ITAPAPTHMA I

NEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Rivastigmine 1 A Pharma 1,5 mg cxAnpd koydxkio

Rivastigmine 1 A Pharma 3 mg oxAnpd xoydxio

Rivastigmine 1 A Pharma 4,5 mg oxAnpd Koydxkio

Rivastigmine 1 A Pharma 6 mg oxAnpd koydxio

2. MOIOTIKH KAI TIOXOTIKH XYNOGEXH

Ka0e xoydxio mepiéyet rivastigmine hydrogen tartrate icodvvaun pe 1,5 mg rivastigmine.
KdaBe xoydiro mepiéyet rivastigmine hydrogen tartrate icodvvaun pe 3 mg rivastigmine.
Ka0e kaydxio mepiéyer rivastigmine hydrogen tartrate icodOvoun pe 4,5 mg rivastigmine.

Ka0e xaydxio mepiéyet rivastigmine hydrogen tartrate 1codvvaun pe 6 mg rivastigmine.

IMa tov mAipn KatdAoyo tov exddymv, PA. Tapdypapo 6.1.

3. ®APMAKOTEXNIKH MOP®H
2KANpo Koy dKlo

Koydakio e Kitptvo KEAVLUO KOl KITPIVO GMLLA, TO 0010 PEPEL GTO CAON KOKKIVY EKTOTMOT)
«RIV 1,5 mg» kot tepiéyel okdvn VTOAELKN EAAPPDOS KITPIVOTT].

Koydkio [le TopToKaAl KAAVLLLO Kot TOPTOKAAL COLLN, TO OO0 PEPEL GTO GMOLA KOKKIVT EKTOTMOON
«RIV 3 mgy» kot mepi€yel oKOVI LITOAEVKT| ELAPPAOS KITPIVOTT.

Koydxio pe koKkivo KaAvpp Kot KOKKIVO GO0, TO OO0 PEPEL GTO CAOLN AEVKT] EKTOTMON
«RIV 4,5 mgy kot tepiéyel okdvn VTOAELKN EAAPPDOS KITPIVOTT].

Konydixio pe kOKKivo KAAL U Kol TOPTOKOAL GO, TO 0010 QPEPEL GTO GMO KOKKIVT] EKTOTMOT
«RIV 6 mg» ka1 mep1Eyel KOV VTOAEVKT EAUPPADC KITPIVOTH.

4. KAINIKEX TIAHPO®OPIEXZ

4.1 OgpamevTiKég gvoeitelg

Yyvumtopotiky Oepaneia nrog £og pétplag Papvntog dvolag Alzheimer.

Yvumtopatiky Oepaneio nmog £0g pétplag Papvtntog dvolag o€ acbeveig pe 1Womadn voco tov
Parkinson.

4.2  Aocoioyio Kol TPOTOS YOPNYNONS

H évap&n kou n emifpreym g Oepaneiog o mpémet va yivetarl omd watpd pe eumeipio otn d1dyvmon Kot
OepamenTikn ovTeT®@TIon g dvolag Alzheimer 1 tng dvolag Tov oyetileton pe Tn vOGO TOL
Parkinson. H d16yvmon Ba mtpémet va tiBeton cvppova pe Tig 1oybovceg Katevbuvtnpleg odnyieg. H
yopnynon Bepamneiag pe rivastigmine Oa tpénet va apyilel povo epdsov vdpyel KEmolo dTopo mtov Oa
@povrtilel Tov ac0evi kat Oo ETOTTEVEL TOAKTIKA T1 AY1 TOL QOPUOKEVTIKOD TPOTOVTOG 0d aVTOV.

Aocoloyia
H rivastigmine 0o mpénet vo, yopnyeitatl 600 popég nuepnoing, pe To TPV Kot to Bpadvo yedua. Ot

Kéyovieg Oa TPETEL v KATATIVOVTOL OAOKATPEG.



Evopkriplo §6om
1,5 mg 600 popég nuepnoimg.

Hpoodiopiopodg ddong

H evapktipia 660 givor 1,5 mg dvo popég nuepnoimg. Av 1 6661 avtn Yivel KaAd ovekTn VOTEP
oamd TovAdytotov 5o efdopddeg Bepaneiag, | docoroyia propet vo avénbdet e 3 mg 500 Popég
nuepnoing. Aeov dtatnpndei o avtd T0 6060 0YIKO EMinedo eni TOLAAYIGTOV 2 Efdouddes, umopei va,
e€etaletal To evoeyOUEVO dadOYIKNG avénong o€ 4,5 mg Kol akoAovbmg oe 6 mg dVO POPEG
NUEPNGIMG, EPOCOV Eival KAAN 1 0VOY1| OTNV TOPOVCa 0OG.

Edv mapoatnpnBovv avemBounteg avtidpacelg (.. voutio, EUETOC, KOMOKO GAYOC 1} AmdAELN
ope&ng), neimon Papovg 1 emdeivoon Tov eEOTVPAIISIKOV CUUTTOUAT®V (T.). TPOLOG) o€ acbeveig
Le avota tov oyetileTon pe voéso tov Parkinson katd ) didpketa T Oepameiog, ovTéc VOEyETUL VA,
VIOY®PNGoLY OTaV TapoAElpOEl pia 1| TeplocoTEPEG docels. Edv eppévouv, 1ote ) nuepnolo. d6om
TPETEL TPOSM®PIVE VoL LELMBEL 6TO APEGHG TPOTYOVUEVO HOGOAOYIKO ETIMESO OV £YIVE KOAN OVEKTO N
va dtakomel 1) Oepameia.

Adon cuvtnpnong

H anoteleopatikn d6om givarl 3 €wg 6 mg, dvo popég npepnoing. I'a v enitevén Tov PEYIoTOL
OepamenTikon opélovg, ol acbeveig Oa mpémel va dotnpovvial ot HEYIOTN KoAd avekth d06on. H
GLVIGTAOUEVN UEYLOT NUEPN Ol 3OO Elvar 6 mg 600 POPES NUEPTOIMG.

H Bgpancio cuvtipnong umopei va cuveytobei yio 660 dtdotnpo vrapyel OepoamevtiKd dQeA0g Yio TOV
acBevn. o To Ady0 awTod, T0 KAVIKO O0QELOG TNG rivastigmine Oa Tpémel va eKTIUATAL EK VEOV avVaL
TAKTA YPOVIKA SLCTHUATA E01KA 6TOVG acBeveig Tov Aappdvouv d0oelg HikpoTepes amd 3 mg, 600
@opég nuepnoing. Edv petd and 3 punveg Oepameiog e T 8001 GLVTHPNONG 1 LEIDMOT TNG GLYVOTNTOG
TOV GCUUTTOUATOV Gvolag oev £yl petafAndel tkavoromrikd, 1 Oepaneio O wpémetl va drakonel. Oa
npémel emiong va AapuPavetar v’ Oy To evOEXOUEVO TNG dloKOTNG TG Bepameiag, epdsov dev
oaivovtol mAgov gvdeilelc BepamenTikng dpAacmG.

H atopwn avtamdkpion ot rivastigmine dev pmopei va tpoPrepdel. Qotdc0, avénpévo Bepamevtino
amotédecpa elyxe pavel og aobeveic e voco tov Parkinson pe pérpia dvota. Opoimg peyaidtepo
opeloc Exel mapatnpnbei og acbeveig e voco tov Parkinson pe ontikég mopaicOnoelg

(BA. mopdypago 5.1).

Agv &xel peletnBet to amotérecua ¢ dpdong o€ edeyyoeveg Evavtt placebo pedéteg dudpretog mve
omd 6 pnvec.

Emavévapén g Bepomeiog

Edv 1 Bepomentikn aywyn SlaKomel Y10 TEPIOCOTEPES OO TPELS LEPEG 1| emavEVaPEN Ba Tpémel val
yiveton pe 1,5 mg 600 popég nuepnoing. O tpocsdioptopodg g d6ons Oa Tpémet va yivetal 0Tmg
TEPLYPAPETAL TTLO TAV®.

Neppikn Ko nrotikr) dvciettovpyia

Agv anarteital Tpocapoyn e Socoroying yio aceveic pe o 0 HETPLOL VEPPIKN 1 NTOTIKA
dvodettovpyia. Qot660, AdY® TG avénuévng ékBeong Ba tpémnel oe avtd Tov mAnbvoud va TnpovvTat
EMOKPIPDOG 01 GLGTAGELS Y10 TOV TPOGHOPIGHS TNG OOCTG AVAAOYQ LLE TNV OTOUIKY] OVEKTIKOTNTA,
KkaOd¢ o1 acbeveig pe KAVIKG OMUOVTIKT VEQPIKN 1 NTATIKN ducAgttovpyio evoEyeTal va
TOLPOVCIAGOVV TEPIOCOTEPESG 00G0eEAPTOEVES OvVETBOUNTEG OVTIOPACELS. AcBeveis e coPapn
NTATIKY avemdpkeln Oev £xovv peetnBel, ®oTOGO T KOydKL rivastigmine pmopovv va yopnyndodv
o€ avtdv ToV TANBLoUO acBevady Vo TV TpoindBeon otevig Tapakorlovdnong (PA. mapaypdpovg 4.4
Ko 5.2).

Houdrarpikodg tAnduopog
Agv VITapyEL OYETIKN XPTOT TNG rivastigmine 6Tov TodoTptkd TANOLVoUo Yo T Oepamneio tng vocov
Alzheimer.




4.3 Avtevoeigeig

H yprion avtov tov papurakeutikod mpoidvtog avievdeikvutal o acOeveic e YvooT vtepevoicncia
oTN OpaCTIKY OVGia rivastigmine, 6 GALO KOPPOUUIKE TOPAY®YO 1) GE KATO0 0d TO EKO0Y0 TOV
ovaeEpovTaLl oTNV Tapdypago 6.1.

IIpornyovpevo 16TopiKd avidpdcewy TG BE0NG EQOPLOYNG KOTAOEIKVOOVTAG THAVY] AAAEPYIKN
deppotitidon and emrapn pe EUmAactpo rivastigmine (BA. mapdypago 4.4).

4.4 E101kéC TPOELOOTONGELS KUl TPOPVAAEELS KATA TN Y p1ion

H ocvyvomta kot cofapdtnto TV averBopuntov avtidpacemy avEAvel YEVIKA e TIC LEYOADTEPES
d0o¢1g. Edv n Bepamevtikn aymyn| dlokomel yio mepiocdtepes omd TPEIG LEPEC N emavEvapEn Ba mpémet
va yivetat pe 1,5 mg 5o @opéc nuepnocing dote va peiwbdel n mhavotta epedviong avembounTmv
EVEPYELDV (T.). TEPIOTUTIKO EUETOV).

Me 10 éumhactpo rivastigmine evogyetal va ekdNAmBoHV depuaTikég avTdpacels 0Eong epapoyng, ot
omoieg cuviBmg etvar ArLog N péTplag Evraons. Ot avtidpacelg aVTES OEV AmOTELODV 0P’ EAVTOD TOLG
évoegn vrepevaictnoiog. Qotdc0, 1 XP1OT TOL EUTAAGTPOVL rivastigmine umopei va TpokarEceL
OAAEPYIKT] OepUOTITION AT ETAPY).

Ye mepintoon eEATAnons TV avtidpacemv BEons epaproyng Tépa amod o ueEyedog Tov EUTANGTPOL 1
evdei&emv mo Evtovng TomkNg avtidpaong (m.y. eEamlovpevo epudnua, oidnua, PAatideg, kKuoTidla) 1)
oKOpO €6V TO, CUUTTOUATO OEV TAPOLGLALOVY ONUAVTIKY PeATimoNn eviOc 48 mpmdVv petd Vv agaipeon
TOV EUTAQGTPOL, TPEMEL VoL EEETALETAL TO EVOEYOUEVO OAAEPYIKNG OEPLOTITIONG OO EMAPT]. 1€ AVTEC
TIG TEPUMTMGELS, TPEMEL VAL dtakomtetal 1) Bepaneio (BA. Tapdypago 4.3).

Acbeveig, ot omoiotl mapovstdlovv avidpdacelc g BEGNC EQOUPLOYNS TTOV VTOSNADVOVY OAAEPYIKY
deppotitidon and emaen pe EUTANGTPO rivastigmine Kot ot oroiot e&axoAiovfovv va yperdlovron
Bepameio pe rivastigmine, Oa Tpénet vo petofodv o amd Tov oTopaToC Oepameia pe rivastigmine povo
UETE 0o P apvnTIKY doKIpaGio aALEpYiog Kot KATM amd 6TeVN 10TpIkT Tapakorovnon. Eival
mBavov pepikoi acOeveig evaicOnromompuévol otny rivastigmine petd and ékfeon oe EUTAAGTPO
rivastigmine va. unv uropotv va Adfovv rivastigmine e omoladnnoTe LOPPT).

"Exovuv yivel omavieg avapopéc petd tnv kuklogopia yio acbeveic o1 0moiol AVIETOTIOAV OAAEPYIKY
deppotitidon (Yevikevpuévn) KoTd TNV Yop1ynon rivastigmine, ave&optntog tng 0600 yopnynong (amod
TOV OTOUATOC, SLOOEPIIKA). ZE AVTEG TIC TEPUTAOOELS, 1) Oepoameia Ba mpémetl va drakomel

(BA. mapdypago 4.3).

Oa mpénet va divoviot ot KatdAANAes 001yiec 6TOVG 0.60EVELG KAl TOVG PPOVTIGTEG.

[Ipocdropiopodg docoroyiog: Apécmg Letd tnv avénomn g doong £xovv mapotnpn et avembounteg
avtdpdoels (t.y. vréptaot kot mapaichnoelg oe acbeveig pe dvola Alzheimer ko emdeivaon Tov
eEOMUPAUISIKOV CUUTTOUATOV, 101aiTEPA TOV TPOHO, GE AoOEVEIC e dvola Tov oyetiletan e vOGO
tov Parkinson). [Ti0avé pe tn peioon g 0060 A0YI0G AVTEG VO VTTOXWPOLV. X& AALEG TEPUTTMGELS, M
rivastigmine €ygt dwaxomnel (BA. Topdypago 4.8).

Taotpeviepikég datapayss, OTmG vauTtio, EUETOG Kot d1dppota ival 6060eEapTOUEVES Kot UTOPEL Va,
epoavicfovv Wiaitepa katd tnv Evapén g Bepamneiog /kot Katd v advénon tng docoroyiag (PA.
napdypoeo 4.8). Avtég ol avemBounteg avtidpacelg eppavifovtal mo cuyva og yovaikes. Ot acOeveig
OV TOPOLGLALOVY EVOEIEELS 1] CUUTTMOLOTO, APLVOATMONG, AOY® TOPATETAUEVOL EUETOL 1] SLAPPOLAG,
UTOPOVV VO OVTILETOTIGTOOV LE EVOOPAEPLO YOPTIYNOT VYPOV Kol UEI®OT TNG dOONG N SLOKOTN TNG
xopNyNong eav dayvwotel Kot avietoniotel £ykapa. H apuddtwon punopel vo cuoyetioTel pe
coPapég EMNTOOELS.



Ot acBeveic pe voco Alzheimer umopei va ydvoov Bapog. Ot avaoTorElG TNS OKETVAOYOAMVESTEPAOTG,
coumeptropfavopevng tng rivastigmine, £xovv cuoyeTiobel e anmdAiela Bapovg oe aVTOVG TOVG
aocBeveic. Katd ) didpketa g aywync, To Bépog tov acbevoig mpénet vo mapakoiovdeitat.

XV mepintmon évtovov gpétov oyeti{opevou pe tn Bepameio e rivastigmine, TpEmeL va yiveTan
KOTAAANAN TPOGUPLOY TNG 00GOAOYING OTME GUVICTATAL GTNV TaPaYpoPo 4.2. MepIKEg TEPITTDOCELS
£vTOoVoL gLETOVL GLVOLAGTNKAV LE PTEN TOL 0100PaYoV (BA. Tapdypapo 4.8). AVTEC 01 ekdNADCELG
eaivetol va mapovotdlovral wlaitepa PHETA amd 0vENGELS TS d0c0AOYING 1 VYNAES HOGELG TNG
rivastigmine.

Amauteital Tpoooyn KoTd TN Yop1yNomn Tng rivastigmine oe aceveic e GHVOPOUO VOGOOVTOG
QAePoOKouPov 1| SroTapayis TG KApdOKNG aymyotnTog (eAefokopPo-KoAmKog AmokAEIo oG,
KOATTOKOIAMOKOG amokAEIGAC) (PA. Tapdypogo 4.8).

[Mopdtaon Tov dwwotiuatog QT 610 NAekTpoKAPIOYPAPTLA UTOPEL VO ERPOVIOTEL o€ 0oBEVELG TOV
vrofdiiovtorl og Bepameio Le OPIOUEVA TPOTOVTU OVOGTOAEMY TNG YOAVESTEPAOTG,
ovumeptiapPavopuévng g rivastigmine. H rivastigmine pmopel va mpoxaiécetl Bpadvkapdia, 1 onoio
OTOTEAEL TOPAYOVTA KIVOUVOL Y10, TEPIGTATIKA PUTIO0E00E TayvKapdiag, kKuping oe acbeveig pe
TOPAYOVTEG KIVODVOL. ZVVIGTATOL TPOGOYN o€ aeBeVel e TPoHTAPYOV 1| OIKOYEVELNKO 1GTOPLKO
mapatacng Tov dactipatoc QTe 1 vymAdtepo kivovvo gppdviong putidoeldos TayLKOPIING, Yio
Tapaderypo, acheveic pe U avtippomovpEVT] KOPOLOKT OVETAPKELN, TPOGPATO EUPPUYLN LVOKAPSIOV,
Bpadvappubuiec, Tpodidheon yio VITOKOALOLIN 1) VTOHOYVIGLOLLIC 1] GLYYOPTYOVUEVO POPHOKEVTIKA
TPOIOVTA TOV Eival YvmoTo OTL TPoKOAOVVY Topdtact Tov dactipatoc QT i/kot pimidogidn
tayvkapdio. Evoéyeton eniong va amaitn et kKAvikn topaxorovdnon (HKI) (BA. mapaypdeovg 4.5 kat
4.8).

H rivastigmine gvdéyetot va TpokoAEcel avENUEVES EKKPioelg YaoTpikob 0EE0¢. Amatteitan TPosoyn
KT T OEPATEVTIKY AVTILETOTION AGHEVDVY E EVEPYH YOOGTPIKA EAKN 1) EAKT] TOV dWOEKOIAKTVAOD 1|
acfevav mov eppavifovv tpodidbeon o€ TETO10 VOGS LOTA.

Ot avaoTtoleic yoAveotepdong Oa TPETEL VO GUVTAYOYPUPOVVTAL LIE TTPOGOYN G 0oOEVELG e 10TOPIKO
GoOUATOG 1] ATOPPAKTIKNG TVEVLOVIKNG VOGOU.

O1 YOAMVOLUNTIKEG EVAOCELG EVOEXETAL VA ETAYAYOVV 1] VO ETLOEWVAOVOLV QOIVOLEVE, OTWS TNV
amoQPacn oOVPOPOP®V 00DV KOl TIC EMANTTIKEG KPIGEIS. ZVVIGTATOL TPOGOYT KATE T OepamevTiKy
OVTETOTIOT 060eVAV e TPodidheon y1” awTov Tov €Id0VE TAL VOCT|LOTA.

H ypnon tng rivastigmine o€ acOeveic pe Papid avola Alzheimer 1 pe dvoila Tov oyetiletan pe voco
tov Parkinson, dAAovg TOmovg dvotag 1 GAdovg TOTovg eacBévnong g pvnung (m.y. oxetilopevn pe
v NAkia eEacBEVNON TOV YVOOTIKOV AEITOVPYLDV) deV £xel diepevuvnOel, Kot EMOUEVEMG 1] XPTIOT OF
aVTOVG TOLG 0obeveig dev cuvieTATAL.

Onmg kot o1 GALEG YOAVOUUNTIKES EVAGELS, 1 Tivastigmine Pmopel vo EMOEVACEL 1} VO ETAYAYEL TA
eEomupapdikd copntopato. 'Exet mapatpndel emdeivoon (copmepirapfavopuévng ppadvkivnoiag,
dvokvnoiag, avopoiiog 6to Badiopa) Kot pe avénuévn ovyvotnta 1| cofapdTnTa Tov TPOUOL G
acBeveic pe avola mov oyetiletan pe voco tov Parkinson (BA. mapdypapo 4.8). Avtd To TEPIGTATIKA
00NyNoav 6g Sl0KOTMN TNG rivastigmine o€ PEPIKEG TEPIMTMOGELS (7). OLOKOTEC TNG rivastigmine AOy®
oV TPOUoL 1,7% évavtt 0% pe 1KOVIKO PAPUAKO). ZVVIGTATOL KAMVIKOG EAEYYOG Y10 QVTEC TIG
avemBouNTeg aVTIOPACELS.

Ewdwdc mAnbuopdc

Aocbeveig pe KAMviKG onuovTiKy veppikn | Nratikn SuoAettovpyio eVOEYETAL VO TAPOVGLAGOLY
coPapotepec avemBounteg avidpacelc (PA. mapaypapovc 4.2 kat 5.2). Oa mpémel va TpovvIoL
EMOKPIPAOG 01 GLGTAGELS Y10 TOV TPOGIOPIGUO TNG SOCTG AVAAOYX [LE TNV ATOUIKT OVEKTIKOTNTA. AgV
&yovv die&aybel peréteg oe aobeveic pe coPapn nratikn avendpkeia. Qotd6G0, N rivastigmine pmwopel
va yopnynbei og avtdv 10V TANBLoUO acBevdv Kot amatteital oTEVH TapaKOoAOVONOT).




Acbeveig pe copotikd Bapog kdtm omd S50 kg evdéyetar va mopoveLicovy EVIOVOTEPEG AVETIODUNTES
avTOPAcEIS Kat £x0VV TEPLocOTEPEG THUVOTNTESG dloKOTNG TG Bepameing AOym avemBdunTmv
OVTIOPAGE®V.

4.5 AlMiemopdosic pe Ghio QUPRIOKEVTIKA TPOIOVTA KO GAAES popPES aliniemiopaong

Q¢ avaoToréag YOMVESTEPAOTG, N Tivastigmine evOEYETAL VO EVIGYDOEL TN OpACT] T®V
LLOYOAQPOTIKGY TOTTOL GOVKIVOAOXOAMVNG KaTd TN S1dpKeLd TG avatctnciog. Zvvietdtol Tpocoyn
oTNV EMLOYN TOV ovolsOnTiKdv Tapaydviev. [Iibavh Tpocappoyn g 006oAoyiog 1 TPOowPIVA
drakomn g Bepomeiag, pmopel va eetacolv edv ypetdletat.

E& autiog Tov goppakoduvapik®y TG EVEPYEL®V Kol THUVAV COPEVTIKOV EVEPYELDV, 1) rivastigmine
dev TPEMEL VO cLYYOpTYELTAL e AAAEG YOoAVOLUNTIKEG ovoieg. H rivastigmine evoéyetoun vo emnpedcet
1 6paomn TOV AVTIYOAVEPYIKDV QAPUUKEVTIK®OV TPOTovTV (7.). o&vovtuvivn, ToATEPOSivN).

ZOPEVTIKEC EVEPYELEG TTOV 001 YOUV G€ Bpadvkapdia (1 omoia PUwopel va 00N YNOEL GE GVYKOTY|)
€yovv avagepOel e T cuvdvacurévn ¥p1ion OEOp®V PTa ovacToAé®V (GuumeplapPavoprévng
NG aTEVOLOANG) Kot TG rivastigmine. Ot Kapdiayyeiakoi o avacToAeic avapéveTal va
oyetilovtol pe Tov vYnAOTEPO Kivouvo, aAAd Exovv emiong Anedel avapopés o acbeveic mov
AapBavouv aAlovg Prita avactoAels. Zuvenmg, Oa mpémel va epappoletal Tpocoyn Kotd Tov
ouvdvaoud g rivastigmine pe Prita avaoToreic Kot dALovg mapdyovteg fpadvkapdiag ().
katnyopiag I avtiappuBuikol mapdyovies, aviaywviotés StdAmv acBectiov, YALKOGIoN TG
SUKTLALTIOOGC, TAOKAPTTIV)).

Kobng 1 Bpadvkapdio amotelel mapdyovta KIVOOVOL Yio TV ELEAVIOT] PITLO0ES0VG TOYLKAPITOG
(torsades de pointes), 0 cuVOLAGUOG TNG rivastigmine e PoPUUKEVTIKA TPOIOVTO TOV EMPEPOVV
napatact Tov dwotpratog QT 1 prmdoetdn Tayvkapdio OTME TO AVTIYLYWOGIKAE ONA. OPIGUEVES
eawvobelaliveg (YAopompoualivn, Aeforpoualivn), ol feviapideg (covAmipion, covAtompion,
OUIGOVATPION, TIOmPidN, Peparmpidn), Tolidn, Spomeptdorn, GloanpPidn, CLTAAOTPALTY, OLPALLaVIAn,
epvBpopvkivn EO, ahopavtpivn, ploraotivn, pebadovn, meviapudivn kot poéiproéacivn Ba mpénet
VO TOPOTNPEITAL LE TPOGOYN KOl EVOEXETAL VO, ATALTEITOL KAVIKY Tapoakolovdnon (HKT).

Agv €yovv mopatnpndel pappokokvnTikég arAniemdpdoeic peta&d g rivastigmine Kot dryo&ivng,
Bapeapivng, dwalemaunc 1 pAovoletivig o peréteg mov Eywvav pe vylelc eéBedovtég. H avénon tov
xpoOvov Ttpobpoufivng mov mpokadeital amd T Papeapivn dev exnpedletal and T yopnyNnon
rivastigmine. Aev €yovv mapotnpndei ducpevelg emdpacelg otn KOpSLoKn ay@yodTnTo HGTEPA OO TN
ovyyopnynon oryo&ivng kot rivastigmine.

Yopemva pe to petafolopd g, eppavifeTor aniBovo to evogyouevo LETAPOMKOV AAANAETIOPACEDY
pe AL QOPUOKEVTIKA TPOTOVTa, av KoL 1) rivastigmine pmopel vo avaoTéALel To petafolopd dAA®Y
0VGOIMYV, 0 01010 AoUPAvEL YDPO pE TN HeEGOAAPNGN TG PouTLPLAOYOAVEGTEPGOTC.

4.6 Tovipétnra, KONON KO Yorovyia

Kvnon

e Kvopopovvta {ma, 1 rivastigmine Kavn ot petaforiteg Samépacayv Tov TAakovvTa. Agv givat
YVOOTO €4V 0VTO Topovctdletal kot otov dvBpwmo. Agv drotiBeviar KAViKd dedopéva GYeETIKE, e
éxBeom KOTA TNV EYKLHOGUVT. X& PEAETEG TTEPLYEVVNTIKNG / LETOYEVVITIKNG OVATTTUENG OV £YVOlV GE
emipoec, TapatnpnOnke avEnuévn didpketa kvopopiag. H rivastigmine dev mpémetl va ypnoiomoteiton
KOTA TN O1GpKELN TNG EYKVUOGUVIG EKTOG €AV ivol cap®S amapaitnTo.

Oniaoudg
2ta {do n rivastigmine amekkpivetal 6to YaAa. Agv gival yvootd Katd t1dco 1 rivastigmine

amekkpivetan 6to avOpomvo yoda. I't” awtd Tov AdY0, ot yuvaikeg Tov Aaupdavouy rivastigmine, dev
0o Tpémel va OnAalovv.



Tovipdnto
Xe emipoeg dev mopatnpONKay ETOPACEIS GTN YOVILOTNTO 1] TV OVATUPOY@YIKT TKOVOTNTA
(BA. mapdypago 5.3). Ot emdpdoelc g rivastigmine otV avOpOTIVY YOVIULOTN T OEV EIVOL YVOOTEC.

4.7 Emopdaosig 6TV IKavVOTNTA 001]Y1]61G KOL YEIPICHOV UNYAVILATOV

H vbco¢ tov Alzheimer pnopei va, TpokaAésel oTadtokn aupivven e ikavotTTag yio 0dnynon 1 va
SLOKVPEVGEL TNV TKOVOTNTO XEPIGHOV pnyovnudtev. EmmAéov, n rivastigmine uropei va Tpokoiécel
CaAn ko vtvnida, kKoplog kotd Ty évapén g Bepaneiog 1| Katd thv adénon g docoroyiog.
Yuvendmg, 1 rivastigmine £yet pukpn 1 LETPLA EXIOPOACT] GTNV IKAVOTNTA 0O YNONE KAl XEPLOUOD
unyovnuatov. Lo to Adyo avtd, o mpénet va, yivetar cuyvi aloAdynomn g tKovoTnTog Yo 0d1ynon
KoL YEPIOUO TOADTAOK®V Unyovnudtov acbevav pe dvota mov Aapfdavovv Bepameio e rivastigmine

oamd 1o Bepdmovia 1Tpo.
4.8 AvemOOunteg evépysieg

IIepiAnyn Tov TPOEIA ac@AAEiNC

Ot o ovyva avapepopeveg avemBounteg evépyeieg (AE) etvar ol yootpevtepicég
ocvumeprrapfavopévns g vavtiog (38%) kot Tov uetov (23%), Wiaitepa katd ) didpKea TG
TITA0OOTNONG. ZTIG KAMVIKEG LeAétec pdvnke OTL o1 yuvaikeg aocBevelc ival mepiocdtepo gvaioOnteg
oo TOVG APPeVESG 0o0EVELG OTIG AVETIOVUNTEG EVEPYELEC OO TO YOOTPEVTEPIKO KOl OTNV OTMAELN.

Bépovg.

Alota ovemBOUNTOV EVEPYEIMV GE LOPPT TIVOKO

O avemBOunteg evépyeteg otov [ivaka 1 kot [Tivaka 2 givon katoyeypappéveg cOLO®VO LE TO
GUOTN O OPYAVOV Kal TV Katnyopio cuyvotntag 6to MedDRA. Ot katnyopieg cuyvotntog
kaBopilovTol xpnoponolmdvTag Tov €ENG Kavova: ToAD cuyvég (>1/10), cuyvég (>1/100 éwg <1/10),
oy ovuyvég (>1/1.000 émg <1/100), omdvieg (>1/10.000 £wg <1/1.000), ToAd ordvieg (<1/10.000), un
YVootég (dev pmopoivv va ektiunBovv pe Baon to dwebécia dedopéva).

Ot ax6AovBeg avemBdunTeg evépyeteg, mov Ta&vopovvtal otov Tapakdto [ivaxa 1, Exovv
ovykevtpmbel oe acbeveig Tov Aappavouvv Bepaneio yio T voco tov Alzheimer pe rivastigmine.

Hivakag 1
AOPAEELS KOL TAPUCITOCELS
IToAb omdvieg AoOEEIC TOL OLPOTOINTIKOD
Awtopayéc Tov HETOPOMOROD KOl TG
Opéymg
IToAb cvyvég Avope&ia
XoyvEC Mewopévn 6peén
Mn yvootég Apuddtmon
Yoatpikég owatapayés
2oyvEc Avnovyia
XoyvEC X0yyvon
XuyvEg Ayyoc
2oyvEc EqpidAtec
Oy ovyvég Avnvia
Oyt ouyvég Kotabiwym
[ToAV omdvieg HoporcOnocelg
Mn yvootég EmBetikotnta, avnovyio
AWTopay£S TOV VELPLKOD GUGTILOTOG
[ToAvd cuyvéc 76N
2oyvEC ITovoxépaiog
XoyvEC Yrvnia
XuyvEg Tpopog
Oy ouyvéc 2VyKoTn
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Xrhvieg
[ToAV omdvieg

EmiAnntikn kpion
E&omupapdikd cvuntopate (copmepthapfovopuévng
¢ emdeivmong g voésov tov Parkinson)

IToA¥ omdvieg

Mn yvooTtéc Maydtovoc (cvvdpopo Pisa)
Kopowkéc owatapayéc
Yrhvieg 2mnBdyym

Koapdwokn appvbuia (m.y. Bpadvkapdia,
KOATIOKOIAOKOG ATOKAEIGUOG, KOATIKY] LOPLOPVYT
KoL TouKopoio)

[ToAV omdvieg
IToA¥ omdvieg
Mn yvootég

Mn yvootég 2HvOpouo vosouvtog eAEBOKoLBov
Ayyewokég OwoTapayég
[ToA omdvieg Yrépraon
AWTapayES TOV YUOTPEVTEPIKOV
GUOTI|NO.TOS
IToA¥ cuyvég Noavrtia
[ToAd cuyvéc "Epetog
IToAb cvyvéc Aldppota
XoyvEC Kotmakog mdvog kot duomeyio
Yravieg Taotpkd Kot dmdekadakTAKO EAKOC

laotpevrepkn apoppayia

MMoykpeatitido

Mepikég TEPIMTMOGELG EVTOVOL EPETOV GUVOVAGTNKOV
ue pnén tov osoedyov (BA. mapdypago 4.4)

AwTopayéc TOV NTOTOS KU1 TOV
AOANPOPp®V

Oy ovyvég

Mn yvooTéc

AvEnuéveg TIHEG OTIC NTOTIKEG OOKLLOGIES
Hrotitido

AwTopayéc TOV OEPRATOS KL TOV
VT0O6PLOV 16TOV

Yuyvég Yrepidpwoia

Xmavieg E&avonpua

Mn yvooTtég Kvnoude, odhepyikn depuatitido (didyvtn)
Ievikéc dwoaTapuyés KO KUTAGTAGELS TG
0800 yopryneng

2oyvEc Koérwon kot advvapio

Xuyvég Koakovyia

Oy ovyvég [Ttoon
Hapaxivikég eEeTdosig

Suyvéc Andrewa fdpoug

O1 akdlovBeg emmpochetes avtidpacels £xovv mapatnpndel pe Ta Stadeprikd EUTAacTpa
pBaoTtrypivng: Tapainpnua, Topetia, Letmpévn 6petn, akpateld oVP®Y (GUYVEG), YUYOKIVITIKN
vepdpacTNPOTNTA (O)L GLYVEG), EpLONUA, KVId®OT, KVGTIdW, aAAEpYIKN depraTiTIOn (LN YVOCTEG).

O mivakxag 2 deiyvetl T avemBounTes avTidpAcELS TOV avaPEPINKAY 08 KAMVIKES HEAETES TTOV
deEnydnkav oe acbeveic pe dvola mov oyetiletal pe vooco tov Parkinson ot omoiot Eékavav Bepameio

LLe rivastigmine Koy axio.

MMivaxkog 2
Awrtapayéc Tov peTafolopod Kot TG
Opéymg
2oyvEc Mewopévn 6peén
Yuyvég Apuddtmon
Yoyuatpikég dratapayég
2oyvEc Avmvia
Zoyveg Ayxog
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XoyvEg Avnovyia
Yuyvég Ontikn yevdaicOnon
2oyvEC Kotdiym
Mn yvooTtéc Emfetikomta
AWTopay£S TOV VELPIKOD GUGTILATOG
[ToAd cuyvéc Tpopog
XoyvEC Z4An
Yuyvég Yrvniia
Yuyvég [Movoképarog
2oyvEC Noéoog tov Parkinson (emdeivaon)
Suyvég Bpadvkivnocia
2UyVvEC Avoxwvmoio
2oyvEc Ymoxwnoia
XoyvEc Xnpeio 000vT®TOV TPOYOV
Oy ovyvég Avotovia
Mn yvooTtég ITAayidtovoc (cuvdpopo Pisa)
Kopowkég owatapayés
Yuyvéc Bpadvkapdia
Oy ovyvég KoAmwn popuapoyn
Oy ovyvég KoAmokotMakog amokAEIoUOG
Mn yvooTtéc 2Hvdpopo voooivtog eiefokopov
Ayyeuokéc owatapayés
2UYVEC Yrépraon
Oy ovyvéc Ymotoon
AWTopay£S TOV YOOTPEVTEPIKOD
GVLOTINOTOS
[ToAvd cuyvéc Noavrtio
IToAb cuyvég "Eperog
XuyvEg Awgppora
Yuyvég Kot\akog movog ko dvoneyio
2uyvéc Yrepékkpion oléAov
AwTopayéc TOV TATOG KOL TOV
AOANQPOp®V
Mn yvooTtég Hrotitido
AwTopayéc TOV OEPRATOS KL TOV
VT0O6PLOV 16TOV
Yuyvég Yrepidpooia
Mn yvootég AMepywn depuatitida (dudyvn)
Ievikéc droTapuyés KO KOTAGTAGELS TNG
0500 yopriiynong
[ToAd cuyvéc [Ttoon
2oyvEC Koénwon kot eEachévion
Suyvég Awotopoayég Tov Padicportoc
Xuyvéc Badwopo Parkinson

H ak6Aovbn emmpdobetn avemBoun evépyeia €xel mapatnpnbel oe po puerétn o acbeveig pe dvola
7ov oyetiletal pe vooso tov Parkinson ot omoiot Ekavay Oepameia pe S1adepuiKd EUmiocTpa
rivastigmine: d1€yepon, (cuyvég).

O mivakog 3 koatoypaeet Tov apliud Kot To T0600To TV 0cdevav amd v idio pedétn 24-fdouddwmv
o€ acbeveig pe dvola mov oyetifeton pe voco tov Parkinson ot omoiot ékavav Oepomeio pe
rivastigmine, pe mpokabopiopéva avemBduTa cLUPALATO To OTTolo UTOPEL VO AVTAVOKAODY
EMOEIVOOT TOV TOPKIVGOVIKOV GUUTTOUATOV.



Mivaxag 3

[IpoxkaBopropéva avemOounta soppapatoe to omwoia Rivastigmine | Ewkoviko6 @dppoxo
UTOPEL VO AVTAVOKAOVY ETLOEIVOON TOV n (%) n (%)
TAPKIVEOVIKOV CUUTTORATOV 6€ 0.00eveis pe dvora

mov oyetileTon pe ™ voco Tov Parkinson

YHvoro acBevav mov pedethOniay 362 (100) 179 (100)
Yhvoro acBevav e mpokabopiouévec ALE. 99 (27,3) 28 (15,6)
Tpdpog 37 (10,2) 7(3,9)
MMtoon 21 (5,8) 11 (6,1)
Noécog Tov Parkinson (emidetvmon) 12(3,3) 2 (1,1)
Yrepékkpion GlELov 5(1,4) 0
Avokivnoio 5(1,4) 1(0,6)
[Mopxiveoviopoc 8(2,2) 1(0,6)
Ynoxwnoia 1(0,3) 0
Alotapoyéc Kivnong 1(0,3) 0
Bpoadvkivnocia 9(2,5) 3(1,7)
Avctovia 3(0,8) 1 (0,6)
Mn @uctoroykds Pnpatiopos 5(1,4) 0
Mvikn dvokapyio 1(0,3) 0
Awotapoyn 1coppomiog 3(0,8) 2(1,D
MvookereTikn dvoKapyio 3(0,8) 0
Piyn 1(0,3) 0
Kwnrikn dvchettovpyia 1(0,3) 0

Avapopd mhavoAioyovueveov ovemfounTwv evepyELdV

H avagopd mboavoroyobuevov avemBOunTomv evepyelmv PETA amd T Yopnynon &delog KukAopopiog
TOL QUPUAKEVTIKOV TPoidvTog eivar onpovtikng. Emitpénet ) cuveyn mopakorovdnon e oyEong
0PEALOVG-KIVODVOL TOV QUPHOKEVTIKOD TPOTOVTOC. ZNTEiTaL 0O TOVG ETUyYEAUATIEG LYElNG VO
aVAPEPOVY OTOLECONTOTE TIHOVOLOYOVUEVES OVETIBVUNTEG EVEPYEIEG LEGH TOV EBVIKOV GUGTAUATOG
avapopdg mov avaypdeetat oto [Hapdptnua V.

4.9 Ynegpdocoroyia

ZUURTAOULOTO
Ta meprocdTEP TEPIOTATIKG TLYOIAG VIEPPAGTC TNG S0G0AOYING dEV GVVOOEVOVTAV LE KAVIKA onpeio

1 CUUTTONOTO, EVO GYEOOV OAOL 01 UTAEKOEVOL 0oDeveig cuvéyioay T Bepameia e rivastigmine
24 mpeg PETA TNV LVIEPPacn NG d0coAOYING.

"Exer avapepbel yohvepykn To&ikoloyio L LOVOKAPIVIKA GUUTTMLOTO T OO0 TOPATPOVVTOL LE
petpiov Pabpov NANTNPLAcELS OT®MG POoT, £y, TENTIKES O10TUPAYEC CVUTEPIAAUPAVOLEV®Y TOV
KOIAMOKOD AAYOVG, TNG VAVTIOG, TOL EUETOV Kot TNG d1dppotag, Tng Ppadvkapdiog, Tov BPoyyocTacuon
KoL TOV 0VENUEVOV BPoyyIKOV EKKPIcE®V, TNG VITEPLOP®GING, TNG 0KOVGLOG 00PN ONG KON
aPOSEVOTG, TNG dAKPHPPOLAS, TG VITOTACTG KOl TNG VIEPEKKPLIONG GLEAOV.

e meP1o60TEPO COPAPEG TEPUTTOGELS UTOPEL VO, AVOTTUYHOVV VIKOTIVIKEG EMOPAGEIC OTMG LVTKN
aduVaLio, 0KOVGLEG PVTKEG CUOTIAGELS, KPIGELS KOl OVOTVELGTIKT AVOKOTY| e Thavn potpaio EkPao.

Emnpocheta £xovv mapovsiactel pHeTd tnv KukAogopio Tov TPoidvTog meptotatikd CAANG, TPOHOVL,
KEQAAAAYIAG, VTIVNALOG, GLUYYVTIKNG KATAGTUONG, VTEPTOCTG, TOPOICONCELS Kot aicOno KoKovyiog.
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Awryeipion

Agdopévov 611 0 xpovog nuiceiog Long g rivastigmine oto TAdoua givar mepimov 1 dpa Ko
S1apKELD AVAOTOANG TNG OKETLAOYOMVESTEPAGNC Elval TTEPITOL 9 DPES, GE TEPIMTMGELS
UCVUTTOUOTIKAG VIEPSOGOAOYIOG CLVIGTATOL VO [T YopNyEiTal AAAN d6on TG rivastigmine yio Tig
akolovbec 24 dpec. Xe vrepdocoroyia Tov cuvodevETAL Ao Popild vavTio Kot ueto, Oa mpénet va
e€etaletal To evOEYOUEVO YOPTYNONG OVTIEUETIKMY. ZOUMTOUOTIKY Oepameia yio GAAEG avemBOUNTES
avTopacels Oa mpémetl va yoprnyeitatl OTwe amatteitot.

Xe vépUeTpT VIEPOOcOAOYia pmopel va yopnynOet atpomivn. Xvviotdtot apykn doomn 0,03 mg/kg
Beukng atpomivng oe evoopAEPia yopnynon, akoiovBovpevn and endueveg d0celg pe Pdomn v
KAvikn avtomdkpion. H yprion cromolapivng mg avtiddtov dev GuviGTATOL.

5. DOAPMAKOAOTI'IKEY IAIOTHTEX
5.1 ®@oppokodVVOPIKES 1O1OTNTES

DoppokodepamenTikn KaTnyopio: YoxoavoAnTTIKd, ovacTo LN YOAVESTEPUOTS, K®dkog ATC:
NO6DAO03.

H rivastigmine givot évog ovacTtoAéag Tng 0KETLAO-KOL BOVTVPLAYOAIVEGTEPACTG KOPPapLKOD TOTOL,
OV TOTEVETOL OTL SIEVKOAVVEL TN YOAVEPYIKT VELpodaPifact emPpaddvovias TV anotkodounon
TNG OKETVAOYOAMVNG TTOV ATEAELOEPDOVETAL OO OGOVE YOAMVEPYIKOVG VELPOVEC S10TNPOVV TN
AertovpyikdtTd ToVS. 'ETot, 1 rivastigmine evogyetal va £yl BEATIOTIKY OpAcT OE YVOOIUKA
eMeippata yolvepykng necoAdfnong otnv avola oyeti{opevn pe tn voco Alzheimer kot T vOGo
tov Parkinson.

H rivastigmine aAAnAemdpd pe to EVOOHO-GTOY0VG TG oYNUaTi{oVTag GOUTAOKO OUOTOTOALKOD
OECLOV, LIE OMOTEAEGLOL TNV TPOCOPIVY adpavomoinon Tev eviduwy. e veapols vyieic avlpamoug,
pia amwd Tov otdpaTog 060 3 mg peldveL T dpdon g aketvhoyoiwveostepdong (AChE) oto
gykeparovatiaio vypd katd mepinov 40% eviog Tov tpodtav 1,5 @pdv petd tn yopnynon. H
dpaOTIKOTNTA TOL EVIDIOV ETAVEPYETOL GTO OPYLKH TG EMinedn TEPimOL 9 dpeg petd TV emitevén Tov
LEYIGTOL ovaoToATIKOD amoteléopatoc. Xe acbeveic pe Noco Alzheimer, n avaotoln g AChE o610
EYKEPAAOVOTLION0 VYPO amd TNV rivastigmine 1oy d0coe&apTdpevn £0¢ ta 6 mg yopNyYOOUEVT dVO
QOPEC NUEPNGILMG, TTOL Elvarl Kot 1) H€YoTn 060m Tov £xel dokipuactel. H avastodn g dpdong tng
Bovtupvriyoiveotepdong oto eykepaiovmTiaio vYpo 14 acbevav pe Noco Alzheimer pe aywyn pe
rivastigmine ftav opota pe avti g AChE.

Khvikéc Meléteg oty dvota tng vésov Alzheimer

H anoteleopatikdtnTo TG rivastigmine éyel KatadetyOel pe ) xpnon Tpidv aveEdptntov, yio
GLYKEKPIEVOVG TOpELG epyaieimv a&loldynong mov a&loloynOnkay ovd TEPIOdIKA SIUGTAIOTA OTY|
dapkeln TV eEaunviaiov BepanenTiK®V TEPLOSMV. ZT0 EpYOAEin VT CUUTEPIAAUPAVOVTAL: 1
ADAS-Cog (Alzheimer’s Disease Assessment Scale — Cognitive subscale, pio doxipocio pe faon v
omddoon, TOL amoTEAEL LETPO TNG YVOOTIKNG Asttovpyiag),  CIBIC-Plus (Clinician’s Interview Based
Impression of Change-Plus, po mhinpng olkn a&toAdynomn tov acbevoic amd tov wtpd, 6mov
AapBavovot v oYY oTotyela Tov divovon omd To dTolo oL PPovTileL Tov acbevn) kal 1 PDS
(Progressive Deterioration Scale, po a&loAdynon amod to dtopo mov povtilel Tov achevi v
dpacTnplotNTOV TG Kadnuepvng Cmng oTig omoieg cLUTEPIAAUPAVOVTOL 1] TPOCHOTIKN VYIEWVN, N
AYM TPOPNG, TO VIVGILO, Ol SOVAELES TOV VOIKOKVPLOD OTIMG TA YMVLA, 1) SL0TPNoN TNG IKAVOTNTOG
TPOGOVATOMGLOV GTO TEPPAALOV, KABMG Kot 1) GUUHETOYN OF SPAcTNPLOTNTES TOL oYeTiloVTOoN e TNV
KOVOTITA YEPIGLOV XPTLAT®V K.AT.).

Ot aoBeveic mov peretnOnkay eiyov Pabporoyic MMSE (E&étaon EAdyiomnc-Nontknig Katdotaonc)
10-24.
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Ta GUYKEVIPOTIKA OTOTEAEGUATO TTOV AVAPEPOVTAL GTOVG a.60eVEIG 01 010101 EMESEIEAY KAMVIKDG
ONUOVTIKT] AVTOTOKPLIOT], OTWG QVTA TPOEKVYOV OO TIG 2 HEAETEG e EVTPOCAPUOGTY H0GOAOYIR OTd
T1¢ 3 PBacikég TOAKEVTPIKES PedETeS ddpkelag 26 efdopnadmv oe acbeveic yio TV o Eog peTping
cofapn dvola eni vooov Alzheimer tapovcialovtarl tov topakdto [Mivaxa 4. KAwvikd onpoavtiky
Bedtioon o avtéc T1g pedétec opiotnke a apriori @¢ 1 Peltioon og TovAdyioTov 4 ornueia otV
ADAS-Cog, Bertioon otnv CIBIC-Plus 1 tovidyiotov 10% BeAtioon ot PDS.

Emunpdcbeta, évog petémeita opiopoc g avtamdkpiong napovotdletal atov idto mivaxa. O devtepog
OPLOHOC TNG avTamokplong Tpobmobétel Pedtimon o 4 onueia 1 tepiocdtepa oty ADAS-Cog, kopid
emdeivoon otnv CIBIC-Plus kot kapud emdeivaoon ot PDS. H péon mpaypatikn nuepnota 66on yio
OVTOVG TTOL OVTOTOKPIVOVTAL GTNV Opade TV 6-12 mg, cOUE®VA Pe AVTOV TOV 0picud, tav 9,3 mg.
Eivar onpavtikd va onpetndel 6t o1 kKAipakeg Tov ypnoyomomdnkay g avtv Ty £voeén
TOWKIAAOVV KOl AUEGEC GVYKPICELS TOV ATOTEAEGLATOV Y10 SIUPOPETIKOVG BEPATEVTIKOVE TAPAYOVTES
dev €yovv 16yD.

Mivaxog 4
AcOgveig pg KMvikd onuovtikn avrarokpion(%)
Ipd60eon yra Ocpancia Ae€ayoyn televtaiog
TaPOTPNONG
Métpo avramokpiong Rivastigmine | Ewkovik6 | Rivastigmine | Ewkoviké
6-12 mg PaPLOKO 6-12 mg PaPROKO
N=473 N=472 N=379 N=444
ADAS-Cog: Beltioon oe 2 HA* 12 Q5% & 12
TovAdyiotov 4 onueia
CIBIC-Plus: BeAtioon 20%** 18 32H** 19
PDS: BeAtimon TovAdyioTov KoTd 26%** 17 30x** 18
10%
BeAtimon tovAdyiotov oe 4 onueio 10* 6 12%* 6
ot ADAS-Cog yopig emdeivmon
ot CIBIC-Plus kat otn PDS

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

Khwvicéc uehétec otnv dvowa mov oyetileton pe tn voso tov Parkinson

H oanoteleopatikdtnTa TG rivastigmine otnv dvota wov oyetiletat pe tn vocso tov Parkinson éxet
amodelytel o€ pa 24-gfS0UAd®mY TOAVKEVTPIKT], SITAN-TVEAT, EAEYYOUEVN UE EIKOVIKO PAPLOKO
apyikn HEAETN Kol oty avolyth 24-eBdouddwv edon eméktaong tg. Ot acbeveig mov cvppeteiyav o
avtn T perétn giyav padporoyioc MMSE (E&étaom EAdyiotng-Nontuig Katdotaong) 10-24. H
OTOTELECUATIKOTNTO £XEL ATOOELYTEL UE TN YPTOMN dVO aAveEEUPTNTOV KAIUAK®V 01 0TT0ieg
a&10A0Y0VVTOV GE TAKTA YPOVIKGA S0GTHLOTA KATA TN S1dpKeLd TG 6-punvng meplddov Bepaneiog 0Tmg
eaiveton otov [livaka 5 mapakdtm: to ADAS-Cog, n HETpNo™N TG YVOOTIKNG AElTovpying kot
ovvoAkn pétpnon ADCS-CGIC (Alzheimer’s Disease Cooperative Study-Clinician’s Global
Impression of Change).

Mivaxog 5
Avowo Tov oyetileTan pe ADAS-Cog ADAS-Cog ADCS-CGIC ADCS-CGIC
11 véoo Tov Parkinson Rivastigmine Ewkoviké Rivastigmine Ewoviko
QOPLUKO QOOPLAKO
ITT + RDO alinBuopdg (n=329) (n=161) (n=329) (n=165)
Méon Ty avagopdg £ SD | 23,8 £10,2 24,3 £10,5 Agv gpapudletan Agv
Méon adhayn oTig epapuoletal
24 gfdouadeg £ SD
2,1 £8,2 -0,7+£75 38+14 43+1,5
Al0Qpopd TPOGUPHOGLEVG 2,88! Agv gpapudletan
Oepameiog
p-value £vovTi £1KOVIKoD <0,001" 0,007°
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QopUEKOL

ITT - LOCF min0vopéc (n=287) (n=154) (n=289) (n=158)

Agv
epapuoletat
3,7+1,4 43+£1,5

Méon Ty avagopag +SD | 24,0+ 10,3 24,5 +£10,6 Agv epappdletan

Méon aArayn oTig
24 efdouddeg = SD

2,5+8,4 -0,8+£7,5

Al0Qopd TPOCAPLOGLEVTS 3,54 Agv gpapudletan

Oepameiog

p-value &vovTt £1kovikoD <0,001" <0,001°

QopUAKOL

" ANCOVA pe 0 Ogpansio. ko T xdpo. ¢ mopdyoveg kat thv apyikn tip ADAS-Cog og
ooppetafAntotnta. Mo Oetikn aAdayr vrodeikvoel Bertioon.

? TTopovsiéalovton ot pEGeS TIHES Yo Sievkoivvon. H avéluon tomv katnyopikdv Sedopévav
TpoypatoromOnke e tn ypnon g dokipaciag van Elteren

ITT: Intention-To-Treat: [1p60eon yia Oepancio, RDO: Retreived Drop Outs: AvoktnOeiceg
amocvpoelg, LOCF: Last Observation Carried Forward: Televtaio mapotipnon mov tpowdndnke

[Mapdro mov 1 Bepamevtikn dpdomn anodeiydnke oe 6o Tov TANOLVGUO TNG LEAETNG, TO OESOUEVA
VTOONADVOUV OTL TO LEYOADTEPO BEPATEVTIKO UTOTELECLLO GE GYECT] LE TO EIKOVIKO QAPLLOKO PAVIKE
oTNV vokaTnyopio achevav pe pétpio dvota mov oyetileTon pe voco tov Parkinson. Opoing o
UEYOADTEPO BEPATEVTIKO AMOTEAEGLO TOPATNPNONKE GE AVTOLG TOVG AcHEVEIC e OTTIKEG
nmapacOnoeig (BA. [ivaka 6).

Mivaxog 6
Avoua tov oyeTileTon pe ADAS-Cog ADAS-Cog ADAS-Cog ADAS-Cog
voco tov Parkinson Rivastigmine Ewoviké Rivastigmine Ewkoviké

QOPLUKO QOPLUKO
AcOgveig pe ontikég AcOeveig yopic omTikég
napaicOnoelg naparcOncseig

ITT + RDO wAn0vopog (n=107) (n=60) (n=220) (n=101)
Méon Ty avagopdg £ SD 254+£99 274+£10,4 23,1+10,4 22,5+10,1
Méon odhayn oTiC
24 eBdouddeg + SD 1,0 +£9,2 -2,1+83 2,6 7,6 0,1 +6,9
A0POPE TPOGAPUOGHEVIC 4,27 2,09!
Oepomeiog
p-value évavti gikovikov 0,002! 0,015"

PUPUAKOV

AocOgveig pe pétpra voro
(MMSE 10-17)

AcOeveic pe mao avola
(MMSE 18-24)

ITT + RDO aAn0vopdg

Méon Ty avagopdg £ SD
Méon aAlayn oTig
24 gfdouddec = SD

(n=87) (n=44)

32,6 +10,4 33,7+10,3

2,6+ 9,4 18+72

(n=237) (n=115)

20,6 +7,9 20,7+7,9

1,9+7,7 -02+£75

Al0Qpopd TPOCAPHOCLEVG
Oepameiog

p-value évavrtt elkovikon
POPUAKOV

473!

0,002!

2,14

0,010!

" ANCOVA pe m Oepomeio kar ) xdpo. o¢ Topdyovteg kat v apyiky iy ADAS-Cog g
cupupeTafAnToTNTa. Mo BeTik| odhayn vrodetkviel Pertioon.
ITT: Intention-To-Treat: [1pdOeon yio Oepoameio, RDO: Retreived Drop Outs: Avaxtnbeiceg

OTOGVPGELS
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O Evponaikoc Opyaviopuog Gapudkmv Exel SOGEL amaAloyn and TNV LIOYPEMST VIOBOANG TV
OTOTEAECUATOV TV PLEAETMV LIE TN rivastigmine o€ OAEG TIG VTOKATIYOPIEG TOL TOUSLATPIKOV
mAnBvucpov oty Oepaneio g dvolog Alzheimer kat dvolag o€ acOeveic e 1610mabn vOGo Tov
Parkinson (BA. mapdypago 4.2 yio TANPOQOPIEG OYETIKA UE TNV TOUSLOTPIKN YPNoM).

5.2 @oppokoKivnTIKES 1O10TNTES

Amoppoonon

H rivastigmine amoppo@dtot Toy€we Kot TANP®G. Ot HEYIGTEG GUYKEVIPDOGELS TNG GTO TAAGLLO
gmrtvyydvoviot evtog 1 dpag mepimov. Q¢ amotéhecya TG aAANAERIOpaog TG rivastigmine pe 1o
évlopo-otoy0, n avénon g Prodiabdecyuotntog ivar avénuévn katd nepinov 1,5 popd og chykpion
pe exeivn mwov avoapévetor pe faon v avénon g d06onc. H andAvtn Prodiobeoiudtra votepa amod
pia d6om tv 3 mg etvon mepimov 36% £13%. H yopnynon rivastigmine pali pe to poyntd kabvotepel
™V omoppOPNoN (tmax) Katd 90 Aemtd, evd petdvel TV Cmax Kot avéavetl v AUC katd mepinov 30%.

Katavoun
H mpoteivikn déopevon g rivastigmine gival € 1060010 mepimov 40%. Alanepvd e0KoAN TOV

OLUOTEYKEPAAIKO QPAYUO Kol £XEL PUVOUEVIKO OYKo Katavoung petaéd 1,8 ko 2,7 1/kg.

Buoustaoynuotiopuog

H rivastigmine petafoiiletor Toyéwe kot ektevag (povog nuioeiog Long oto TAdoua tepitov 1 dpa),
Kuping LEcm VOPOAVONG UE LEGOLAPNGT YOAVEGTEPAGNG, TTPOG TOV ATTOKOPPUUVAIOUEVO LETAPOALTT.
In vitro, o PETOPOAITNG QVTOG AVAGTEALEL TNV OKETVAOYOAVESTEPAGT GE TEPLOPIGHEVO Pabud (<10%).

Bédioet peketdyv in vitro, 6ev avOUEVETOL QOPLAKOKIVITIKY] OAANAETIOPACT] LE PAPUAKEVTIKE TPOIOVTOL
7ov petaforifovrar and ta axkolovba 1ooévivua kutoypopdtov: CYP1A2, CYP2D6, CYP3A4/5,
CYP2EL, CYP2C9, CYP2C8, CYP2C19 1 CYP2B6. X0upwva pe gvdeifelg and peléteg mov £yvav
o€ mepapatolma, ta peilova twoévivua tov Kutoypdpotog P450 ehdyiota evéyoviatl 610
petafoiiond g rivastigmine. H olikr ké0apomn tng rivastigmine and 10 TAGGHO HTOV TEPITOV

130 I/h petd v evooeréPua xopriynom 66omng 0,2 mg, eved peiwbnke og 70 Vh petd v evoopiéfia
xopfiiynon d6ong 2,7 mg.

Amofoin

210, 00pa. 0V avevpiokeTal AUeTAPAN TN rivastigmine. H veppikn amékkpion Tov petofortdv givor
Bootkn 086¢ amopdkpuVeng Toug. 'Yotepa amd T xopiynon rivastigmine padiosmonpocpévg pe *C,
1 AMEKKPLoT amd TOVG VEPPOVS TV TOXELD KOl 0VoIAGTIKA TANPNG (>90%) eviog 24 wpmv. [Tocootd
yxapmAotepo amod to 1% g xopnyovuevng 60ons amekkpivetan ota kOmpava. Agv mapatnpeiton
GLOCMPEVOT TNG rivastigmine 1 Tov amokapPapviiopévon petaforitn g oe acbeveic pe Noéco
Alzheimer.

Mio TAnBvo oK POPUOKOKIVITIKY avaAvoT KaTESEIEE OTL 1) YPNOT VIKOTIVIG QVEAVEL TNV OO TOV
oTouaTog Kabapon g rivastigmine kotd 23% oe acbeveig pue voco Alzheimer’s (n=75 komvioTég Kot
549 un xomvieTtég) Emetto amd SO0EL rivastigmine omd TOL GTOUATOG KOWakiov Emg kot 12 mg/Mmuépa.

Hluxwwopévog minBuoudc

MolovoTti | frodiabesyuotnTa TG rivastigmine givor LeyoADTEPT 0 NAMKIOUEVOLG PO GE VEAPOVG
vyelg eBedhovtécg, nehéteg o acbeveig pe voco Alzheimer niikiog peta&d 50 kot 92 etdv dev €de1&ov
petaBoAin g ProdiabectudTnTog pe Ty nAKia.

Befapnuévn nratikn Aettovpyio

H Cmax g rivastigmine ftov nepimov 60% vynidtepn kot AUC g rivastigmine ftav
VIEPOITAAGLO GE ATOUN LE NI £0C PETPLA EMPAPVVON TN NTATIKNG AELTOVPYING amd OTL 6€ VY
dTopa.
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BeBapnuévn veppikn Aettovpyia

H Cmax xou  AUC g rivastigmine ntov vepdmAdoleg oe dropa pe pérpra emPdpouvorn e
VEQPIKNG Agttovpyiag cuykpvopevn pe vy dropa. Iaviog dev mapatnpndnkav aiiayéc otn Cmax
ka1 ot AUC g rivastigmine o€ dtopo, pe cofapn exifapouvon tng veEPPIKng Aettovpyiog.

5.3 Ipoxivikd dedopéva Yo TNV 0.6QALELN

Meléteg T0EIKOTNTOC EXOVOLAUPOVOUEVOV dOGEMV GE EMIUVES, TOVTIKOVG KOl GKDAOVG AITOKAAVY OV
LUOVO EMOPAGELC GUVOEOUEVEC e VITEPPOAIKT] QAPLOKOAOYIKT dpdor). Agv TapoatnpnOnke kapio ToEikn
dpdion 610 Gpyavo-otdHy0. ZT1g HEALTEC G TTEPALATOL®O OV EmTELYON KAV TO TEPIODPLO AGPAAEING
®¢ Tpog TV avlpdmvn €kBect, AOY® NG VAIGHNGIOG TOV TEPAUATIKOV LOVTELMY TOV

PN OOTOM ONKAV.

H rivastigmine dev &iye petorlha&loyovo dpdon o€ o oelpd omd TUTIKES SOKILAGIEG in Vitro Kol in
vivo, pe povn eaipeon pio SoKILOGiN YPOUOCOUATIKMY EKTOTIDV TOV £YIVE GE AVOPOTIVO, TEPLPEPTKA
Aepgokvttopa, og doon 10* popég peyaldtepn amd ™ péyiom khvikn ék0son. H in vivo Soxyacio
piKpomupvev ftav apvntikn. O koprog petaforitng NAP226-90 dev topovcioce emxiong dSuvapikod
YOVISL0TOEIKO TN TOG.

Agv Bpédnkav evdeifelc kapkivoydvou dpaons o€ HEAETEC TOL £YIVAY GE TOVTIKOVG KOl ETXIHVES [LE TN
UEYIOTN aveKTn dO0M, ToPOAO oL 1) £kBeon oTn rivastigmine kot Tovg PeTAPoAiTES TG TV
xopmAotepn oo v €kbeon otov dvBpwno. Otav £ytve KAVOVIKOTOINGT MG TPOG TNV EMLPAVELD
oMUOTOG, 1 £KkBeoT G rivastigmine Kot TOVG LETAPOAITES TNG NTAV TEPITOV 160OVVALT TPOG TN
UEYIGTN CLUVIGTAOUEV MUEPNOLO dOOM Yia ToV GvOpmmo, Tov gival 12 mg/Mmuépa. [avimg, o€ chykplon
pe T péytotn doom otov dvBpmmo, exeivn mov emitebydnke oT0 TEPANATOLM®A TV TEPITOV
eEamidoia.

Y10 melpopatolma, 1 rivastigmine S10mEPVA TOV TAOAKOVVTO KO aekKpiveTal oto yodo. Meléteg pe
OtO TOV GTOUNTOG YOPTYNON O KLOPOPOVVTES BNAvKog emipveg Kot KOVIKAOVG dev £dwaav eVOEIEELS
mOAVNG TEPATOYOVOL dpdiomg Tng rivastigmine. Xe ond TOV GTOUATOG HEAETES LLE APCEVIKOVE KOl
OnAvkovg enipveg, dev TapatnpRONKav EMOPACEIC TG rivastigmine 6T YOVILOTNTO 1) TV OVATTLUEN
TOV EUPPVOV ElTE GTN UNTPIKT] YEVEQ E1TE GTOVG ATOYOVOVG TNG.

e o LEAETN pe KovikAovg TovTomomOnke 1 dSuvnTikodTNTU EVOG NTTLov £pedicov oTa
patia/Brevvoydvoug tng rivastigmine.

6. OAPMAKEYTIKEX IAHPO®OPIEX
6.1 Koataroyog ekdoyomv
Rivastigmine 1 A Pharma 1,5 mg oxAnpd xonydxio:

Kéleog koyakiov:

- Zeghativn

- Awo&eidro tov tiraviov (E171)

- Kitpwvo 0&eidio tov cdnpov (E172)

[Tepreydpevo kayaxiov:

- M1KpoKpOOTOAMKT KOTTAPIvN
- 2TE0TIKO LAYV G0

- YrpoueAroln

- Avodpo KoAL0EWES TLPITIO

Melévi TUmOUATOG:
- Koppea Adxkog
- EpvBp6 0&eido tov aidmpov (E172)
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Rivastigmine 1 A Pharma 3 mg ko1 6 mg okAnpa Koo

Kéhvpog xayakiov:

- Zghativn

- Ao&gidio tov titaviov (E171)

- Kitpwvo o&eidio tov cionpov (E172)
- EpvBpod o&eidio tov cdnpov (E172)

ITepiexdpevo kayaxiov:

- MikpokpuoTOAAKY KOTTOPIVY
- 2Te0TIKO HLoyViiolo

- Ynpopehholn

- Avodpo KOALOEDEG TLpiTIO

Melavt TVTOROTOG:
- Koppea Adxkog
- EpvBpod o&eidio tov aompov (E172)

Rivastigmine 1 A Pharma 4,5 mg cxinpd Koyakio:

Ké\opog koyaxiov:

- Zehativn

- Aoégidio tov titaviov (E171)

- Kitpwo o&eido tov ciompov (E172)
- EpvBpo 0&eido tov audnpov (E172)

[Tepreyopevo kayaxiov:

- MiKpoKpUGTOAAIKY KOTTOPTIVT
- 2Te0TIKO LLOYyVIGl0

- YrpoueAddln

- Avodpo KOALOEDEG TVpiTIO

Melavt ToTdPHOTOC!
- Koppea Adxkog

6.2

Aw&eido tov tiraviov (E171)

Acvpfoatotnreg

Agv gpapudletar.

6.3

Avdpkera Long

5 ypovia.

6.4 Iowitepeg mpo@urdéers katd T @OLAEN TOV TPOIOVTOG
Mn gpuAdooete og Oeppokpacio peyoarvtepn tov 30°C.

6.5 ®VoN KUl GVOTUTIKA TOV TEPLEKTT

- Yvokevacio KOWEANG, and dtapovég PVC, pe 14 oikhnpd koywakio Tov KOADTTOVIOL Ao AETTO
@OAAO pmAe ypodpatoc. Kabe kovti mepiéyet 2, 4 ) 8 koyéhec.

Mmropei va. uinv KoKAOPOPOVY OAEG Ol GLUGKEVAGIEC.
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6.6 Iowitepeg Tpo@LAAEELS amOpPLYNG

Koapia €101k1| vroypéwon.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

1 A Pharma GmbH
Industriestral3e 18
83607 Holzkirchen
Teppovia

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

Rivastigmine 1 A Pharma 1,5 mg oxAnpd xonydxio.:
EU/1/09/585/001
EU/1/09/585/002
EU/1/09/585/003

Rivastigmine 1 A Pharma 3 mg oxAnpd xoydiio.:
EU/1/09/585/005
EU/1/09/585/006
EU/1/09/585/007

Rivastigmine 1 A Pharma 4,5 mg oxAnpd koydxio:
EU/1/09/585/009
EU/1/09/585/010
EU/1/09/585/011

Rivastigmine 1 A Pharma 6 mg oxAnpd xoydiio.:

EU/1/09/585/013

EU/1/09/585/014

EU/1/09/585/015

9. HMEPOMHNIA ITIPQTHX EI'KPIXHX/ANANEQXHY THX AAEIAX
Hpepopnvia mpotng €ykpiong: 11/12/2009

Hpepopnvia mpdtng avavémong: 19/08/2014

10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

Aemtopepeic TANPoPOpieg Yo TO TOPOV PAPUOKELTIKO TPOIOV givar dlabéciueg aTov SikTvaKO TOTTO
tov Evponaikod Opyavicpov Goppdkwv: http://www.ema.europa.eu.
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1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Rivastigmine 1 A Pharma 2 mg/ml técipo oidAvpa

2. MOIOTIKH KAI ITOXOTIKH LYNOEXH
Ka0e ml mepiéyet rivastigmine hydrogen tartrate wov avtiotolyei oe 2 mg rivastigmine.

"Exd0y0 pe yvootr dpdon
Ka0e ml mepiéyel 1 mg Bevloikod vatpiov.

I'a tov mAnpn Katdloyo tov exddymv, PA. Tapdypapo 6.1.

3. ®APMAKOTEXNIKH MOP®H
[Toc1po ddAvpa.

Awowyég, xitpvo dtdivpa.

4. KAINIKEX ITAHPO®OPIEX
4.1 OgpamevTikég evositelg
Yvuntopotiky Bepareia Nmog oc pétprag Paputnrtag dvotog Alzheimer.

Jopntouatikn Oeponeio oG £oc péTprog Papvtnrag dvolag o acbeveic pe 1domabn véso Tov
Parkinson.

4.2 Aocoloyia kol TPOmTOG YOPIYNONG

H évap&n kou n emifreym g Oepanciog Oo mpémel va yivetar omd 1atpd e eumelpio ot d1Gyvmon Kot
OepamevTikn| ovTpueT®mIon g dvolag Alzheimer 1 tng dvolag mov oyetileTon pe Tn vOGO TOL
Parkinson. H 816yvmon Ba mpémet va tiBeton cOppova pe Tig 1oybovces Katevhuvtnpleg odnyies. H
yopnynon Bepamneiag pe rivastigmine Oa tpémet va apyilel povo epdsov vdpyel KAmolo dTopo mTov Oa
@povtilel Tov aoOevi kat Oo ETOTTEVEL TAKTIKA TN AW TOL QUPUOKEVTIKOD TPOTOVTOG 0d aVTOV.

Aocoloyia

To méoo dddvpa g prpactiypiving Oa Tpémetl va yoprnyeitol SVO OPEG TNV MUEPA, LE TO TPOYEVLOL
Kot to Bpadvo yebpo. H mocodtnto S1oAdpatog mov et opioet o yotpog Oa mpénet va apatpeitot amd
ToV mEPLEKTN Ue TN Pondeta TS SoGUETPIKNG cvptyyag Tov Tapsyetal pall. To mdéoio didivpa
rivastigmine propei va katamofel on’ evbeiog amod tn ovpryya. To mdco diddvpa rivastigmine Kot ot
KéyovAeg rivastigmine PTopovV va eVOAALAGGOVTOL 08 i6€G 0OCELG.

Evopxtiplo d6on
1,5 mg 600 popég nuepnoing.

Ipocdiopiopodg d6ong

H evapktipia 860 givar 1,5 mg dvo gopég nuepnoimg. Av 1 6661 avtn yivel KaAd ovekTn VOTEPA
oo ToLVAdyIoTOV 0V £Pfdopddeg Bepameiag, 1 docoAoyia pumopel va avénbei oe 3 mg 600 Popég
nuepnoing. Aeov dtatnpnbel o avtd T0 H060L0YIKO eMinedo enl TOVAGYIGTOV 2 BSOAdES, PLmopEl va.
e€etaletal To evoeyOUEVO d1adoYIKNG avénong o€ 4,5 mg Kot akoAovbmg o 6 mg dVO POPEG
Nuepnoimg, epdcoVv gival KaAi N avoyn otV Tepovceo dOoM.
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Edv mapoatmpnBovv avemBounteg avtidpacelg (.. voutio, EUETOC, KOMOKO GAYOS 1} ATdAELN
opekng), peimon Papovg 1 emdeivoon TV EOTVPASIKOV CUUTTOUAT®V (T.)Y. TPOLOG) o€ acbeveig
pe avota ov oyetiCeTon pe voéso tov Parkinson katd ) didpketa e Oepameiog, avtéc evosyetot va,
VIOY®PNOOLY OTaV TOPoAEIPOEl pia 1| TeplocoTEpE; dooels. Edv eppévouv, 1ote 1 nuepn oo d6om
TPETEL TPOSM®PVE VoL LELBEl 6TO APESMG TPOTYOVUEVO HOGOA0YIKO ETITESO OV £YIVE KOAN OLVEKTO N
va dtakomei 1) Oepameio.

Adon cuvinpnong

H anoteleopatikn d6om givatl 3 €éwg 6 mg, dvo popég npepnoing. ['a v enitevén Tov péYIoTOL
OepamenTikon opélovg, ol acbeveig Oa mpémel va dotnpovvTal ot HEYIOTN KOAG avekth d06on. H
GLVIGTAOUEVN UEYLOTT NUEPNOLO SO0 Elvar 6 mg 600 POPES NUEPTOIMG.

H Bgpancio cuvtipnong umopei va cuveytobei yio 660 dtdotnpo veapyel OepoamevtiKd dQeA0G Yio TOV
acBevn]. o To Ady0 awTo, T0 KAVIKO O0QELOG TG rivastigmine O TPEMEL va EKTILATAL EK VEOV avdL
TAKTA YPOVIKA SLCTHUATA E01KA 6TOVG acBeveig Tov Aappdvouv d0celg HikpoTepes amd 3 mg, 600
@opég nuepnoing. Edv petd and 3 punveg Oepameiog e T 8001 GLVTHPNONG 1 LEIDMOT TNG GLYVOTNTOG
TOV GCUUTTOUATOV Gvolag oev £yl petafAndel tkavoromrikd, 1 Oepamneio Oo wpémetl va drakomel. Oa
npémel emiong va AapuPavetarl v’ Oy To evOEXOUEVO TNG dloKOTNG TG Bepameiag, epdcov dev
@aivovtal mAéov evoeitelg BepamenTikng dpdonc.

H atopwn avtamdkpion ot rivastigmine dev pmopei va tpoPfrepdel. Qotdc0, avénpévo Bepamevtino
amotédecpa elyxe pavel og aobeveic e vooso tov Parkinson pe pérpia dvota. Opoimg peyaidtepo
opeloc €xel mapatnpnbei oe acbeveig e vooo tov Parkinson pe ontikég mopaicOnoeig (PA.
Topaypapo S.1).

Agv &xel peletnBet to amotérecua g dpdong o ereyyoueveg évavtt placebo pedéteg ddpretog Tvem
omd 6 pnvec.

Eroavévapén the Oegpameioc

Edv n Bepomevtikn aywyn dokonel Yo meptocdtepeg amd Tpelg uépeg n emavévapén Oa mpémet va
yiveton pe 1,5 mg 600 popég nuepnoing. O tpocdioptopodg g d6ons Oa mpémetl va yivetal 0Tmg
TEPLYPAPETAL TTLO TAV®.

Neppwn| Kot nratikn dveiettovpyio
Agv amarteital Tpocapoyn e Socoroying yio aceveic pe o ¢ HETPLOL VEPPIKN 1 NTOTIKA
dvoiettovpyia.

Qo1660, MOy ™G avénuévng £kBeong Bo Tpémel o€ avTd Tov TANOBVGUO Vo TPOVVTUL ETAKPIPOS Ot
GLOTAGELS Y10, TOV TPOGOIOPIGUO TNG SOCTG OVAAOYO LLE TV OTOUIKT AVEKTIKOTNTA, KaODG 01 0oOeveig
HE KAMVIKG CTUAVTIKT VEPPIKT 1 NATIKTY SVCAEITOVPYIO EVOEXETAL VO TAPOVGLAGOVY TEPIGCOTEPEG
docoeapTmdpeveg avemBOUNTES OVTIOPAGELC.

AcBeveig e coPapn NIOTIKN AVETAPKELD OEV EX0VV LeAeTnOEl, OTOGO TO TOGIUO SLGAL LN
rivastigmine pmopel va yopnynOet o€ avtdv tov TANBvopd aclevdv Vo v Tpolindeot oTeVg
mapakorlovOnong (BA. mapaypdpovg 4.4 kot 5.2).

Houdratpicodg tAnduopog
Agv VITapyEL OYETIKN XPTOT TNG rivastigmine 6Tov ToudoTptkd TANOLVoUO Yo T Oepameio Tng vocov
Alzheimer.

4.3 Avtevosielg
H yprion avtod tov eoapuakeuTikod Tpoidvtog avievdeikvuTal o 0oOeVeic [le YVOOT vepevotcncia

0N OpPACTIKY OVGia rivastigmine, 6 GALO KOPPAUIKE TOPAY®YO 1) G€ KOTO0 0td TO EKS0Y0 TOV
ovapEPOVTOL GTNV TTapdypapo 6.1.
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[Tponyovuevo 16ToPIKo aVTIdPAGE®DY TNG BE0TG EPOPUOYNG KATASEIKVOOVTOG TOOVT AAAEPYIKT
deppotitidoa and emopn pe EUmAactpo rivastigmine (BA. mapdypago 4.4).

4.4 E101kég TPoEOOTOU|GELS KUl TPOPVAGEELS KATA TN Ypiom

H ovyvomta kot coPapdtnta Tov avemboumtov ovTidpacemy avEAveL YEVIKE LE TIG LEYOADTEPEG
d6c¢ig. Edv 1 Bepamevtikn aymyn| dtakonel yio mepiocdtepes omd Tpelg HEPEC N emaveévapln Ba mpémet
va yivetal pe 1,5 mg dvo popég nuepnoimg dote va pelmbel n mbavotnta epedvions averbountov
EVEPYELDV (T.Y. TEPLOTATIKO EUETOV).

Me 1o éumhactpo rivastigmine evoéyeTal va eKONA®OOHV depUOTIKEG avTIopacElg BEong papuroyng, ot
omoieg ovvifmg eivan Nmag 1 pétplag Evraons. Ot avidpacels auTég dgv amoTeLoVV 0’ €0VTOD TOVG
évodelEn vepevatctnoiag. Qo1dG0, 1 YPNOT TOV EUTAAGTPOL rivastigmine HTopel vo TPOKOAEGEL
oAAepyIKn OeppaTiTION OO ETAQT|.

e mepinton e£Animong TV avTidpdoeny BEonc papuoyng tépa amd to pEYEBog Tov EUmAacTPoL 1
evdei&emv mo vtovg Tomikng avtidpaong (m.y. eEamhovpevo epudnua, oidnua, PAatideg, kKuotidwn) 1
KOO €AV TO GUUTTONOTA OV TOPOVGLALOVY GNUOVTIKY PedTimon evtog 48 mpdv petd v aeaipeon
TOV EUMANGTPOV, TPEMEL VO EEETALETOL TO EVOEXOUEVO AALEPYIKNG SEPUATITIONG OO ETOPT. L€ AVTEC
TIC MTEPIMTMOELS, TPEMEL Va. dlakomteTon 1) Oepamneia (PA. Tapdypopo 4.3).

Aocbeveig, o1 onolol mapovoldlovy avtidpacels TG BE0NG EPAPLLOYNS TOV VTTOINAMVOLY AAAEPYIKT|
depuatitidon amd emaen Le EUTAOCTPO rivastigmine Kot ot omoiot e&axorovBovy va ypetdloviat
Oepamneio pe rivastigmine, Oa Tpénet vo petofodv og amd Tov oTdHaTOC Oepaneia pe rivastigmine povo
UETE 0o o apvnTiKn Sokipacio aAlepyiog Kot KAT® amd oTevn 10Tpikn Tapakorovnon. Eival
mBavov pepikol acOeveic evaicOnromompuévor otny rivastigmine petd and ékbeon ce EUTAAGTPO
rivastigmine vo unv propovv va Adfouv rivastigmine e oroladNToTE LOPPT.

"Exovuv yivel omdvieg avapopés Petd tnv Kuklogopia yio acteveic o1 0moiol AVIWETOTIONV OAAEPYIK
deppatitidoa (YEVIKELUEVT])) KATA TNV YOpNyNomn rivastigmine, ave&opTtinTog TG 0000 yopnynong (amd
TOV GTOMOTOG, OOEPUIKY). XE QVTEC TIG TEPMTMOELS, 1) Oepameio O mpémel va dwokomei (BA.
napdypoeo 4.3).

®o mpémel va divovtat o1 KaTaAANAeg 0dNyiec 6TOVE 0G0EVEIC KAl TOVG PPOVTIOTEC.

[Ipocdropiopdg docoroyiag: Apécmg petd tnv avénomn g d0ong £xovv mapatnpn et avemBounteg
avTIOPAGELS (T, VIEPTAOT Kot TapolcOnoelg oe aceveic e dvoto Alzheimer kot emideivaon Tov
eEOMTUPOUISIKOV CUUTTOUATOV, 131aiTEPH TOV TPOUO, e acbeveic e avola mov oyetiletal pe voco
tov Parkinson). [TiBavad pe tn peioon tng d0coloyiag ovTég va vmoxmpovv. e AAAEG TEPMTMOGCELS, 1|
rivastigmine &yet dwakomnei (BA. Tapdypagpo 4.8).

TFaotpeviepikég datapayés, OTmG vavTtio, ERETOG Kot d1dppota ival 6060e&apTOUEVES Kot UTOPEL va
epoavicfovv Wiaitepa katd v Evapén g Bepaneiog /Kot Katd v advénomn tng docoroyiag (PA.
apaypago 4.8). Avtéc ot avemBountec avtidpdoelg eppaviCovial o cvyvd og yovaikes. Ot acOeveic
7OV TOPOVGIALOVV EVOEIEEIC 1] CUUTTAOUATO APLOATWOOTG, AOY® TOPATETUUEVOL EULETOV 1] SLAPPOLUG,
UTOPOVV VO OVTILETOTIGTOLV UE EVOOPAEPLO YOPTIYNOT VYPOV Kol UEI®OT TNG dOONG N dLOKOTN TNG
YOPNYNONG AV SlayvwoTel Kot avTeTomiotel Eykatpa. H apuddtwon uropet vo cucyetiotel pe
coPapéc EMNTOCELG.

Ot acBeveig pe voco Alzheimer umopel va yévouv Bépog. Ot avacTorelg TG AKETVAOYOAVESTEPAOTG,

ocvpmeptAapavopevng g rivastigmine, £yovv cvoyeTIoOel e amdAELD fAPOVE GE AVTOVS TOVG
acBeveic. Katd ) didpkeia tng ayoyng, To Bapog tov acbevoig Tpénel va Tapakoiovdeitat.
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XV nepintmon évtovou gpétov oyeti{opevov pe tn Bepameia e rivastigmine, TPEMEL Vol yiveTal
KATOAANAN TPOGAPLOYN TG OOGOA0YIOG OTMG GLUVIGTATAL TNV TAPAYPapo 4.2. Mepikég TEPITTMGELS
£vTOoVoL gUETOVL GLUVOLAGTNKAV LE PTEN TOL 01c0PaYoV (BA. mapdypago 4.8). AVTEC 01 ekdNADCELG
eaivetatl va mapovotdlovral waitepa PETA amd 0vENGELS TS d0G0AOYING 1 VYNAES HOGELG TNG
rivastigmine.

Amatteital Tpoooyn KoTd T Yop1yNon g rivastigmine ce acOeveic e GOVOPOUO VOGOUVTOG
QAePoOKOUPOV 1 SroTapayEc TG KAPIOKNG ay®@YOTNTOS (PAEPOKOUPO-KOATIKOG ATOKAEIGUOG,
KOATOKOIAMOKOG amoKAEIGHAC) (PA. Tapdypoeo 4.8).

[Mopdtaon Tov dwwotiuatog QT 610 NAEKTPOKAPIIOYPAPTIUA UTOPEL VO ELPOVIGTEL o€ 060EVELS TOV
vroPaAlovtal o€ Bepameia pe opioHEVE TPOTOVTA AVOGTOAE®V TNG YOALVESTEPAONG,
ocvumeptiapPavopévng g rivastigmine. H rivastigmine pmopel va mpoxalécetl fpadvkapdia, 1 omoio
OTOTELEL TOPAYOVTA KIVODVOL Y10, TEPIGTATIKA PUTIO0EO00E TayvKapdiag, Kuping oe acbeveig pe
TOPAYOVTEG KIVOUVOL. ZUVIGTATOL TPOCOYN O 0GOEVEL Ll TPOVTAPYOV 1] OUKOYEVELOKO 1GTOPLKO
mapataong Tov dactipnatoc QTe 1 vymAdtepo kivovvo gppdviong putidoeldovS TayLKOPIING, Yid.
TOPAdELY L0, ACOEVEIG e LN OVTIPPOTTOVLEVT] KOPILOKT] OVETAPKELD, TPOCOATO EPEPOYLLO LLOKOPSIOL,
Bpadvappubuiec, Tpodidbeon yio voKoAlOLio 1} VTOUOYVNGLOLLIC 1] GLYYOPTYOVUEVH POPUOKEVTIKA
TPOIOVTA TOV Eival YvmoTo OTL TPOoKOAOVY Topdtact Tov dactipatoc QT 1i/kat pimidogidn
tayvkapdio. Evoéyeton eniong va amaitnOei kKAvikn topaxorovdnon (HKI) (BA. mapaypdeovg 4.5 kat
4.8).

H rivastigmine evdéyetotl va TpoKOAEGEL ALENUEVES EKKPIGELS YOOTPIKOD 0EE0C. ATOTEITAL TPOGOYN
KOTA TN 0EPATEVTIKT OVTILETOTION 0COEVDV e EVEPYA YASTPIKA EAK 1] €AKT TOL OWMIEKAOAKTLAOL 1)
acfevav mov eppavifovv Tpodidbeon o€ TETO10 VOGS LOTA.

Ot avaotoAeic yolMveoTtepdong Ba TPEMEL VO GLVTAYOYPUPOVVTOL [LE TPOGOYN € acOeVELS e 16TOPIKO
GoOUATOG 1] OTOPPAKTIKAG TVEVLOVIKNG VOCOU.

O1 YOMVOULUNTIKEG EVAOCELG EVOEXETAL VA ETAYAYOVV 1] VO ETLOEWVAOVOLV QOIVOUEVE, OTWS TNV
amoQpacn oVPOPOP®V 00DV KOl TIC EMANTTIKEG KPIGEIS. ZVVIGTATOL TPOGOYT KATE TN OepamevTiKy
OVTETOTIOT 000EVAV e TPod1dheon Y1 avTov Tov €id0VE TAL VOOT|LOTA.

"Eva and ta éxdoyo oto Rivastigmine 1 A Pharma ndéoypo sidiopa givon to Bevoikd vatpro. To
Bevloikd o0&y epebilel o€ o Pabud to déppa, To LATIN Kol TOV DUEVE TOV BAEVVOYOVOD.

H ypnon ¢ rivastigmine oe acBeveig pe Papid dvola Alzheimer 1 pe dvoto mov oyetiletan pe voco
tov Parkinson, d¢AAovg TOmovg dvotag 1 GAdovg TOmovg eacfévnong e wvnung (w.y. oxetillopevn pe
v NAkia eEacBEVNON TOV YVOOTIKOV AEITOVPYLDV) deV £xel diepevvnBel, Kol ETOUEV®MG 1| XPTOT) OF
aVTOVG TOLG 0oeveig dev cuvieTATAL.

Onmg kot o1 GALEG YOAVOUIUNTIKES EVAGCELS, M Tivastigmine Pmopel Vo EMOEVACEL 1} VO ETAYHYEL TA
eEomupopdikd copntopata. ‘Exet topatnpndel emdeivoon (cvunepiapfavopévng fpadvkivnociog,
dvokwvnoiag, avouaiiog oto Badiopa) Kot po avénuévn cvyvotnta 1 6oPapodTnTa Tov TPOLOL G
acOeveic pe avola mov oyetiletan pe voco tov Parkinson (BA. mapdypago 4.8). Avtd To TEPIGTATIKG
001 YNoOV G€ JOKOTN TG rivastigmine o€ PEPIKES TEPIMTMOGELS (). OLOKOTEG TG rivastigmine AOY®
Tov TpOpoL 1,7% évavtt 0% pe eKOVIKO PAPLOKO). ZVVIGTATOL KAVIKOG EAEYYOG Y10 ALTEG TIC
avemouNTeS aVTIOPACELS.

Ewdwdc mAinbuoudc

Ot acBeveic pe KAVIKA GMUOVTIKT VEQPIKT 1] NTOTIKT SUGAEITOVPYIN EVOEYETOL VO TAPOVCIAGOVY
ocofapdtepes avemBountes avtdpaocels (PA. mopaypdpovg 4.2 kot 5.2). Oa mpémet va TnpovvTot
EMOKPIPDOG 01 GLGTAGELS Y10 TOV TPOGIOPIGUO TNG dOOTG AVAAOYA [LE TNV OTOLIKT OVEKTIKOTNTOL.
Acbeveig pue ocoPapn nratikr Svcieitovpyio dev Exovv peketndel. QotoG0, N rivastigmine pumopei va
yopnynOei o€ avtoV TOV TANOLGUO 0GOEVDY Kot amatteital oTEVH TapaKolovOnom.
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Acbeveig e copotikd Bapog kbtm omd S50 kg evdéyetar va mopovcslicovy VIovOTEPEG AVETIHOUNTES
avTOPAcEIS Kot £x0VV TEPLocOTEPEG THUVOTNTEG dloKOTNG TG Bepameing AOym avemBdunTmv
OVTIOPAGE®V.

To Rivastigmine 1 A Pharma wepiéyer Bevloikd drac Kot vatplo

Av16 10 QapuaKeLTIKO TPOioV TepLEyel 1 mg Bevloikov vatpiov og kdbe ml mOGIULOV SHAVUATOC.
AT TO PUPUAKEVTIKO TPOTIdV TTEPLEXEL MyOTEPO ad 1 mmol vatpiov (23 mg) oe kdbe ml wOGILOL
doAvpatog, ival ovtd Tov ovopdlovpe «elebBepo vatpiovy.

4.5 Almiemopdocseig pe GAA0 QUPRUKEVTIKE TPOTOVTOE KoL GAAES pOPPES aAAnAemiopaong

Q¢ avaoToléag YoOMVESTEPAOTG, N Tivastigmine gvOEyETAL VA EVIGYVOEL TN OpACT T®V
LLOYOAOPOTIKMOY TUTTOV GOVKIVUAOYOAIVIC KATA TN O1dpKeELo TNG avalsOnciag. Zuvietdtol Tpocoyn
GTNV EMAOYT TOV aVOIeONTIKGV Tapayovimv. [TiBavr Tpocapuoyn e docoroyiag 1 Tpocwpivy
dwokomn g Bepamneiag, propet va egtacBoiv edv yperaletal.

E¢& attiog Tov @appokoduVoIK®Y TG EVEPYEIDY Kol THOVAOV COPEVTIKMY EVEPYELDV, 1 rivastigmine
dev mpEmeEL va, cuyyopTyEiTOL e GAAES yoAvoUNTIKEG ovaiec. H rivastigmine gvogyeton v, ennpedcel
TN OPAcT TOV AVILOAVEPYIK®DY QUPLOKEVTIKAOV TTPoidvTwv (T.y. o&vPovtuvivn, ToAtepodivn).

Y OPEVTIKEC EVEPYELEG TTOV 0O1YOVV G€ Ppadvkapdia (1 omoio Umwopel vo 001 yNGEL GE GLYKOTN)
&yovv avapepbel ue T cuvovacpévn xpNoT SEOp®VY PITo aVacTOAL®V (GLUTEPIAAUPAVOUEVTG
NG ATEVOLOANG) Kat TG rivastigmine. Ot Kapdioyyelakoi frita avacTtolelc ovauévetal va
oyetilovron pe Tov vynAdTePO Kivouvo, aAAd Exovv emiong Anedel avapopés oe acbeveic mov
AopBavouy arlovs Prita avacTtoreis. Zuvenme, Oo mpémet va epapproleTal TPocoyn KoTd Tov
cuvdvacpd g rivastigmine pe Prita avaoTorels Kot dALovg mapdyovtes fpadvkapdiog (m.y.
rkatnyopiag 11 avtioppuduikol wapdyovieg, avtayovioTég SlodA®Y acPestiov, YALKOGioN Tng
SOKTLAITIOOG, TIAOKAPTIVN).

Kabac 1 Bpadvkapdio amoterel mapdyovta KivoOVoL Yo TV ELOAVIGT) PUTLOOEO0VS TOYLKOPITOG
(torsades de pointes), 0 cUVOVAGUOC TNG rivastigmine Pe POPUUKEVTIKY TPOTOVTE, TTOV ETPEPOVLY
napdroot tov daotipatog QT 1 pumidoeldn Tayvkapdio OTOS TA AVTIYVYWOGIKA ONA. OPIGUEVEG
oawvobelaliveg (YAopompopalivn, Aefompopalivn), ot Beviapideg (covAmipidon, covitonpion,
OUICOVATPION, TLomTpidn), Bepoaiumpion), mipolion, dpomepldOAT, GLGATPIdN, GITAAOTPALT, OIPULLOVIAT,
gpvBpopvkivn ED, ahopavtpivn, rloractivn, puebadovn, tevrapdivn ko poéiproéacivn Oa mpémnet
VO TOPATPELTOL e TPOGOYT Kot EVOEXETOL VO, amatteital KAvViKY| TapakolovOnon (HKT).

Agv &govv Topatnpnoel papuakokvnTikég arAniemdpdoeic peta&d g rivastigmine kot dryo&ivng,
Bappapivng, dwalemaung 1 pAovoletivng o pedétec mov £yvay pe vyieig eBeloviég. H avénomn tov
xpOvov mpoBpopfivng mov mpoxaireitor amod tn Papeapivn dev ennpedletorl amd T yopnynon
rivastigmine. Aev £ovv mapotnpnbdei ducueveig emdPAcELG oTN KOPOLOKT y®@YUOTNTO DOTEPA OO T
ovyyopnynon dryo&ivng kou rivastigmine.

2OHQ®VO e TO HETABOMGHO NG, epeavileTor amiBavo To evdeyOIeVo LETOPOAIKMOY OAANAETIOPACEWDY
UE GAND QOPLOKEVTIKA TPOTOVTO, OV KoL 1) rivastigmine pmopel vo avaoTéALeL To petafolopud GAAmY
0LCIMV, 0 0TT010G AAUPAVEL YDPO. Pe TN HEGOAAPNON TG POVTVPLAOYOAIVEGTEPAOT|S.

4.6 TovipétnTa, KOO KO YOAoVYia

Kdnon

e kvopopovvto {Ma, 1 rivastigmine Kaun ot petaforiteg dSamépacay Tov TAaKoOVTO. AgV gival
YVOGTO €6V aVTd TapovotdleTal Kot otov Avlpwmo. Agv dratifeviot KAVIKA dE00UEVE GYETIKA e
£€KBEOT KATA TNV EYKLHOCVVN. X€ LEAETEC TEPLYEVVNTIKNG / LETAYEVVITIKNG OVATTVENC TTOV £YIVAV GE
emipeg, mapatnpnOnke ovénuévn ddpreto kKvogopiag. H rivastigmine dev mpénet vo ypnoiponoteiton
KT T O1APKELN TG EYKVHOGVUVIG EKTOG AV EIVaL GOPDS OTAPAiTNTO.
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Oniocuodg
Y10 {ma n rivastigmine omekkpivetal 610 YaAa. Agv gival yvootd Katd méco 1 rivastigmine

amekkpiveTatl 6to avOpomivo yéia. [V awtd 10 AdYO, 01 Yuvaikeg mov Aoufdavouy rivastigmine, 6gv Oa
npémel va OnAalovv.

Tovyomra
Xe emipveg dgv TopatnpONKoV ETOPAGEIC GTN YOVILOTNTO 1] TNV OVOTUPOY®YIKT] TKOVOTNTO
(BA. mapdypago 5.3). Ot emdpdoeic g rivastigmine 6TV avOpOTIVY YOVILOTNTO OEV EIVOL YVOCTEG.

4.7 Emdpacels oty IKavOTnTo 001Y1061NG KOl YEPLCROD PN aVI|LATOV

H véc0o¢ tov Alzheimer pnopei va mpokaAésel otadiokn aupioven g ikavotnTag yio 0d1ynon 1 va
SloKkLBEVGEL TV IKOVOTNTO YEPIGLOV pnyovnudtov. Emmiéov, n) rivastigmine pumopel va TpoKaAEoet
CaAn kot vtvnido, kopiog katd v Evapén g Bepomeiog 1 katd TV avénon e 60coAoyiog.
YVVENMG, M rivastigmine £yl kPN 1 LETPLA EMLOPAICT] TNV KOVOTNTA 0O1YNONG KOl XEPIGLOV
unyovnudtov. o to Adyo avtd, Ba tpémet va yivetar cuyv] a&loAdynon g tKavaTnTog Yo 001y o
KO XEPIOUO TOADTAOK®V LUNYovnHaTov acBevav pe dvola tov Aappdvovy Bepaneia pe rivastigmine
amo to Oepdmovra 1Tpo.

4.8 AvemOoOunTEG EVEPYELES

Tlepiinwn tov TPpo®ih acEOAAELNC

O o ovyvd avaeepoueveg avemBounteg evépyeleg (AE) glvat ol yaoTpeviepikég
ocvumeptropfavouévne g vavtiog (38%) kot tov éuetov (23%), Wiaitepa katd T d1GpKELL TNG
TITAOOOTNOMG. XTIC KAVIKEG PHEAETEG PAVIKE OTL O1 Yuvaikeg acbeveig etval TeplocodTEPO gvaictnteg
oamd ToVG AppevEG AoHEVEIG 0TI AvEMIBOUNTES EVEPYELEC OO TO YOOTPEVIEPIKO KOl OTNV OITMAELO

Bépovg.

Aloto avemQountmv EVEPYELDV GE LOPON TIVOKQ

O avemBOuntec evépyeteg otov Iivaka 1 kot [Tivaka 2 givatl katoyeypappéveg cOUE®VO UE TO
oLOTNHO 0PYAVEVY Kol TNV Katnyopia cuyvotntag oto MedDRA. Ot katnyopieg cuyvotntog
kaBopifovtat ypnoiponotdvtag Tov €€1g Kavova: ToAD cvuyvég (=1/10), cuyvég (=1/100 éwg <1/10),
oyt ovyvés (=1/1.000 émg <1/100), omdvies (>1/10.000 éwg <1/1.000), ToA0 ondvieg (<1/10.000), un
YVOOTEG (6gV umopolV va ektiunovv pe Baomn ta dabéciua dedouéva).

O akdhovBec avemBOUNTEG EVEPYELES, TOL TaLIvopobVTaL 6TOV TTapakdato [ivaka 1, éxovv
ovykevipmbel o€ acbeveic Tov Aaupavouvv Bepomeio yio ™ vOco tov Alzheimer pe rivastigmine.

Mivaxog 1
AOYPAEELS KON TOPUGITOGELS
[ToA omdvieg AOWDEELS TOV OLPOTONTIKOD
Awtapayés Tov petapforiopod Ko g
Opsyng
[ToAvd cuyvéc Avopetia
Yuyvég Meiopévn 6peén
Mn yvootég Aopuvddtoon
Yoyratpikég droTapoyég
Xuyvég Avnovuyia
2UyVEC XOyyvon
2oyvEC Avyyoc
Yuyvéc Eqiditeg
Oyt ovyvég Avbnvia
Oy ovyvég Kotdiym
IToA¥ omdvieg [MoapaicOnoceig
Mn yvootég Embetikdnto, avnovyio
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AWTopay£S TOV VELPLKOD GLCTHNATOG
[ToAd cuyvéc
2oyvEC
XoyvEC
2UyVvEC
Oy ovyvég
Xrhvieg
MoV omdvieg

Z6n

ITovoxépaiog

Yrvnia

Tpopog

2vykomn

Envinntikn kpion

E&omupapudikd cvurtopate (copmepthapfovouivng
g emdeivmong tng vosov Tov Parkinson)

Mn yvootéc Maydtovoc (cvvdpopo Pisa)
Kopowkéc owatapayés
Yrhvieg 2mnBdyym

IToAb omdvieg

Mn yvooTéc

Koapdrokn appobuia (m.y. Bpadvkapdia,
KOATTOKOIAOKOG OTTOKAEIGLLAC, KOATIIKT LOPLLOPLYN
KoL TovKopoio)

20vOpouo vosovvtog pAEBOKoLBoV

Ayyewokég owoTapayég

IToAb omdvieg Yrépraon
AWTopayES TOV YOOTPEVTEPLKOD
GUGTI|LOTOG
IToA¥ cuyvéc Noavrtia
[ToAb cvyvéc "Epetog
[ToAvd cuyvéc Atdppora
2oyvEC Kothmakodg movog kot dvomeyio
Xrhvieg Taotpkd Kot dmOeKAdAKTUAKO EAKOC

MoV omdvieg
IToAb omdvieg
Mn yvootég

Tlaotpevrepkn apoppayia

[Moykpeatitido

Mepikég TEPIMTMOGEL EVTOVOL EUETOV GUVOVAGTNKOY
ue pr&n Tov osopdyov (BA. mapdypapo 4.4)

AwTapay£s ToL TATOG KOl TOV
AOANPOPp®V

Oy ovyvég

Mn yvootég

AvEnuéveg TIUEG OTIC NTOTIKEG OOKLLOGIES
Hratitida

AwTapay£s Tov dEPRATOG KOl TOV
VT0OOPLOV 16TOV

Yuyvég Yrepidpooia

Yrhvieg E&avOnpa

Mn yvootég Kvnoudc, aliepykn depuotitido (Siéryvtn)
Ievikéc droTapuyés KOl KOTAGTAGELS TNG
0500 yopriynong

2UYVEC Konwon kot advvapio

2oyvEc Koakovyia

Oy ovyvég [Ttoon
HMopoxivikég eetdosig

2oyvEc Anoielo Bhpovg

Ot ax6rovBeg emmpocheteg avtidpaoelg Exovv Topatnpnoel pe to dSadeppikd EpTAacTpa
pactiypivng: mapainpnua, mopetia, petdpévn 0pein, akpaTeld oVPOV (GUYVES), WUYOKIVITIKY|
VIEPSPACTNPLOTNTA (OYL GLUYVEG), EpVON LA, KVIO®OT, KVUOTIOW, AAAEPYIKT dEPUATITION (U1 YVOOTEG).
O zivaxog 2 delyvel Tig avemBOUNTEG AVTIOPAGELS TOV aAvaPEPONKOY GE KAVIKES LEAETEG TTOV
deényOnkav o acbeveic pe dvola mov oyetiCeton pe voco tov Parkinson ot omoiot ékavav Oepameio
e rivastigmine KonyoKioL.
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Mivaxag 2

Awtopayéc Tov pETOfolMopod Kat TG

Opsyng
Yuyvég Meiopévn 6peén
2uyvéc Aopuvddtoon
Yoyratpikés droTapoyég
XuyvEg Avnvia
ZuyVEg Ayyxog
2oyvEC Avnovyia
Suyvég Omntkn] yevdaicOnon
Yuyvég Kotabiym
Mn yvootég EmBeticotnta
AWTopay£S TOV VELPIKOD GUGTIROATOC
[ToAvd cuyvéc Tpopog
Yuyvég Z6n
2oyvEC YravnMa
Xuyvég [Tovoképaiog
Yuyvég Nooog tov Parkinson (emdeivwon)
2oyvEC Bpoadvkivnoia
Xuyvég Avckivnoia
Xuyvég Ynokwnoio
2uyvEC Yrueio 000VTOTOH TPOYOL
Oy ovyvég Avotovia
Mn yvootég Maydtovoc (cdvdpopo Pisa)
Kopowkéc owatapayéc
2oyvEc Bpoadvkapdia
Oy ovyvég KoAmkn poppapoyn
Oyt ouyvég KoAmokoiMokdg omokAEIGHOG
Mn yvooTtég 20vOpouo vosovvtog pAEROKoLBOV
Ayyewokég owoTapayég
XoyvEC Ymréptaon
Oy ovyvég Ymotaon
AWTapayES TOV YUOTPEVTEPIKOV
GUOTI|LOTOS
[ToAvd cuyvéc Novrtia
[ToAvd cuyvéc "Epetog
2oyvEc Aldppota
XoyvEC Kotmakog mdvog kot duomeyio
Xuyvéc Yrepékkpion c1EA0L

AwTapay£s ToL TATOG KOl TOV
AOANPOPp®V

Mn yvootég Hratitida
AwTopayfc TOV OEPRATOS KL TOV
VT0OOPLOV 16TOV
Suyvég Yrepiopooia
Mn yvootég Alepyikn depuatitida (ddyvtn)

Ievikég droTapayfs KoL KATAGTAGELS TG
0809 yopfiynong

IToA¥ cuyvéc ITtdon

Yuyvég Konmwon kot e&acbévion
2oyvEC Awtapoyés Tov fadiopatog
Suyvég Badiopo Parkinson

H axolovbn emmpochetn avemBountn evépyela Exovv mapatnpndei oe pia pelétn oe aobeveic pe
dvota mov oyetileton pe voco tov Parkinson ot omoiot ékavay Oepomeia e S1OOEPLUKA EUTAACTPA

rivastigmine: d1€yepor (cuyvEg).

25




O mivakog 3 xkotaypapet Tov aplfpod Kot 1o TocooTd TV achevav amd v idwa pedétn 24-fdouddwmv
o€ aobeveig pe dvola mov oyetileton pue voco tov Parkinson o1 omoiot ékavov Oepomeio pe
rivastigmine, pe mpoxkafopiopéva avemBouunta cupPapota To omoic UTopel va avTavakioby
EMOEIVOOT TOV TOPKIVGOVIKMOV GUUTTOUATOV.

Hivaxkag 3
HpoxaBopropéva avemBvpnTa sopfapate to omoia Rivastigmine | Ewkoviké @dppoxo
UTOPEL VO AVTAVOKAOVY ETLOEIVOON TOV n (%) n (%)
TUPKIVGOVIKOV COUTTONATOV 6€ 060gveic pe avora
mov oyeTileTon pe ™ voco tov Parkinson
2Hvolo acBevav mov pereTn oo 362 (100) 179 (100)
Yhvoro acBevav pe mpokabopiouévec ALE. 99 (27,3) 28 (15,6)
Tpopog 37 (10,2) 7(3.,9)
IMtoon 21 (5,8) 11 (6,1)
Noéoog tov Parkinson (emideivoon) 12(3,3) 2(1,1)
Ynepékkpion G1EAOL 5(1,4) 0
Avoxwvnoio 5(1,4) 1(0,6)
[TopKiveovio o 8(2,2) 1(0,6)
Ymokwnoio 1(0,3) 0
Awtapayéc kivinong 1(0,3) 0
Bpodvkivncia 9(2,5) 3(1,7)
Avotovia 3(0,8) 1(0,6)
Mn @uctoroykdg Puatiopds 5(1,4) 0
Mvikn dvokapyio 1(0,3) 0
Awtapoyn 160ppoTiag 3(0,8) 2(1,D)
MvooKeAeTIKN dvoKayio 3(0,8) 0
Piyn 1(0,3) 0
Kwnrikn dvchettovpyia 1(0,3) 0

Avapopd TBavoA0yoLUEVOV ovETBOUNTOV EVEPYELDV

H avagopd mboavoroyobuevov avemBOunTov evepyYEL®Y PETH amd T YopNyNoN Gdelog KukAopopiag
TOL QUPUAKEVTIKOV TPOidVTOg elval onuovTtikh. Emitpénet T cuveyn tapakoiovdnon e oyEong
0PEAOVG-KIVOHVOL TOV QUPLAKEVTIKOD TPO1dVTOG. ZNnTeital amd Tovg emayyeAotieg vyelag va
aVAPEPOVY OTOLEGONTOTE TOOVOLOYOVUEVES OVETIOVUNTEG EVEPYEIEG LEGM TOV EBVIKOV GUGTAUOATOG
avapopdg mov avaypdeetal oto [Hapdaptnpa V.

4.9 Ynegpdocoroyia

ZVUTTAOUOTO
Ta nepiocdTEpa TEPIOTOTIKG TVYOIAG VIEPPAGTC TNG 60COAOYING dEV GUVOOEVOVTAV UE KAVIKA onueio

1 CUUTTONOTO, EVD GYEOOV OAOL 01 EUTAEKOEVOL 00DeVeic cuvéyioay TN Beparneia e rivastigmine
24 Gpeg petd v vIéPPacn g d0coA0YiaS.

"Exetl avapepbel yolvepykn To&koloyio ILE LOVOKAPIVIKG CUUTTMLOTO TO OO0 TOPATPOVVTOL LE
petpiov Babupod dnintmpidoeic OTmg oo, oy, TENTIKEG STUPUYEG CUUTEPIAAUPOVOUEV®Y TOV
KOIAMOKOV GAYOLC, TNG VOTING, TOL EUETOL Kal TNE d1dppotac, Tng Ppadvkapdiog, Tov Bpoyyocmacion
KoL TOV QVENUEVOV BPoyyIKOV EKKPICEDV, TNG VTEPLOPMGING, TNG OKOVGLUG 0VPNONG KA1
aPOSEVOTG, TNG dAKPHPPOLAS, TG VITOTACTG KOl TNG VIEPEKKPLIONG GLEAOV.

e mePLocOTEPO GOPUPEC TEPUTTMOELG UTOPEL VO avVaTTVYHOVV VIKOTIVIKEG EMOPACELS OTIMG LVIKN
aduVaLio, 0KOVGLES HVTKEG CUGTIAGELS, KPIGELS KOl OVOTVELGTIKY aVaKOTY| e mhavn potpaio EkPac.

EminpocOeta Exovv mopovoiactel LETA TNV KLKAOQOPia TOL TPoTdVTOG TeEPIoTATIKA (AANC, TPOLOV,
KePAAAAYiAG, VITVNALOG, GLYYVTIKNG KATAGTOONG, VTEPTOCTG, TUPOUICONGELS Kot aicOnuo KoKovyiog.
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Awryeipion

Agdopévov 611 0 xpovog nuiceiog Long g rivastigmine oto TAdoua givar mepimov 1 dpa Ko
S1apKELD AVAOTOANG TNG OKETLAOYOMVESTEPAGNC Elval TTEPITOL 9 DPES, GE TEPIMTMGELS
UCVUTTOUOTIKAG VIEPSOGOAOYIOG CLVIGTATOL VO [T YopNyEiTal AAAN d6on TG rivastigmine yio Tig
akolovbec 24 dpec. Xe vrepdocoroyia Tov cuvodevETAL Ao Popild vavTio Kot ueto, Oa mpénet va
e€etaletal To evOEYOUEVO YOPTYNONG OVTIEUETIKMY. ZOUMTOUOTIKY Oepameia yio GAAEG avemBOUNTES
avTopacels Oa mpémetl va yoprnyeitatl OTwe amatteitot.

Xe vépUeTpT VIEPOOcOAOYia pmopel va yopnynOet atpomivn. Xvviotdtot apykn doomn 0,03 mg/kg
Beukng atpomivng oe evoopAEPia yopnynon, akoiovBovpevn and endueveg d0celg pe Pdomn v
KAvikn avtomdkpion. H yprion cromolapivng mg avtiddtov dev GuviGTATOL.

5. DOAPMAKOAOTI'IKEY IAIOTHTEX
5.1 ®@oppokodVVOPIKES 1O1OTNTES

DoppokodepamenTikn KaTnyopio: YoxoavoAnTTIKd, ovacTo LN YOAVESTEPUOTS, K®dkog ATC:
NO6DAO03.

H rivastigmine givot évog ovacTtoAéag Tng 0KETLAO-KOL BOVTVPLAYOAIVEGTEPACTG KOPPapLKOD TOTOL,
OV TOTEVETOL OTL SIEVKOAVVEL TN YOAVEPYIKT VELpodaPifact emPpaddvovias TV anotkodounon
TNG OKETVAOYOAMVNG TTOV ATEAELOEPDOVETAL OO OGOVE YOAMVEPYIKOVG VELPOVEC S10TNPOVV TN
AertovpyikdtTd ToVS. 'ETot, 1 rivastigmine evogyetal va £yl BEATIOTIKY OpAcT OE YVOOIUKA
eMeippata yolvepykng necoAdfnong otnv avola oyeti{opevn pe tn voco Alzheimer kot T vOGo
tov Parkinson.

H rivastigmine aAAnAemdpd pe to EVOOHO-GTOY0VG TG oYNUaTi{oVTag GOUTAOKO OUOTOTOALKOD
OECLOV, LIE OMOTEAEGLOL TNV TPOCOPIVY adpavomoinon Tev eviduwy. e veapols vyieic avlpamoug,
pia amwd Tov otdpaTog 060 3 mg peldveL T dpdon g aketvhoyoiwveostepdong (AChE) oto
gykeparovatiaio vypd katd mepinov 40% eviog Tov tpodtav 1,5 @pdv petd tn yopnynon. H
dpaOTIKOTNTA TOL EVIDIOV ETAVEPYETOL GTO OPYLKH TG EMinedn TEPimOL 9 dpeg petd TV emitevén Tov
LEYIGTOL ovaoToATIKOD amoteléopatoc. Xe acbeveic pe Noco Alzheimer, n avaotoln g AChE o610
EYKEPAAOVOTLION0 VYPO amd TNV rivastigmine 1oy d0coe&apTdpevn £0¢ ta 6 mg yopNyYOOUEVT dVO
QOPEC NUEPNGILMG, TTOL Elvarl Kot 1) H€YoTn 060m Tov £xel dokipuactel. H avastodn g dpdong tng
Bovtupvriyoiveotepdong oto eykepaiovmTiaio vYpo 14 acbevav pe Noco Alzheimer pe aywyn pe
rivastigmine ftav opota pe avti g AChE.

Khvikéc Meléteg oty dvota tng vésov Alzheimer

H anoteleopatikdtnTo TG rivastigmine éyel KatadetyOel pe ) xpnon Tpidv aveEdptntov, yio
GLYKEKPIEVOVG TOpELG epyaieimv a&loldynong mov a&loloynOnkay ovd TEPIOdIKA SIUGTAIOTA OTY|
dapkeln TV eEaunviaiov BepanenTiK®V TEPLOSMV. ZT0 EpYOAEin VT CUUTEPIAAUPAVOVTAL: 1
ADAS-Cog (Alzheimer’s Disease Assessment Scale - Cognitive subscale, pio doxipocio pe faon v
amddoo, TOL AToTEAEL LETPO TNG YVOOTIKNG Asttovpyiag),  CIBIC-Plus (Clinician’s Interview Based
Impression of Change-Plus, o mhinpng ohkn a&toAdynomn tov acbevoic amd tov 1tpd, 6mov
AapBavovot v oYY oTotyela Tov divovon omd To dToo oL PPovTileL Tov acbevn) kail 1 PDS
(Progressive Deterioration Scale, po a&loAdynon amod to dtopo mov epovtilel Tov achevi v
dpacTnplotNTOV TG Kadnuepvng Cmng oTig omoieg cLUTEPIAAUPAVOVTOL 1] TPOCHOTIKN VYIEWN, N
AYM TPOPNG, TO VIVGILO, Ol SOVAELES TOV VOIKOKVPLOD OTIMG TAL YMVLA, 1 SL0TNPNON TNG IKAVOTNTOG
TPOGOVATOMGLOV GTO TEPPAALOV, KAOMG Kot 1) GUUHETOYN OE SpAcTNPLOTNTES TOL oYeTiloVTOoN e TNV
KOVOTITA YEPIGLOV XPTULAT®V K.AT.).

Ot aoBeveic mov peretnOnkay giyov Pabporoyic MMSE (E&étaon EAdyiomnc-Nontiknig Katdotaonc)
10-24.
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Ta GUYKEVIPOTIKA OTOTEAEGUATO TTOV AVAPEPOVTAL GTOVG a.60eVEIG 01 010101 EMESEIEAY KAMVIKDG
ONUOVTIKT] AVTOTOKPLIOT], OTWG QVTA TPOEKVYOV OO TIG 2 HEAETEG e EVTPOCAPUOGTY H0GOAOYIR OTd
T1¢ 3 Pacikég TOAKEVTPIKES PedETe ddpkelag 26 efdopadmv og acbeveic yio TV e Eog peTping
cofapn dvola eni vooov Alzheimer tapovcialovtarl tov topakdto [Mivaxa 4. KAwvikd onpoavtiky
Bedtioon o avtéc T1g pedétec opiotnke a apriori @¢ 1 Peltioon og TovAdyioTov 4 ornueia otV
ADAS-Cog, Beitioon otnv CIBIC-Plus 1 tovidyiotov 10% Beitioon ot PDS.

Emunpdcbeta, évog petémeita opiopoc g avtamdkpiong napovotdletal atov idto mivaxa. O devtepog
OPLOHOC TNG avTamokplong Tpobmobétel Pedtimon o 4 onueia 1 tepiocdtepa oty ADAS-Cog, kopid
emdeivoon otnv CIBIC-Plus kot kapud emdeivaoon ot PDS. H péon mpaypatikn nuepnota 66on yio
OVTOVG TTOL OVTOTOKPIVOVTAL GTNV Opade TV 6-12 mg, cOUE®VA Pe AVTOV TOV 0picud, tav 9,3 mg.
Eivar onpavtikd va onpetndel 6t o1 kKAipakeg Tov ypnoyomomdnkay g avtv Ty £voeén
TOWKIAAOVV KOl AUEGEC GVYKPICELS TOV ATOTEAEGLATOV Y10 SIUPOPETIKOVG BEPATEVTIKOVE TAPAYOVTES
dev €yovv 16yD.

Mivaxog 4
AcOgveic pg KMvikd onuovtikn avroarokpion(%)
Ip60eon yra Ocpancia Ae€ayoyn TehevTaiog
TapPOTNPNONG
Métpo avramokpiong Rivastigmine | Ewkoviko Rivastigmine Ewoviké
6-12 mg PapROKo 6-12 mg PapROKo
N=473 N=472 N=379 N=444
ADAS-Cog: Beitioon og 2 HA* 12 5% A* 12
TovAdyoToV 4 onueia
CIBIC-Plus: Beiticoon 20%** 18 3wk 19
PDS: BeAtioon TovAdyiotov KoTd 26%** 17 3QHH* 18
10%
Beltioon tovddyiotov o€ 4 onpueia 10* 6 12%%* 6
ot ADAS-Cog ympic emdeivioon
o1 CIBIC-Plus ka1 ot PDS

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

Klwvicéc uehétec otnv dvowa mov oyetileton pe tn voso tov Parkinson

H oanoteleopatikdtnTa TG rivastigmine otnv dvota wov oyetiletat pe tn vocso tov Parkinson éxet
amodelytel o€ pa 24-gfS0UAd®mY TOAVKEVTPIKT], SITAN-TVEAT, EAEYYOUEVN UE EIKOVIKO PAPLOKO
apyikn HEAETN Kol oty avolyth 24-eBdouddwv edon eméktaong tg. Ot acbeveig mov cvppeteiyav o
avtn T perétn eiyav padporoyio MMSE (E&étaon EAdyiotnc-Nontikng Katdotaong) 10-24. H
OTOTEAEGHATIKOTNTA £XEL 0mOdELyTEL e TN Yp1oT 000 aveEapTnTOV KAMUAK®OV 01 OTTOolEg
a&10A0YOVVTOV GE TOKTA YPOVIKGA S10GTHLOTO KATA TN S1dpKeLd TG 6-unvng meptddov Bepaneiog 0Tmg
eaiveton otov [Mivaka 5 mapakdtm: to ADAS-Cog, 1 HETpNomN TG YVOOTIKNG AEITovpying kot
ovvoAlkn pétpnon ADCS-CGIC (Alzheimer’s Disease Cooperative Study-Clinician’s Global
Impression of Change).

MMivaxog 5
Avowo Tov oyetileTon pe ADAS-Cog ADAS-Cog ADCS-CGIC ADCS-CGIC
T véco Tov Parkinson Rivastigmine Ewoviko Rivastigmine Ewoviko
OOPLUKO QOOPLAKO
ITT + RDO aknBvopog (n=329) (n=161) (n=329) (n=165)
Méon Ty avagopdg £ SD 23,8 £10,2 243 +£10,5 | Agv epopudleton Agv
epapuoletal
Méomn aAlayn oTig
24 gBdopddec = SD 2,1 +8,2 -0,7+£7,5 3,8+14 43+1,5
Al0Qpopd TPOGUPHOCLEVG 2,88! Agv gpoppdleton
Oepameiog
p-value £vovTt £1KovViKoD <0,001! 0,007°
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POPUIKOV

ITT - LOCF mAn6vopog
Méon Ty avagopag £ SD

Méon adhayn oTig
24 gBdouadsg £ SD

24,0+ 10,3

(n=287)

2,5+84

(n=154)

24,5+ 10,6

-0,8+7,5

(n=289)
Agv gpappoletan

3,7£14

(n=158)
Agv
epappdleTan

43+£1,5

Al0popd TPOGAPHOCUEVG 3,54 Agv gepoppdleton

Oepomeiog
p-value évavti gikovikov
POPUAKOV

<0,001"

<0,0012

" ANCOVA pe ) Ogpameia kot T ydpa ¢ mopdyovies kon thv apyiki Tiu ADAS-Cog o¢
ouppeTapfAnToTNTA. Mo BeTikr] odhayn vodetkviel Pertioon.
2 Tlapovotalovron ot péceg TIéG Yo Sievkoivven. H avéluon tov katnyopikdv Sedopévaov
TpoypatoromOnke pe tn ypnon e dokiaciog van Elteren
ITT: Intention-To-Treat: [Ip60eomn ywa Oepoameio, RDO: Retreived Drop Outs: Avaxtnbeiceg

amoovpoets, LOCF: Last Observation Carried Forward: Tehgvtaio mapatipnon mov tpowdndnke

[Mapdro mov 1 Bepamevtiky dpdomn amodeiydnke oe OA0 ToV TANOLVGUO TNG LEAETNC, TO SESOUEVA,
VTOONADVOLV OTL TO UEYUADTEPO BEPATEVTIKO OMOTELECLLO GE GYEOT LLE TO EIKOVIKO QAPHOIKO PAVIKE
oTNV LVIOKATNYOpio acOeVmV e pETpla avola tov oyetileTon pe voso tov Parkinson. Opoimg to
HEYOADTEPO BEPUTEVTIKO ATOTEAEGLLO TTAPATIPNONKE GE 0L TOVE TOVG aeOevelc e OTTIKEG

napoicOnoeig (PA. [Tivoka 6).

Mivaxog 6
Avowo Tov oyetileTon pe ADAS-Cog ADAS-Cog ADAS-Cog ADAS-Cog
véoo tov Parkinson Rivastigmine Ewkoviké Rivastigmine Ewkoviké

OOPLUKO QOOPLAKO
AocOeveig pe onTikég AcOeveig yopic onTikég
napaicOncelg TapulcOnoelg

ITT + RDO wAn0vopdg (n=107) (n=60) (n=220) (n=101)
Méon Ty avagopdg £ SD 254+£99 274+104 23,1 +£10,4 22,5+10,1
Méon odhayn oTiG
24 gfdopddec = SD 1,0 £9,2 -2,1+£8,3 2,6 +7,6 0,1+6,9
A0QOpE. TPOGAPHOGUEVC 427 2,09!
Oepameiog
p-value évovTt £1kovikoy 0,002! 0,015!

POPUOKOV

AocOgveic pe pétpra avora
(MMSE 10-17)

AocOgveic pe ma avola
(MMSE 18-24)

ITT + RDO wAn0Bvopdg

Méon Ty avagopdg £ SD
Méon odhayn oTiC

24 gfdouddeg = SD
Al0popd TPOCUPLOCUEVG
Oepomeiog

p-value évavti glkovikov
PUPUAKOV

(n=87) (n=44)
32,6+ 10,4 33,7+ 10,3
2,6 9.4 -1,8+7,2
4,73!
0,002

(n=237)

20,679

1,9+7,7
2,14!

0,010"

(n=115)
20,7+7,9

-0,2+7,5

" ANCOVA pe ) Ogpameia kot T ydpa ¢ mopdyovies kot thv apyiki Tiu ADAS-Cog o¢
ouppeTapfANTOTNTO. Mo BeTikr] odhayn vodetkviel Pertioon.
ITT: Intention-To-Treat: [Ip66eon yia Oepaneio, RDO: Retreived Drop Outs: AvaxtnOeiceg

OTOGVPGELG
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O Evponaikoc Opyaviopuog Gapudkmv Exel SOGEL amaAloyn and TNV LIOYPEMST VIOBOANG TV
OTOTEAECUATOV TV PLEAETMV LIE TN rivastigmine o€ OAEG TIG VTOKATIYOPIEG TOL TOUSLATPIKOV
mAnBvucpov oty Oepaneio g dvolog Alzheimer kat dvolag o€ acOeveic e 1610mabn vOGo Tov
Parkinson (BA. mapdypago 4.2 yio TANPOQOPIEG OYETIKA UE TNV TOUSLOTPIKN YPNoM).

5.2 @oppokoKivnTIKES 1O10TNTES

Amoppoonon

H rivastigmine amoppo@dtot Toy€we Kot TANP®G. Ot HEYIGTEG GUYKEVIPDOGELS TNG GTO TAAGLLO
gmrtvyydvoviot evtog 1 dpag mepimov. Q¢ amotéhecya TG aAANAERIOpaog TG rivastigmine pe 1o
évlopo-otoy0, n avénon g Prodiabdecyuotntog ivar avénuévn katd nepinov 1,5 popd og chykpion
pe exeivn mwov avoapévetor pe faon v avénon g d06onc. H andAvtn Prodiobeoiudtra votepa amod
pia d6om tv 3 mg etvon mepimov 36% £13%. H yopnynon moécov dwoedvpoatog rivastigmine pali pe
10 QayNTo kafvotepel TV AmoppOPNON (tmax) KOTE 74 AENTA, EVO petdVEL TNV Cmax KoTd 43% Kot
av&aver v AUC «katd mepimov 9%.

Koatavoun
H mpwrteivikn déopevon tng rivastigmine gival 6€ 1060610 mtepinmov 40%. Awomepva €dkoAa Tov

OLULOTEYKEPAAIKO QPOAYUO Kol £XEL PAVOUEVIKO OYKO Katavoung petaéo 1,8 kan 2,7 1/kg.

Biopetaoymuatiopdc

H rivastigmine petapoAiletot Toyémg Kot ektevag (xpovog nueeiog (ong 6to TAdopo tepimov 1 dpa),
Kupig LES® VOPOAVOTG UE LEGOLAPNOT YOAVESTEPAGTG, TTPOG TOV ATOKOPPUUVAIOUEVO LETAPOALTT).
In vitro, o petafolitng avTOg OVAGTELAEL TNV AKETVAOYOAMVESTEPAGCT) GE TTEPLOPIGHEVO Pabud (<10%).

Baoel peketav in vitro, dgv avougVeETOL QUPUOKOKIVITIKY OAANAETIOPOGCT] LLE QPOPLOKEVTIKA TPOIOVTQ
mov petafoiilovion amd T akdrovba 1wooévivua kutoyxpopdtov: CYP1A2, CYP2D6, CYP3A4/5,
CYP2E1, CYP2C9, CYP2C8, CYP2C19 1 CYP2B6. Zopuepmva. pe evoei&elg amd perétec mov yvay
o€ melpapatoélma, ta peiova 16oévivpo Tov kKutoxpodpotog P450 ehdyiota evéyovtal 6To
petafoiiond g rivastigmine. H olikr| ké0apomn tng rivastigmine and 10 TAAGHO TOV TEPITOV

130 I/h petd v evéoeiéPia yoprynon do6omng 0,2 mg, eved peimdnke o 70 1/h petd v evooeAéPia
xopfiynon d6ong 2,7 mg.

Amofoin

10, 00pa 0V aveVPioKeTAL OUETAPAN TN rivastigmine. H veppikn amékkpion Tov petofoAitdv eivor
Booiky 086G amopdkpLVETG Tovs. 'Y oTepa omd TN YopiyNoN rivastigmine podioemonpocuévng pe C,
1 QTEKKPLON OO TOVG VEPPOVG NTAV TaEln Kot 0uo1ooTikd TANpNG (>90%) evtdoc 24 wpdv. [locootd
yopunAotepo amd to 1% g yopnyovuevng d6ong anekkpivetarl 6ta Konpava. Agv mapotnpeiton
GLGGMPELOT TNG rivastigmine 1 TOV oToKaPPALLAIOUEVOL peTaPolritn tng oe acheveic pe Noco
Alzheimer.

Mio TAnBvopaK EopROKOKIVITIKY avaAvor kaTédelse OTL 1) ¥p1om VIKOTIVIG ALEAVEL TV atd TOVL
oTouaTOog KaBapon g rivastigmine kotd 23% oe acbeveig pe voso Alzheimer’s (n=75 komvioTég Kot
549 un xomvioTtég) émetto amd SO0ELG rivastigmine omd TOL GTOUATOG Koyakiov Emg kot 12 mg/muépa.

Hlxuiopévoc minfuopdg

MolovoTti | ProdiabecyotnTa TG rivastigmine eivat LeyoAdTEP 08 NAMKIOUEVOLG TOPA GE VEAPOVG
vylelc eBelovtég, nehéteg oe aobeveic pe voco Alzheimer nhkiog petald 50 kot 92 etdv dev £dei&av
petafoin g Proddeciudmrag pe Ty nAkia.

BeBapnuévn nratikn Asttovpyia

H Cmax g rivastigmine fjtav nepinov 60% vynidtepn kon 1 AUC g rivastigmine ftav
VIEPOITAAGLO GE (TOUA [E NI £0C PETPLO EMPAPVVON TNG NTATIKNG AELTOVPYING amd OTL O€ VYN
dTopo.
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BeBapnuévn veppikn Aettovpyia

H Cmax xou  AUC g rivastigmine ntov vepdmAdoleg oe dropa pe pérpra emPdpouvorn e
VEQPIKNG Agttovpyiag cuykpvopevn pe vy dropa. Iaviog dev mapatnpndnkav aiiayéc otn Cmax
ka1 ot AUC g rivastigmine o€ dtopo, pe cofapn exifapouvon tng veEPPIKng Aettovpyiog.

5.3 Ipoxivikd dedopéva Yo TNV 0.6QALELN

Meléteg T0EIKOTNTOC EXOVOLAUPOVOUEVOV dOGEMV GE EMIUVES, TOVTIKOVG KOl GKDAOVG AITOKAAVY OV
LUOVO EMOPAGELC GUVOEOUEVEC e VITEPPOAIKT] QAPLOKOAOYIKT dpdor). Agv TapoatnpnOnke kapio ToEikn
dpdion 610 Gpyavo-otdHy0. ZT1g HEALTEC G TTEPALATOL®O OV EmTELYON KAV TO TEPIODPLO AGPAAEING
®¢ Tpog TV avlpdmvn €kBect, AOY® NG VAIGHNGIOG TOV TEPAUATIKOV LOVTELMY TOV

PN OOTOM ONKAV.

H rivastigmine dev &iye petorlha&loyovo dpdon o€ o oelpd omd TUTIKES SOKILAGIEG in Vitro Kol in
vivo, pe povn eaipeon pio SoKILOGiN YPOUOCOUATIKMY EKTOTIDV TOV £YIVE GE AVOPOTIVO, TEPLPEPTKA
Aepgokvttopa, og doon 10* popég peyaldtepn amd ™ péyiom khvikn ék0son. H in vivo Soxyacio
piKpomupvev ftav apvntikn. O koprog petaforitng NAP226-90 dev topovcioce emxiong dSuvapikod
YOVISL0TOEIKO TN TOG.

Agv Bpédnkav evdeifelc kapkivoydvou dpaons o€ HEAETEC TOL £YIVAY GE TOVTIKOVG KOl ETXIHVES [LE TN
UEYIOTN aveKTn dO0M, ToPOAO oL 1) £kBeon oTn rivastigmine kot Tovg PeTAPoAiTES TG TV
xopmAotepn oo v €kbeon otov dvBpwno. Otav £ytve KAVOVIKOTOINGT MG TPOG TNV EMLPAVELD
oMUOTOG, 1 £KkBeoT G rivastigmine Kot TOVG LETAPOAITES TNG NTAV TEPITOV 160OVVALT TPOG TN
UEYIGTN CLUVIGTAOUEV MUEPNOLO dOOM Yia ToV GvOpmmo, Tov gival 12 mg/Mmuépa. [avimg, o€ chykplon
pe T péytotn doom otov dvBpmmo, exeivn mov emitebydnke oT0 TEPANATOLM®A TV TEPITOV
eEamidoia.

Y10 melpopatolma, 1 rivastigmine S10mEPVA TOV TAOAKOVVTO KO aekKpiveTal oto yodo. Meléteg pe
OtO TOV GTOUNTOG YOPTYNON O KLOPOPOVVTES BNAvKog emipveg Kot KOVIKAOVG dev £dwaav eVOEIEELS
mOAVNG TEPATOYOVOL dpdiomg Tng rivastigmine. Xe ond TOV GTOUATOG HEAETES LLE APCEVIKOVE KOl
OnAvkovg enipveg, dev TapatnpRONKav EMOPACEIC TG rivastigmine 6T YOVILOTNTO 1) TV OVATTLUEN
TOV EUPPVOV ElTE GTN UNTPIKT] YEVEQ E1TE GTOVG ATOYOVOVG TNG.

e o LEAETN pe KovikAovg TovTomomOnke 1 dSuvnTikodTNTU EVOG NTTLov £pedicov oTa
patia/Brevvoydvoug tng rivastigmine.

6. DOAPMAKEYTIKEX TAHPO®OPIEX

6.1 Koataroyog ekdoyomv

- Bevloiio vatpio

- Kupd o&o

- Kutpwod vérplo

- Kitpwvo kivorivng WS ypwotikn (E104)

- KoaBapod vepd

6.2 AovpparétnTeg

Agv gpappoletar.

6.3 Awpkero {ong

3 xpoVia.

To Rivastigmine 1 A Pharma 2 mg/ml mécyio didAvpa tpénet va ypnoiponoleitol eviog 1 unvog amod
TO GVOLYLLO TNG QLAATG.
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6.4 Iowitepeg mpoPurdéers katd T @OLAEN TOV TPOIOVTOG

Mn evAdocete o€ Beppokpacio peyarvtepn tov 30°C. Mnv yiyeTe 1 KOTOYOYETE.

Na pvidooetar o€ 6pbia OEam.

6.5 @von Kol 6LVOTATIKE TOVL TEPLEKTN

[Moptokaidypovv eloAidio amd yvaAi Tomov 11, pe komdkt acealeiog, oTOYOVOUETPO Kot
avtosvBuypapulopevo topa. Ororido Tov 50 ml 1} tov 120 ml. To mdéoyo didlvua cuokevaletal
padli pe pio S0GIUETPIKN GVPLYY LEGO OE TAAGTIKO KUALVOPIKO TEPLEKTN.

6.6 Iowitepeg TPOPLAGEELS OTOPPLYNGS KUl GALOG YELPIGIOG

H moc6tta Tov dtaAdpotog mov £xel optobel and Tov yiotpo Oa mpémel va apoipeitat omd To PlaAidlo
e ) Pondeta g dootueTpikng ovpryyag mov mapéyetal poli.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

1 A Pharma GmbH

Industriestralie 18

83607 Holzkirchen

T'eppovia

8. APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/09/585/017

EU/1/09/585/018

9. HMEPOMHNIA ITPQTHY EI'KPIXHX/ANANEQYHY. THX AAEIAX
Huepounvia mpotg éykprong: 11/12/2009

Hpepounvia mpdtg avavémong: 19/08/2014

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

Agmtopepeic TANpopopieg Yo To TOPdV EOPUAKEVTIKO TPOIOV eivar 0100€01EG GTOV SIKTVAKO TOTO
tov Evponaikod Opyavicuov Gapudkwv: http://www.ema.europa.eu.
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ITAPAPTHMA 11

MHAPAXKEYAXTHX(EY) YHHEYOYNOX(OI) I'TA THN AIIOAEEMEYXH
TQN ITAPTIAQN

OPOI'H TEPIOPIEMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH
AAAOI OPOI KAI ATTAITHXEIX THX AAEIAY KYKAO®OPIAX

OPOI'H IEPIOPIEMOI XXETIKA ME THN AX®AAH KAI
ATIOTEAEEIMATIKH XPHZH TOY ®»APMAKEYTIKOY ITPOIONTOX
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A. TTAPAXKEYAXTHX(EX) YIIEYOYNOX(OI) I'TA THN AIIOAEXMEYXH TQN
ITAPTIAQN

Ovopa kat d1evfvven tov(twv) TopackevostH(®V) oL gival vtevhuvoc(o) yio TNV aT0dEGUEVST) TV
TaPTId @V

ZKkAnpd koyakio pe Cehotivo
Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Iomavia

Novartis Pharma GmbH
Roonstrasse 25

90429 Nuremberg
T'eppovia

Salutas Pharma Gmbh
Otto-Von-Guericke-Allee 1, Barleben,
Saxony-Anhalt, 39179,

Teppovia

IIécwo dibivpa
Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nuremberg
T'eppovia

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes 764,
08013 Barcelona

Iomavia

Salutas Pharma Gmbh
Otto-Von-Guericke-Allee 1, Barleben,
Saxony-Anhalt, 39179,

Teppovia

210 £VTLTIO PUALO 0JNYIDV XPNONG TOV PAPUAKEVLTIKOD TPOIOVTOC TPETEL VO OVALYPAPETOL TO OVOLLOL
KoL 1 01e00VVeT TOL TAPUCKEVOGT TOL EvaL VTEVOVVOG Y1 TNV ATOIECUEVCT] TNG CYETIKNG TOPTIONGS.

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

DoppakevLTIKO TPOTOV Y10 TO OTOT0 AMOITEITAL «TEPLOPIGUEVIY 1ATPIKT] CLVTAYT KO TO 0010
npoopiletar yia xpnon oe cvykekpipévoug eEedkevpévoug topeis (PA. Mapdptnpa I: Iepiinyn twv
Xapaxtnpiotikadv tov I[Ipoidvrog, mapdypaeoc 4.2).

I AAAOI OPOI KAI AITAITHZEIX THX AAETAY. KYKAO®OPIAX

2vomuo Papuoxoenaypbmvnong

O kdroyog ¢ Adetog Kukhopopiag mpémet va S1ac@oaiicel OTL VTAPYEL GVCTI LN
QUPUAKOETOYpOTTYNONG, OTWC TapovotdleTar oto Mépog 1.8.1 g Altnong yia Adsia Kvkhogpopiag,
KoL AELTovpYel Tpv 1o Tpoiov tomobetnBel GTNV ayopd Kot Yo 0G0 ¥pOVO TO TPOIOV YPTGILOTOIEITAL.

Ex0éoeic meprodikne mapakorovdnone e oo@dietog (PSURS)
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O KkvKhog PSUR 1ov Rivastigmine 1 A Pharma eivot evappoviopévog e autodv Tov Tpoidvtog
avapopdg Exelon, émg 6Tov oploTel S10.pOpeTIKA.

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

Agv epappdletar.
Xyéot0 orayeipiong Kivovvov (ZAK)

O Karoyog Adetag Kvkhopopiog (KAK) Ba dte&aydyet Tig amottovpeVES dPacTNPLOTITES Kot
ToPEUPACELS POUPUAKOETOYPOTVIONG OTTMG TAPOLGLALoVTUL 0TO CLLE®VNOEV XAK Tov
mapovotdletol otny evotnta 1.8.2 g ddetog KuKAOPOPIag Kol OTOIEGONTOTE EXAKOAOVOEG
gykekpipéveg avabempnoeig tov TAK.

‘Eva emcaiponompévo LAK Ba mpénet va katotedet:

. Metd and aitnpa tov Evponaikod Opyavicpot @appakaov,

. OnotedNTOTE TPOTOMOLEITAL TO GVGTN LA SLayEipLong Kvouvov, EI01KH G OTOTELESLO ANYNC
VEOV TTANPOQOPLOV TTOV LITOPOVV VO EXLPEPOVY GTLLOVTIKT] OAAAYT GT1 0XECT] 0OPEAOVG-KIVOUVOL
N ®¢ omoTELEGUA TG EMITEVLENC EVOG GNUAVTIKOD OPOGTLOV (POPUOKOETAYPVTVIION M
glayiotomoinon Kvdvvov).

Edv n vrofoAn pag PSUR ko 1 emkaiponoinon tov ZAK cvumintovy, dbhvatar va katotedovv
TOVTOYPOVAL.
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ITAPAPTHMA IIT

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXZH
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTII'TA KYYEAH AIIO ALU/PVC

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Rivastigmine 1 A Pharma 1,5 mg cxAnpd Koydxio

rivastigmine (¢ 6&1vo TpuyIKo AQ)

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

Ka0e xoydxio mepiéyet 1,5 mg rivastigmine (og 6&vo tpuykd GAoC).

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 oKAnpa KayaKio
56 oKAnpd KoyaKio
112 oxAnpd Koydxio

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Noa katoanivovior oAoKANpa yopic va kéPovror i va avoiyovtotl. Aafdcte To @OALO 00NYLOV XPNONG
PV amod T XPNon.

Amo6 ToVv GTOHOTOG XPTON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidooetar o€ 0éom, TV onoia dev Tpoceyyilovy kot dev PAETOVY Ta, TOLOIAL.

| 7. AAAH(EX) EIAIKH(EX) IPOEIAOTIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHZ

AHEH

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdccete o€ Beppokpacio peyarvtepn twv 30°C.
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

1 A Pharma GmbH
Industriestral3e 18
83607 Holzkirchen
Teppovia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/09/585/001
EU/1/09/585/002
EU/1/09/585/003

13. APIOMOX ITAPTIAAX

IToaptida

14. TENIKH KATATAEH I'lA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LTPIKY CLVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. NAHPO®OPIEX XE BRAILLE

Rivastigmine 1 A Pharma 1,5 mg

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

A16d100TOTOC YPOUU®TOS KDdKaS (2D) Tov pépet Tov Teptn@Bivta LovadiKo avayvVOPLOTIKO
K®OKO.

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

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

KYYEAH AIIO ALU/PVC

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Rivastigmine 1 A Pharma 1,5 mg oxAnpd Koyaxio

rivastigmine (¢ 6£1vo TpuyIKo GAag)

2. ONOMA KATOXOY THX AAETAY. KYKAO®OPIAX

1 A Pharma GmbH

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA YTOIXEIA

Agutépa
Tpit
Tetdpn
ITépmn
[Hopackevn
Xappoato
Kvploxn
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ENAEIZEIZ ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTII'TA KYYEAH AIIO ALU/PVC

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Rivastigmine 1 A Pharma 3 mg oxAnpd xoydxio

rivastigmine (¢ 6&1vo TpuyIKo ANQ)

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

Ka0e xoydxio mepiéyet 3 mg rivastigmine (og 6&vo Tpuykod GA0C).

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 oKAnpa KayaKio
56 oKAnpd KoyaKio
112 oxAnpd Koydxio

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Noa katoanivovior oAoKANpa yopic va kéPovror i va avoiyovtotl. Aafdcte To @OALO 00NYLOV XPNONG
PV amod T XPNon.

Amo6 ToVv GTOHOTOG XPTON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidooetar o€ 0éom, TV onoia dev Tpoceyyilovy kot dev PAETOVY Ta, TOLOIAL.

| 7. AAAH(EX) EIAIKH(EX) IPOEIAOTIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHZ

AHEH

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdccete o€ Beppokpacio peyarvtepn twv 30°C.
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

1 A Pharma GmbH
Industriestral3e 18
83607 Holzkirchen
Teppovia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/09/585/005
EU/1/09/585/006
EU/1/09/585/007

13. APIOMOX ITAPTIAAX

IToaptida

14. TENIKH KATATAEH I'lA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LTPIKY CLVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. NAHPO®OPIEX XE BRAILLE

Rivastigmine 1 A Pharma 3 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOYX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

AGd100TOTOS YPOUU®TOS KOdKaS (2D) Tov pépet Tov TepneBivta LovadIKo avayVOPLoTIKO
K®OKO.

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

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

KYYEAH AIIO ALU/PVC

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Rivastigmine 1 A Pharma 3 mg oxAnpd koo

rivastigmine (¢ 6£1vo TpuyIKo Aag)

2. ONOMA KATOXOY THX AAETAY. KYKAO®OPIAX

1 A Pharma GmbH

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA YTOIXEIA

Agutépa
Tpit
Tetdpn
ITépmn
[Hopackevn
Xappoato
Kvploxn
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ENAEIZEIZ ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTII'TA KYYEAH AIIO ALU/PVC

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Rivastigmine 1 A Pharma 4,5 mg cxAnpd KoydxKio

rivastigmine (¢ 6&1vo TpuyIKo AQ)

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

Ka0e xoydxio mepiéyet 4,5 mg rivastigmine (g 6&vo tpuykod GroC).

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 oKAnpa KayaKio
56 oKAnpd KoyaKio
112 oxAnpd Koydxio

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Noa katoanivovior oAoKANpa yopic va kéPovror i va avoiyovtotl. Aafdcte To @OALO 00NYLOV XPNONG
PV amod T XPNon.

Amo6 ToVv GTOHOTOG XPTON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidooetar o€ 0éom, TV onoia dev Tpoceyyilovy kot dev PAETOVY Ta, TOLOIAL.

| 7. AAAH(EX) EIAIKH(EX) IPOEIAOTIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHZ

AHEH

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdccete o€ Beppokpacio peyarvtepn twv 30°C.
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

1 A Pharma GmbH
Industriestral3e 18
83607 Holzkirchen
Teppovia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/09/585/009
EU/1/09/585/010
EU/1/09/585/011

13. APIOMOX ITAPTIAAX

IToaptida

14. TENIKH KATATAEH I'lA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LTPIKY CLVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. NAHPO®OPIEX XE BRAILLE

Rivastigmine 1 A Pharma 4,5 mg

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

AGd100TOTOS YPOUU®TOS KOdKaS (2D) Tov pépet Tov TepneBivta LovadIKo avayVOPLoTIKO
K®OKO.

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

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

KYYEAH AIIO ALU/PVC

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Rivastigmine 1 A Pharma 4,5 mg oxAnpd Koyaxio

rivastigmine (¢ 6£1vo TpuyIKo GAag)

2. ONOMA KATOXOY THX AAETAY. KYKAO®OPIAX

1 A Pharma GmbH

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA YTOIXEIA

Agutépa
Tpit
Tetdpn
ITépmn
[Hopackevn
Xappoato
Kvploxn
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTII'TA KYYEAH AIIO ALU/PVC

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Rivastigmine 1 A Pharma 6 mg oxAnpd xoydxio

rivastigmine (og 6&wvo Tpuykd Grog)

2. YXYNOEXH XE APAXTIKH(EYX) OYXIA(EYX)

Ka0e xoydxio mepiéyetl 6 mg rivastigmine (mg 6&vo Tpuykod GANC).

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 oKAnpa KayaKio
56 oKAnpd KoyaKio
112 oxAnpd Koydxio

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Noa katoanivovior oAoKANpa yopic va kéPovror i va avoiyovtotl. Aafdcte To @OALO 00NYLOV XPNONG
PV amod T XPNon.

Amo6 ToVv GTOHOTOG XPTON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidooetar o€ 0éom, TV onoia dev Tpoceyyilovy kot dev PAETOVY Ta, TOLOIAL.

| 7. AAAH(EX) EIAIKH(EX) IPOEIAOTIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHZ

AHEH

9. EIAIKEX XYNOHKEYX OYAAZEHX

Mn evAdccete o€ Beppokpacio peyarvtepn twv 30°C.
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

1 A Pharma GmbH
Industriestral3e 18
83607 Holzkirchen
Teppovia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/09/585/013
EU/1/09/585/014
EU/1/09/585/015

13. APIOMOX ITAPTIAAX

IToaptida

14. TENIKH KATATAEH I'lA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LTPIKY CLVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. NAHPO®OPIEX XE BRAILLE

Rivastigmine 1 A Pharma 6 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOYX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A16d100T0OTOG YPOUU®TOS KOdKaS (2D) Tov pépet Tov Tepn@Bivta LovadIKO avoyVOPLOTIKO
K®OKO.

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

PC
SN

48



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

KYYEAH AIIO ALU/PVC

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Rivastigmine 1 A Pharma 6 mg oxAnpd koo

rivastigmine (¢ 6£1vo TpuyIKo Aag)

2. ONOMA KATOXOY THX AAETAY. KYKAO®OPIAX

1 A Pharma GmbH

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA YTOIXEIA

Agutépa
Tpim
Tetdpn
ITépmn
[Hopackevn
Xappoato
Kvploxn
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ENAEIZEIX ITOY ITIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KOYTI I'TA T'YAAINH ®IAAH
EINIXHMANXH I'TA I'YAAINH ®IAAH

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Rivastigmine 1 A Pharma 2 mg/ml 6o didAvpo

rivastigmine (g 6&wvo TpuyiKd dAag)

2. TYNOEZIH XE APAXTIKH(EX) OYXIIA(EY)

Kda0e ml mepiéyerl 2 mg rivastigmine (¢ 6£1vo TpuyiKo dAag).

3. KATAAOI'OX EKAOXQN

[epéyer Pevioind vatpio (E 211). BA. 10 pUALO 0dNY1DV Y10 TEPIGGOTEPES TAPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

50 ml woc1o SidAvpa
120 ml woéo1p0 StdAvpLa

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To GUAAO 0INYIDV YPNONG TPV AT TN PN oM.

Amo tov 6TdHOTOC XPNON.

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

Na euidooetal o€ 0éom, TV onoia dev Tpoceyyilovy kat dgv PAETOVY TO, TOLOLA.

‘ 7. AAAH(EY) EIAIKH(EX) ITIPOEIAOITIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHEH

Metd to dvorypa: 1 uivag
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9. EIAIKEX XYNOHKEYX OYAAZEHX

Mn gvldooete o€ Oeppokpacio peyorlvtepn tv 30°C. Mnv yiyete 1 KoToyOyeTe.
Na puAdooetatl o 6pOia Bon).

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON IMPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEITAY KYKAO®OPIAX

1 A Pharma GmbH
Industriestral3e 18
83607 Holzkirchen
Teppovia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/09/585/017
EU/1/09/585/018

13. APIOMOX ITAPTIAAX

ITaptida

14. TENIKH KATATAEH I'lA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LTPIKT CLVTOYT.

| 15. OAHTIEX XPHEZHX

‘ 16. NAHPO®OPIEX XE BRAILLE

Movo yia o kovrti:
Rivastigmine 1 A Pharma 2 mg/ml

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

Movo yia o kovti:

A16d100T0TOC YPOUU®TOS KOdKaG (2D) Tov pépet Tov TepN@BEVTa LOVASTKO OVOYVOPLOTIKO
KOOUKO.
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

Movo yia o kovti:
PC

SN
NN
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B. PYAAO OAHI'TQN XPHXHX
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®viro ooV ypiong: IIAnpoeopiss yio Tov ac0evi|

Rivastigmine 1 A Pharma 1,5 mg oxinpd kaydaxio
Rivastigmine 1 A Pharma 3 mg ocxinpd koydxua
Rivastigmine 1 A Pharma 4,5 mg oxinpa xoydxa
Rivastigmine 1 A Pharma 6 mg ckinpad koydxua
rivastigmine

AW PaoTe TPOGEKTIKA OAOKANPO TO PUAAO 0ONYLOV YP1ONG TPLV UPYIGETE VU TAIPVETE AVTO TO

QAaPLOKO, OLOTL TEPLAAPUPAVEL CNUAVTIKES TANPOPOPIES Y10, GOG.

- DdvrdEte 0vTd TO PUALO 0N YDV YpRoms. Towg ypelaotel va to dfdacete Eovd.

- Edv éxete mepartépo anopieg, pmTNGTE TOV Y1OTPO 1] TOV PAPLOKOTOLO GOC.

- H ocvvtayn ya avtd 10 apuako xopnyndnke omokAEIGTIKA Y10 6aG. AgV TPEMEL V. ODCETE TO
QAaprOKo 6€ AAAOVG. Mmopel Vo Toug TPOKOAETEL PAALT, KOO KOl OTOV TO GUUTTOUATA TG
acBéveldg Toug eivan 1010 pe Ta Sk Gog.

- Edv mapatnpnioete kamolo avemBOunTn evEpYELD, EVILEPDGTE TOV YLOTPO 1 TOV PUPLOKOTOLH
c0c. AVt 1oyvEL Ko Yo KABe mhovn avemBOUNT evEPYELD TOV OV OVAPEPETOL GTO TAPOV
@OALO oMYV Ypnong. BAéne mapdypapo 4.

Thv epréyel 1o TaPOV VAAO 0ONYLOV

T eivar to Rivastigmine 1 A Pharma kot o v 1 yprion tov
T npémer va yvopilete mpv ndpete to Rivastigmine 1 A Pharma
ITog va mapete To Rivastigmine 1 A Pharma

[TBavég avemBOunTeC evépyeleg

[og va pvidcoete to Rivastigmine 1 A Pharma

[Tepreydpeva g cvokevaciog Kot AOES TANpoPopieg

ANl S e

1. T eivon To Rivastigmine 1 A Pharma kot mowa givat 1 ypiion Tov
To dpaotikd cvotatikd tov Rivastigmine 1 A Pharma givou 1 rivastigmine.

H Rivastigmineavikel og o opddo 0vGLUOY TOV 0OVORALOVTOL AVOGTOAEIS TNG YOAVESTEPACNG. €
aoBevelc e dvoto Alzheimer 1 pe dvotla Adym ¢ vocov tov Parkinson, opiopéva vevpikd KbtTapa
TOV EYKEPAAOV VEKPOVOVTOL, |LE OTOTEAEGLO VO LELDOVOVTOL TO EMITESD TNG VEVPOOIAPIBACGTIKNG
0VGinG AKETLAOYOAIVIG (L0 OVGIO TOV EMTPENEL TNV EMKOWVAOVIO TOV EYKEPAAKDV KLTTAP®OV UETAED
tovg). H dpdiom ¢ Rivastigmine cuvictatotl 6TV avacsToAn TV evOOI®Y ToL TPOKAAOLY O146Too
TNG AKETVAOYOAIVIG: AKETVAOYOAVESTEPAGT] KOl FOVTVPVAOYOAVESTEPAGT). ME TNV aVOGTOAY OQVTMV
v ev{bpwmv, To Rivastigmine 1 A Pharma ka616td duvotn v ad0énon Tov eTmédmv aKeTVAOYOAIVIG
OTOV £YKEPAAO, GUUBAAAOVTAG GTOV TEPLOPIGUO TMV GUUTTOUATOV TNG VOGoL Alzheimer kot Tng
dvolog mov oyetiletan pe tn voco tov Parkinson.

To Rivastigmine 1 A Pharma ypnowonoteiton yio m Ogpancio g Nmog £0g pétplag fapotntog
dvotag Alzheimer og evijlkeg ao0eveic, LIOG TPOOSEVTIKA EMOEWVOVLEVNG EYKEQPOMKNG OLOTAPAYNG,
7OV EMNPEALEL GTASIOKE TN VAT, TN SLOVONTIKY IKOVOTNTA KOl T GUUTEPLPOPA. Ta KoydKio Kot To
OGO S1GAV O LITOopoVV va yprnoyoroinfovv kat yo T Oepameia dvolag og eviilikeg acheveic Tov
maoyovv omd 1 voco tov Parkinson.

2. T npéner vo yvopilete mpiv mwapete To Rivastigmine 1 A Pharma

Mnyv napete to Rivastigmine 1 A Pharma

- o€ mepintwon aAlepyiag ot rivastigmine (10 0pacTikd cuotatikd Tov Rivastigmine 1 A
Pharma) 1| o omo10dMTToTE AALO OO TO GLGTATIKG AVTOV TOL PAPUAKOV (CVOPEPOVTOL CTNV
TapAypaQo 6).

- €av elyate 610 TapeABOV dEPUOTIKN AVTIOPOOT) TOV LTOSNAMVE GAAEPYIKT OEPUATITION ALTTO
EMOLOTN e rivastigmine.
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Edv avto oyvet yia €0dg, evuepdote Tov yioTpd cog Kot unyv ndpete to Rivastigmine 1 A Pharma.

IIpog1d0mToU|oELS KO TPOPUAGEELS

AmevBuvbeite oToV Yi0Tpo Gog Tpwv Tapete o Rivastigmine 1 A Pharma

- Edv &yete M eiyote moTé pa Kapdiakn TaONGT OTMG AKOVOVIGTOUG 1) 0PYOLS KOPOLOKOVG
TOALOVG, TopdTocn Tov dactiuatoc QTc, okoyeveloKd 1GTOPIKO TAPATAGNS TOL SLUGTHILATOG
QTc, moAduopen tayvkapdio diknv puridiov (torsade de pointes) 1| xaunio eninedo kaAiov 1
payvnoiov 6to aipa.

- Edv éxete N elyate moTé evepyd EAKOC GTOLAYOV.

- Edv éxete N elyate moté duokorieg otnv ovpmon.

- Edv €yete M elyote TOTE EMANTTIKOVG GIOGOVG.

- Edv &yete N elyote moté dobua 1 coPapn mwahnorn tov avoamveLoTIKoD.

- Edv éxete N elyate moté drotapayuévn veppikn Aettovpyia.

- Edv €yete N eiyote moTé datapoyLévn NIOTIKY AgtTovpyid.

- Edv vrogépete amd tpépovio.

- Edv éxete younio Bapog odpotog,.

- Edv avtipetonilete yootpeviepikéc avtidpdosig dnwg aicOnua adiabeciag (vavtia), adiobecio
(épetog) kot d1appota. Mmopei va Tapovctactel apuddTmon (ar®AELD TOAADY VYPDOV) EGV
mapatadel 0 EUETOG Kot 1) S1PPOlaL.

Edv xémoto amod to wo mévm 1oyveL Yo €66G, 0 YoTpog oag B Tpénel va cog mapakolovbel o oteva
v 660 ddotnue Ba Taipvete AVTO TO PAPLOKO.

Edv dev mpate to Rivastigmine 1 A Pharma yio nepiocdtepeg and Tpelg UeEPee, unv mdpete tnv
EMOUEVT 0OGT UEYPL VO LATOETE LE TOV Y1ATPO OO,

Mowora kor £enpor
Agv vmapyet oxetikn ypnon Tov Rivastigmine 1 A Pharma otov noudiotpicd mtAnbouopd yuo
Oepaneio Tng vocov Alzheimer.

Alro @éppoxa kor Rivastigmine 1 A Pharma
Evnuepmote tov yatpd 1 1oV gopUoKOTTOl0 oag 6V maipvete, £xete TpoOSPATA TAPEL 1] Umopel val
TaPETE AAAL PAPLLOKOL.

To Rivastigmine 1 A Pharma dev npémel va yopnyeitar Tantdypova Pe GAAL QAPUAKE TTOV EXOVV
napopola dpdon pe to Rivastigmine 1 A Pharma. To Rivastigmine 1 A Pharma evdéyetoat va
mopeppaivel oTo AvVTIOAMVEPYIKA @APUAKO (QAPUAKO TOV YPNGILOTOOVVTOL YI0 TV AVAKOVPICT TV
OTOGU®MV 1) TOV KOAMKOEWO®Y aAYDV TOL GTOUAY0VL, Yio TV Oepaneio TG vOGov Tov Parkinson 1 yuo
TPOANYT TNG VauTiog TV TaSdlnTdV).

To Rivastigmine 1 A Pharma dev npémnel va yopnyeital Tontd)pova Pe LETOKAOTPOUidN (Eva @apuaKko
OV YPTCLULOTOIEITOL Y10 VO OVOKOLPIGEL 1) VO TapeUTodicel vavTtia Kot Epeto). H Aqyn avtdv tov dvo
papudkev pali evoéyetor va TpokaAEcEeL TPoPANLATO OTMS SuoKAUyio 6To AKpa Kot TPOHO oTa
YEPLOL.

Av mpoxelton va Kavete gyyeipnon evad maipvete Rivastigmine 1 A Pharma, evnuepdote Tov yotpo
cog mpv oag yopnynoel avarsOnoia ylati to Rivastigmine 1 A Pharma pmopei va emdsvaoet to
OTTOTELEGLOTO LEPIKADV HVOYOAAPOTIKAV KOTE TN SLdpkeln TG avolotnoiog.

Emdewcviete mpocoyn katd t Aymn tov Rivastigmine 1 A Pharma poli pe frta avaoctoieig
(pappaxo OT®G 1) ATEVOAOAT TTOL YPTCLLOTOLELTAL Y10 TV OVTILETMMION TNG VLEPTACNG, TNG

o 0ayyng Kot GAL®V Kapdlokodv TpofAnudatav). H Anymn kai tov dvo eappdkov poll 0o propovos
Vo TPOKOAESEL TPOPALOTA OTMS 1] EMPPASLVOT TOL Kapdiakoh puOuov (Bpadvkapdic) Tov 0dnyei og
MmoBvpia 1 andAielo GuveIdN oM.

Emdewviete mpocoyn katd t Ay tov Rivastigmine 1 A Pharma poli pe dAia @dppoxo tov propei
Vo EXNPEACOVY TOV Kapdlokd cag puiuod 1 To NAEKTPIKO cuGTNUA TG Kapdldg oag (TapdTacn Tov
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dwotuatog QT).

Kinon, 0nloopdg kot yovipotnra
Edv eiote éykvog 1 Onhalete, vopilete 0T umopei va giote £€ykvog 1 oxed1GLETE VO ATOKTHOETE TOdH,
{ntote 1 GuUPOVAN TOL YIATPOV 1] TOV PUPHLOKOTOIOD GOG TPV TAPETE AVTO TO PAPLLOKO.

Edv glote éykvog, ta 0@éAn amd T yprion tov Rivastigmine 1 A Pharma npénet va a&loloynbodv ce
oxéon Ue Tig TOVEG GUVETEIEG GTO 0yEVVNTO Todi 60.G. Ao TPETEL VO ATOPEVYETAL 1] YPNIOT TOV
Rivastigmine 1 A Pharma xatd tnv konon, £Ktog eav kp1lfel amoADT®S amopaitnTo.

Agv mpénet va, OnAdlete katd ™ didpketo TG Oepaneiog pe to Rivastigmine 1 A Pharma.

001 yNoN Kot YEPIGUOS POV LATOV

O ywatpog oag Ba Gog EvIepdOEL EGV 1) TAONGOT GOG, 60G EMTPETEL VoL 0dNyeite 1 va, xepilecte
unyovipota pe acediela. To Rivastigmine 1 A Pharma propei va tpokaiéost {aAn Kot vavniio
Kupimg oto Eekivnua g aymyng N 0tav avédvetal ) 66on. Edv aucBavieite {adAn 1 vovnAia, punv
00MNYNOETE, YEIPLIOTEITE UNYAVILOTO 1] KAVETE OTOLAONTOTE AAAT OPAGTNPLOTNTA 1] OTTOT0L ATOLTEL TV
TPOGOYY| GOG.

3. Hog va tapete 1o Rivastigmine 1 A Pharma

[Tavtote va maipvete 10 PAPUAKO OLTO AVGTNPE COLPOVA LE TIG 001 YiES TOV YLoTpoV coc. Edv &xete
apeBoriec, pOTNOTE TOV YIUTPO 1) TOV QAPLOKOTOLO GOG.

o va Eekivijoete T Ogpomeia

O ywTpodg oag Ba o suotoet T d6omn Rivastigmine 1 A Pharma mov 0a mépete.

. H Oepancio Eexivdel cuvnbmg pe pio younin d6om.

. O yotpog oag Ba avénoet otadiakd T 0001 Gag AVAAOYA LE TNV AVTOTOKPIoT] GOG GTNV AY®YT.
. H vynAotepn 660om mov pmopei va, 000l eivar 6 mg 000 Qopég TNV NUEPA.

O ywotpog oag Ba eAEyyel TOKTIKA €4V TO PAPLOKO Elval OTOTEAECUATIKO Yo £64G. O YiaTpdg cag Ha
napakolovbei emiong to Pépog cag 660 TaipveTe ALTO TO PAPLAKO.

Edv dev mpate to Rivastigmine 1 A Pharma yio nepiocdtepeg and Tpelg LEPES, Unv mapeTe TNV
EMOUEVT OGN UEYPL VO LIATOETE LE TOV Y1ATPO COG.

Afyn 10V UPREKOV

. Evnuepoote to dtopo mov cog epovtilel 611 maipvete Rivastigmine 1 A Pharma.

. o va opeinBeite mpénet va maipvete to papuakod cog kabe pépa.

. AopPavete to Rivastigmine 1 A Pharma dvo @opéc v nuépa, 1o mpoi kot to Ppadv, |e To
@aynto.

. Kartanivere o kKonydkio oAdKANpa pe Eva vypo.

. Mnv avoiyete 1 Stuomdite TO KOy aKio.

Eav mapete peyordtepn 66on Rivastigmine 1 A Pharma ané tnv kavovikn

Av katd AaBog mpate peyalhtepn 6001 amd QTN TOV EMPETE, EVIUEPDGTE TOV Y1aTPd coc. Mrmopel
va arortnOei wTpikn epovtido. e peptkong avlpmdmovg mov Katd Adbog Tpay TOAD peydin
nocotnta Rivastigmine 1 A Pharma mopoatmpnfnke aicOnuo adiobeciog (vavtia), adiabdecio (€petog),
duppota, VYNAN aptnplakn wieon kot taporcOnoels. IIBavov eniong va mapovciactel apyog
KapO1OKOG TAALOG Kol AmoBupio.

Eav Egyaoete va napete 1o Rivastigmine 1 A Pharma

Av Egydoate va Tapete Lo 000, TEPUEVETE Kal TAPTE TNV EnOUeVT 06on Rivastigmine 1 A Pharma
ot cvvnOepuévn opa. Mnv mhpete SITAN SO0T Y10 VO AVATANPAOCETE T 00T oV EEYACATE.
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Edv éxete meplocdtepeg EpMTNCELG GYETIKA LLE T YPNOT OVTOV TOL PAPUAKOL, POTHCTE TOV Y10TPO 1)
TOV POPUOKOTOL0 GOG.
4. MOavég avemBOuNTES EVEPYELEG

Onwc 6Ma o pappoKa, £T61 Kol 0VTO TO PAPLAKO UTOPEL VO TPOKAAEGEL OVEMOVOUNTEG EVEPYELES, OV
Kot 6gv TOPOVGLALoVTaL GE OAOVG TOVG AvOPMITOVC.

Evoeyopévac va epeoavicete mapevépyeleg o cuyvd 0tav EeKvaTe T0 APLOKO 1 OTav 1 SO0
avénBei. Zuvnbwg, o1 mapevépyeteg Oa eEacbevicovv aradiaxd Kadmg o opyavicpog cag Ba cuvnBilet

610 PAPLOKO.

oAb cvyvég (umopel va ennpedoovy move and 1 ota 10 dropa)

. Z&n
. Anmrelo 6peEng
. [Ipofifuata oto otopdyt 6nmwe aicOnua adnbesiog (vavtia) 1 adtabecia (€uetog), didppoia

Yoyvég (umopet va emnpedoovy émg 1 ota 10 dropa)

. Ayyog

. Eopidpwon

. IMTovoxépaiog

. AicOnua kowoov

. Anoieia Bapovg

. [T6vog ot0 cTONdY L

. Atiobnpo avnovyiog

. AicOnon kobpaong 1 advvapiog
. I'evikd aicOnpo adabeciog

. Tpépovio N aicOnpa coyyvong
. Mewwpévn dpetn

. Eopuikteg

Oy ovyvég (umopet va ennpedoovy éog 1 ota 100 dropa)
. Kotdolym

. Avckolio 6Tov VITVO
. Awmobopia 1 Toyaio mTdoM
. Metaporéc 610 TG0 KaAd Aettovpyel To NIap Gog

Yrawvieg (umopel va ennpedoovy €wg 1 ota 1000 dtopa)

. [16vog 610 o1B0g

. E&avOnpa, payovpa

. Kpioeig (omaopot)

. "EAxn oto oToudyt 1| oto £viepo cag

oAb omavieg (umopei va enmnpedoovy €mg 1 ota 10000 dropa)
. Yynin aptnproxn wieon

. Aolpmwén Tov oVPOTOMTIKOV

. BAénete mpaypata mov dev vapyovv (yevdaichnoeic)

. [IpofAnpata pe Tov kapdlokd puiud OT®S YPYOPOgS 1 apyos KapdloKog puOpog

. Awoppayio 6To £vigpo — eppavileTal oG aiplo 6To KOTPAVA 1) GTOV EUETO

. dAeypovi] TOL TAYKPEATOG — TO, CUUTTMUATO CUUTEPIAAUPEVOVY dPIUD TOVO GTO OVATEPO
LEPOG TOV GTOHOYOV, GLYVA pe aicOnua adiobeciag (vavtia) 1| adabecio (Epeto)

. Emdeivoon tov copntopdtov g vocov tov Parkinson 1 epodavion mopoUoumy GOUTTOUATOV

— Om®G Pikn axoyio, SVOKOAN GTIV EKTEAECT] KIV|GE®V
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Mn yvooetég (n cuyxvotnta dev pumopel vo ekTiun el pe faon to daebéoya otoryeion)

. "Evtovn adwbeoia (épetoc) mov pmopei va 0dny1oel o prién ToOL GOANVA TOV EVMOVEL TO GTOO
G0G e TO oTopdyL 6ag (01G0PAYOq)

. Apuvdatmon (amdAelo TOAADY VYPOV)

. Hrotucég dwotapayés (kitpvo d€pua, KITPIivIoU TOV AEVKOD TOV LOTIOV, [T PLOLOAOYIKO
GKOVPO YPOUN 0OVPMV 1 AVEENYNTN VOLTIO, ELETOC, KOTMON Kol ATMOAELL OPEENC)

. EmBetikotta, aicOnpa vevpikdtntog

. AkavovioTog Kapdtakog puiuog

. >Hvdpopo Pisa (pua wébnon mov teptAapfavel aKoVoLo LDTKT GOCTOCT LE LU QUGIOAOYIKN

KELWT) TOL COUOTOG KoL TNG KEQPOANG TPOG T Lo TAELPEQ)

AocOgveic pe dvora ka1 voco tov Parkinson
Avtoi o1 acBeveic eppaviovv kdmoteg avembBounteg evépyeleg mo cvyva. Enepavifovv eniong pepikéc
emmpocheteg avemBOUNTEC EVEPYELEG:

oAb cvyvég (uropei va emnpedoovy Thve amd 1 ota 10 dropw)
. Tpépovio

. AwoBopio

. Toyaio TTmon

Yoyvég (umopet va emnpedoovy émg 1 ota 10 dropa)

. Ayyog

. Avnovyia

. Apyog Kot ypiyopog Kapdlakodg puOpoc

. AvokoAia oTov Hvo

. [Tapa oAV GaAL0 KoL APLOGTMOT

. Acvvnbiota apyéc 1 Kivioelg mov dev pmopeite va ehéyEete

. Emdeivoon g vocov tov Parkinson 1 epoavion mopopoimv GOUTTOUATOV — OTMG HOTKY

axopyio, SUGKOAIN OTNV EKTEAECT] KIVIIGEMV KO LVTKT advvopio

‘O ovyvég (umopet va ennpedcsovy €og 1 ota 100 dropa)
. AKavOVIeTOG KapOlaKOg TOAUOG KOl TEPLOPIGUEVOG EAEYYOG KIVICEMV

Addeg aveEmMOVUNTES EVEPYELEG TTOV TAPATNPNONKAY PE TO OLAOEPUIKA EPTAOCTPO KOL OL OTTOLES
pmopel va wapatnpnBodv pe o okinpd Koydxuo:

Yoyvég (umopet va emnpedoovy émg 1 ota 10 dropa)

. [Mupetdg
. YoBapn ovyyvon
. Axpdreia ovpov (advvopio KataKpdtnong enapkods TocOTNTUS OVP®V)

‘O ovyvég (umopet va ennpedoovy €og 1 ota 100 dtopa)
. YrepkivntikotnTo (VYN enimeda SpacTnPLOTNTOC, AvNoLYio)

Mn yveoTég ( cuyvotnta dev pmopei va ektiun0et pe faon ta dtnbéciua otoryeio)
. Allepyikn avtidpaon ota onueio oTa omoin ¥p1CILOTOONKE TO EUTANGTPO, OTMG POVCKAAES
N EAEYLOVN TOV OEPUOTOC

Av gpoaviceTe 0mOOONTOTE OO AVTEG TIG OVETIBVUNTEG EVEPYELEG, EVIULEPDOTE TOV YLOTPO GOG YTl
mBavov va ypelaoteite wTpiky fondeta.

AvaQopd avemOounTOV evepyEL@V

Edv mapatnproete kdmoa avemBopntn evépyela, EVILEPMOTE TOV YATPO 1] TOV QOPLOKOTOLO GOGC.
Av16 1oyvet Kat Yo ké0e mBoavr| avemBountn evEPYELR TOV JEV AVAPEPETOL GTO TAPOV GUAAO 0ONYIDV
ypnone. Mropeite emiong va avapépete avemBounteg evépyeleg anevbeing, LEow Tov 0viKo
GLGTNHLATOG avapopis Tov avaypapetar oto Hapdapmmpa V. Méow ¢ avapopdg avembountomv
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gvepyelmv pmopeite vao fondnoete 0T GLALOYN TEPIGTOTEP®V TATPOPOPLAV GYETIKA LLE TNV ASPAAELN
TOL TAPOVTOG PAPUAKOL.

5. Hog va puidooete To Rivastigmine 1 A Pharma
To @dppoko avTod TPETEL VO, PLAAGGETOL GE PLEPT) TTOL deV TO PAETOVY KOt deV TO POEVOLY TO TOdLAL.

Na pn ypnowonoteite to Rivastigmine 1 A Pharma petd tv nuepopunvio AnEng mov avaeépetal otV
KOWYEAT, 6T OLIAN Kot 6To kouTti petd v « AHEH »/«EXP». H nuepounvia Anéng eivor ) tedevtaio
NUEPD TOV UNAVE TTOV OVOQEPETOL EKEL.

Mn evAdccete o€ Beppokpacio peyarvtepn twv 30°C.

Mnv metdite @APUAKO GTO VEPD TNG OMOYXETEVLONG 1| 6T OKLaK( aroppippota. Potote tov
QOPLOKOTOLd GOC YO TO TMOG VO TETAEETE TAL PAPLLOKO TTOV OEV PN OLLOTOLEiTE o AvTd To PéTpa Ba
Bonbnoovv oty mpoctacio Tov wepPdAiovtog.

6. Iepreyodpevo TS 6VOKEVAGIOG KOl AOTES TANPOPOpPiEg

T wgpiéyer To Rivastigmine 1 A Pharma

- H dpaoctikn ovoia eivou rivastigmine.

- Ta dAla cvotatikd gival: vVTPopeAAdln, GTEATIKO HOYVIO10, KPOKPVOTUAAIKT KUTTAPIVN,
Gvudpo KOAAOELDEG TTVpiTio, (elativn, kiTpivo 0&eidto Tov G1dMpov, epuBpd 0&eidio Tov 61N PovL,
S10&€1d10 TOL TITAVIOL Ko KOUUEN AAKKOGC.

Ka0e Rivastigmine 1 A Pharma 1,5 mg koydxio mepiéyet 1,5 mg rivastigmine.
Ké0e Rivastigmine 1 A Pharma 3 mg kaydkio tepiéyet 3 mg rivastigmine.
Kd&Be Rivastigmine 1 A Pharma 4,5 mg xoydxo nepiéyet 4,5 mg rivastigmine.
Ké0e Rivastigmine 1 A Pharma 6 mg koydxio mepiéyel 6 mg rivastigmine.

Ep@évion tov Rivastigmine 1 A Pharma ko mepieyépeva T 6voKevaGiog

- 2kAnpa kaydkio Rivastigmine 1 A Pharma 1,5 mg, to omoia meptéyovv 6kOvN VITOAELKN
EMAPPOG KITPVOTT, £XOVV KITPIVO KAADUUA Kol KITPIVO GO0, TO 0010 PEPEL KOKKIVN
extomoon “RIV 1,5 mg”.

- Yinpd kayakio Rivastigmine 1 A Pharma 3 mg, to onoia mepiéyovv okdvN VIOAEVKN
EMAPPAOG KITPVOTT, £X0VV TOPTOKOA KAAVLLO KOl TOPTOKOAL GO, TO OTTOT0 PEPEL KOKKIVN
extommwon “RIV3 mg”.

- Yinpd kaydkio Rivastigmine 1 A Pharma 4,5 mg, To onoia tepiéyovv okovNn VIOAEVKN
EMIPPDOG KITPVOTT, £X0VV KOKKIVO KOAVLLUO Kol KOKKIVO GO, TO OTTOT0 PEPEL AOTPT
exktonwon “RIV 4,5 mg”.

- Ynpd kaydkio Rivastigmine 1 A Pharma 6 mg, to onoio mtepiéyovv okdvN VIOAEVKN
ENOQPDG KITPVOTY], £X0VV KOKKIVO KAAVLLLLO KOl TOPTOKOAL GO, TO 0TTO10 QEPEL KOKKIVT
extomwon “RIV 6 mg”.

Eival cvokevaopéva oe koyéres. dabéoipleg oe Tpia dapopeTikd peyédn cvokevaciog (28, 56 1
112 kaydkia), aALd Thove va unv KukAo@opolv OAEC 01 GVCKEVLUGIEG GTN YDPO. GO,

Karoyog Adcrog Kvkhopopiag
1 A Pharma GmbH
Industriestrale 18

83607 Holzkirchen

Teppovia
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HopackevaoTig

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona,

Iomavia

Novartis Pharma GmbH
Roonstrasse 25

90429 Nuremberg
Teppovia

Salutas Pharma GmbH

Otto-Von-Guericke-Allee 1, Barleben,

Saxony-Anhalt, 39179,
I'eppoavia

INo omoladnmote TANPOPOPio. GYETIKG LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TOPAKAAEIGTE VO
amevBuvleite otov ToMKS avTImpdSmTo Tov Katdyov g Adsiog Kukhopopiag.

Belgié/Belgique/Belgien
Sandoz N.V.

Telecom Gardens, Medialaan 40
B-1800 Vilvoorde

Tél/Tel: + 32 (0)2 722 97 97

Bwarapus

Cannos bearapus KUT
Ten.: + 3592970 47 47
regaffairs.bg@sandoz.com

Ceska republika

Sandoz s.r.0.

Na Pankraci 1724/129
CZ-14000 Praha 4 - Nusle
E-mail: office.cz@sandoz.com
Tel: +420 225 775 111

Danmark

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kgbenhavn S
Danmark

TIf: + 45 6395 1000
info.danmark@sandoz.com

Deutschland

Hexal AG

Industriestral3e 25

D-83607 Holzkirchen

Tel: +49 8024 908 0
E-mail: service@hexal.com
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Luxembourg/Luxemburg
Sandoz N.V.

Telecom Gardens, Medialaan 40
B-1800 Vilvoorde

Tél/Tel: + 32 (0)2 722 97 97

Magyarorszag

Sandoz Hungaria Kft.

Bartok Béla ut 43-47

H-1114 Budapest

Tel.: +36 1 430 2890

E-mail: info.hungary@sandoz.com

Malta
Sandoz Pharmaceuticals d.d.
Tel: +35699644126

Nederland

Sandoz BV

Hospitaaldreef 29,

NL-1315 RC Almere

Tel: +31 36 5241600

E-mail: info.sandoz-nl@sandoz.com

Norge

Sandoz A/S

Edvard Thomsens Vej 14

DK-2300 Kagbenhavn S

Danmark

TIf: + 45 6395 1000

E-mail: info.danmark@sandoz.com



Eesti

Sandoz d.d. Eesti filiaal
Parnu mnt 105
EE-11312 Tallinn

Tel: +372 6652400

Elhada

SANDOZ HELLAS MONOITPOZQITH
AE.

TnA: +30 216 600 5000

Espaiia

Sandoz Farmacéutica, S.A
Centro Empresarial Parque Norte
Edificio Roble

C/ Serrano Galvache N° 56
28033 Madrid

Tel: +34 900 456 856

France

Sandoz SAS

49, avenue Georges Pompidou
F-92593 Levallois-Perret Cedex
Tél: +33 14964 4800

Ireland

Rowex Ltd.
Newtown
IE-Bantry Co. Cork
P75 V009

Tel: +353 27 50077

island

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kaupmannahotn
Danmork

TIf: + 45 6369 1000
info.danmark@sandoz.com

Italia

Sandoz S.p.a

Largo Umberto Boccioni 1
1-21040 Origgio (VA)
Tel: + 39 02 96541

Kvnpog

IL.T.Xatlnyewpyiov etarpeio Ltd
TI'wtil31-3042 Agpecdc
TnAépwvo: 00357 25372425

®ag: 00357 25376400

e-mail: hapanicos@cytanet.com.cy
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Osterreich

Hexal GmbH
Jakov-Lind-Strafle 5, Top 3.05
A-1020 Wien

Austria

Tel: +43 (0)1 480 56 03

Polska

Sandoz Polska Sp.z o.0.
ul. Domaniewska 50 C
PL-02-672 Warszawa
Tel: +48 22 549 15 00

Portugal

Sandoz Farmacéutica, Lda.

Quinta da Fonte, Rua dos Malhdes n°5,
Edificio Q56 D. Pedro I, Piso 0
2770-071 Pago de Arcos

Portugal

Tel: +351 211 964 000

Romania

Sandoz S.R.L.

Str. Livezeni nr. 7A,
Targu Mures, 540472
Romania

Phone: +40 21 310 44 30

Slovenija

Lek Pharmaceuticals d.d.
Verovskova 57

SI-1526 Ljubljana

Tel: +386 1 5802111

E-mail: info.lek@sandoz.com

Slovenska republika

Sandoz d.d. - organiza¢né zlozka
Zizkova 22B

SK-811 02 Bratislava

Tel: +421 2 48 200 600

Suomi/Finland

Sandoz A/S

Edvard Thomsens Vej 14

DK-2300 Kéopenhamina S/Képenhamn S
Danmark

Tel: + 45 6395 1000
info.suomi@sandoz.com

Sverige

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 K&penhamn S

E-mail: info.sverige@sandoz.com



Latvija

Sandoz d.d. Latvia filiale
K.Valdemara Str. 33 — 29
LV-1010 Riga

Tel: +371 67892006

Lietuva

Sandoz Pharmaceuticals d.d., Branch Office
Lithuania

Seimyniskiu Str. 3A

LT-09312 Vilnius

Tel: + 370 5 2636037

United Kingdom (Northern Ireland)
Sandoz GmbH

Biochemiestr. 10

A-6250 Kundl

Tel: +43 5338 2000

Hrvatska

Sandoz d.o.o.

Maksimirska 120

10 000 Zagreb

Tel: +38512353111

E-mail: upit.croatia@sandoz.com

To wapov AL 00N YOV YprioNS avaBe®p1OnKe Y10 TELEVTOIO POPE GTIG
Aentopepeic TANpopopieg Yo 10 PapproKko avtd sival dtabécyueg oto diktvako TOTo Tov Evponaikon
Opyaviopov Gapudkov: http://www.ema.europa.eu
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®viro ooV ypiong: IIAnpoeopiss yio Tov ac0evi|

Rivastigmine 1 A Pharma 2 mg/ml wécipo draivpa
rivastigmine

AP AOTE TPOGEKTIKG OAOKANPO TO QVAAO 0ONYLOV YP1CNGS TPLY UPYIGETE VU TAIPVETE AVTO TO

PappoKo, o10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOG.

- DdvrdEte avTd TO EUALO 0dNYIDY YpNong. Towg ypelaotel va to dufdcete Eavd.

- Edv éxete meportépw amopieg, p@TNGTE TOV YLOTPO 1 TOV PAPLOKOTOLO GOC.

- H cvvtayn yio avtd 1o eappako xopnyndnke oamokAeloTiKA Y10 oaG. Agv TPEMEL VoL ODGETE TO
@apurako o€ AAAovg. Mmopel vo Tovg TPoKOAEGEL PAAPT], AKOUO KOl OTOV TO, GUUTTOUATO, TNG
ac0éveldg Tovg gival id1a pe ta Sk Gog.

- Edv mapatnproete kdmowo avemBOUNT EVEPYELN, EVILEPDOTE TOV YIUTPO N TOV POPUAKOTOLO
c0G. Avtd 1oyvel kot yio kdBe mhovy avemBOUNTN EVEPYELD TOV OEV OVOPEPETOL GTO TAPOV
@OAAO 0OMY1DV Ypriong. BAére mapdypago 4

T epréyel To TaPOV OALO 00NYLOV

T eivan to Rivastigmine 1 A Pharma kot mowa givat 1 yprion tov
T pémer va yvopilete mpv mdpete to Rivastigmine 1 A Pharma
[Tog va tapete to Rivastigmine 1 A Pharma

MBovég avemBdunteg evépyeteg

[log va puidooete to Rivastigmine 1 A Pharma

[Tepieydpeva TG GLOKELAGING KO AOUTEG TANPOPOPIES

AU

1. Th eivan To Rivastigmine 1 A Pharma ko mowa givan | yp1ion tov
To dpactikd cvotatikd tov Rivastigmine 1 A Pharma givon 1 rivastigmine.

H Rivastigmine avikel o€ puo opddo ovcidv Tov ovopalovTal OVOGTOAEIG TG YOAVEGTEPAGNC. X
acBeveic pe avola Alzheimer 1 pe dvoto Aoyw g vosov Tov Parkinson, opiopéva vevpikd kottapa,
TOV EYKEQPAAOL VEKPAOVOVTAL, L€ OMOTEAEGLO, VO LELOVOVTOL TO EMITESQ TNG VELPOOLUPIPOCTIKNG
0VGI{0G AKETVAOYOAIVIG (L1 OVGIN TOV EMTPENEL TNV EMKOWVOVIO TOV EYKEPAAKOV KUTTAP®OV UETAED
touc). H dpdon tng Rivastigmine cuvictatol 6Ty avacstoAn Tov evOOI®VY Tov TPoKaAoHV d1dcmaom
NG OKETLAOYOAIVIG: AKETVAOYOAIVEGTEPUOT] Kol fOVTUPVAOYOAVESTEPAGT). ME TNV OVOGTOAN QVTMV
v evibpmv, 1o Rivastigmine 1 A Pharma kafiotd duvaty v adEnom Tov emnédmv aKeTVAOYOAVNG
GTOV EYKEPAAD, GUUBAALOVTOG GTOV TEPLOPICUO TOV CUUTTOUATOV TNG VOGov Alzheimer kot g
dvotog mov oyetiletar e tn voco tov Parkinson.

To Rivastigmine 1 A Pharma ypnoiponoteiton yio m Ogpaneio g Nmog £og pérplag fapvutnTog
avolog Alzheimer 6g evilikeg aoOeVelg, LLOC TPOOSEVLTIKA EMOEVOVUEVNC EYKEPAUAIKNG dLoTapayC,
7oV enNPEAlEL GTASIOKA TN VALY, TN SLOVONTIKY WKOVOTNTA KOl T1 GUUTEPLPOPd. Ta Koydkio Kot 1o
OGO SV UTOopovV va ypnoipomomBovv kat yio tn Ogpameio dvolag og evijlikeg acbeveig Tov
mhoyovv amd T voco tov Parkinson.

2. Tvpémer va yvopilete apv mapete To Rivastigmine 1 A Pharma

Mnyv népete to Rivastigmine 1 A Pharma

- o€ mepinT®on aAlepyiag otn rivastigmine (10 dpaoTikd cvotatikd Tov Rivastigmine 1 A
Pharma) 1} o€ omo10dMmote GALO A6 TO. CLGTATIKA AVTOV TOL PAPUAKOV (AVAPEPOVIULGTIV
Toapaypapo 6).

- €av elyate 610 TapeAOOV dePUOTIKN OVTIOPOOT] TOV VTOSNA®VE GAAEPYIKT OEPUATITION OLTTO
EMOLOT e rivastigmine.

Edv avto oyvet yia €6dg, evnuepdote Tov ylatpd cag Kot unyv napete to Rivastigmine 1 A Pharma.
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[pocdomomoeis Kot TPOoPUAAEELS

AmevBuvbeite otoV Yi0Tpo GOg Tpv mapete to Rivastigmine 1 A Pharma-

- Edv éxete 1 elyoate moté€ pia kopdiokn wddnon, 0nwe akavoviaTovg 1 apyovs KapdlakoHe
TOAUOVG, Topdtacn Tov dtuotiuatog QTc, okoyevelokd 10TOPIKO TOPATACN G TOV SLOGTHILOTOG
QTc, mokdpopon tayvkapdio diknv puridiov (torsade de pointes) 1| xapnio eninedo kaAiov 1
Layvnoiov 6To aipa.

- Edv éxete 1 elyate moté evepyd €AKOG GTOUAYOL

- Edv éyete M eiyote moT€ duoKOAiEg GTNV 0VPNON.

- Edv éxete N elyate TOTE EMANTTIKOVG GTAGHOVC.

- Edv éxete 1 elyate moté dobpa 1 cofapr| TdBNoN TOL AVOTVELGTIKOV.

- Edv éyete M elyote moTé datapayuévn veppikn Aettovpyia.

- Edv &yete 1 elyote moTé datapayévn NIOTIKY Agttovpyia.

- Ed&v vmogépete amd tpépLovio.

- Edv éyete younio papog copartog.

- Edv avtipetonilete yootpeviepikés aviidpdoeic 0nmg aictnua adabesiog (vavtia), adiabdecia
(éuetog) kot didppota. Mmopel va mapovslaoTel dPLIGTMOT (UTOAELN TOAADY VYPOV) €AV
mapatadel 0 EUETOG Kot 1) d1gpPotaL.

Edv kdmoto omd ta wo mhvem 1oVt Yo €646, 0 10Tpog oog Ba Tpémel va Gog mapakoAovdel o oteva
v 600 o1dotnpa Ba Taipvete aVTd TO PAPLAKO.

Edv dev mfpate 10 Rivastigmine 1 A Pharma ywo mepiocdtepeg amd Tpelg LEPES, UV TAPETE TV
EMOUEVT) OOOM UEYPL VO WAGETE [LE TOV YIUTPO GOC.

Howod xon £épnpovg
Agv vrapyet oxetikn xpnon tov Rivastigmine 1 A Pharma otov modwatpicd minbououd yio
Bepameio g vooov Alzheimer.

Alha pappoxa ko Rivastigmine 1 A Pharma
Evnuepmdote Tov yatpd 1 TOV opUaKoTold oag 6y maipvete, £xeTe TPOGPATA TAPEL 1] LWITOPEL VoL
napete AAAL PApUAKO.

To Rivastigmine 1 A Pharma dev mpémnet va yopnyeitat tavtdypova pe GAla @apuaKo Tov EXouV
mapopota opdon pe to Rivastigmine 1 A Pharma. To Rivastigmine 1 A Pharma gvdéyeton va
TopeUPAIVEL GTA AVTLYOAVEPYIKH PAPUOKA (PAPUUKO TOV YPNCUYLOTOIOVVTAL Y10, TV OVOKOVPIOT) TOV
OTAGUMV 1) TOV KOMKOEWMV AAYdV TOL GTOUd) 0L, Yo T Bepaneia TG vocov tov Parkinson 7 yia
TPOANYN TNG VALTING TOV TOEIOOTMOV).

To Rivastigmine 1 A Pharma dev mpénet va yopnyeital Tavtdypova Pe LETOKAOTPALION (Eva gappoKo
OV YPTCLLOTOLEITAL Y10 VO OVAKOLOIGEL 1] VoL TopeUTodicel vavtia kot £ueto). H Afym avtdv tov dvo
Qopuakov pall evééyetal va Tpokarécel TpofAuato OTme SvoKayio 6To AKPO, KOl TPOUO 5T
YEPLOL.

Av pdkertal va kdvete gyyeipnon evo maipvete Rivastigmine 1 A Pharma, evnuepmaote tov yiatpd
oag TP cog yopnyndet avaisOncia yati to Rivastigmine 1 A Pharma pmopei va emdevooet to
OTTOTELEGLLOTO HEPIKADV HVOYOANPOTIKAV KATA T S1dpKeLn TG avoioOnoiog.

Emdewvidete mpocoyn katd t Ayn tov Rivastigmine 1 A Pharma poli pe frta avactoieig
(pappoko OT®S N ATEVOLOAT TOL Y¥PNGULOTOLEITAL Y10 TIV OVIYUETMTIOT| TNG VIEPTOOTG, TNG
onOayyng Kot AoV Kapdakmv TpoPfAnudatov). H Aqyn kot tov 0o eapudkov pali Bo propodoe
va TpokaAEcel TpofAnuata 6nwe 1 emPpddvvor Tov Kapdiakol pvopov (Bpadvkapdia) mov odnyei oe
MmoBupio 1 oAl Guveidnomg.

Emdewcviete mpocoyn katd t Ayn tov Rivastigmine 1 A Pharma pali pe GAla odppoka wov pmopet

VoL ETNPEACOVY TOV KapdLaKO cag puOud 1 To NAEKTPIKS GOGTNA TNE KapdiG oag (TapidTacT TOV
Swotpatog QT).
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Kinon, 0nhoopdg kot yovipotnra
Edv elote éykvog 1 Onhalete, vopilete 6T pmopei va giote £ykvog 1 oxed14LeTE VO ATOKTIHOETE TOUdH,
{nmote 1 cLUPOVAY TOL YLUTPOL 1 TOV PAPLOKOTOLOD GOG TPV TAPETE OVTO TO PAPLLOKO.

Edv elote éykvog, Ta opéAN amd ) xprion tov Rivastigmine 1 A Pharma npénet va a&toloynbodv ce
oyéon Ue T TOAVEG CUVETELES GTO AlYEVVITO TTdi GO,

®a wpémel va amopevyetar M xpnor tov Rivastigmine 1 A Pharma katd tnv kdnon, éxtog edv kpibei
OTOAOTOC amapaitnTo.

Agv mpénet va, OnAdlete katd ™ didpketo TG Oepaneiog pe to Rivastigmine 1 A Pharma.

001 yNnoN Kot YEPIGUOS POV LATOV

O ywtpog oag Bo Gog evpepdoeL EGv 1 TAONGCN Gog, 60G EMTPETEL VoL odnyeite 1 va, xepilecte
unyovipota pe acediela. To Rivastigmine 1 A Pharma propei vo tpokaiéost {aAn Kot vavniio
Kupimg oto Eekivnua g aymyng i 0tav avédvetal ) 66on. Edv aucBavdeite {aAn 1 vovniia, punv
00MNYNOETE, YEIPLOTEITE UNYAVILLATO 1] KAVETE OTOLONTOTE AAAT OPAGTNPLOTNTA. 1] OTTOT0L ATOLTEL TNV
TPOGOYY| GOG.

To Rivastigmine 1 A Pharma mepiéyer Pevioiké arag Kot vaTplo

To eappako avtd tepieyel 1 mg Pevloikov vatpiov og ke ml TOGIUOL SLoADUATOG.

To @éppaxo avtd mepieyet Ayotepo and 1 mmol vatpiov (23 mg) og kdbe ml mé6c1LOL draddpaTOC,
glval avtd Tov ovoudlovpe «erehepo vatpiovy.

3. Iog va Tapete To Rivastigmine 1 A Pharma

[Tédvtote va TaipveTE TO PAPLOKO AVTO AVGTNPE GOUPOVA LLE TIC 001YiES TOV YloTpoy cag. Edv €xete
aUPPOMES, PMTAGTE TOV YITPO 1) TOV POPLOKOTOLO GOG.

og va Eekiviioete T Ogpaneia
O ywtpog oag Ba cog cvotnoet T doon Rivastigmine 1 A Pharma mov Ba mtépete.
. H Bepancio Eexivdel cuvnBmg pe pio yopunin 66om.

. O ywTpog oag B avénoetl 6Tadlakd T 0001 caG AVAALOYA LLE TNV AVTATOKPIGT COC GTIV OyMYT.
. H vymAdtepn d6on mov pmopei va, 00<i eivar 6 mg (mov avtiotoryovv o€ 3 ml) dvo popég v
nuépo.

O ywtpog oag Oa eAEYYEL TOKTIKA 4V TO PAPLOKO AEITOVPYEL Yo €6GG.. O YaTpdg cag Oa eAéyyel
emiong 1o Papog oag Kotd T didpkeln Tov Ba Taipvete ovTO TO PAPHOKO.

Edv dev mpate to Rivastigmine 1 A Pharma yio nepiocdtepeg and Tpelg LEPES, unv mhpete TNV
EMOUEVT 0OGT UEYPL VO LLATOETE LE TOV Y1ATPO OO,

ANy TOL PUPRAKOV

. Evnuepmaote to dtopo mov cog epovtilel 61t maipvere Rivastigmine 1 A Pharma.

. IMo vo opelnBeite mpénet va maipvete o papuakd cog kabe pépa.

. Aoppdvete to Rivastigmine 1 A Pharma 600 @opéc v nuépa, to mpmi Kot 1o Bpadv, pe 1o
QoyNTo.
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Iog va ypnopoTomceTe aVTO TO PAPNRAKO

3.

[Tpoetopacio g LaANg Kot TG cHPLYYG

AQapéaTe TN GUPLYYO OO TO TPOGTOTEVTIKO TNG TEPIPANUQL.
[Tiéote mpog T KAT® KOl GTPIYTE TO TOUN OCPOAEING Y10 TOdLA
yio vo ovoi&eTe T QuaAn.

TomnoBénon g cvpLyyos oTn OLéAn

* Ympmére 10 pOYYOG TNG GUPLYYOS GTO GVOLYLLO TOV GOTPOL TMNATOS TG
QLOIANC.

[TApwon g cvpryyog

* Tpopnéte 1o éuPoro Tpog Ta emdvm péYPL va POACEL 6TO GOGTO
onueio g dOOMNG OV GUG £XEL GLVTAYOYPUPNGEL O YIUTPOG GO,

Aopaipeon pucalidwny

[Méote kdto kou tpafnéete endvm to EUPoro HEPIKEG POPES Yia
Vo 0POLPECETE KATO1ES PLEYAAES PLCOAIDEC.

Mepucéc moAD pukpég puGaAidec dev glivat onpavTiKég Kot ogv Ba
eMNpedoovV T 6001 G0g 6€ Kapio Tepintwon.

EAéyEete 0TL 1M 600M GOG glvar akoun 1 opH.

AxoloO0mC, apapEcTE TN CVPLYYO OO TN QLAA.

Xopfynon Tov QupraKov

Kotameite angvbeiog 1o appokd cag amd tn cupryya.
Mropeite eniong va avopei&ete To papuakd Gog e vepod o Eva
UIKPO TOTNPL. AVOKIVIOTE TO Kol TEITE OAO TO TEPLEYOUEVO.
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6. Metd ) ypnon e svpLyyos

. Yrovmiote To eEMTEPIKO TNG GVUPLYYAG LE Eva KabBapd DOUCLLOL.

. AxolovBwc, Tomobetnote E0vA TN CVPLYYO GTO TPOGTUTEVTIKO
g mePiPAN L.

. TonoBetrote T0 TOUA ACPOAEING VIO TOOLA TIO® OTI PLAAT Kot

KAgiote TNV.

Eév mapete peyorvtepn 66on Rivastigmine 1 A Pharma omé tqv kavovik

Av xatd Aaboc mnpate peyorvtepn 06on Rivastigmine 1 A Pharma omd avtf mov €npene, EVIUEPDOTE
TOV Y1Tpo 60g. Mropei va amartn el wTpikn epovtida. Xe uepikods avOpdmovg mov Katd Aabog
Tpav TOAD PEYAAN mocotnta Rivastigmine 1 A Pharma mapotnpfnke aicOnpa adiwbeoiog (vovtia),
adwbeoia (épetog), drdppota, vyMAN aptnplokn tieon kot wapocOnoeis. IIBoavov emione va
TOPOVCIACTEL APYOC KaPAIIOKOS TAANOS Kot Awobupia.

Eav Eeyboete va mapete To Rivastigmine 1 A Pharma
Av Egydoate va TapeTe o 000N, TEPWEVETE Kot TAPTE TNV emdevT 6001 Rivastigmine 1 A Pharma
o™ cvvnOopévn mpa. Mnv mapeTe SITA SOOT Y10 VO AVATANPAOCETE T 00T oV EeYAoaTE.

Edv éxete mepiocdtepeg epmMTNCELG CYETIKA LLE TN YPNOT OVTOV TOL QUPLAKOV, POTHGTE TOV Y10TPO 1)
TOV QUPHOKOTOLO GOC.

4. MBavég avemBOUNTES EVEPYELEG

Onwc 6Ma o papuoKa, £T61 KAl 0VTO TO PAPLAKO UTOPEL VO TPOKAAESEL OVETIOOUNTEG EVEPYELES, OV
KoL 0gv mopovotdlovtal 6e OAOLE TOVS OVOPDOTOLG,.

Evdeyopévmg vo elLpavicETe TAPEVEPYELEG TTLO CLYVA OTOV EEKIVATE TO PAPLLOKO 1 OTOV 1) dOCON
avénbel. Zuvnbowcg, o1 mapevépyeteg Ba eEacbevicovy otadiokd kabmg o opyavicudc cag Ba cuvnBilet
GT0 PAPLOKO.

IMoA0 cvyvég (umopet va emnpedoovy mave ond 1 ota 10 dtopa)

. AticOnpa Caing

. Andrewa 6peéng

. [IpofAnpata oto otoudyt 6mwg aicOnua adwbeciog (vavtio) 1| adabesio (Epetog), dibppota

Yoyvég (umopet va ennpedoovy émg 1 ota 10 dropa)

. Ayyog

. Eopidpwon

. IMovoképarog

. Aiobnpo kavcov

. Andrea Pépovg

. [T6vog 010 cTOMdY)L

. Aiobnpo avnovyiog

. Aiobnpo kobpaong 1 advvapiog
. I'eviko aicOnpa adiabeciog

. Tpéuovio N aicOnpa cvyyvong
. Mewopévn 6peén

. Eopuikteg

'Oy ovyvég (umopet va ennpedoovy €og 1 ota 100 dtopa)
. Koatdbiym

. AVoKOAlQ 6TOV VITVO
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. AwmoBopia 1§ Tuyoio TTdoN
. Metafolég 010 OGO KOAAQ AelTovpyel TO AP GOG

Yravieg (umopet va enmnpedoovy émg 1 ota 1000 dropia)

. [16vog 610 otBog

. E&dvOnpua, poyodpa

. Kpioeig (omaopotl)

. "EAkn 670 6TOUAYL | OTO £VIEPO GOG

oAb omavieg (umopet va emnpedoovy €mg 1 ota 10000 dropa)
. Yynin aptnproxn wieon

. Aolpmén Tov ovpomToTIKOD

. BA\émete mpdypota mov dev vapyovy (YeudaicOncelc)

. [MpofAnpata pe Tov kKapdlokd puoud OT®S YPYOPoS N apyos Kapdlakog puopog

. Ayoppayio 6to £viepo — epneavifeTol o¢ oo 6To KOTPAvVa 1| GTOV EUETO

. DAeYLOVN TOV TOYKPEATOC — TO, CUUTTOUATO SVUTEPIAOUPEVOVY dpipd TOVO GTO AvVATEPO
UEPOC TOV GTOLAYOV, GLYVA e aicOnua adiabesiog (vavtia) 1 adiabecia (€peto)

. Emdeivoon tov coprtopdtov g vocou tov Parkinson 1 epeavion mopopolmv GOUTTOUATOV

— OT®G PVTIKN aKopyio, SVOKOAMO GTNY EKTEAEGT KIVI|OEWDV

Mn yveoTég () cvuyvotnto dev pmopei va ektiun0el pe faon ta dtubéciua otoyeio)

. ‘Evtovn adwbecia (€petog) mov pmopel vo 0dnyNnoel o prién TOLV COARVO TOL EVHOVEL TO GTOA
G0 e TO oTOUdYL 6aG (01G0(PAYOq)

. A@uddtmon (aTOAELD TOADY VYPDOV)

. Hrotucég dwotapayés (kitpvo d€ppa, KITpIiviopo TOV AEVKOD TOV LOTIOV, [T PLOLOAOYIKO
GKOVPO PO 00V 1 oveEnynTn vavTtio, ELETOG, KOTMGT Kol am®dAE 6peEng)

. Emfetikotta, aicOnuo vevpikdtntog

. AxavovioTog Kapdtakog puiuog

. Yovdpopo Pisa (e wénon mov mepthapfavel akovolo Pk GOCTACT e LI PUGIOAOYIKY|

KELWT) TOL COLOTOG KOL TNG KEPAANG TPOG T [ TAELPQ)

AocOgveic pe dvora kol voco tov Parkinson
Avtol o1 acBeveig eppavilovv kdmoleg avemBOuNTEG evépYeleg o cvyvd. EppaviCouv eniong pepiég
emnpdobeteg avemBOUNTEG EVEPYELEC:

oAb ovyvég (nmopei vo enmpedoovy ndve omd 1 ota 10 dropa)
. Tpépovio

. AwoBopia

. Toyoia TTmoN

Yoyvég (umopet va emnpedoovy émg 1 ota 10 dropa)

. Ayyog

. Avnovyia

. Apyog Kot ypyopog Kapdlakdg puOpoc

. Avckolio otov OITVo

. [épa ToAd oo Kot apLdGTOoT)

. AcvvinOiota apyéc | aveEEheyKTeg KIVIGELG

. Emdeivoon tov coprtopdtov g vocou tov Parkinson 1 epeavion mopopolmv GOUTTOUATOV

— OGS POTKN akapyio, SUCKOAID GTNV EKTELECT] KIVIIOEMV Kot Poikn advvapio

Oy ovyvég (mopel va emnpedcsovv €og 1 ota 100 dropa)
. AKavOVIGTOG KOpOaKOG TOALOG KOl TEPLOPIGUEVOG EAEYYOG KIVI|GEMV
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Addeg avemOOUNTES EVEPYELEG TOV TAPATIPNONKAV PUE TO OLAOEPUIKA EPTAOCTPO KOL OL OTTOLES
NUTOPEL VO ERPAVIGTOVV KL L€ TO TOGINO d1dAvpa:

Yoyvég (umopet va emnpedoovy émg 1 ota 10 dropa)

. [Mvpetdg
. YoBapn cvyyvon
. Axpdreia ovpov (advvopio Katakpdtnong enapkods TocoTNTIS OVP®V)

Oy ovyvég (umopei va emnpedoovv €m¢ 1 ota 100 dropa)
. Yreprvntukotnra (VYnAd enineda SpacTnpLOTNTAS, AvNoLyio)

Mn yvooeTég (n cuyxvotnta dev pumopet vo ekTiun el pe Baon to dabéoyuo otoryeion)
. AMdepyikn avTidpaon ota oneio oTo 0moin YPNCUOTOONKE TO EUTAACTPO, OTTMG POVOKAAESG
N AEYUOVN TOL SEPHOITOC

Edv mapovcidoete Kamola amd avTég TIC OVEMBOUNTEG EVEPYELES, EVIUEPMDOTE TOV YIATPO GOG YloTl
mOavOV va, ypelaoteite wTpikn fondeta.

Ava@opd avemOounTOV vePYELOV

Edv mapatnprioete Kamota ovemBOUNTN EVEPYELN, EVILEPDGTE TOV YLUTPO 1) TOV PUPLOKOTOO GOG.
AvT0 1oyeL Kot Yo kaOe mhavr avemBountn VEPYELN TOL OEV AVAPEPETAL GTO TOPOV GVALO 0ONYIDV
xpnomns. Mropetite emiong vo avagépete avembountes evépyetes angvbeiog, LEc® Tov eBvikoD
GUOTAHOTOC avapopdc Tov avaypdeetal oto [apdptnua V. Méow g avaeopdg avemBountmv
gvepyelmv umopeite vo, fondnoete ot GLAAOYN TEPICTOTEP®V TATNPOPOPLDOV GYETIKY LE TNV AGPAAEL
TOL TAPOVTOG PAPUAKOL.

5. ®g va puiaccete To Rivastigmine 1 A Pharma

To @dppoko avTd TPETEL VO, PLAACCETOL GE PLEPT) TTOL eV TO PAETOVY KOt dEV TO POEVOLY TO TOdLE.
Na pn ypnowonoteite to Rivastigmine 1 A Pharma petd tmv nuepopnvio AMENG mov avaeEpeTal ot
Q18N Kot 610 KouTi petd v « AHEH »/«EXP». H nuepounvia Anéng etvar  tehevtoio nuépo Tov
VO TTOL OVOQEPETOL EKEL.

Mn evAdccete o€ Beppokpacio peyarvtepn tov 30°C. Mnv yiyeTe 1 KOTOWOYETE.

Na puidooetal o€ 6pbia Oa.

Na ypnoomnoteite to Rivastigmine 1 A Pharma mocio didAvpa evtdg 1 unvog amd 1o dvorypo g
QLIANG.

Mnv TeTdite PAPLAKO GTO VEPO TNG OMOYETEVONC 1 OTA OKLOK( amoppippata. Pothote tov
QOPUOKOTOLd GOG YO TO TMOG VO TETAEETE TAL PAPLLOKO TTOV OEV YpNoLomoleite mo. Avtd ta pétpa Oo
Bondncovv etvapootacia Tov mePPaAiovtog.

6. Mepreyodpevo TG oVoKEVOGING KOl AOTES TANpOPOpieg

Ty epréyer to Rivastigmine 1 A Pharma

- H dpaoctikn ovoia eivon rivastigmine. KdBe ml mepiéyet rivastigmine e tn Lopei Tov 6Evou
TPLYKOV GANTOG TTOV aVTIGTOKEL o€ 2 mg Pdong rivastigmine.
Ta @Aha cvotatikd givar: vatplo Bevioixo, Kitpikd o&0, vATPlo KITPKO, KITpvo KIVOAivng
ypwotikn WS (E104) kot kabBapd vepo.
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Ep@avion tov Rivastigmine 1 A Pharma kou wegpigydpeva Tng 6uoKeva6iag

To Rivastigmine 1 A Pharma oo dtdAvpa Tapéyetat Le T LOpeT davyovs SIADIOTOG KITPVOU
ypouatog (2 mg/ml Baon), To 0010 TEPIEXETAL GE PALOKITPIVO YVAAIVO PloAidlo Tv 50 ml 1 120 ml,
LE KOTAKL AGPUAEING, ETEVOVOT OO APPDOES ELAGTIKO, GTUYOVOUETPO KOl AVTOEVOVYpaplOUEVO
nopa. To wéoyo dhvpa cvokegvaletar pali Le Tr S0CUETPIKT GUPLYYH HECH GE TAUCTIKO

KOAWVOPIKO TEPIEKTT.

Karoyoc Aderac Kukrhoopiag
1 A Pharma GmbH
Industriestralie 18

83607 Holzkirchen

Teppovia

Hopaockevactig
Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nuremberg
Teppovia

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes 764,
08013 Barcelona

Iomavio

Salutas Pharma Gmbh

Otto-Von-Guericke-Allee 1, Barleben,

Saxony-Anhalt, 39179,
Teppovia

IMa omoladNmoTe TANPOPOPio GYETIKA LE TO TUPOV PUPUAKEVTIKO TPOIOV, TOPAKOAEISTE VO

amgvbuvleite otov Tomikd avtimpdommo tov Katdyov tng Adetog Kvuihopopiog.

Belgié/Belgique/Belgien
Sandoz N.V.

Telecom Gardens, Medialaan 40
B-1800 Vilvoorde

Tél/Tel: + 32 (0)2 722 97 97

Buarapus

Canno3 bearapus KUT
Ten.: +359 2970 47 47
regaffairs.bg@sandoz.com

Ceska republika

Sandoz s.r.0.

Na Pankraci 1724/129
CZ-14000 Praha 4 - Nusle
E-mail: office.cz@sandoz.com
Tel: +420 225 775 111

Luxembourg/Luxemburg
Sandoz N.V.

Telecom Gardens, Medialaan 40
B-1800 Vilvoorde

Tél/Tel: + 32 (0)2 722 97 97

Magyarorszag

Sandoz Hungaria Kft.

Bartok Béla ut 43-47

H-1114 Budapest

Tel.: +36 1 430 2890

E-mail: info.hungary@sandoz.com

Malta
Sandoz Pharmaceuticals d.d.
Tel: +35699644126



Danmark

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kgbenhavn S
Danmark

TIf: + 45 6395 1000
info.danmark@sandoz.com

Deutschland

Hexal AG

Industriestral3e 25

D-83607 Holzkirchen

Tel: +49 8024 908 0
E-mail: service@hexal.com

Eesti

Sandoz d.d. Eesti filiaal
Parnu mnt 105
EE-11312 Tallinn

Tel: +372 6652400

EAlLéda

SANDOZ HELLAS MONOIIPOZQITH
A.E.

TnA: +30 216 600 5000

Espaia

Sandoz Farmacéutica, S.A
Centro Empresarial Parque Norte
Edificio Roble

C/ Serrano Galvache N° 56
28033 Madrid

Tel: +34 900 456 856

France

Sandoz SAS

49, avenue Georges Pompidou
F-92593 Levallois-Perret Cedex
Tél: + 33 1 4964 4800

Ireland

Rowex Ltd.
Newtown
IE-Bantry Co. Cork
P75 V009

Tel: +353 27 50077
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Nederland

Sandoz BV

Hospitaaldreef 29,

NL-1315 RC Almere

Tel: +31 36 5241600

E-mail: info.sandoz-nl@sandoz.com

Norge

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kagbenhavn S
Danmark

TIf: + 45 6395 1000
info.norge @sandoz.com

Osterreich

Hexal GmbH
Jakov-Lind-Stra3e 5, Top 3.05
A-1020 Wien

Tel: +43 (0)1 480 56 03

Polska

Sandoz Polska Sp.z o.0.
ul. Domaniewska 50 C
PL-02-672 Warszawa
Tel: +48 22 549 15 00

Portugal

Sandoz Farmacéutica, Lda.

Quinta da Fonte, Rua dos Malhdes n°5,
Edificio Q56 D. Pedro I, Piso 0
2770-071 Pago de Arcos

Portugal

Tel: +351 211 964 000

Romania

SC Sandoz S.R.L.

Str Livezeni nr. 7A,
Targu Mures, 540472
Romania

Phone: +40 21 310 44 30

Slovenija

Lek Pharmaceuticals d.d.
Verovskova 57

SI-1526 Ljubljana

Tel: +386 1 5802111

E-mail: info.lek@sandoz.com



island

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kaupmannaho6fn S
Danmork

TIf+ 45 6395 1000
info.danmark@sandoz.com

Italia

Sandoz S.p.a

Largo Umberto Boccioni 1
[-21040 Origgio (VA)
Tel: + 39 02 96541

Kvnpog

I.T.Xot{nyempyiov etanpeio Ltd
IwvtiC31-3042 Aepecog
TnAéopwvo: 00357 25372425

Dag: 00357 25376400

e-mail: hapanicos@cytanet.com.cy

Latvija

Sandoz d.d. Latvia filiale
K.Valdemara Str. 33 — 29
LV-1010 Riga

Tel: + 371 67892006

Lietuva

Sandoz Pharmaceuticals d.d., Branch Office
Lithuania

Seimyniskiu Str. 3A

LT-09312 Vilnius

Tel: + 370 5 2636037

Slovenska republika

Sandoz d.d. - organiza¢na zlozka
Zizkova 22B

SK-811 02 Bratislava

Tel: +421 2 48 200 600

Suomi/Finland

Sandoz A/S

Edvard Thomsens Vej 14

DK-2300 Kéopenhamina S/Képenhamn S
Tanska/Danmark

Puh: + 358 010 6133 400
info.suomi@sandoz.com

Sverige

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 K&penhamn S
Danmark

Tel: + 45 6395 1000
info.sverige@sandoz.com

United Kingdom (Northern Ireland)
Sandoz GmbH

Biochemiestr. 10

A-6250 Kundl

Tel: +43 5338 2000

Hrvatska

Sandoz d.o.o.

Maksimirska 120

10 000 Zagreb

Tel: +38512353111

E-mail: upit.croatia@sandoz.com

To wapov AL 00N YIOV YprioNS avaBe®p1Onke Yo TELEVTOIO POPE GTIG
Aemtopepeic TAnpopopieg Yo 1o pappoKo avtd gival dabfécyeg oto dktvako TOmo Tov Evponaikon
Opyaviopot @oppaxmyv: http://www.ema.europa.eu
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ITAPAPTHMA 1V

ENNIXTHMONIKA ITIOPIEMATA KAI AOT'OI I'TA THN TPOIIOIIOIHXH TQN OPQN
AAEIAX(-QN) KYKAO®OPIAX
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Emotnpovika mopiopato

Aoappdavovrag vrdoyn v ExBeon Aiohdynong g PRAC oyetkd pe v (tig) PSUR(S) Yo tnv
pactiypivn, To emtotnuovikd mopiopata tng PRAC givar ta €€ng:

Me Bdon ta BipAoypapikd dd0pEVH TOV VTOINADOVOLY OTL VYIGTATOL OLTIOAOYIKT GXECN UETOED TNG
pactiypuivng Kot Tov TANYLOTOVOVL o010 0omoia avoaeépetar gite Oetikn mavorn mpdkAnong /Kot
EMOVATPOKANOT|, GUUTEPILOUPAVOIEVIC UIOG GYECTG 0OONC-EMIOPACNG GE OPIGUEVEG TEPIMTMOCELG KO
vd To mpicua pag TOOVIG EMIOPAONG KATNYOPIOS, GUVIGTATAL 1| TPOTOTOINCT) T®V TANPOPOPLOV
TPOIOVTOC Y10 TOL TPOTOVTA TOL TEPIEXOVV PLRaCTIYUiVI VOO0, DGTE VoL COUTEPIANPOE 1 avemiBopuN T
gvépyeln «mAayldtovog» ov gival emiong yvmotr g cvvdpopo Pisa.

H CHMP, agpo? e&étace ) ovotaon g PRAC, coppovnoe pe ta yevikd mopicuato g PRAC kot
TOVG AOYOVG J10THTOOTG TG GLOTACNG.

Adyor Yo Tijv Tpomomoinen TV 6pov Adsiog(-av) Kuklhopopiag
Me Bdon ta emotnpovikd topicpato yio v pipaoctiypivn, 1 CHMP ékpive 6t oyéomn opélovc-
KIvdOVOL TOV (TOV) QOPHAKEVLTIKOV(-®V) TPOoidVTOC(-mV) Tov TEPLEYEL-0uV) piacTiyivi Tapapével

OUETAPANTY], VIO TNV EMPVAAEN TOV TPOTEWOUEVAOV OAAAYDV GTIG TANPOPOPIES TOL TPOTOVTOG.

H CHMP gonyeiton tqv tpomonoinon tawv 6pov adetac(-av) Kuokhogopiagc.
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