GEPAIIEIA

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Nemdatine 20 mg diokia

memantine hydrochloride

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

[Actavis Group PTC ehf. Logo]

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

| 5.  AAAA ITOIXEIA

EBdopdoa 4

Agv.
Tpt

Tet.

Ilep.
Iap.
Zap.
Kop.



B. ®’YAAO OAHTI'TQN XPHXHX



®vrho oonyIOV ypiong: [IAnpogopics yia Tov ypijoty

Nemdatine 5 mg emkoAvppéva pe Aertod VPEVIO OLGKI
memantine hydrochloride

AP AOTE TPOGEKTIKG OLOKAN PO TO QVAAO 0ONYLOV YP1ONG TPLY UPYIGETE VU TAIPVETE AVTO TO

PappoKo, o10TL TEPIAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GOG.

- DvraEte avtd To EUARO 0dNYIBY Yprions. Towg ypelaotel va to daPdcete Eavd.

- Edv éxete meportépw amopieg, p@TNOTE TOV YIOTPO GOG 1] TOV QAPLOKOTOLO GOGC.

- H cvvtayn yio avtd 1o edapupoko yopnynOnke omokAEIoTIKA Yo 60G. AgV TPETEL VO, ODCETE TO
@apuoko o€ GAlovc. Mmopel va Tovg TpoKaAiésel PAAPT, aKOUM Kol OTOV TO. CUUTTOUATO TNG
acBEveLdg Toug etvar 110 pe Ta Sk oag.

- Edv mapatnpnioete Kamoto avemiBountn evépyela, EVILEPMGTE TOV YTPO N TOV PUPHOKOTOLH
60G. Avtd 1oyvEeL Kat Yio kGOE TV avemBouunTn eVEPYELL TTOV OEV AVAPEPETAL GTO TOPOY PVAAO
oonywv yprone. Biéne mapdypago 4.

T Tepréyer To Tapév pvALO 00N YLOV:

Th etvan to Nemdatine ko oo etvon 1) xpfion tov

T mpénet va yvopilete mpv mapete To Nemdatine

[og va mapete 1o Nemdatine

[MBavég avemBounteg evépyeteg

[aog va puidooete o Nemdatine

[epreydpeva g cvokevaciog Kot AOITEG TANpopopieg

Sk wnNE

1. Tieivor To Nemdatine kot wowa gival n ypiion Tov

Il®g dpa 1o Nemdatine

To Nemdatine mepiéyel ) dpactikiy ovsio. memantine hydrochloride. To Nemdatine avikel e pio
KOTNYOPiot POPUAK®OV YVOCTH (O OVTIVOTKA QAPLLOKA.

H anoAielo pvpng oty nepintwon tng vosov tov Alzheimer ogeidetan o€ kdmoa datapayn TOV
ONUATOV UNvOHOTOG 6ToV eYKEPUAD. O eyKEPUAOC TEPLEYEL TOVG ATTOKOAOVUEVOVG VTT0d0YEIG-NMDA
(N-pébvio-D-acmaptikd) ot omoiot epmAiékovial ot dafifacn VELPIKOV GIUATOV TOL Eivat PEYAANG
onuaciog ywo tn dadwkacio g pabnong kot  uviunc. To Nemdatine avrkel o€ pio opdado
POPUOKEVTIKMOV GKELOSUATOV TOV ovoudlovtat avtaywviotég vrodoyéwv-NMDA. To Nemdatine
gvepyel Tavm og 0vTovg Tovg VITodoYeic-NMDA Bedtidvovtog ) dPifocn Tov VEupIK®Y GNUATOV

KO TN PvA .

IIov ypnoiponoleitar To Nemdatine
To Nemdatine ypnoomoteitan yia tn Oepaneio Tov evnlikov acbevov pe pétpla £€mg cofopn voco
Alzheimer.

2. Tuvrpéner vo yvopilete npwv ndpete To Nemdatine

Mnyv wapete To Nemdatine
- o€ mepintwon aAlepyiog oto memantine hydrochloride 1 o€ omotodMmote GAAO amd TaL
GLGTOTIKG 0VTOD TOV PAPUAKOL (avaPEPOVTAL GTHY TaP&ypopo 6).

Ipocidonomoeig Kot TpoPLAGEES

AmevBuvbeite 6ToV Y10TPO 1 TOV QOPUOKOTOLO GOG TPtV Tapete To Nemdatine

- €4V €YETE 1OTOPIKO EMANTTIKOV KpioE®V

- G€ MEPIMTOOT TOV TPOGPATMG VITOPEPUTE ATO ELLPPAYLLO TOV HVOKOPIToL (KopdtaK TpocsBoAn),
N €AV LTOPEPETE OO GLUPOPNTIKN KOPILOKY AVETAPKELD 1] OO U1 EAEYYOLEVN VIEEPTACT] (LYNAN
OPTNPLOKT) TiEST)).



e QUTEG TIG TEPWITMOGELS 1| Depamevtikn aywyr| O Tpémel va PpioKeTal VIO TPOCEKTIKY
TapakolovOnon Kot To KAvikd 6geiog tov Nemdatine va aglodoyeitar o€ ouyvi| Bdon amd tov yrTpd
GOC.

2V mepintmon mov vroeépete and veppikn PAAPT (TpofAnuata oo veppd), o yoTpdg cog Oa
TPEMEL VAL TAPAKOAOLOEL GTEVA TN VEQPIKN AglTovpYia cag Kot €4V givat amapaitnto va Tpocaupurolet
KatdAANAa T1g 00GELG TOL memantine.

B0 TPETEL VO ATTOQEVYETOL 1] TAVTOYPOVT] YPNOT TOV PUPLOKEVTIK®Y TPOIOVIWOV TOV ovoudlovTon
apavtadivn (yo v Oepaneia g vocov tov Parkinson), ketapivn (uia ovcio tov ypnopomoteitot
YEVIKA ¢ availsOntikd), dextromethorphan (yevikig ypriong yio Ty OVIHETORTIOT TOV Brya) Kot
hov avtayoviotov-NMDA.

Howowd ko £épnpor
To Nemdatine d& cuviotdtot yio yprion o€ Todld Kot pNPovg KAT® TV 18 eTov.

Alro @appoxa koo Nemdatine

Evnpepmaote 1ov yiatpd 1} ToV opLaKonold cag eV TaipveTe, £XETE TPOCPATA TAPEL T UTOPEL VAL TAPETE

GAAOL APLLOKOL.

- Yvykekppéva 1o Nemdatine pmopel vo petaffdAel TNV EXIOPUCT] TOV TOPAKAT® QOPUAK®V KoL 1
006N TOVG TPETEL VO, EMAVATPOCIIOPLOTEL OO TOV YLOTPO GG OpavTadive, KeTapivy,
dextromethorphan

- davTpoAévio, faxiopaivn

- GUUETIOIVT, paviTIdivn), TPOKATVALION, Kvidivr, Kiviv), VIKOTivn

- vopoyAwpobelalion (1 omolocdnmote GLVOLAGHOG e VOPOYAWpPOoDelalion)

- aVTIYOAVEPYIKE (OVGIEG O1 OTTOlES YEVIKA YPTOLOTOIOVVTOL Yl TV Bepameio TV KIVTIKOV
STOPOY DV KoLl TOV EVIEPIKMDY GUGTUCEMV)

- AVTIETANTTIKG (OVGIEG TTOV YPTCLLOTOLOVVTOL Y10 TNV TPOANYN Ko TV Bepoamneia twv
EMNTTIKOV KPIGEDV).

- BapPrrovpikd (ovoieg mov YEVIKA ¥PNOUYLOTOIOVVTAL Y10 TV TPOKAT O™ DITVOL)

- VIOTOLVEPYIKOL ayvioTég (ovoieg dnwg 1 L-dopa, 1 Bpopokportivn)

VEVPOANTTIKA (0VGIEC TOV XPNGYOTOLOVVTAL GTNV BEPAmEiD TOV YUYIKOV S1oTopaydV)

- a0 TOV GTOUOTOC YOPTYOVUEVA OVTITNKTIKO

2NV TEPINTMOT EIGUYMYNG GOG GE VOGOKOUEID EVIILEPMGTE TOV Y10TPO GO GYETIKA LLE T XPTOT TOL
Nemdatine.

To Nemdatine pe Tpo@1] Kon w0716

O, TPETEL VO, EVIUEPDVETE TOV YIOTPO OOG GE TEPITTWOOT TOV EYETE TPOCPATMG AALAEEL 1| GKOTEDETE
va oAAGEeTe TIG droTpoPikég oag cuviBeleg o peydho Pabuod (T.y. amd Kavovikn dlTpoPr| G
SlTpo1| voTnPd pe BAcn To Aayavikd) 1) 0V VTOQEPETE A0 KATOOTAGELS 0EEWDOTG TOV VEPPIKOD
coinvapiov (RTA, nepicoeia ovoidv mov oynuatifovv oféa oto aipla e&attiog vePpIkng OVETAPKELG
(Hetpévn Aettovpyio TV vePpmV)) 1| GoPapéc LOADBVGELG TS OLPLTIKNG 050V (Yo TNV amofoArn TV
00pwVv), KaBdG 0 YTpds iowg amarteitan vo puBuicel T docoroyic TOV PAPUAKOV.

Kinon ka1 Oniaopdg
Edv eiote éykvog 1 Onhalete, vopilete 0t pmopei va giote £yKvog 1 YeO1ALETE VO ATOKTHOETE T,
{ntote ™ GUUPOLAN TOL YATPOL 1] TOL POPUOKOTOLOD GG TPLY TAPETE AVTO TO PAPLLOKO.

Kinon
Ag cuvioTdTon 1 p1oN ToL memantine g £YKLES YUVOIKEG.

Oniaopdg
Ot yvvaikeg Tov maipvovv Nemdatine de Oa tpémel va OnAalovv.



Oonynon ko yEPGROS PNYOVIRATOV

O yatpog Ba cog evUePDGEL YloL TNV TEPITTMOT TTOL 1) AGOEVELD GOG EMTPETEL TNV 0O1YNON KAl TO
YEWPOUO punyavnuitov pe acedieto. Exiong, to Nemdatine evoéyetorl va petaailel Ty kavotntd
00G Y10 0VTIOPAoT], KAOIoTOVTOG TV 001yNoN 1 TN YPNOT UNYOVNUATOV AKOTAOAANAT.

To Nemdatine wepiéyel Laktoln povoidopikn
Av 0 Y10tp0og 060G, 060G EVNUEP®TE OTL £YETE ducaveLio 6€ OPIGUEVH GAKYAPO, EXKOIVOVIOTE |E TOV
YTPO GO TPV TAPETE OVTO TO PAPUAKEVTIKO TPOIOV

3. Ilo¢ ve napete To Nemdatine

[Tavtote va maipvere To PAPLOKO GVTO AVGTNPE GOUPOVO, LLE TIS 001 Yieg TOV YloTpo cag. Edv €yete
apeBolec, pMTACTE TOV YITPO 1) TOV PUPLUKOTOLO GOG.

Aocoloyia

H ocvvietdpevn d6on Bepanciog Nemdatine yio evijlikeg ko nhkiopévoug givor 20 mg v nuépa. [Ma
Vo (LelmBel 0 KivOuvoc TV TAPEVEPYELMV OVTN 1) 000N EMTLYYAVETAL fobLuaio COUP®VA LLE TO
okdAovBo Mpepnolo BepamenTikd Gy

EBooudda 1 "Eva diokio tov 5 mg
EBdoudda 2 Avo diokio Tov 5 mg
EBdopdda 3 Tpia dokio TV 5 mg
EBdopada 4 Téooepa diokia Tov 5 mg
Kol EmELTO pia opd v nuépa

H ocvvietdpevn apykn doon givar £va diokio pia eopd v nuépa (1 x 5 mg) yuo tnv tpdTn Péopdda.
Avt| av&dvetal g dvo dokia pia popd v nuépa (1 x 10mg) v devtepn Pdouddo Kot o€ 3 diokio
pia opd v nuépa (1 x 15 mg) v tpitn Poopdoa. Amo v té€taptn Pdoudda Kot LETA 1) cuvNRONg
doon givar 4 diokia pio eopd v nuépa (1 x 20mg).

Aocoloyia 6g acOeveig pe PLAPN TG ve@pIkS AstTovpyiag

Xy nepintoon PAAPNG TS veppikng Asttovpyiag, 0 yloTpog Oa amopacicel moln doon Taplalel oty
TEPIMTOOTN GOG. Xg QLT TNV TEPINTMOT, 1] VEPPIKN 6aG Aettovpyia Ba mpémet vo PpiokeTor vd WTPIKY
TOPUKOA0VON G GE TUKTA YPOVIKE SOLAGTILLOTOL

Xopnynon

To Nemdatine Oa mpémet va yopnyeital amd otdopaTog pio popd v nuépa. [ va oeeindeite omd 10
Qappokd cog Ba mpémel va to maipveton TaKTIKA KB nuépa kot v 0o dpa g nuépag. Ta diokia

npémel va katamivovtol pali pe Aiyo vepod. Ta diokio pmwopodv va Aappdvovial pe 1 Kot xopic Tpoen.

Aldpkela 0gpamevTIKIG OYOYNG
Yvveyiote vo maipvete To Nemdatine yio 660 ypovikd didotmuo ogereiote. O yiotpog o tpénet va

a&loloyel tn BepamevTiky aywyn ce cuyvh Baon.

Edav wapete peyordtepn 66on Nemdatine oo tnv Kavoviky



- Ievikog, 1 Mym vrepPolikadv d6cewv Nemdatine dev mpokaiei PAAPN. Evoéyetar va
TOPOTNPNOETE AVENUEVO CUUTTOUATO 0TS TEPLYPAPOVTAL 6TV Tapdypopo 4. ‘Tlibavég
TOPEVEPYELES .

- e mepintwon Aqyng vrepPforikng doong Nemdatine enikovoviote e TOV Y10Tpd 0aG 1
{ntote wpikéc cupPovrés, Kabmg evdéyetal va ypetdleote wtpikn Ponbdeia.

Eadv eyboete vo mapete To Nemdatine

- Edv avaxadoyete 0t1 Egydoate va mapete v TpoPfiendpevn 66on Nemdatine mepiuévete Kot
TAPETE TNV EXOLEVN SOCT GOG TNV TPOYPOULLATICUEVT] DPOL.

- Mnyv mtdpete SAY dOOT Y10 VO AVATANPAOCETE TN dOOT OV EEXACATE.

Edv éxete meptocoOTEpEG EPOTICELS GYETIKA LLE TN YPTOT] AVTOV TOV QUPUAKOV, POTIOTE TOV Y10TPO 1)
TOV QAPLOKOTOLd GOC.

4, IMBavég avemBOUNTES EVEPYELES

Onwg 6Ao To pAPLOKO, £TCL KOL 0VTO TO PAPLOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
KoL 0ev mopovotdlovtal 6e OAOLE TOVS OvVOPDTOLG,.
T'evikd, o1 mapatnpnBeicec avemBounteg evépyeteg etvan Neg Emg PETPLES.

2oyveg (emnpealovv 1 ewg 10 ypnoteg otovg 100):

o [Movoxéparoc, vvniia, SuoKOIMOTNTA, AVENUEVES TIHEG NITATIKNG Agttovpyiac, Can,
SlaTapoyEC 160PPOTING, OLGKOAIN GTNV AVATVOT ,LYNAN OPTNPLOKN TEST Kol VITEPELOICONGiN
OTA PAPLLOKOL

Oy1 ovyvég (ernpedovv 1 ewg 10 ypnoteg arovg 1.000):
. Konmwon, poivvoeig and poknres, chyyvon, yevdacsOnoels, vavtia, dotapayés Padiong,
Kapdlokn avemdpkela Kot AeBobpopfmacelg (Opoupwon/Opoufoepfoirn)

Tlold oravies (exnpealovy Aryotepo aro 1 yprotn otovg 10.000):
. Emiinmtikég kpioeig

Ayvaoreg (n ovyvotntd tovg dev umopel vo extiunBet omo ta diobéoiua otoiyeia):

Maykpeatitida, PAEYLOV TOL HTOTOG (MTATITION) KO YUYOGIKES OVTIOPACELG

H véoog Alzheimer éxel cuoyetiotel pe v KatdOAnym, ToV dVTOKTOVIKO 1OEAGUO KOl TNV QVTOKTOVIA.
Ta mepiotoaTiKd avtd Exovv avapepbei oe acbeveic mov Adupoavay Bepaneio le memantine.

Ava@opd avemBounTOV EVEPYELOV

Edv mapotnprioete kamolo avemBountn evépyela, EVILEPMGTE TOV YIUTPO, TOV PAPUOKOTOLO 1) TOV/TNV
VOGOKOWO GaG. AVTO 1oYLEL KOt Yio KAOe Thavi avemBouuntr vEPYELD TOL OEV AVOPEPETAL GTO TOPOV
@OALO 0ONYUDV YprionG. Mmopeite emiong vo avaeépete avemBounteg evépyeteg omevbeiog, LEGH TOV
€0viKoD cvaTNHATOC OVOEOPES Tov avaypdpeTar oto [Hopdptua V. Mécw g avapopdc
AVETOVUNTOV EVEPYEIDY UTOPEITE VO fONONGETE GTI GLALOYT TEPIGGOTEPOV TANPOPOPLOV GYETIKA
LE TNV ACPAAELD TOV TAPOVTOG PUPHAKOL.

5. o vo guhaooete To Nemdatine

To @dppoko avTd TPETEL VO, PLAACCETOL GE PLEPT) TTOL deV TO PAETOVY KOt dEV TO POEVOLY TO TOdLEL.

No pn ¥pNGOTOLEITE ALTO TO PAPUAKO LETE TNV NUEPOUNVIN ANENC TOV VOPEPETAL GTO KOVTL KOL TNV
KoyéAn petd to EXP. H nuepounvia AnéEng elvar n teAevtaio nUEPQ TOV P VO TOV AVAPEPETAL EKEL.

Mn puAdooete og Beppokpacio peyadvtepn tov 25°C.


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Mnv metdte @dppoko 6to vepd NG AmoYETELONG N oTd OowwKd amoppippota. Potiote tov
(OPLOKOTTOLO GOG YO TO TG VO TETAEETE TAL PAPLLOKO TOV OEV YPNCLUOTOLEITE T, AVTE TO pETpa Oa
BonBncovv oty Tpoctacio Tov TEPPAAAOVTOC.

6. Iepreydpevo. TS GVOKEVAGIOG KOl AOTES TANPOPOpPiEg

T egpréyerl To Nemdatine
- H dpaotikn ovoia eivar Memantine Hydrochloride. Ka6e emkaivppévo pe vpévio diokio
nepiéyel Smg Memantine Hydrochloride, icodvvaua pe 4,15 mg memantine.

- Ta dAAa cvotatikd givar: [Tupnvag diokiov:MikpokpLGTAAAIKT KuTTapivr, KPOGTOROOVT
TOmov A, TaAKN Kot oTeatikd payviolo. Emkdioyn dioxiov (Opadry Il Pink
33G28435):Ynpouelholn 6¢P 810&eid10 tov Trtaviov (E 171),uovoddpikn Aaxtoln,
moAvotdvuievoylokoin 3350, tplaxetivn.

Epedavien tov Nemdatine ko epieyoépeva TG 606KELOGIC,

Ta emaioppéva pe Aemtd vuévio diokio Nemdatine tov 5 umg gival Aevkd oyfLotog ofdA,
apeikvpta emikodlvppéva pe Aemtd vuévio diokia, 8 mm x 4,5mm oe péyeboc pépovtag tn yopaén
“M5” otV pio TAEVPA.

2VOKEVAOIES:
Yvokevaoiec KoyEANG: 42 Kot 98 d1oKio EMKUAAVUEVO LE DUEVIO.

Mmopet vo, unv koklopopody 6Aeg 01 GVOKEVOTIES.

Katoyog Adsrog Kukhoopiag
Actavis Group PTC ehf.
Dalshraun 1

220 Hafnarfjorour

IoAavdia

HopoockevacTi|g

Actavis Ltd.

BLB 015-016 Bulebel Industrial Estate
Zejtun ZTN 3000

Moaito

TEVA Gyobgyszergyar Zrt.
Pallagi 0t 13

Debrecen 4042

Ovyyapia

I'a omoladmoTe TANPOEOPIa GYETIKA LE TO TOPOHV POPUOKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amevBuvbeite otov Tomikd avtimpdéommo tov Katdyov g Adelog Kvkhopopiag:

Belgié/Belgique/Belgien Lietuva

Teva Pharma Belgium N.V./S.A./AG UAB Teva Baltics

Tél/Tel: +32 38207373 Tel: +370 52660203
Bouarapus Luxembourg/Luxemburg
Tesa ®apma EAJ] ratiopharm GmbH

Tem: +359 24899585 Allemagne/Deutschland

Tél/Tel: +49 73140202



Ceska republika
Teva Pharmaceuticals CR, s.r.o.
Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf: +45 44985511

Deutschland
ratiopharm GmbH
Tel: +49 73140202

Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

EALGOO
TEVA HELLAS A.E.
TnA: +30 2118805000

Espafia
Teva Pharma, S.L.U.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi: +354 5503300

Italia
Teva ltalia S.r.l.
Tel: +39 028917981

Kvnpog
TEVA HELLAS A.E.
EXéda
TnA: +30 2118805000

Latvija
UAB Teva Baltics filiale Latvija
Tel: +371 67323666

Magyarorszag
Teva Gydgyszergyar Zrt.
Tel: +36 12886400

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +44 2075407117

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich
ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43 1970070

Polska
Teva Pharmaceuticals Polska Sp. z o.0.
Tel: +48 223459300

Portugal
Teva Pharma - Produtos Farmacéuticos, Lda.
Tel: +351 214767550

Romania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

United Kingdom (Northern Ireland)
Accord Healthcare Ireland Ltd.
Ireland

Tel: +353 214619040

To mwapov ULA0 00N YOV yp1oNGS EYKPiONKE Y10 TEAEVTOIO Popd MM/YYYY



Alreg TYEG TANPOPOPLAOV

Aemtopepeic TAnpopopieg Yo awtd T0 TPOidY givar drabéoiueg otov 16ToYdPo ™S Evpomaikng
Emutpornc ®oppdakov (EMA) http:/www.ema.europa.ev/.



http://www.ema.europa.e%CF%85/

®vrho ooNyIOV ypiong: [IAnpogopics yia Tov ypijoty

Nemdatine 10mg emkoivppéva pe Aertod VPéVio O16Kia
memantine hydrochloride

AP aoTE TPOGEKTIKG OLOKANPO TO QVAAO 0ONYLOV YP1ONGS TPLY UPYIGETE VU TAIPVETE AVTO TO

PapRoKo, O10TL TEPIAGUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUG.

- DordEte avtd TO EUALO 0dNYIDY Xpions. Towg ypelaotel va to dwPfdcete Eavda.

- Edv éxete onmolecdnmote amopiec, pOTNOTE TOV YIOTPO GAG 1] TOV QPOPLOKOTOLO GOG.

- H cvvtayn yio avtd 1o edappoko yopnynOnke omokAEloTIKA Yo 6aG. AgV TPETEL VO ODCETE TO
0aproko o€ GAlovg. Mmopel va Tovg TPoKaAEsel PAAPT, aKOUO Kol OTOV TO. CUUTTOUATO TNG
acBéveldg Toug etvar 1d1a e Ta Sk oaG.

- Edv mapatnpnoete Kamoto avemiBountn evépyela, EVLEPDOGTE TOV YATPO M TOV POPUOKOTOLD
00G. Avto 1oyveL Kot Yo kéOe Thavn avemBountn evépyeia TOov dEV OVAPEPETOL GTO TAPOV GVANO
odnywwv yprione. Biéne mapdypago 4.

T epréyel To TapoOv VALO 0ONYLOV:

T eivon To Nemdatine kot oo givor 1 gp1ion Tov

T pémer va yvopilete mpv mhpete to Nemdatine

Iog vo mapete To Nemdatine

[Mbavég avemBounteg evépyeteg

Ilog va purdcocete o Nemdatine

IIepiexdpeva e cvokevaciag Kot Aoutég TANpopopleg

I e

1. Tisivan To Nemdatine kon ore givar i yprion tov

&g dpa. o Nemdatine

To Nemdatine mepiéyel tn dpactikn ovsio memantine hydrochloride. To Nemdatine avikel og pia
KATNYOpiot QOPUAK®OV YVOOTEH (OC OVTIOLVOTKA QOPLLOKOL.

H andAeio pviung oty mepintmon ¢ vocov tov Alzheimer opeidetotl og kdmolo dtotapoyn TV
ONUATOV UNVOUATOG 6TOV EYKEPAA0. O eYKEPAAOG TEPIEYEL TOVG OMOKAAOVUEVOLS VTTOd0YEIc-NMDA
(N-pébvio-D-aomaptikd) ot omoiot eumAékovat ot SPifocn vELPIK®OY OMUAT®V TOV elval LeyIANg
onuaciag ywo ™ dwdkacio Tng pabnong kot  pviunc. To Nemdatine aviket o€ pio opddo
(POPLOKEVTIKOV GKEVOCUAT®V TOV ovopdiovTal avtaywviotég vrodoyéwv-NMDA. To Nemdatine
evepyel maveo og avtodc Toug Vodoyeic-NMDA BeAitidvovtog ) dafifoon Tmv veuptkdv onudtmv

KoL TN UVAUD.

oY ypnowonorcitanr To Nemdatine
To Nemdatine ypnotpomoteitot yio tn Oepaneia towv evniikov acbevov pe pétpla Eémg cofapn voco
Alzheimer.

2. Tvrpémer va yvopilete apwy ndpete To Nemdatine

Mnyv napete To Nemdatine
- o€ mepintwon ailepyiog oto memantine hydrochloride 1| 6€ onotodfmote GAAO amtd TO!
GLGTOTIKA QVTOD TOV PAPUAKOL (AVOPEPOVTOL GTHV TOPEYPopo 6).

IIpogidomou|6ELS Ko TPOPLAGEELS

AmevBuveite aTtov yatpd 1 TOV QOPROKOTO0 Gag TPty Tapete To Nemdatine

- €04V €YETE 1GTOPIKO EMANTTIKOV KPiGEDV

- 0€ TEPINTOOT TOL TPOCPATWS VITOPEPOTE OO EUPPAYLLA TOV HVOKAPSIoV (Kapdiakr| TpocsPoln),
N €6V VTOPEPETE OO GLLLPOPTTIKT KOPOLOKT AVETAPKELD 1} Old U ELEYYOLEVN VITEPTACT (VYNAN
opTNPLOKn Tieon).



e QUTEG TIG TEPWITMOGELS 1| Depamevtikn aywyr| O Tpémel va PpioKeTal VIO TPOCEKTIKY
apokolovOnon Kot To KAvikd 6¢peiog tov Nemdatine va agloloyeitar oe cuyvn Baon amd tov yaTpd
GOC.

2V mepintmon Tov VIToPEPETE and VEPPIKT evemdpkeLla (TpofAnpata ota veepd), o YiTpos oag Ha
TPEMEL VAL TAPAKOAOVOEL GTEVA TN VEQPIKN AglTovpyia cag Kot €4V eivat amapaitnto va Tpocapurolet
KatdAAnAa T1g 00GELG TOL memantine.

B0 TPETEL VO ATTOQEVYETOL 1] TAVTOYPOVT] YPTOT TOV PUPLOKEVTIK®Y TPOIOVIWOV TOV ovoudlovTon
apavtadivn (yo v Oepaneio g vocov tov Parkinson), ketopivn (uia ovcio tov ypnoipooteiton
YEVIKA ®¢ ovoodnTikd), dextromethorphan (Yevikng ypfiong Yo TNV aVTILETOTIGT TOL frya) Kot
ov avtayoviotov-NMDA.

Howowa ko £épnpor
To Nemdatine d& cuviotdTot yio yp1ion o€ Todld Kot pNPovg KAT® Tov 18 eTdv.

Allo @appoxa koo Nemdatine
Evnpepmaote 1ov yiotpd 1] ToV oprakonold oag v TaipveTe, £ETE TPOCPUTA TAPEL ) LTOPEL VAL TAPETE
QAL PAPLLOKOL.

Yvykekpuéva to Nemdatine pwopet va, petafaiet tny enidpaoct TV TapakdT® Qoprakov Kol 1 66on

TOVG TTPETEL VO, EMAVATPOTIOPIOTEL aTd TOV Y1UTPO GOC:

- apovtadivn, ketapivn, dextromethorphan

- davtpolévio, Bakropaivn

- GUETIOIVT, paviTIdivn), TPoKAVapLion, Kvidivr, Kiviv), vikotivn

- vdpoyrlmpobetalion (1 ororocdmote GuVOLACUOS e VOPOYA®PODELalion)

- avTLYOALVEPYIKE (0VGiEG O1 0TOlES YEVIKA XPpMNOLLOTOIOvVTOL Yt TNV Bepameia TV KIvTIKOV
SOTAPOY MV KO TOV EVIEPIKDOV GUOTAGEDV)

- AVTIETANTTIKA (OVGiEg TOV YPNGLOTOIOVVTAL VI TV TPOANYN Kot TV Oepaneio Tmv
EMNTTIKOV KPIoEMV)

- BapPrrovpikd (ovcieg mOLv YEVIKA YPTCLLOTOIOVVTOL Y10 TNV TPOKANGT VTVOL)

- vromopvepykol ayaviotéc (ovoieg 0nmg 1 L-dopa, 1 Ppopokpontivn)

- VELPOANTITIKG (OVGIES TOL YPNCLOTOIOVVTOL TNV BEPATELN TV YUYIKOV S10TOPAYDV)
OtO TOV GTOWOTOG YOPTYOVUEVO, OVTUTNKTIKA

v TePInTOOT EIGAYMYNG GG GE VOGOKOUEID EVILEPMGTE TOV Y1OTPO GO GYETIKA LLE T XPTOT TOL
Nemdatine.

To Nemdatine pe Tpo@1] kKon w076

®a TPETEL VO, EVILEPDVETE TOV YIOTPO OOG GE TEPIMTWOOT TOV EYETE TPOCSPATMG AALAEEL 1] CKOTEVETE
va aAlGEeTe TIC SoTpoPikég oag cuviBeleg o peydlo Pabuod (T.y. amd Kavovikn STpopY| G
Satpoe] owotnpd e Baomn ta AayaviKa) 1 0V VIOPEPETE OO KATUGTAGELS 0EEMONG TOL VEQPLIKOV
ocoinvopiov (RTA, nepicoeia ovoidv mov oynuatiovv o&éa oto aipa eEontiog VEPPIKNG OVETAPKELNG
(xounAn Aettovpyia TV ve@pdv) 1| cofapés LOADVGELS TG OVPLTIKIG 080V (Yl TNV oooin TV
0VpwV), KBNS 0 Y1atpds icmg amarteitol va puBuicel T docoroyio Tov QapudKov.

Kitnon ka1 Onraocpég
Edv eiote éykvog 1) Onhdalete, vopilete 0T pmopel va giote £yKvog 1 6xed14LETE VO AmOKTOETE TOdL,
{nmote 11 cuUPOoVAN TOVL YLUTPOL N TOV POPLOKOTOL0D GOG TPV TAPETE OVTO TO PAPLLOKO.

Kinon
Ag cuvioTdTol 1) ¥pNoN TOL memantine 6€ £YKVEG YOVOIKEG.

Oniaopdg
Ot yuvaikeg mov maipvovv Nemdatine d¢ Ba mpénet va OnAdlovv.



Oonynon ko yEPGROS PNYOVIRATOV

O yatpog Ba cog evUePDGEL YloL TNV TEPITTMOT TTOL 1) AGOEVELD GOG EMTPETEL TNV 0O1YNON KAl TO
YEWPOUO unyavnudtov pe acedieto. Exiong, to Nemdatine evoéyetor va petaailel Ty Kavotntd
00G Y10 0VTIOPAoT], KAOIoTOVTOG TV 001yNoN 1 TN YPNOT UNYOVNUATOV AKOTAOAANAT.

To Nemdatine wepiéyer Aaktoln povovdopikn
Av 0 yoTp6dg 600G, Gog EVNUEPWTE OTL £YETE dLGOVEEIN GE OPIGUEVE GAKYAPO, ETIKOVOVIOTE |E TOV
YTPO GO TPV TAPETE OVTO TO PAPLAKEVTIKO TPOIOV

3. Tlog va napete To Nemdatine

[Tavtote va maipvere To PAPLOKO GVTO QVGTNPE GOUPOVO, LLE TIC 001Yieg TOV YloTpoy cag. Edv €yete
apeBolec, pMTACTE TOV YITPO 1) TOV PUPLUKOTOLO GOG.

Aocoloyia

H ocvvietdpevn d6on Nemdatine yio evilikeg kot nAikiopévoug eivor 20 mg pio gopd tnv nuépal.
[Ipog peiwon tov Kvddvov mapevepyeldV avTh 1 600N enttvyydvetot Babaio cOLE®va Le TO
oKkdAoVB0o MpEePNolo BepAmEVTIKO YL

gBoopada 1 piod dokio Twv 10 mg

gfdoudda 2 éva dwokio Twv 10mg

gfdopada 3 éva, Ko pod dokio tov 10
mg

gfdoudda 4 2 diokia Tov 10 mg pa

Ko EmeTa QOpaA TNV NUEPQ

H ovvnng 660m ekkivnong gival oo diokio pio gopd tnv nuépa (1 X 5 mg) yio mv Tpd
gfdoudoa. Avtn av&avetol g éva dtokio pia popd v nuépa (1x 10mg) ) dedtepn efdopdda kot o
éva dtokio Kot piod dokio pia popd v nuépa (1 x 15 mg) v tpitn efdopdda. And v T€T0pTN
gfdopdda kat petd, n ovvndng d6om ivan 2 diokia pa opd v nuépa (1x20 mg).

Aocoloyia o€ ac0sveig pe PAAPn g veppukg Aettovpyiog

v wepintmon PAAPNC TG veppIkNg Asttovpyiag, o yiotpog Ba amogacioetl mola d6on taptalel otV
MEPIMTMOON GAG. ZE AT TNV TEPIMTOON, 1| VEPPIKN Gag Aertovpyio Ba Tpénetl va PpickeTor Lo 10TpIKn
TOPOKOAoHONGN GE TOKTA YPOVIKE S10GTHLOTA.

Xopnynon

To Nemdatine Oa mpémet va yopryeitor amd otdépaTog pio popd v nuépa. [ va enopeindeite and
v Bepamneio mpémetl va Taipvete Ta QApLOKa TOKTIKE kKabe pépa v 0o dpa g nuépag. Ta diokio
npénel va katoamivovtol pali pe Aiyo vepo. Ta diokia pmwopodv va Aapfdvoviotl pe 1 Kol xopig Tpoon.

Aldpkela 0gpamevTIKIG OYOYNG
Yvveyiote vo maipvete To Nemdatine yio 660 ypovikd didotue oeeleiote. O yatpog Oo tpénet vo
a&lohoyel tn Bepamevtikn aywyn e cuyvn Paon.

Edav wapete peyordtepn 66on Nemdatine oo tnv Kavoviky

- I'evikog, 1 Mym vrepPoiikadv d6cewv Nemdatine dev mpokaiei PAAPN. Evoéyetar va
TOPATNPNCETE AVENLEVA CUUTTOUATE OTWS TEPLYPAPOVTAL oTNV Tapdrypapo 4. ‘TIibavég
TOPEVEPYELES.



- e mepintwon Aqyng vrepPforikng doong Nemdatine enikovoviote e TOV Y1oTpd 0aG 1
{ntote wpikéc cupPovrés, Kabmg evdéyetal va ypetdleote wtpkn Pfondeta.

Eav eyboete va mapete To Nemdatine

- Edv avaxadoyete 011 Egydoate va mapete v tpoPfiendpevn d6om Nemdatine mepiuévete Kot
TAPETE TNV EMOUEVN SOCT GOG TNV TPOYPOULLATICUEVT] DPOL.

- Mnyv whpete OTAn SO0 Y10 VO VATANPOCETE T 600T Tov EeYdioaTe.

Edv éxete meptocoOTEpPES EPOTNOEL GYETIKA LIE TN YPTOT] AVTOV TOV QUPUAKOV, POTHGTE TOV Y10TPO 1)
TOV QUPHOKOTOLO GOC.

4. IIBavéig avemOounTeg evépysereg

Onwc 6Ma Ta pappoKa, £T61 Kol 0VTO TO PAPLAKO UTOPEL VO TPOKAAEGEL OVEMOVOUNTEG EVEPYELES, AV
Kot 6gv TOPOVGLALoVTaL GE OAOVG TOVG AVOPMTOVC.
I'evikd, o1 mapatnpnbeiceg avemBounTe evépyeleg elval NLEG EG PETPLEC.

2oyvés (emnpealovv 1 ew¢ 10 ypnotes arovg 100):

o IMovoképaiog, vavniia, SVoKOIAMOTNTO, AVENUEVES TIUEG NITATIKNG Agttovpyiag, (AN,
SlTapayES 100PPOTHAG, SVGKOAIN GTNV OVATTVOT], VYNAN OpTNPLOKT THECT Kol VITEPELAIGON G
OTA QAPLLOKAL.

Oyt ovyvég (exnpealovv 1 ewg 10 yproreg arovg 1.000):
o Konmwon, poivveeig amd pokneg, oOyyvon, yevdacsnaoelg, vavtia, dtotapayéc fadiong,
Kapdakn averapkelo Kot kot pAefobpoppaceic (Opoupmon/Bpopposuforn).

Tlold oravies (exnpealovy Aryotepo aro 1 yprores orovg 10.000):
o Emiinrtkég xpioerc.

Ayvwaoreg (n ovyvotyo, dev umopel vo. extiunBel amod ta diabéoiuo ororyein,).
. DAeyLOV TOV TOYKPEATOC, PAEYLLOVT TOV NATOC (NTOTITION) KOl YOYMOGIKES OVTIOPAGELS

H vooog Alzheimer £yet cuoyetiotel pe v KatdOAWYN, TOV GVTOKTOVIKO 10E0CLO KA TV AUTOKTOVIOL.
Ta meploToTiKd avtd Exovv avoapepbei oe acbeveic mov Aapupavay Bepaneio le memantine.

Ava@opd avemOOunTOV gvePyELOV

Edv mapatnproete kdmowo avemBOUnT EVEPYELN, EVILEPDOOCTE TOV YITPO TOV PUPLOKOTOLO 1) TOV/TNV
VOGOKOWO GaG. AVTO 1oYvEL KOt Yio KaOe mhavi avemBountn evEPYELO TOL OEV AVOPEPETOL GTO TOPOV
@OALO 0ONYIDV ¥prionG. Mmopeite emiong vo avaeépete avemBounteg evépyeleg omevbeiog, LEGM TOV
€Bvikod cuoTnaTOg OVaPOPAs ToL avaypdpeTol oto [apdptnua V. Méocwo g avapopdis
OVETIOOUNTOV EVEPYEIDV UTOPETTE VO, fonONGETE TN GLALOYN TEPLOTOTEPMVY TANPOPOPLDY CYETIKA
LE TNV AGPAAELD TOV TAPOVTOC PAPLLAKOVD.

5. Iog va puhaocoete To Nemdatine

To @appako ovtd TPEMEL VO PUAACOETAL GE PEPN TTOL OgV TO PAETOVV Kot dev TO POAVOLVY Ta A1
Na pn xpnolHonoleite avutd T0 PAPUOKO LETA TNV NUEPOUNVIC ANENG TOL OVAPEPETOL GTO KOVTL TNV
KOWEAN kat v euoAn petd to EXP. H nuepounvie Aéng eitvar 1 televtaio MuéPo Tov pnve wov
ovopEPETOL EKEL.

Mn gpuAdooete og Bepuokpacio peyolvtepn tov 25°C.

[I'ta HDPE gi1a/ec uovoj:
Xpnon og 100 nuépeg petd to dvorypa.


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Mnv metdte @dppoko 6to vepd NG AmoYETELONG N oTd OowwKd amoppippota. Potiote tov
(QOPLOKOTOL0 GOG Y10, TO TG VO, TETAEETE TAL PAPLOKO TOV OEV YPNCUOTOLEITE T, AVTE TOL HETPO Ot
Bondncovv oty Tpoctacio Tov TEPPAAAOVTOC.

6. Iepreyopeva TS GLOKEVAGIOG KOl AOUTES TTANPOPOPIES

T egpréyer To Nemdatine
H 6paoctikni ovsia eivar Memantine Hydrochloride. Ké&0e emucalvppévo pe vpévio diokio meptéyet
10mg Memantine Hydrochloride, icodOvapo pe 8,31 mg memantine.

Ta dAAa cvotatikd givat: [Tupnvag diokiov:MikpokpuoTak KuTTapivy, Kpoomofiddovn TOToL A,
TAAKT Kot oTeatikd payviolo. Emxdloyn dioxiov (Opadry Il Pink 33G28435): YrpopueAldln 6¢P
dro&eidio tov trraviov (E 171),povoddpikn Aaktoln, moAvaBvuievoyivkoin 3350, tplaketivn.

Epo@avion tov Nemdatine kot mepieyOpeva. TG 6VGKEVAGIOG

Ta emkoivppéva pe Aentd vpévio diokion Nemdatine tov 10 mg eivol Agukd, oyfHoTog Koyakiov,
aueikvpta emKaALUPEVO pe AETTO VUEVIO dlokia, 9,8 mm X 4,9 mm og puéyebog pe ypapun Opaveng
Kot yopoyuévn v évoelén < “M10°” oy pia Tievpd.

Yvokevaoio:

Yvokevaoieg kKoyéAng: 28,30,42, 50, 56, 60, 98 kot 112 diokia emkoAlvpéva Le VIEVIO.
DO1iAn: 100, 130%*, 250* ko S00* diokio emKoOAAVUEVA [LE DUEVIO.

* wpoopiletar Hovo yio. KEVTIPo, O10vouUng 00GEmV

Mmopel va unv KokAo@opoOV OAEG 01 GUCKEVAGIES.

Kéroyog Aderag Kvkhopopiog
Actavis Group PTC ehf.
Dalshraun 1

220 Hafnarfjorour

Iohavdia

Hopaokevacti)g

Actavis Ltd.

BLB 015-016 Bulebel Industrial Estate
Zejtun ZTN 3000

Mdarto

TEVA Gyogyszergyar Zrt.
Pallagi 0t 13

Debrecen 4042

Ovyyapio

I"o omoladnmote TANPOPOPio. GYETIKE LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKAAEITTE VO
amevBuvleite otov TOMKS avTmpdsmmo Tov Katdyov g Adstoc Kukiopopiog:



Belgié/Belgique/Belgien
Teva Pharma Belgium N.V./S.A./AG
Tél/Tel: +32 38207373

Buarapus
Tesa ®apma EAJ]
Tem: +359 24899585

Ceska republika
Teva Pharmaceuticals CR, s.r.o.
Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf: +45 44985511

Deutschland
ratiopharm GmbH
Tel: +49 73140202

Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

ElLada
TEVA HELLAS A.E.
TnA: +30 2118805000

Espafa
Teva Pharma, S.L.U.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi: +354 5503300

Italia
Teva ltalia S.r.l.
Tel: +39 028917981

Lietuva
UAB Teva Baltics
Tel: +370 52660203

Luxembourg/Luxemburg
ratiopharm GmbH
Allemagne/Deutschland
Tél/Tel: +49 73140202

Magyarorszag
Teva Gyogyszergyar Zrt.
Tel: +36 12886400

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +44 2075407117

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich

ratiopharm Arzneimittel Vertriebs-GmbH

Tel: +43 1970070

Polska

Teva Pharmaceuticals Polska Sp. z o.0.
Tel: +48 223459300

Portugal

Teva Pharma - Produtos Farmacéuticos, Lda.

Tel: +351 214767550

Romania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900



Kvnpog Sverige

TEVA HELLAS AE. Teva Sweden AB

EALGSQ Tel: +46 42121100

TnA: +30 2118805000

Latvija United Kingdom (Northern Ireland)
UAB Teva Baltics filiale Latvija Accord Healthcare Ireland Ltd.

Tel: +371 67323666 Ireland

Tel: +353 214619040

To wapov @OAL0 00N YOV xpioNS EYKPIONKE Y0 TEAEVTOIO Popd MM/YYYY
Alreg TYEG TAPOPOPLAOV

Aemtopepeic TAnpopopieg Yo avtd 10 TPOidV gival dabécieg otov wtoy®po T Evponaikng
Emutporic ®oapudakov (EMA) http:/www.ema.europa.ev



D®UYLA0 00N YIOV (PN GNG: TANPOPOPIES Y10 TOV YP1|OTY

Nemdatine 15mg emkoivppéva pe Aentd vpévio o16Kia
memantine hydrochloride

AP AOTE TPOGEKTIKG OLOKANPO TO QVAAO 0ONYLOV YP1ONG TPLY UPYIGETE VU TAIPVETE AVTO TO

PappoKo, O10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GOG.

- DvrdEte avtd T EUARO 0dNYIBY Yprions. Towg ypelaotel va to dwPdcete Eavd.

- Edv éxete onolecdnmote amopiec, pOTNOTE TOV YIOTPO GG 1] TOV QOPLOKOTOLO GOG.

- H cuvvtayn yio avtd 1o pdapupoko yopnynnke omokAEIoTIKA Yo 60G. AgV TPETEL VO ODCETE TO
0aproko 6€ aGAlovg. Mmopel va Tovg TpoKaAésel PAAPT, aKOUA Kot OTOV TO. CUUTTOUATO TNG
acBéveldg Toug etvar 1d1a e Ta Sk oag.

- Edv mapatnpnoete kamotlo avemiBountn evépyela, EVLEPMOGTE TOV YATPO M TOV POPUOKOTOLO
60G. AvTtd 1oyvEL Kat Yo kGOe TV avemBouun T EVEPYELN TTOV OEV AVAPEPETAL GTO TOPOV PVAAO
oonywdv ypnons. BAére mapdypapo 4.

T egpréyel 1o Tapov UALO 0ONYLOV:

T eivon to Nemdatine kot oo givot 1 gp1ion Tov

T mpémel va yvopilete mpv mipete to Nemdatine

Ia¢ vo mapete o Nemdatine

[MBovég avemBOunTeg evépyeteg

[Mog va puidooete To Nemdatine

[Tepreyopeva g cLOKELOGING KO AOUTEG TANPOPOPiES

oML E

1. Tu givan To Nemdatine ka1 wowa gival n yp1jon Tov

IIog dpa To Nemdatine

To Nemdatine mepiéyel ) dpactikny ovsic memantine hydrochloride. To Nemdatine aviketl og pio
KOTNYopiot POPUAK®OV YVOOTH (O OVTIUVOTKA QAPLLOKOL.

H anoAeio pvhung oty mepintwon tng vocov tov Alzheimer opeidetal 6 Kamola Slotapayn TOV
ONUATOV UNVOUaTOG 6ToV EYKEPOA0. O eYKEPAAOG TEPIEYEL TOVG OMOKAAOVUEVOLS VTTOd0YEIC-NMDA
(N-pébvro-D-aomaptikd) ot omoiot eumAékovat ot dPifocn vEupiKOY oNnUAT®V oV gival LeydAng
onuaciog ywo tn dadikacio g pabnong kot e uviung. To Nemdatine ovikel g pio opudda
(QOPUOKEVTIKAOV CKELOSUAT®V TOV ovopdloviat aviaywviotég vrodoyéwv-NMDA. To Nemdatine
gvepyel mdveo og avtods Toug vVodoyeic-NMDA Bedtidvovtag ) dwefifoor tov veupikdv onpdtov

KOIL TN JvA .

ov ypnowponorcitan o Nemdatine
To Nemdatine ypnoomoteitot yia ) Oepaneio Twv evilikov acbevav pe pétpla Emg cofapn voco
Alzheimer.

2. T npéne vo yvopilere tpwv napets To Nemdatine

Mnyv napete To Nemdatine
- o€ mepintwon ariepyiog oto memantine hydrochloride 1) oe omolodnmote dAlo amd ta
GLGTOTIKA 0VTOD TOVL PAPUAKOL (AVOPEPOVTOL GTHV TaPEypopo 6).

Ipocidonomosig kot TpoPuvAdEelg

AmevBuvbeite otov YiaTpd 1] TOV QOPLOKOTOLO Gag TPty TapeTe To Nemdatine

- €0V EYETE 1GTOPIKO EMANTTIKOV KplioEWV

- 0€ TEPIMTOOT TOV TPOCPATMOG VITOPEPATE OO EUPPAYLLOL TOV LLOKOPSI0V (KopdlaKh TPOGPOAT),
1N €6V VTOPEPETE OO GULPOPNTIKN KAPIOKT AVETAPKELD ) IO U1 ELEYYOUEVT] LITEPTACT (VYMAN
apTNPLOKT TTieon).



e QUTEG TIG TEPWITMOGELS 1| Depamevtikn aywyr| O Tpémel va PpioKeTal VIO TPOCEKTIKY
TapaKolovOnon Kot To KAvikd 6gerog tov Nemdatine va aglodoyeitor o€ cuyvr Bdon amd tov yaTpd
GOC.

2V mepintmon Tov VIoPEPETE and VEPPIKT evemdpkeLla (TpofAnpata ota veepd), o YiTpds oag Ha
TPEMEL VAL TAPAKOAOLOEL GTEVA TN VEQPIKN AglTovpYia cag Kot €4V givat amapaitnto va Tpocaupurolet
KatdAAnAa Tig 606€1g ToL memantine.

B0 TPETEL VO ATTOQEVYETOL 1] TAVTOYPOVT] YPNOT TOV PUPLOKEVTIK®Y TPOIOVIWOV TOV ovoudlovTon
apavtadivn (yo v Oepaneia g vocov tov Parkinson), ketapivn (uia ovcio tov ypnopomoteitot
YEVIKA ¢ avaisOntikd), dextromethorphan (yevikig ypriong yio Ty OVIHETORTIOT TOV fryo) Kot
hov avtayoviotov-NMDA.

Howowd ko £épnpor
To Nemdatine d& cuviotdtot yio yprion o€ Todld Kot pNPovg KAT® TV 18 eTov.

Alro @appoxa koo Nemdatine
Evnpepmaote tov yiatpd 1} ToV opLaKoTold oo v TaipveTe, £ETE TPOCPATA TAPEL 1) LTOPEL VAL TAPETE
GAAOL APLLOKOL.

Yvuykekpuéva to Nemdatine pwopei va, petafaiet tny enidpacn Tov TapakdTo Qoprakoy Kol 1 66on
TOVG TTPEMEL VO, EMAVATPOCTIIOPIGTEL OO TOV YIUTPO GOG:

- apavtadivn, ketapivn, dextromethorphan

- davtpolévio, Bakropaivn

- GUETIOIVN, paviTidiv), TpoKaivapion, Kividivn, Kwvivn, vikotivn

- vdpoyrlmpoberalion (1 ororocdmote GuVELACLOS e VOPOYA®POoDeLalion)

- avTyolMvepylka (ovciec o1 omoieg yevikd ypnoporotovval yio v fepomeio Tov KvnTikadv
SOTOPAY DV KOl TOV EVIEPIKMDY GUGTUCEMV)

- AVTIETANTTIKA (OVGIEG TOV YPNCUOTOIOVVTAL Vi TV TPOANYN Kot TV Bepaneio Tmv
EMANTTIKOV KPIGEDV)

- BapPrrovpikd (ovcieg mov YEVIKE ypMGLLOTOI0VVTOL Y10 TNV TPOKANGT VITVOL)

- vTomapvepYkol aymviotég (ovoieg 0mwe 1 L-dopa, n fpopoxpumtivn)

- VEVPOANTTIKA (OVGIEC TOV YPNGLOTOLOVVTAL GTNV BEPATELN TOV YUYIKOV S1OTOPAYDV)

a7tO TOV GTOLOTOG YOPTYOVUEVA OVTITINKTIKA

2V TEPINTMON EICUYMYNG GAG GE VOGOKOUELD EVILEPMGTE TOV YIOTPO GOG GYETIKE LE TN YPTON TOL
Nemdatine.

To Nemdatine pe Tpo@1] kot 7016

®a TPETEL VO EVILEPADVETE TOV YITPO GG GE TEPIMTMOOT TOV EYETE TPOCPATMG AALAEEL 1] CKOTEVETE
va 0AMAEETE TIG SATPOPIKEG Gag cuvnBeteg oe peydio Babud (m.y. amd Kovovikn daTpoer| 6€
STPOPT] OLGTNPE e PACT TO Ao OVIKE) 1) €UV VTOQEPETE GO KATOOGTAGELS 0EEWDOTG TOV VEPPIKOD
cwinvapiov (RTA, nepicoeia ovoidv mov oynpatifovv o&éa oto aipo eEontiog vepPIKNng aVETAPKELNS
(xapnAn Aertovpyio TV vePpmdv) | 6oPapég LOAVVOELS TN OVPLTIKNG 000V (Yo TNV 0moPoAr TV
00pwV), KaO®G 0 YTpdC iome omarteital vo puBuicetl ™ docoroyia TOV PAPUAKOV.

Konon ka1 Onraocpég
Edv eilote éyxvog 1 OnAdlete, vouilete 6T umopel va glote £yKvog 1 oyedlalete va amoKToETE O,
{ntnote T GUUPOLAN TOL YITPOL T} TOL POPLOKOTOLOD GG TTPLY TAPETE AVTO TO PAPLOKO.

Kinon
Ag cuvioTdTon 1 (pNHoN TOL memantine e £YKLEC YUVOIKEC.

Oniaopdg
Ot yvvaikeg Tov maipvovv Nemdatine o€ 0o tpémet va OnAalovv.



Oonynon ko yEPGROS PNYOVIRATOV

O yatpog Ba cog evUePDGEL YloL TNV TEPITTMOT TTOL 1) AGOEVELD GOG EMTPETEL TNV 0O1YNON KAl TO
YEWPOUO punyavnudtov pe acedieto. Exiong, to Nemdatine evoéyetor va petaailel Ty Kavotntd
00G Y10 0VTIOPAoT], KAOIoTOVTOG TV 001yNoN 1 TN YPNOT UNYOVNUATOV AKOTAOAANAT.

To Nemdatine wepiéyer Aaktoln povovdopikn
Av 0 yoTp6dg 600G, Gog EVNUEPWTE OTL £YETE dLGOVEEIN GE OPIGUEVE GAKYAPO, ETIKOVOVIOTE |E TOV
YTPO GO TPV TAPETE OVTO TO PAPLAKEVTIKO TPOIOV

3. IMag va mapete o Nemdatine

[Tavtote va maipvete T PAPLOKO GVTO AVGTNPE GOUPOVO, LLE TIC 001 YIS TOV YloTpoy cag. Edv &xete
apelBolec, pMTACTE TOV YITPO 1) TOV PUPLAKOTOLO GOG.

Aocoloyia

H ocvvietdpevn d6on Nemdatine yio evilikeg kot nAikiopévoug eivor 20 mg pio popd tnv nuépal.
[Ipog peiwon tov Kvddvov mapevepyeldv avTh 1 d00oM enttvyydvetot Babaio cOpemva e To
aKkOAoVB0 MpEPNOL0 BEPATEVTIKO GYNLLAL:

gBoopada 1 ‘Eva dtokio twv 5 mg
gfdoudda 2 "Eva d1okio tov 10mg
gfdopada 3 "Eva dtokio twv 15 mg
epdopdda 4 "Eva dioxio tov 20 mg pa
KoL EmeEiTa QopaA TNV NUEPQL

H ovviOng 660n exkivinong eival 5 mg memantine pia @opd v NUEPA Yo TNV TPMTN RGOS,
Avt avédvetar oe 10mg memantine tn devtePN efdoudda kot o€ 15mg memantine pio popa v
nuépa (1 x 15 mg) v tpitn gfdopdada. Amod tnv tétaptn efdondda Kot petd, n cvvindng doon givar 20
mg memantine v NUEPQL.

Aocoloyia o€ acOeveig pe PLAPN TN ve@piknc AetTovpyiag

2y mepintoon PAAPNG TG veppikng Asttovpyiag, o yloTpog Oa anopacicel mowa d6on Tapldlel oty
MEPIMTMOOTN GAG. ZE AT TNV TEPIMTOON, 1| VEPPIKN Gag Aertovpyia Ba Tpénetl va PpickeTor Lo 1oTpiKn
TapoKoAoHONGN GE TAKTA YPOVIKE S10GTHLOTA.

Xopnynon

To Nemdatine 0o mpémet va yoprnyeitor amd otoépatog pio popd v nuépa). o va enmeeindeite and
v Bepaneio Tpémel va Taipvete Ta GAppROK TAKTIKG kKB puépa v id1a dpa TG nuépag. Ta diokia
npénel va katamivovtor pali pe Aiyo vepo. Ta diokia pmwopodv va Aapdvoviol Pe 1 Kot xopig Tpoem.

Aldpkela OgpamevTiKig ayoyng
Yvvegyiote va maipvete To Nemdatine yia 060 xpoviko didotnpa oeereiote. O yotpdg Ba mpénet va
a&loroyel T BepamenTikn aywyn e cuyvn Paon.

Edv mapere peyoarvtepn 06on Nemdatine amd tnv kavovikn

- Ievikog, 1 Aqyn vepPoiikmv d6cemv Nemdatine dev mpokaAel PAGPN. Evdéyetat va
TOPOATNPNCETE OVENUEVO COUTTOUATO OTTMOS TEPLYpaPovTaL TNV Tapdypago 4. ‘TThbavég
TOPEVEPYELES.

- Y mepintoon AMyng vrepPoiikng d6ong Nemdatine enukovoviote [e ToV Y1aTpd oag 1|
{nmote wtpkég cupPouviéc, kabmg evoéyetal va ypeldleote wTpikn| PorOeta.

Eav Eeyaoete va napete To Nemdatine



- Edv avaxadoyete 0t1 Egydoate va mapete Ty npoPfiendpevn 66on Nemdatine mepiuévete Kot
ThpeTE TNV ENOUEVT SOOT| GOG TNV TPOYPUUUOATIGUEVT] DPOL.
- Mnyv mtdpete SAN dOOT Y10 VO AVATANPAOCETE TN dOOT OV EEXACATE.

Edv éxete meptocoTEpES EPOTICELS GYETIKA LLE TN YPTOT] AVTOV TOV QUPUAKOV, POTIOTE TOV Y10TPO 1)
TOV QAPLOKOTOLd GOC.

4, IMBavég avemBOUNTES EVEPYELES

Onwc 6Ma Ta paploKa, £T61 KAl 0VTO TO PAPLAKO UTOPEL VO TPOKAAEGEL OVETIOOUNTEG EVEPYELES, AV
Kot 6gv TOPOVGLALoVTaL GE OAOVG TOVG AvOPMOITOVC.
I'evikd, o1 mapatnpnbeiceg avemBounTes evépyeieg elvat NLEG EG PETPLEC.

2oyvés (emnpealovv 1 ew¢ 10 ypnotes arovg 100):

. [Movoxéparog, vvnAia, OVGKOIAMOTNTA, CVENUEVES TILEG NTOTIKNG Agttovpyiag, CaAn,
STaPAYEC 100PPOTHOG, SVGKOAIN GTNV OVATVOT], VYNAN apTNPLOKT TECT] KOl VITEPELOITON G
6T POPLOKAL.

Oyt ovyvég (exnpealovv 1 ewg 10 yproreg arovg 1.000):
o Konwon, poivveelg amd pokneg, oOyyvon, yevdasnaeelg, vavtia, dtotapayéc fadiong,
KapdloKn avemdpkela Kot Kot pAefobpoppaceis (OpouPmon/Opopupospporn)

LloAv omavieg (emnpedlovv Ayotepo omo 1 yproteg otovg 10.000):
. Eniinmrikég kpioeig

Ayvwaoreg (n ovyvotyo dev umopel vo. extiunBel anod ta diabéoiuo ororyein):
. DAeypovi TOL TOYKPEATOC, PAEYLOVT TOV NATOC (NTATITION) Kol YOYOOIKEG OVTIOPAGELC.

H vbcog Alzheimer £yel cuoyetiotel pe ™V KatdOANY™, TOV AVTOKTOVIKO 1OEAGLO KOl TNV QVTOKTOVid.
Ta meprotatikd avtd Exovv avapepbel og acbeveic mov AapuPavav Bepaneio pe memantine.

Ava@opd avemOOunTOV gvepyELOV

Edv mapatnproete kdmoa avemBOpunTn evépyeia, EVILEPMOTE TOV YILTPO TOV PAPUAKOTOL0 1) TOV/TNV
VOGOKOHO 6aG. AvTtd oyveL Kot Yio kdBe mbavn avemBounn evEPYELL TOL dEV AVAPEPETAL GTO TOPOV
@OALO 0ONYIDV YprionG. Mmopeite emionc va avaeépete avemBounteg evépyeleg amevbeiog, LEGm TOV
€0vikob GLGTHHATOG OVaPOPAS TToL avaypdpeTol oto [opaptnua V. Mécwo g avapopdic
OVETIOOUNTOV EVEPYEIDV UTOPETTE VO, fonONCETE 6T GLALOYN TEPLOTOTEPMV TANPOPOPLOY CYETIKA
LE TNV AGPAAELD TOV TAPOVTOC PAPLLAKOV.

5. g va puidecste To Nemdatine

Na pvidooetar o€ Béom, v onoia dev PAETOLV Kat dev mpooeyyilovv Ta TOdIdL.

Na un ¥pnGOTOLEITE AVTO TO PAPUOKO UETE TNV NIEPOUNVID ANENG TTOL AVOPEPETAL GTO KOVTL KoL TNV
KoyéAN petd to EXP. H nuepounvia AnEng etvar n tedevtaio nuéPa ToL PVO OV AvaQEPETAL EKEL.

Mn gpuAdooete og Beppokpacio peyoldtepn tov 25°C.
Ta pappaxa dev Bo TPEMEL VO AMOPPITTOVTOL GTIG ATOYETEVCELG 1) OTA OIKLOKA OTOPPILLULOTAL.

Potote Tov popuoKkoTold 6o Yo TO TMOG UTOPEITE VO ATOPPIYETE TA PAPLOKD TOV deV YPEILEDTE
mAéov. Ta pétpa avtd UTopovy vo cuUPAALOVY 6TV TPOGTUGio ToV TEPPAALOVTOC.


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

6. Mepreyodpevo TG cVOKEVOGING KO AOTES TANpOPOpieg

T epréyel To Nemdatine
- H dpactikn ovsia eivar Memantine Hydrochloride. Ka0e emkaivppévo pe vpévio diokio
nepiéyetl 15mg Memantine Hydrochloride, iwcodbvapa pe 12,46 mg memantine.

- Ta dAAa cvotatikd givar: [Tupnvag diokiov:MikpokpLGTUAAIKT KUTTAPIVT, KPOGTOR1dOVT
TOmoL A, TaAKT Ko 6TE0TIKO poryviolo. EmixdAvyn oroxiov (Opadry Il Pink
33G230001): YrpoueArdln 6¢Pdio&eidio tov trtaviov (E 171),povoddpikn Aaktoln,
moAvarBvuievoyAvkoin 3350, Tplaketivn kot Kitpvo,kdkkivo kat povpo (E172).

Epg@avion tov Nemdatine kot wepieyopeva. TG 6VGKEVAGIOG

Ta emkoioppéva pe Aemtd vpuévio diokio Nemdatine tov 15 mg etvon moptoxod, oynuatog

o, appikvpta emkaAlvppéva pe Aemtd vuévio dokia, 11,4 mm x 6,4 mm cg péyebog pépovtag tnv
évoelgn “M15” otnv pia Thgvpd.

Yvokevaocio:
Yvokevacicg kowéng: 7, 42 kot 98 emKaALUUEVA e AETTO VIEVIO dloKin

Mmopel va unv Kokho@opoOv OAEG 01 GLGKEVAGIES.

Kéroyoc Adsrog Kvkrogopiag
Actavis Group PTC ehf.
Dalshraun 1

220 Hafnarfjorour

Iohavdia

IMopackevaotig

Actavis Ltd.

BLB 015-016 Bulebel Industrial Estate
Zejtun ZTN 3000

Mdarto

TEVA Gyobgyszergyar Zrt.
Pallagi Gt 13

Debrecen 4042

Ovyyapio

IMo omoladnmote TANPOPOPio. GYETIKE LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKAAEITTE VO
anevBuvleite otov TomiKd avimpdsmmo Tov Katdyov g Adstoc Kukiopopiog:

Belgié/Belgique/Belgien Lietuva

Teva Pharma Belgium N.V./S.A./AG UAB Teva Baltics

Tél/Tel: +32 38207373 Tel: +370 52660203

Bruarapus Luxembourg/Luxemburg

Tera ®apma EAJ] ratiopharm GmbH

Ten: +359 24899585 Allemagne/Deutschland
Tél/Tel: +49 73140202

Ceska republika Magyarorszag

Teva Pharmaceuticals CR, s.r.o. Teva Gydgyszergyar Zrt.

Tel: +420 251007111 Tel: +36 12886400



Danmark
Teva Denmark A/S
TIf: +45 44985511

Deutschland
ratiopharm GmbH
Tel: +49 73140202

Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

EALGOO
TEVA HELLAS A.E.
TnA: +30 2118805000

Espana
Teva Pharma, S.L.U.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi: +354 5503300

Italia
Teva ltalia S.r.l.
Tel: +39 028917981

Kvnpog
TEVA HELLAS A.E.
EAMGSo
TnA: +30 2118805000

Latvija

UAB Teva Baltics filiale Latvija

Tel: +371 67323666

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +44 2075407117

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich

ratiopharm Arzneimittel Vertriebs-GmbH

Tel: +43 1970070

Polska

Teva Pharmaceuticals Polska Sp. z o.0.
Tel: +48 223459300

Portugal

Teva Pharma - Produtos Farmacéuticos, Lda.

Tel: +351 214767550

Romania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

United Kingdom (Northern Ireland)
Accord Healthcare Ireland Ltd.
Ireland

Tel: +353 214619040

To wapdv @UAA0 00N YOV yp1ioNS EYKPIONKE Y10 TEAEVTOIO Popd MM/YYYY

AdLeg TNYES TANPOPOPLOY



Agmtopepeic TAnpopopieg Yo avtd 10 TPoidV givan dabécipeg otov 16ToYdpo TS Evpomaikng
Emutponic ®opudkov (EMA) http:/www.ema.europa.ev



http://www.ema.europa.e%CF%85/

D®UYLA0 00N YIOV (PN GNG: TANPOPOPIES Y10 TOV YP1|OTY

Nemdatine 5 mg smkaloppéve, pe Aewtd vpuévio diokio
Nemdatine 10 mg emkaloppéve pe Aentd vuévio dokia
Nemdatine 15 mg emukaloppévo pe Aenté vpuévio dokia
Nemdatine 20 mg emkaloppévo. pe Aemté vuévio dokio

memantine hydrochloride

AwPaote TPOGEKTIKA 0AOKANPO TO GVLAO 001 YIAOV (PGS TPLY UPYICETE VO TAIPVETE AVTO TO

PaproKo, O10TL TEPLAGUPAVEL CNUAVTIKES TANPOYOPIES Y10 GOG.

- DdoraEre avtd TO EUALO 0dNYIBY YpNonG. Towg ypelaotel va to duPfdcete Eavd.

- Edv éyete omolecdnmote amopiec, pmTAGTE TOV YIATPO GOG 1] TOV QUPHLOKOTOLO GOC.

- H cvvtayn yio avtd 1o pdppoko yopnynnke omokAEloTIKA Yo 60G. Agv TPEMEL VO ODCETE TO
eapproko oe dAlovg. Mmopet va Toug TpokaAiésel PAAPTN, akopo Kot 6Tav TO COUTTOUATO TNG
ac0éveldg Tovg givar id1o pe ta Ok Gog.

- Edv mapotnproete kamowo avemBOunNTn evEpPyELn, EVIUEPDOTE TOV YLOTPO 1) TOV QUPUAKOTOLO
coc. Avtd oydel kot yio ka0 mhovi| avemBOUnTn EVEPYELN TTOL JEV AVUPEPETOL GTO TTAPOV PVAAO
oonyldv yprons. BAéne mapdypapo 4.

T TePLéYEL TO0 TOPOV PVALO 0ONYLOV:

T eivon To Nemdatine kot woto €ivot 1) gp1ion Tov

T mpénet va yvopilete mpv mapete To Nemdatine

[Mwg va tapete To Nemdatine

[MBovég avemBOunTec Tapevépyeleg

[og va puidooete o Nemdatine

[Tepeydpeva TG GLOKELAGIG KO AOUTEG TANPOPOPIES

oL E

1. Th eivar To Nemdatine kon o givan 1) yp1jon Tov

II®g 6pa To Nemdatine

To Nemdatine mepiéyet tn dpactiki] ovoio memantine hydrochloride. To Nemdatine aviiket og pia
KOTNYOPio POPUAKOV YVOCTH O OVTIAVOTKA QOPLLOKA.

H andAeio pviung otnv mepintmon e vocov tov Alzheimer opeiletor o€ KAmolo dlotapoyn TV
ONUATOV UNVOUaTOG 6ToV EYKEPUA0. O eYKEPAAOG TEPIEXEL TOVG OMOKAAOVUEVOLS VTTOdOYEIc-NMDA
(N-pébvro-D-aomaptikd) ot onoiot gpmiékovton ot dwfifacn vevpikdv onpdtov mov givor peyding
onuaciog yio ™ dadkasio g padnong kot g uvnung. To Nemdatine avikel o€ pio opddo
QUPUAKEVTIKOV CKELOGUAT®V TOV ovopdloviat aviaywviotég vrodoyéwv-NMDA. To Nemdatine
gvepyel TAve o€ avToHg ToVg LTodoYEic-NMDA Beltidvovtag ) dafifacn Tmv vevpik®dv onudtov

KOLL T .

IIovY ypnoiponorcitor To Nemdatine
To Nemdatine ypnoylonoteitar yio T Bepaneio Tmv evniikov acbevav pe pétpla £og cofapn voco
Alzheimer.

2. T péner vo yvopilete Tpy mapete To Nemdatine

Mnv ndpete o Nemdatine
- o€ mepintwon aAlepyiog oto memantine hydrochloride 1 o€ omotodMmote GAAO amd TaL
GLGTOTIKG 0VTOD TOV PAPUAKOL (AVaPEPOVTIL GTNV TAPAYPOPO 6).

Ipocidonomosig kKot TpoPuvAGEeg
AmevOuvlsgite otov YioTpO 1] TOV QUpLOKOTOL0 Gac TPy TapeTe T0 Nemdatine
- €4V €xeTE 1GTOPIKO EMANTTIKOV KpioE®V



- 0€ TEPIMTOOT) TOV TPOCGPATMOG VITOPEPATE O EUPPAYLLOL TOV LLOKOPOioL (Kopd1oKT TPOGPOAR),
N €6V VTOPEPETE OO GLULPOPTTIKT KAPILUKY| OVETAPKELD 1) OO LT) ELEYYOUEVT VITEPTACT] (VYA
apTNPLOKT TTiEo).

& 0UTEG TIG TEPWITMOGELS 1| Depamevtikn aywyr| Oa Tpémel va PpioKeTol VIO TPOCEKTIKT
mopakoAovOn o kat To KAvikd 6eerog Tov Nemdatine va a&loloyeital oe cuyvn faon amd Tov yiatpd
oG,

2NV TEPITTMOT TOL VTOPEPETE Ad VePPIKN PAGPN (TpofAnpata ota veppd), o Yiatpdg cag Ba
TPEMEL VO TAPAKOAOLOEL GTEVA TN VeQPIKN Acttovpyia cag Kot €dv givan amapaitnto va Tpocapprdlet
KatdAAnAa T1g 00GELG TOL memantine.

B0 TPETEL VO ATTOPEVYETOL 1] TAVTOYPOVT] YPNOT TOV PUPLOKEVTIKMY TPOIOVIWOV TOV ovoudlovTon
apavtadivn (yo v Bepaneio g vocov tov Parkinson), ketapivn (Lo ovcio Tov ypnoipomoteitot
YEVIKA ¢ availsOntikd), dextromethorphan (yevikig yprong yio Ty oVIET®RTIOT TOV Pryo) Kot
AV avtayoviotov-NMDA.

Howowa ko £épnpor
To Nemdatine 6& cuvioTdtal yio xpnor o€ Toudtd Kot prfoue kdtom Twv 18 eTdv.

Alha @appoxao kot Nemdatine
Evnuepmote Tov ylotpd 1} TOV QOPLOKOTOL0 GG EAV TAIPVETE, £XYETE TPOCPUTA TAPEL 1) LTOPEL VAL TAPETE
Ao pApLLOKDL.

Zvykexpyéva 1o Nemdatine propel vo HETOBAAEL TNV EMOPOOT| TOV TAPUKATHO PAPUAKMOV Kot 1) SO0M

TOVG TPEMEL VOL EXOVOTPOGOIOPLOTEL A0 TOV YIATPO GUC:

- apavtadivn, ketapivn, dextromethorphan

- davTpoAévio, farxiopaivn

- OLeTIOWVN, paviTidivn, Tpokaivapidn, kvidivn, kvivn, vikotivn

- vopoyAwpobelalion (1 omolocdnmote GLVOLAGUOG e VIPOYA®pPOoDEeLalion)

- avTIYOAVEPYIKE (OVGIEG O1 0TOlEC YEVIKA YPNOUOTOI0DVTOL Yl TV Bepameio TV KVITIKOV
S0TOPOY DV KoL TOV EVIEPIKMDY GUGTACEMV)

- AVTIETANTTIKE (OVGiEg TOV YPNOLUOTOIOVVTAL Vi TV TPOANYN Kot TV Bepaneio Tmv
EMMTTIKOV KPIGEDV)

- BapPrrovpikd (ovoieg wOL YEVIKE ¥PNGUYLOTOIOVVTAL Y10, TNV TPOKAN O™ VITVOL)

- vromapvepywol aywmviotés (ovoieg 0nmg 1 L-dopa, 1 Bpopokpumtivn)

- VEVPOANTTIKA (OVGIEC TOV XPNGLOTOLOVVTAL GTNV BEPAmEiD TOV YUYIKOV S10TOpaydV)

a0 TOV GTOLOTOG YOPTYOVUEVE OVTITNKTIKA

2V TePInTOON E16AYWYNG GOG GE VOGOKOUEIO EVIUEPDGTE TOV YLOTPO GG GYETIKA LLE TN YPNOT] TOL
Nemdatine.

To Nemdatine pe Tpo@1] kKot w0t

Ba TPETEL VO EVILLEPDVETE TOV YIOTPO GO GE TEPIMTWOT TOL £XETE TPOSPATMOS OALAEEL 1] CKOTEVETE
va oAAGEeTE TIC dloTpoPiKéG oag oLV Oeleg o€ peydho Babuod (T.y. amd Kavovikn SluTpoP| G
STPOPT| CLGTNPA e PACT TO AOYOVIKA) 1) 0V VTOQEPETE GO KATOOTAGELS 0EEWDOCTG TOV VEPPIKOD
coinvapiov (RTA, nepicoeia ovoidv mov oynpatilovv o&éa oto aipa eEatiog VEPPIKNG OVETAPKELG
(Helpévn Aettovpyio, TOV VEPP®V) 1 GOPAPES LOAVVGELS TNG OVPLTIKNG 000V (Yio TNV amofoin Tmv
00pwV), KaO®G 0 Y1Tpdg iomg omatteitan vo puBuicetl T docoroyia TOV PAPUAKOV.

Kinon ka1 Oniaopog
Edv eiote éykvog 1 Onhalete, vopilete 0t pmopei va giote £€ykvog 1 oxed1GLETE VO ATOKTHOETE TOdH,
{ntote ) cuPPOLAN TOL YATPOV 1] TOL POPLOKOTOLOV GUG TPV TAPETE AVTO TO PAPLLOKO.

Kinon
Ag cuvioTdTon 1 (PO TOL memantine g £YKLEG YUVOIKEC.



Oniaopdg
Ot yuvaikeg mov maipvovv Nemdatine o€ Ba mpénet va OnAdlovv.

O ynon KoL EPLoPOS PNYEvVIRATOV

O ywTpog o cOg EVIUEPDGEL Y10 TNV TTEPITTMOT TOL 1) AGHEVELL GOC EMTPEMEL TNV 001)YNOT KOl TO
YEWPOUO punyavnudtov pe acedieto. Exiong, to Nemdatine evoéyetorl va petaBailel Ty Kavotntd
G0G Y10 0VTIOPaoT], KAOIoTOVTOG TV 001yNoN 1 TN YPNOT UNYOVNUATOV AKOTAAANAT.

To Nemdatine wepiéyer Laktoln povovdopikn
Av 0 Y10tp0og 060G, 60g EVNUEP®TE OTL £YETE ducaveLio 6€ OpPIGUEVH GAKYAPO, EXKOIVOVIOTE |E TOV
YTPO GO TPV TAPETE OVTO TO PAPUAKEVTIKO TPOIOV

3. IMag va mapete o Nemdatine

H ovokevaocia exkivnong Oepanciog Nemdatine ypnoiponoteiton povo yio v Evapén tng Bepoameiog
ue Nemdatine.

[Tavtote va maipvere To PAPLOKO AVTO AVGTNPE GOUPOVO, LLE TIG 001 YIS TOV YloTpoy cag. Edv €yete
apeBoAiec, pOTNOTE TOV YIUTPO 1) TOV PAPLOKOTOLO GG,

Aocoloyia

H ocvviotdpevn d6om Bepanciog Nemdatine tov 20 mg v npépa enttvyydvetot pe otadlokn avénon
tov Nemdatine katd t1¢ 3 Tpoteg efdopdadec Oepanciog. To OBepoamenTind oynuo ovoypaPETOL KL OTN
ocvokevaoia ekkivnong Oepaneiag. [aipvete éva diokio o eopd v Nuépa.

EBdouado 1 (muépeg 1-7):
ITapte éva diokio Tov 5 mg (o eopd v Nuépa (Aevkd oyNUaTog oal) yio 7 nuépeg

EBdouada 2 (muépeg 8-14):
ITapte éva diokio Twv 10 mg pia opd v Nuépa (Aevkod, GYNUOTOC KAWYOLANS) Yio 7 NUEPES.

EBdouada 3 (muépeg 15-21):
ITapte éva diokio Tov 15 mg pia popd v Nuépa (TopToKaAl, oyatog ofdd) yia 7 nuépec.

EBdoudada 4 (muépeg 22-28):
ITapte éva diokio Tov 20 mg v uépa (okovpo pol oynuotog ofdA) yio 7 nuépes.

EBdopdda 1 5 mg dwokio
EBdopada 2 10 mg diokio
EBdopada 3 15 mg diokio
EBdopdda 4 20 mg dtokio pio eopa v
Kol EmELTOl nuépa
Aobon ocvvtipnong

H ocvvietdpevn d6on cuvenpnong gival 20 mg o opd tnv nuépa.
IMo v cvvéyion g Bepaneing cupfovievteite Tov Y0Tpd GOG.



Aocoloyia o€ acBeveig pe PLAPN TN ve@pIKN S AerTovpyiag

Xy mepintoon PAAPNG TG veppikng Asttovpyiag, o yloTpog Oa anopacicel mowa d6on Tapldlel oty
TEPIMTMOOTN GAG. ZE AT TNV TEPIMTOON, 1| VEPPIKN GaG Aertovpyio Ba Tpénetl va PpickeTor Lo 10TPIKN
TapoKoAoHONGN GE TAKTA YPOVIKA S10GTHLOTA.

Xopiiymon

To Nemdatine 0o mpémet vo yopnyeitol amd otoéHaTog ptio popd v nuépa. o va oeeindeite omd 10
Qappakod cog 0o Tpémel vo To TaipVETOL TOKTIKA KAOE nuépa Kot v idta dpo e nuépag. Ta diokia

npémel va katamivovtol pali pe Aiyo vepo. Ta dtokia pmwopodv va Aapdvoviol Pe 1 Kot xopig Tpoom.

Aldpkela Ogpamevtikig ayoyng
Yvveyiote va maipvete To Nemdatine yio 660 ypovikd S1doTn o 0@eAEIoTE Ko OV Tapovoidlovtal
avemBounteg Tapevépyeles. O yatpog Ba mpénetl va a&loloyel T OepamenTiky aywyn o cuyvn faon.

Edv napete peyardtepn 06on Nemdatine amé tnv kavovikn

- Ievikwg, 1 Aqyn vepPoiikmv ddcemv Nemdatine dev mpokaAel BAGPN. Evdéyetat va
TOPOTNPNCETE QVENUEVO COUTTOUATO 0TS TEPLYpAPovTaL TNV Tapaypago 4. ‘TThBavég
TOPEVEPYELES .

- Ye mepintmon Aqyng vepforikng d6onc Nemdatine ETKOVOVINOTE LE TOV YIATPO GOG 1|
{nmote wtpkég cupPouviéc, kabmg evoéyetal va ypeldleote wTpikn PorOeta.

Edv Eegydoete vo mapere To Nemdatine

- Edv avaxoidyete 6T1 Egxdoate va mhpete TV TpoPrenduevn d6on Nemdatine mepIEVeTE Kot
TAPETE TNV EMOLUEVN SOCT GOG TNV TPOYPOULLATICUEVT] DPO.

- Mnyv mépete ST SO0 Y10 VO aVATANPAOGCETE T 00T oV EeYdoarte.

Edv éxete meplocoOTEpEg EPOTNOELG OYETIKA LIE TN YPTOT] AVTOV TOV QUPUAKOL, POTAGTE TOV Y10TPO 1)
TOV QUPHOKOTOLO GOC.

4. IMBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta pApHOKa, £TGL KOL 0VTO TO PAPLOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol 0ev mapovctdloviol o€ GAOVE TOVS OVOP®ITOLG,.
I'evikd, ov TapatnpnOeioeg avemBOUNTEG EVEPYELEG EIVOL NTTIEG EMG UETPIEG.

2oyvég (ernpealovv 1 ewg 10 ypnotes arovg 100):

. [Tovoréparog, vTvnAia, SVGKOIAMOTNTA, CVENUEVES TILEG NTOTIKNG Agttovpyiag, CaAn,
STaPaYEC 100PPOTHOG, SVGKOAID, GTNV OVATTVOT] ,UYNAN APTNPLOKY TECT, KoL VITEPELOIGON GO
T POPLLOKOL.

Oy ovyvés (emnpedovv 1 ewg 10 ypnoteg arovg 1.000):
o Konmwon, poivveelg and pokneg, oOyyvon, yevdasnoelg, vavtia, dtotapayéc aoiong,
Kapdlokn avemdpketo kot Kot prefobpoupaceis (Opoufmon/Opouposppfoin).

1100 omdvies (exnpedlovy Liyotepo amo 1 ypnotn arovg 10.000):
. Eniinmrikég kpioeic.

Ayvwoteg (n ovyvotntd tovg dev umopel va extiunBei omo ta diobéoiua otoiyeia):
o Hoykpeatitido, Aeypovi Tov HIATog (NTATITION) KOl YUXWOGCIKES OVTIOPACELS.

H vécog Alzheimer €xel cuoyetiotel pe TV KatdOAny™, TOV dVTOKTOVIKO 10EAGHO KOl TNV QVTOKTOVIA.
Ta weprototicd avtd Exovv avapepbel og acbeveic mov Adpupavav Bepancio pe Nemdatine.

Ava@opd avemOOuNTOV EVEPYELADV
Edv mapatnpfoete kamolo avemBOpunTn evEPYEL, EVILEPMDGTE TOV YIATPO TOV PAPUAKOTOL0 1) TOV/TNV
VOGOKONO GaG. AVTO 1oYVEL Kot Yo KGOe mbavr| avemBountn evépyela Tov dEV AVUPEPETAL GTO TOPOV



@OALO 0ONYIDV ¥prionG. Mmopeite emiong vo avaeépete avemBounteg evépyeleg omevbeiog, LEGM TOV
€Bvikod cuaTnHaTOg OVaPOPAS ToL avaypdpeTol oto Hapdptnua V. Méowo g avapopdics
aVETIOOUNTOV EVEPYEIDV Umopeite va. fonBNceTe 6T GLALOYN TEPICTOTEPMV TANPOPOPLOY CYETIKE
LE TNV 0OPAAELD TOV TAPOVTOG PUPHUAKOV.

5. ITog va puidesete To Nemdatine
To @dppoko avTd TPETEL VO, PUAACCETOL GE PLEPT) TTOL eV TO PAETOVY KO dEV TO POAVOLY TO TOdLAL.

Na pn ¥pnooTolEite AVTO TO PAPUOKO LETE TNV NUEPOUNVIL ANENG TTOL AVOPEPETAL GTO KOVTI KoL TNV
KoyéAn petd to EXP. H nuepounvia Aqéng etvar n tedevtaio nUéEPO TOL PAVO TOV AVOQEPETOL EKEL.

Mn puAdooete og Oeppokpacio peyoaldtepn tov 25°C.

Mnv metdte @dppoko 6to vepd NG amoy£Tevong N ota owwkd amoppippota. Potiote tov
(OPLOKOTTOLO GOG YO TO TAOG VO TETAEETE TAL PAPLOKO TOV OEV YPNCLUOTOLEITE T, AVTE TO pHéTpa Ot
Bondncovv ot Tpoctacio Tov TEPPAAAOVTOC.

6. Iepreydpeva TS GLOKEVAGIOG KOl AOUTES TTANPOPOPIES

T epréyel To Nemdatine
H dpaotikn ovoia eivar Memantine Hydrochloride. Kafe emkaAivppévo pe vpévio diokio mepiéyet S,
10, 15 1} 20 mg Memantine Hydrochloride, icodvvaua pe 4,15, 8,31, 12,46 1 16,62 mg memantine.

Ta dAAa cvotatikd tov Nemdatine 5, 10, 15 kot 20 mg emkaAvppéva pe Aemtd vuévio diokia etvat:
[Mupnvag diokiov:MikpokpLGTUAKT KLTTOPIVY, KPOSTOP1d6vN TOTOL A, TAAKN Kot GTEATIKO
payviolo. Emixaivyn oioxiov YnpoueAhdln 6¢P, d10&gidto tov titaviov (E 171),povoddpikn Aaktoln,
moAvaiBvuievoylukoin 3350 kar tproketivn. Ta dtokia 15 mg mepi€yovv KiTpivo, KOKKIVO Kot LAvpo
o&eido tov awnpov (E172).Ta dwokia 20 mg mepiéyovv emiong kOKKIVO Kot Kitptvo 0&gidio Tov
ownpov (E172).

Epoavien tov Nemdatine ko wepieyopeva TS 606KeLUGIOg

Ta emkaioppéva pe Aemtd vuévio diokio Nemdatine tov 5 umg gival Aevkd oyfuotog ofdA,
apeikvpta emucolvppéva pe Aemtd vuévio diokia, 8 mm x 4,5mm oe péyeboc pépovtag ) yopaén
“M5” otV pia TAEVPA.

Ta emkaloppéva pe Aemtd vuévio diokioa Nemdatine tov 10 mg eival Agvkd, oyRUatog Kayoakiov,
aueikvpta emucodlvppéva, pe Aemtd vuévio diokia, 9,8 mm x 4,9 mm og péyebog pe ypapupun Bpavong
KoL yopoypévn v évoeldn ‘““M10°” oty pia migvpd.

Ta emxaloppéva pe Aemtd vuévio diokio Nemdatine tov 15 mg eivon Toptokaii, oynuatog

o, appikvpta emkaAvppéva pe Aemtd vuévio dokia, 11,4 mm x 6,4 mm cg péyebog pépovtag tnv
évoelgn “M15” otnv pia TAgvpd.

Ta emkaivoppéva pe Aemtd vuévio diokio Nemdatine tov 20 mg eivar okobpo pol, oynuatog ofdi,
aueikvpTa, ETKAAVUUEVE PE AETTO VUEVIO dlokia, 12,6 mm x 7 mm og péyebog pépovtag tnv Evoeién
‘M20’onuelopévn otV Lo TAELPA.

Mio cvokevacio évapéng Oepaneiag mepiéyel 28 diokia oe 4 KLWELEG GE IO GUGKELUGTN TOPTOPOAL 1|
0€ TOAAUTAY] GuGKELOTia TV 4 KVYEAWY o€ 4 EEXPLoTONG GIEGOVE TEPLEKTEG Kot Eva EEDTEPIKO
nepiéxtn pe 7 dwokio twv 5 mg Nemdatine, 7 dwokia toov 10 mg Nemdatine, 7 dwokio tov 15 mg
Nemdatine ka1 7 diokio Twv 20 mg Nemdatine.

Kéroyog Aderag Kvkrhogpopiag
Actavis Group PTC ehf.
Dalshraun 1


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

220 Hafnarfjordur
Iohavdia

IHapackevaotig
Actavis Ltd.

BLB 015-016 Bulebel Industrial Estate

Zejtun ZTN 3000
Madta

TEVA Gyogyszergyar Zrt.
Pallagi Ut 13

Debrecen 4042

Ovyyapio

I"o omoladnmote TANPOPOPio. GYETIKE LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKAAEITTE VO
amevBuvleite otov TOoMKS avTmpdsmmo Tov Katdyov g Adstoc Kukiopopiog:

Belgié/Belgique/Belgien
Teva Pharma Belgium N.V./S.A./AG
Teél/Tel: +32 38207373

Buarapus
Tesa ®apma EAJ]
Tem: +359 24899585

Ceska republika
Teva Pharmaceuticals CR, s.r.o.
Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf: +45 44985511

Deutschland
ratiopharm GmbH
Tel: +49 73140202

Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

EAlLada
TEVA HELLAS A.E.
TnA: +30 2118805000

Espafa
Teva Pharma, S.L.U.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Lietuva
UAB Teva Baltics
Tel: +370 52660203

Luxembourg/Luxemburg
ratiopharm GmbH
Allemagne/Deutschland
Tél/Tel: +49 73140202

Magyarorszag
Teva Gyogyszergyar Zrt.
Tel: +36 12886400

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +44 2075407117

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich

ratiopharm Arzneimittel Vertriebs-GmbH

Tel: +43 1970070

Polska

Teva Pharmaceuticals Polska Sp. z o.0.
Tel: +48 223459300

Portugal

Teva Pharma - Produtos Farmacéuticos, Lda.

Tel: +351 214767550



Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi: +354 5503300

Italia
Teva ltalia S.r.1.
Tel: +39 028917981

Kvzpog
TEVA HELLAS AE.
EM\dda
TnA: +30 2118805000

Latvija

UAB Teva Baltics filiale Latvija

Tel: +371 67323666

Romania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.0.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

United Kingdom (Northern Ireland)
Accord Healthcare Ireland Ltd.
Ireland

Tel: +353 214619040

To mapév pviro 0dNYLOV YpiioNG eYKPiIONKE Yo TEAEVTOIX Popd MM/YYYY

Addeg TN YEG TANPOPOPLOV

Aemntopepeic TAnpopopieg Yo awtd To TPOidV gival dabéciueg otov 1etoy®po ™ Evpomaikng

Emitponnc ®apudkmv (EMA) http://www.ema.europa.ev



http://www.ema.europa.e%CF%85/

®vAro ooV rpiong: IIAnpogopiss yro Tov yp1otn

Nemdatine 20 mg emkaloppéva pe Aemtod vpuévio Sickio
memantine hydrochloride

AP AoTE TPOGEKTIKG OLOKAN PO TO QVAAO 0ONYLOV YP1ONGS TPLY UPYIGETE VU TAIPVETE AVTO TO
PappoKo, O10TL TEPIAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GOG.

DuAGETE 0VTO TO PUALO 00N YLDV Ypriong. Towg ypelaotel va To dafdacete Eovd.

Edv éxete onolecdnmote amopiec, pOTNOTE TOV YIOUTPO GAG 1] TOV QOPLLOKOTOLO GOG.

H cvvtayn yio avtd 1o pdapupoko yopnynonke omokAEloTIKA Yo 60G. AgV TPETEL VO ODGETE TO
@aproko o€ GAlovg. Mmopel va Tovg TpoKaAésel PAAPT, aKOUM Kol OTOV TO. CUUTTOUATO TG
acBEveLdg Tovg etvar 1010 e Ta Sikd oag.

Edv mapoatnproete kamowo avemBOunNT evEPYELD, EVIUEPDOTE TOV YLOTPO 1) TOV QUPUAKOTOLO
o0G. Avtd oyveL Kat Yio kGOe Thov avemBouunTr evEpyELa TOL SEV AVAPEPETHL GTO TAPOV PVAAO

odnywwv ypnons. BAéme mapdypapo 4.

T Tepréyer To Tapév pOALO 00N YLOV:

T eivan To Nemdatine kot woto €ivot 1 gp1on Tov

T mpénet va yvopilete mpv mapete To Nemdatine

[Mwg va tapete To Nemdatine

[MBavég avemBounteg evépyetleg

Mo va pvidooete to Nemdatine

[Tepieydpeva TG cLOKELAGIOG KO AOUTEG TANPOPOPIES

SoarwNE

1. Th eivar To Nemdatine kon o givan 1) yp1)on TOL

II®g dpa 1o Nemdatine

To Nemdatine mepiéyet tn dpactiki] ovoio memantine hydrochloride. To Nemdatine avriket og pio
KOTNYopiot QOPUAK®OV YVOOGTH (O OVTIUVOTKA QAP LUK,

H andAeio pviung otnv mepintmon e vocov tov Alzheimer opeiletal o kdmola dtotapoyn TV
ONUATOV UNVOUaTOG 6ToV EYKEPAA0. O eYKEPAAOG TTEPIEXEL TOVG OMOKAAOVUEVOLG VTTOd0YEIC-NMDA
ot omoiot gumAékovtar ot SoPifaon vevpikdv onpdTey Tov givan Leyding onuaciog yo
ddwasio g pabnong kot g pvnung. To Nemdatine avrkel og pio opdoo QopLOKELTIKOY
OKEVOGLAT®OV OV ovopalovtal oviaymviotés vtodoyéwv-NMDA. To Nemdatine evepyei movo o€
avtovg ToL VTodoyeic-NMDA Bedtidvovtag ) defifaon Tmv VELPIK®Y GUATOV Kot TN LVAKN.

ITov ypnowpomoreiton 1o Nemdatine
To Nemdatine ypnoomoteita yia tn Oepaneio Tov evnlikov acbevov pe pétpla £émg cofoapn voco
Alzheimer.

2. T péner va yvopilete mpy mapete To Nemdatine

Mnyv apete To Nemdatine
- o€ mepintwon ailepyiog oto memantine hydrochloride 1 o€ omotodMmote dAAO amd Ta
GLOTATIKA AVTOV TOL PaAPLAKOV (aAvaPEPOVTOL GTNV TAPEypapo 6).

Ipocidonomosig kot TpoPvAGEeLS

AmevBuvbeite oToV Y10TpO 1 TOV POPUOKOTOLO GOG TPV Tapete To Nemdatine

- €0V EYETE 1GTOPIKO EMANTTIKOV KpioEWV

- G€ MEPIMTMGT TOL TPOSPATMS VITOPEPVTE ATO EUPPAYLLO. TOV LLOKOAPOTOV (Kapdtokn
TPOGPOAN), 1| EAV VTOPEPETE OO GLUPOPTTIKT KAPOLUKT| OVETAPKELX 1) OO U1 EAEYYOUEVT]
vréptacn (VYNAN apInplokn wieon).



e QUTEG TIG TEPWITMOGELS 1| Depamevtikn aywyr| O Tpémel va PpioKeTal VIO TPOCEKTIKY
apokolovOnon Kot To KAvikd 6¢peiog tov Nemdatine va agloloyeitar oe cuyvn Baon amd tov yaTpd
GOC.

2V mepintmon mov vroeépete and veppikn PAAPT (TpofAnuata oo veppd), o yroTpdg cog Oa
TPEMEL VAL TAPAKOAOVOEL GTEVA TN VEQPIKN AglTovpyia cag Kot €4V eivat amapaitnto va Tpocapurolet
KatdAAnAa T1g 00GELG TOL memantine.

H tauvtdypovn ypnomn 1oTpik®dv Tpoidovioy Le TV ovouacio apovtadivn (Yo tny Bepomeia tng
acBévelag Tov Parkinson), ketapivn (Lo ovsio Tov ypnopomoteitol yevikd wg avolsintiko),
de&tpopeboppavng (yevikng ypniong ywo tnv Bepameio tov fya) Kot GAL®V aviayoviet@dv-NMDA 0a
TPEMEL VO OTOPEVYETAL.

Mowora ko £npor
To Nemdatine d& cuvioTdTot yio yp1ion o€ Todld Kot pNPovg KAT® Tov 18 eTdv.

Allo @appoxa koo Nemdatine
Evnuepdote tov yiatpd 1 TOV QOPLAKOTOL0 GOG EQV TOIPVETE, EXETE TPOGPATO TAPEL ) LTopel va ThpeTE
GAAOL PAPLLOKOL.

Yvykekpuéva to Nemdatine pwopei va, petafaiet tny enidpaon TV TapakdT® Qoprakov Kol 1 66on

TOVG TTPEMEL VO, EMAVATPOSIOPIOTEL aTd TOV Y10TPO GOG:

- apovtadivn, ketapivn, dextromethorphan

- davtpolévio, Bakropaivn

- GUETLOIVT, paviTidivn, TpoKalvapion, Kvidivn, Kiviv, vikotivn

- vdpoyrlmpobelalion (1 orotocdmote GuVOLACUOS e VOPOYA®PODELalion)

- avTLYOALVEPYIKE (0VGiEG O1 0TOlES YEVIKA XPMOLUOTOI0VVTOL Vit TNV Bepameia TV KIvTIKOV
SlOTAPOY MY KOl TOV EVIEPIKDOV GUOTAGEDV)

- AVTIETANTTIKA (0VGiEg TOV YPNGLOTOIOVVTOL Y0 TV TPOANYN Kot TV Oepaneio Tmv
EMANTATIKOV KPIoE®V).

- BapPrrovpikd (ovcieg mOL YEVIKA YPTCLLOTOIOVVTOL Y10 TNV TPOKANGT VTVOL)

- vromopvepykol ayaviotéc (ovoieg 0nmg 1 L-dopa, n Ppopokpomrtivn)

- VEVPOANTITIKG (OVGIES TOL YPNCLOTOLOVVTOL OTNV BEPamein TV YUYIKOV S10TapaydV)

- OtO TOV GTOWOTOG YOPTYOVUEVA OVTITNKTIKA

2V TEPINTMOT EIGOYMYNG GG GE VOGOKOUEID EVIILEPDGTE TOV Y10TPO GOC GYETIKA LLE T XPT O TOL
Nemdatine.

To Nemdatine pe Tpo@1] kon w076

®a TPETEL VO, EVIUEPADVETE TOV YIOTPO OOG GE TEPIMTMOOT TOV EYETE TPOCPATMG AALAEEL 1] OCKOTEVETE
va aALGEeTe TIG SraTpoPikég oag cuviBetleg o peydlo Pabuod (T.y. amd Kavovikn SlTpoPY| G
datpoen awotnpd e Baomn ta AayaviKa) 1 0V VIOPEPETE OO KATUOTAGEL 0EEMONG TOL VEQPLKOV
ocwinvopiov (RTA, nepicoeia ovoidv mov oynpatifovv o&éa oto aipa e&ottiog veQPIKng OVETAPKELNS)
N coPapég pordvoelg TG ovprtikig 080V, KBS 0 yluTpdg iomg amatteitol va puBuicet tn docoroyia
TOL QUPUAKOL.

Kotnon ka1 Onraocpég

Edv elote éykvog 1) Onhalete, vopilete 6T pmopel va giote £yKv0og 1 6Ye01ALETE VO ATOKTNGETE TOUdL,
{nmote 11 GLUPOVAT TOV YLUTPOV 1 TOV PAPLOKOTOLOD GOG TPV TAPETE OVTO TO PAPLLOKO.
Yvppovievteite TOV YI0TpO 1| TOV QOPUAKOTOLO GG TTPLY TAPETE OMOLOONTOTE PAPHLOKAL.

Evnuepmaote tov yiatpd cog edv elote 1 okomeveTe va peivete £ykvog.

Kinon
Ag cuvioTdTon 1 gp1oN TOL Memantine g £YKVEG YUVOIKEC.



Oniaopdg
Ot yvvaikeg mov maipvovv Nemdatine de 6o mpémel va OnAalovv.

0o1ynon kKo YEPIGROS POV RATOV

O ywTpdg Ba cog EVEPDOTEL Y10 TV TEPIMTMGT OV 1| AGOEVELD GOG EMTPETEL TV 001YNON KO TO
yepoud unyovnudtov pe acedicia. Eniong, to Nemdatine evééyetat va LeTafdAAel TV iKovOTNTA
GOG Yo avTIOPAoT, KaO1oTMVTOG TNV 001 yNoN 1 TN XPNON UNYAVIILATOV OKATAAANAN.

To Nemdatine wepiéyel Aaktoln povovdopikn
Av 0 y1aTpdC 560G, GO EVNUEPWOGE OTL EXETE dVGAVEEIN GE OPIGUEVA GAKYOPU, ETIKOVOVIGTE UE TOV
YTPO GO TPV TAPETE OVTO TO PAPLAKEVTIKO TPOIOV

3. o vo wapete To Nemdatine
[Tavtote va maipvere T0 GAPLAKO QVTO ALGTNPE COUPOVE, LLE TIG 0d1Yieg TOV YloTpoy cag. Edv £yete
apeBoAiec, pOTNOTE TOV YIOTPO 1) TOV PAPLOKOTOLO GG,

Aocoloyia
H ovvictopevn 66on Bepaneiog Nemdatine yio Tovg evijAikeg kot nAKiopévoug eivor 20 mg tnv

nuépaL.

IMo v glayiotomoinon Tov Kvdvvov gpeaviong avemOunTmv evepyeldv 1 800 avEavetal
OTAOIKA GUUP®VA [LE TO aKkOAoLBOo NuepNolo Bepamevtikd oynua. o TitAomoinomn mpog To Tavo,
glvai oaBéoipa d1okio S10POPETIKMY SOVVALE®V.

Koatd v évapén g Bepanciog Oa Eekivioete maipvovtoc Nemdatine ETKOAVUUEVO [LE AETTO VUEVIO
dtokio Tov 5 mg po eopd v nuépa. H d6on avt Ba avEdvetor kabe efoopdda katd 5 mg puéypic
otov emtevybei 1 cuvicTdpev d601 (cuvtripnong). H cuvietdpevn 666 cvuvmpnong eivar 20 mg
TNV NUEPA, 1) OToio EMTVYYAVETOL GTNV apyN TG 4™ efdouddag.

Aocoloyia o€ acOeveig pe PLAPN TN ve@piknc AetTovpyiag

Xy mepintoon PAAPNG TG veppikng Asttovpyiag, o yoTpog Oa anopacicel mowa d6on Tapldlel oty
MEPIMTMOOTN GOG. LE QTN TNV TEPIMTOON, 1| VEPPIKN GaG Aertovpyio Ba Tpémetl vo PpickeTol Lo 1oTpIKn
TOPAKOA0VON T GE TAKTA YPOVIKE OLUGTNLOTOL

Xopniynon

To Nemdatine 0o mpémet vo yopnyeitol amd 6TtoéHaTog o eopd v nuépa. o va omeeindeite amd 10
Qappakod cog Bo Tpémet vo To maipveTOL TOKTIKA KAOE nuépa Kot v idta dpo e nuépag. Ta diokia

npémel va katamivovtol pali pe Ayo vepod. Ta diokio pmwopodv va Aappdvoviat pe 1 Kot xopic Tpoei.

Aldpkela OgpamevTiKg aymyg.

Yvveyiote va maipvete To Nemdatine yio 660 ypovikd S1dotn o o@eAEioTE Ko OV Tapovoldlovtal
avemBounteg Tapevépyetes. O yotpog Ba mpénet va a&loAoyel Tn BepamenTIKY YY) GE TOKTIKN
Béon.

Eav napete peyordtepn 66o1n Nemdatine a6 Tnv Kavoviki

- I'evikog, 1 Ay vepPoikmdv ddcewv Nemdatine dev mpokaAel BAGPN. Evdéyetat va
TOPUTNPNOETE AVENUEVO CUUTTOUATO OTOC TEPLYPAPOVTUL GTNV Tapdypoo 4. ‘TTibavég
TOPEVEPYELES .

- Ye mepintmon Aqyng vepforikng d6onc Nemdatine ETIKOVOVINOTE LLE TOV YIUTPO GOG 1|
{nmote wtpkég cupPouviéc, kabmg evoéyetal va ypeldleote wTpikn| PorOeta.

Edv Egyaoete va mapete To Nemdatine

- Edv avaxoidyete 6T Egxdoate va mhpete TV wpoPrendpevn d6on Nemdatine mepipévete Ko
TapETE TNV EXOUEVT HOOT| GOG TNV TPOYPUUUOTIGUEVT] DPOL.

- Mnyv mépete ST SO0 Y10 Vo aVATANPAOGCETE T 00T Tov Eeydoarte.



Edv éxete meplocdtepeg epMTNCELG GYETIKA LLE T YPNOT OVTOV TOL QAPUAKOL, POTHCTE TOV Y10TPO M
TOV QUPUOKOTOLO GOG

4, MOavéig avemOopnTeg gvépyereg

Onwc 6Ma Ta pappoKa, £T61 Kol 0VTO TO PAPLAKO UTOPEL VO TPOKAAEGEL OVETOVOUNTEG EVEPYELES, AV
Kot 6gv TOPOoVGLALovTal GE OAOVG TOVG AVOPMITOVC.
I'evikd, ot mapatnpnbeicec avemBouTEG EVEPYELES elval NTILEG EMG PETPLEG.

2oyvés (emnpealovv 1 ew¢ 10 ypnotes arovg 100):

o [Movoképarog, vavniia, SVoKOIAMOTNTO, AVENUEVES TIUEG NITATIKNG Agttovpyiag, (AN,
STaPaYES 100PPOTHAG, SVGKOAID GTNV OVATTVOT] ,LYNAN APTNPLOKT THECT KoL VITEPELAIGONGiaL
OTO PAPLLOKOL

Oy ovyvés (emnpeadovv 1 ewg 10 ypriotes arovg 1.000):
o Konwon, poivveeig and poknreg, oOyyvon, yevdaoOnaoelg, vavtia, dtotapayés fadiong,
Kapdlokn avemdpkela Kot Kot gAefobpoupacelc (Bpodupmon/Bpoppospporn)

1lold oravies (exnpealovy Aryotepo aro 1 yprotn otovg 10.000):
o Emiinmtikég kpioeig

Ayvawareg (n ooyvoTHTe, TOVS 08V UTTOPEL Vo ekTiunBel amd ta diabéoiua ororyeio,).
. [Moykpeatitida, eAeyHOVH TOL NTATOC (NTATITION) KOl YOYOGIKESG OVTIOPAGELS

H véoog Alzheimer €yet cuoyetiotel pe v KatdOAYN, TOV GVTOKTOVIKO 1OE0CHO KOL TV QUTOKTOVIOL.
Ta mepioToTiKd avtd Exovv avapepbei og acbeveig mov AdpuPovoy Bepaneia e memantine

Ava@opd avemBounTOV EVEPYELOV

Edv mapatnproete kdmowo avemBOUnT EVEPYELD, EVILEPDOOTE TOV YITPO TOV PAPLOKOTOLO 1) TOV/TNV
VOGOKOWO GaG. AVTO oYvEL KOt Yio KaOe Thavi avemBountrn evEPYELO TOL OEV AVOPEPETOL GTO TOPOV
@OALO 0ONYIDV YprionG. Mmopeite emiong vo avaeépete avemBounteg evépyeleg omevbeiog, LEGM TOV
€Bvikod cuaTnaTOg OVaPOPAs ToL avaypdeeTol oto Hapdptnua V. Méowo g avapopdig
aveETIBOUNTOV EVEPYEIDV Umopeite va. fonBNceTe 6T GLALOYN TEPICTOTEPMV TANPOPOPLOYV CYETIKE
LE TNV 0OPAUAELD TOV TAPOVTOG PUPHAKOV.

5. Iog va uhacoete To Nemdatine

To @dppoko avTd TPETEL VO, PUAACCETOL GE PLEPT) TTOL gV TO PAETOVY KO dEV TO POAVOLY TO TOdLAL.
Na pn xpnolHonoleite avutd To EAPUOKO PETA TNV MNUEPOUNVIC ANENG TOL OVAPEPETOL GTO KOVTL TNV
KOWEAN kot v euoAn petd to EXP. H nuepounvie AMéng etvar 1 televtaio Muépo Tov pnve mwov
ovopEPETOL EKEL.

Mn puAdooete og Beppokpacio peyoaldtepn tov 25°C.

[T'ta HDPE g1aJn uovo]:
Xpnon oe 100 nuépeg petd to dvorypa.

Mnv metdte @appoke 6To vepd TG amoyETELONG 1 GTO GKOLTIOW. P®TAGTE TOV QOPLOKOTOLO GO Yo
TO TTMG Vo TETAEETE TAL PAPUOKE TOV Ogv ypnouonoteite mo. Avtd ta pétpa o fonbfcovv oty

TPOCTAGIN TOV TEPPAALOVTOC.

6. Iepreydpevo. TG 6VOKEVOGING KOl AOTES TANpOPOpPieg


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

T epréyer to Nemdatine
- H dpactikn ovsia eivar Memantine Hydrochloride. Ka0e emtkaivppévo pe vpévio diokio
nepiéyetl 20 mg Memantine Hydrochloride, 1cod0vapa pe 16,62 mg memantine.

- Ta dAAa cvotatikd givar: [Tupnvag dtokiov: MiKpokpuGTOAIKT KUTTOPIVY, KPOGTOPLOGVN TOTOV
A, TaAKT K01 6TENTIKO poyvol0. EmikdAvwn dioxiov (Opadry 11 Pink 33G240000):
YnpopueAddln 6¢P, 610&eid10 Tov Titaviov (E 171),povoddpikn Aaktoln, molvatBuievoylvkoin
3350, tproketivn kot kékKivo kal kitpvo 0&eidio Tov cdnpov (E172).

Epedvion tov Nemdatine kol mepieydpeva TG 6VGKELAGIOS

Ta emkaivoppéva pe Aentd vuévio diokio Tmv 20 mg eivar okovpo pol, oynuatog ofdi, aueikvpta,
emuoAvppéva pe Aemtd vévio otokia, 12,6 mm x 7 mm og péyebog eépovtoc tnv £voeién
‘M20’onuelopévn otV pio TAELPA.

Yvokevaoio:

Yvokevaocieg kowéhng: 28, 42, 56 kot 98 emkaALUpUEVA pe AETTO VUEVIO dtoKia
®1dAn: 100, 130%*, 250* kar 500* emikaAvppéva pe Aentd vEVIO dokia.

* mpoopiletar uovo yio KEVIPa O1aVoUNS 00GEMY

Mmropei va. unv KuKAOQPOPOLV OAEG Ol GUOKEVAGIEC.

Karoyoc Aderag Kvkrhoopiag
Actavis Group PTC ehf.
Dalshraun 1

220 Hafnarfjordur

Iohavdia

Hopookevaostiig

Actavis Ltd.

BLB 015-016 Bulebel Industrial Estate
Zejtun ZTN 3000

Maéta

TEVA Gyobgyszergyar Zrt.
Pallagi ut 13

Debrecen 4042

Ovyyapio

INo omoladnmote TANPOPOPio. GYETIKG LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPUKAAEIGTE VO
anevBuvleite otov Tomiko avimpdswno Tov Katodyov g Aderag Kvhogopiag:

Belgié/Belgique/Belgien Lietuva

Teva Pharma Belgium N.V./S.A./AG UAB Teva Baltics

Tél/Tel: +32 38207373 Tel: +370 52660203

Bouarapus Luxembourg/Luxemburg

Tesa ®apma EAJ] ratiopharm GmbH

Ten: +359 24899585 Allemagne/Deutschland
Tél/Tel: +49 73140202

Ceska republika Magyarorszag

Teva Pharmaceuticals CR, s.r.0. Teva Gyogyszergyar Zrt.

Tel: +420 251007111 Tel: +36 12886400



Danmark
Teva Denmark A/S
TIf: +45 44985511

Deutschland
ratiopharm GmbH
Tel: +49 73140202

Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

EALGOO
TEVA HELLAS A.E.
TnA: +30 2118805000

Espana
Teva Pharma, S.L.U.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi: +354 5503300

Italia
Teva ltalia S.r.l.
Tel: +39 028917981

Kvnpog
TEVA HELLAS A.E.
EAMGSo
TnA: +30 2118805000

Latvija

UAB Teva Baltics filiale Latvija

Tel: +371 67323666

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +44 2075407117

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich

ratiopharm Arzneimittel Vertriebs-GmbH

Tel: +43 1970070

Polska

Teva Pharmaceuticals Polska Sp. z o.0.
Tel: +48 223459300

Portugal

Teva Pharma - Produtos Farmacéuticos, Lda.

Tel: +351 214767550

Romania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

United Kingdom (Northern Ireland)
Accord Healthcare Ireland Ltd.
Ireland

Tel: +353 214619040

To wapdv UAAO 00N YOV yp1ioNS EYKPIONKE Y10 TEAEVTOIO POPE TOV OKTOPpLo TOL 2013

AdLeg TNYES TANPOPOPLOY



Agmtopepeic TAnpopopieg Yo avtd 10 TPoidV givan dabécipeg otov 16ToYdpo TS Evpomaikng
Emutponic ®opudkov (EMA) http:/www.ema.europa.ev



http://www.ema.europa.e%CF%85/
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