ITAPAPTHMA I

NEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Rivastigmine Sandoz 1,5 mg oxkAnpd kaydxio

Rivastigmine Sandoz 3 mg okAnpd koyaxio

Rivastigmine Sandoz 4,5 mg cxAnpd xaydaxio

Rivastigmine Sandoz 6 mg oxAnpd KoyaKio

2. MOIOTIKH KAI MOXOTIKH XYNGEXH

Ka0e xoydxio mepiéyet rivastigmine hydrogen tartrate icodvvaun pe 1,5 mg rivastigmine.
Kda0e xonydicro mepiéyet rivastigmine hydrogen tartrate 1cod0vaun pe 3 mg rivastigmine.
Ka0e kaydxio mepiéyer rivastigmine hydrogen tartrate icodOvoun pe 4,5 mg rivastigmine.

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

I'a tov mAnpn KatdAoyo tov exddymv, PA. Tapdypago 6.1.

3. ®APMAKOTEXNIKH MOP®H
ZKANPO Koy aKlo

Koyakio pe kitpivo kdAvppa Kot KITpvo GmLa, TO 0100 PEPEL GTO AN KOKKIVY EKTOTMOT)
«RIV 1,5 mg» kot mepiéyel okdvn VTOAELKN EAOQPDOS KITPIVAOTY].

Kowydkio [le TopToKaAl KAALLLLO KOl TOPTOKAAL GMLLO, TO OTOI0 PEPEL GTO CAOUN KOKKIVY EKTOTMCN
«RIV 3 mgy» kot mepiéyel KOV VTOAEVKT EAAPPADC KITPIVOTY.

Koydxio pe KOKKIvo KAALUUA Kol KOKKIVO GO0, TO OTOI0 PEPEL GTO CALN AEVKT] EKTOTMON
«RIV 4,5 mg» kot mepiéyel okdvn VTOAELKN EAOQPDOG KITPIVOTY].

Koydxio pe KOKKIvo KAALUU Kol TOPTOKOA GO0, TO OTOI0 PEPEL GTO GMO KOKKIVT] EKTOTMOT)
«RIV 6 mgy» kot mepiéyel okdvN LITOAEVKT EAAPPDOS KITPLVAOTN.

4. KAINIKEX IIAHPO®OPIEXZ

4.1 OgpamevTikég evoeitelg

Yvumtopatikn Oepaneio nrog £og pétplag fapvntog dvolag Alzheimer.

Yvurtopatikn Oepaneio Hmog £og pétplag Paputntog dvolog o€ acbeveig pe 1Wtomadn voco tov
Parkinson.

4.2  Aocolroyio Kol TPOTOS YOPYNONG

H évapén kot 1 enifreyn g Bepaneiag Oa mpémet va yivetor amd 1aTpd e eUmepia 6T Sbyvmon Kot
OepomenTikn ovTeT®@Tion g dvolag Alzheimer 1 tng dvolag Tov oyetileton pe tn vOGo Tov
Parkinson. H d16yvmon Ba mtpémet v tibeton cOppova pe Tig 1oybovceg kKatevduvtnpleg odnyieg. H
yopnynon Bepamneiag pe rivastigmine 0o mpémet va apyilel povo epdsov vdpyel KAmolo dTopo mTov Oa
@povtilel Tov ac0evn Kkat O ETOTTEVEL TAKTIKA TN AW TOL QUPIOKEVTIKOD TPOTOVTOC 0 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 S0 efdopddeg Bepameiag, | 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) dvsiettovpyia

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 Tapakorovdnong (PA. mapaypdpovg 4.4
Ko 5.2).

Houdrarpikdg 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 emraen 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 uropobv va Adfovv rivastigmine e omoladNmoTe 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, 1010iTEPA TOV TPOLO, GE AoOEVEIC e dvola Tov oyetiletal e vOGO
tov Parkinson). [Ti0avé pe tn peioon g 0060 A0YI0G AVTEG VO VTTOXWPOVV. XE AALEG TEPUTTMGELC, M
rivastigmine €ygt dwaxomnel (BA. Tapdypagpo 4.8).

Taotpeviepikég datapayss, OTMG vauTtio, EUETOG Kol O1dppota ival 6060eEapTOUEVES Kol UTOPEL Va.
epeavicfovv Wiaitepa katd tnv Evapén g Bepaneiog /Kot Katd Ty avénomn g docoroyiag

(BA. mapdypago 4.8). Avtég ot avemBounteg avtidpacelg eppavifovtat mo cuyvd og yovaikes. Ot
aoBevelc Tov Tapovotdlovy evOEIEEI | CUUTTAONOTO APLOATOONS, AOY® TOPATETAUEVOL ELETOV 1
SppoLOg, UTOPOVV VO, OVTILETOTIGTOVV E EVOOPAEPLO YOPNYNON LYPOV Kol Hei®OT TG dOoNG M
SLKOTN NG YopNYNoNG dv dayvwotel Kot avipetoniotel £ykapa. H apuddtwon propei va
OLCYETIOTEL LE GOPAPEC EMMTDOCELC.



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 gUETOVL GLVOLAGTNKAV LE PTEN TOL 01c0PaYoV (BA. mapdypapo 4.8). AVTéC 01 ekdNADCELG
eaivetotl va mapovotdlovral wlaitepa PETA amd 0vENGELS TS d0G0AOYING 1 VYNAES HOGELG TNG
rivastigmine.

Amauteital Tpoooyn KOTa TN Yop1yNomn Tng rivastigmine oe aceveic e GHVOPOUO VOGOOVTOG
QAePoOKouPov 1 SroTapayic TG KApSOKNG ay®yoTnTog (eAefokopPo-KOATIKOG ATOKAEIGUOG,
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 KAMviKa onuovTiKyg veppikn | Nratikn SuoAettovpyio eVOEYETAL VO TAPOVGLAGOLV
coPapotepec avemBounteg avidpacelc (PA. mapaypapovc 4.2 kat 5.2). Oa mpémel va TpovvIoL
EMOKPIPAOG 01 GLGTAGELS Y10, TOV TPOGOLOPIGIO TNE SOOTG AVAAOYOL LLE TV OTOUIKT AvEKTIKOTNTA. AgV
&yovv die&aybel peréteg oe aobeveic pe coPapn nratikn avendpketa. Qotd6G0, N rivastigmine pmopel
va yopnynbei og avtdév 10V TANBLoUS aoBevdv Kot amatteital oTEVH TapaKoAoVON o).




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.

4.5 AlMiemopdosic pe Ghio QUPRIKEVTIKA TPOIOVTA KoL GAAeS popPES aliniemiopaong

Q¢ avaoToréag YOMVESTEPAOTG, 1 Tivastigmine evOEYETAL VO EVIGYDOEL TN OpACT) T®V
LLOYOAQPOTIKGV TOTOL GOVKIVUAOYOAMVNG KATd TN S1apKeLd TG avalctnciog. Zuvietdtol Tpocoyn
TNV EMLOYN TOV ovolsOnTikdv Tapaydviev. [1iBavh Tpocappoyn g 0060A0YI0G | TPOCWPIV
drakomn g Bepomeiag, pmopel va eetacolv edv yperdleTat.

E& attiog Tov oproKoduvapuk®Y TG EVEPYEL®V Kol THAVAOV COPEVTIKOV EVEPYELDV, 1) rivastigmine
dev TPEMEL VoL cuYYOopTYELTAL e AAAEG YOoAVOLUNTIKEG ovoieg. H rivastigmine evoéyeton vo emnpedcet
1 6paomn TOV AVTIYOAMVEPYIKDV QAUPUUKEVTIK®DV TPOTOVTOV (7.). 0&vPovtuvivn, ToATEPOSIvN).

ZOPEVTIKEC EVEPYELEG TOV 001 YOUV GE Bpadvkapdia (1 omoia PUwopel va 001 yNOEL GE GVYKOTT|)
&yovv avagepOel e T cuvdvacuévn ypron OEop®V PrTa ovacTolé®mVy (cuureptlapfavoprévng
NG aTEVOLOANG) Kot TG rivastigmine. Ot Kapdiayyeakoi Bto avacToleic avapéveTal va
oyetilovton pe Tov vYNAOTEPO Kivouvo, oA Exovv emiong Anedel avapopés o acbeveic mov
AapBavouv aGAlovg Prita avactoAels. Zuvenmg, Oa mpémel va epappoletal Tposoyn Kotd Tov
ouvdvaoud NG rivastigmine pe Prito avaoToreic Kot AoV mapdyovteg fpadvkapdiag ().
katnyopiog III avriappuBuikol mapdyovies, aviaywviotés Stdimv acBectiov, YALKOGION TG
SUKTLALTIOOGC, TAOKAPTIV)).

Koabng 1 Bpadvkapdio amotelel mapdyovta KIvOOVOL Yid TV ELEAVIOT] PITLO0ES0VG TOLKAPSIOG
(torsades de pointes), 0 cuVOVLAGUOG TNG rivastigmine pPe POPUAKEVTIKH TPOIOVTO TOV EMPEPOVV
napatact Tov dwotiratog QT 1 prmdoetdn TayvKapdio OTMS TO AVTIYLYWOGCIKE ONA. OPICUEVES
eawvobelaliveg (Yhopompoualivn, Aeforpoualivn), o1 feviapideg (covAmipion, covAtompion,
OUIGOVATPION, TIOmPidn, Peparimpidn), Tolidn, SpomepldoAn, GlounPidn, CLTAAOTPALTY, OLPALLAVIAN,
gepvBpopvkivn EO, ahopavtpivn, ploraotivn, pebadovn, meviaudivn kot polipro&acivn o mpénet
VO TOPOTNPEITAL LE TPOGOYN KOl EVOEXETAL VO. ATALTEITOL KAVIKT Tapoakolovdnon (HKT).

Agv €povv mopatnpndel papuokokvnTikég arAniemdpdoeic peta&d g rivastigmine Kot dryo&ivng,
Bapeapivng, dwalemdunc 1 pAovoletivig oe pedéteg mov Eywvav pe vyleic eéBedovtég. H avénon tov
xpOvov Ttpobpoufivng mov wpokadeital amd T Papeapivn dev exnpedletal amd T yopRyNon
rivastigmine. Aev £yovv mapotnpndet ducpevelg emdpacelg otn KapS1oKn ay@yodTnTo HGTEPA OO TN
ovyyopnynon oryo&ivig kot rivastigmine.

Sopemva pe to petafolopd g, eppavifeTor amiBovo to evoeyoUeVo LETAPOMKOV AAANAETIOPACE®DY
pe AL QOPUOKEVTIKA TPOTOVTa, av KoL 1) rivastigmine pmopel vo avaoTéAlel To petafolopd GAA®Y
0VGOIMYV, 0 07010 AaUPAavEL YDP pe T HeGOAAPN oM T PouTLPLAOYOAVEGTEPAOTS.

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. Xe PEAETEG TTEPLYEVVNTIKNG / LETAYEVVITIKNG OVATTTUENG TOV £YVOV GE
emipec, TapatnpnOnke avénuévn didpketa kvopopiag. H rivastigmine dev mpémetl va ypnoiomoteitot
KOTA TN O1GpKELN TNG EYKVUOGUVNG EKTOG €GV €ival cOQ®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.



Tovéma
Xe emipoeg 6gv mapatnpONKay EMOPACEIS GTN YOVIHOTNTO 1 TNV OVATTLEN TOV EUPpOOV
(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@aAeiaC

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), ToA0 ordvieg (<1/10.000), un
YVootég (dev pmopobv va ektiunBovv pe Baon to dwbécia 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 cvyvéc 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
™G 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 otsoedyov (BA. mapdypago 4.4)

AwTopayéc TOV NTOTOS KU1 TOV
AOANPOPp®V

Oy ovyvég

Mn yvooTéc

AvEnuéveg TIEG 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 Koénwon kot advvapio

Xuyvég Kokovyia

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
vrepdpacTNPOTNTA (O)L GLYVEG), EpLONUA, KVId®oT, KVoTIdW, aAAEpYIKN deppratitioa (LN YVOOTEG).

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

LLe rivastigmine Koy axio.

MMivakog 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 yvootég 2Hvdpopo voooivtog eiefokopov
Ayyelokéc 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 yvooTég 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 Awotopoyés Tov Padicpotog
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€yepor (cuyvEg).

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 pe mpokabopiopéves ALE. 99 (27,3) 28 (15,6)
Tpdpog 37 (10,2) 7(3,9)
MMtoon 21 (5,8) 11 (6,1)
Noécog Tov Parkinson (emdetvmon) 12(3,3) 2 (1,1
Yrepékkpion oléEAoL 5(1,4) 0
Avokwmoia 5(1,4) 1(0,6)
[Mopxiveoviopoc 8(2,2) 1(0,6)
Ynoxwnoia 1(0,3) 0
Awotapoyéc kivnong 1(0,3) 0
Bpoadvkivnocia 9(2,5) 3(1,7)
Avoetovia 3(0,8) 1(0,6)
Mn @vG10A0YIKOC PNUATIGHOC 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

Avopopb mOavoloyoduevev avemOOUNTOV EVEPYELDY

H avoaeopd mBovoroyoduevmy avemiBounT®y evepyelmy LETE amd T YopnyN o Adelg KukAopopiog
TOV QUPUAKELTIKOD TPOidVTOG eivan onpavtiky. Emxttpénet  ovvey mapakorlobnen g oxéong
0PEALOVG-KIVODVOD TOV PUPHOKEVTIKOD TPOTOVTOC. ZNTEiTal 0d TOVG ETAyYEAUATIEG LYELNG VO
avaPEPOVY OTOLEGONTOTE THOVOLOYOVUEVES AVETIBVUNTEG EVEPYEIEG LEG® TOV EBVIKOV GUGTHUATOG

avapopdg mov avaypdeetatl oto [Hapdptnua V.

4.9 Ymepdoooloyia

ZOUTTAOUATO

Ta meprocdTEP TEPIOTATIKG TLYOAG VIEPPAGTC TNG S0GOAOYING dEV GVVOOEVOVTAV LE KAVIKA onpeio
1 CUUTTONOTA, EVO GYEOOV OAOL 01 eUTAEKOEVOL 00Deveig cuvéyioay T Bepaneia e rivastigmine

24 mpeg Petd v vépPaon g docoroyiag.

"Exer avapepbel yohvepykn to&ikodloyio L LOVOKAPIVIKG GUUTTMUOTO TO OO0 TOPATPOVVTOL LE
petpiov Babpov SNANTNPLAcELS OT®MG POoT, £y, TENTIKES O10TAPAYEC CVUTEPIAAUPAVOLEV®Y TOV
KOIAMOKOD GAYOVG, TNG VAVTIOG, TOL EUETOV Kat TNG d1dppotag, Tng Ppadvkapdiog, Tov BPoyyocTacuoy
KoL TOV 0VENUEVOV BPoyyIKdV EKKPIcE®V, TNG VITEPLOPMGING, TNG 0KOVGLOG 00PN ONG KA
apodevong, TS SakpHPPOLNGC, TG LITOTAUCTG KOl TG VIEPEKKPIOTC GLEAOV.

e meP1o60TEPO COPAPEG TEPUTTOGCELS UTOPEL VO, AVOTTUYHOVV VIKOTIVIKEG EMOPACEIC OTMG LVTKN
aduVaLio, 0KOVGLEG PVTKEG CUOTIAGELS, KPIGELS KOl OVOTVELGTIKY AVOKOTY| [E mhavn potpaio EkPao.

Emunpooheta éxovv mopovciactel petd tnv kKukAopopia Tov mpoidvtog meptoTatiKd (OANG, TPOLOV,
KEQAAAAYING, VTIVNALOG, GLYYVTIKNG KATAGTUONG, VTEPTOCTG, TUPOUICONCELS 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 YOMVEPYIKOVG VELPDVEC S10TPOVV TN
AertovpyikdtTd ToVS. 'ETot, 1 rivastigmine evogyetal va £yl BEATIOTIKY OpAoT OE YVOOIUKA
eMeippata yolvepykng Hecordfnong otnv avola oyeti{opevn pe tn voco Alzheimer kot t vOGo
tov Parkinson.

H rivastigmine aAAnAemdpd pe to EVOOHO-GTOY0VG TG oYNUaTi{ovTag GOUTAOKO OUOTOTOAIKOD
OECLOV, LIE OMOTEAEGLOL TNV TPOCOPIVY adpavomoinon Tev eviduwy. e veapois vyieic avBpamoug,
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
EYKEPAAOVOTLIOL0 VYPO amd TNV rivastigmine 1oy d0coeEapTdpevn £0¢ ta 6 mg yopNyYOOUEVT dVO
QOPEC NUEPNGILMG, TTOL €lvarl Kot 1) H€YoTn 060m Tov £xel dokipuactel. H avastoAn g dpdong tng
Bovtupvriyoiveotepdong oto eykepaiovmTiaio vYpo 14 acbevav pe Noco Alzheimer pe aywyn pe
rivastigmine ftav opota pe avti g AChE.

Khvikég Melétec oty dvola tng vocov 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, puo dokipuacio pe Bdon
TNV amodd00T|, TOV ATOTEAEL LETPO TNC YVOOTIKNG Asttovpyiag), N CIBIC-Plus ( Clinician’s Interview
Based Impression of Change-Plus, o mAnpng odikn a&toAdynon tov acbevoic amd tov 1tpd, 6mov
AapBavovor v oYY oTotyeia Tov divovat amd To dTopo Tov PPovTilel Tov acBevn) kot 1 PDS (
Progressive Deterioration Scale, pia a&toAdynon and to dropo mov epovtilel tov achevn Tov
dpaotnpothTeV TG kadnuepivig (ong 6Tl onoieg CUUTEPIAAUPAVOVTOL 1| TPOGMOTIKT] VYLIEWVN, N
AYM TPOPNG, TO VIVGLUO, Ol SOVAELES TOV VOIKOKVPLOD OTIMG TO. YMVLA, 1] SL0TPNON TNG IKAVOTNTOG
TPOGOVOTOAIGHOV 0TO TEPIPAALOV, KOOMG Kot 1| GUIETOY G€ dpacTnNPLOTNTEG TOV oYeTilovTal pe TV
KAVOTNTO YEPLIGLOV YPNUATOV K.AT.).

Ot acBeveic mov peretnOnkav eiyov Pabuoroyic MMSE (E&étaon EAdyiotns-Nontikng Katdotaong)
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.

MMivokag 4
AcOgveig pg KMvikd onuovtikny avrarékpion(%)
Ip60gon Yo Oepamneio Awegaymyn televtaiog
TOPOTPNONG
Métpo avramokpiong Rivastigmine | Ewkoviké | Rivastigmine | Ewoviko
6-12 mg PaPRUKO 6-12 mg POPRUKO
N=473 N=472 N=379 N=444
ADAS-Cog: Beitiowon og 2 H** 12 25%* 12
TovAdyIoTOV 4 onueia
CIBIC-Plus: Beitimon 20%** 18 32k 19
PDS: BeAtioon TovAdylioTov KoTd 26%** 17 30%** 18
10%
BeAtimon tovAdyiotov oe 4 onpeio 10%* 6 12%%* 6
o™ ADAS-Cog ywpic emdeivmon
ot CIBIC-Plus ka1 otn PDS

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

Khavikéc perétec oty dvolo wov oyetileran pe n véco tov Parkinson

H amotekeopatikotnta g rivastigmine otnv dvota mov oyetileton pe T voco tov Parkinson €yet
oamodeytel o€ pia 24-gfdoUddmv TOAVKEVTPIKT], SUTA-TVEAN, EAEYYXOLEVT LLE EIKOVIKO PAPLLOKO
apykn LEAETN Kol oty avolyth 24-eBdouddwv edon eméktaong tg. Ot acOeveig mov cuppeteiyav o
avtn ™ perén elyov faduoroyio MMSE (E&€taon EAdyiotns-Nonrtug Katdotoaong) 10-24. H

OTOTEAECUATIKOTNTA £XEL 0mOdELyTEL [1e TN P oT 000 aveEapTNTOV KAUAK®OV Ol OTOIEC

a&10A0YOVVTOV GE TOKTH YPOVIKG SOGTHLOTA KATA TN S1dpKeLd TNG 6-unvne meplddov Bepaneiog 0mmg
oaiveratl atov [Mivaka 5 mapaxdto: to ADAS-Cog, 1 p€Tpnon g YVOGCTIKAG AEIToVpYiag Kol
ovvoAwm pétpnon ADCS-CGIC (Alzheimer’s Disease Cooperative Study-Clinician’s Global

Impression of Change).

Mivakag 5
Avouwr tov oyetiCeTon pe ADAS-Cog ADAS-Cog ADCS-CGIC ADCS-CGIC
71 véoo tov Parkinson Rivastigmine Ewkoviko Rivastigmine Ewoviké
POPLOKO POPLOKO
ITT + RDO wAn0vopog (n=329) (n=161) (n=329) (n=165)
Méon Ty avagopdg £ SD 23,8+ 10,2 243 £10,5 Agv epapudleton Agv
Méon odhayn oTiC epappoletat
24 gBdopddec = SD
2,1+82 -0,7+7,5 3,8+14 43+1,5
Al0popd TPOGAPHOCUEVTG 2,88! Agv epapudleton
Oepameiog
p-value évavtt €lKovikoD <0,001" 0,007>
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Avowo Tov oyetileTan pe ADAS-Cog ADAS-Cog ADCS-CGIC ADCS-CGIC
11 véoo Tov Parkinson Rivastigmine Ewoviké Rivastigmine Ewkoviké
POPUOKO POPUOKO
POPUOKOV
ITT - LOCF min0vopnég (n=287) (n=154) (n=289) (n=158)
Méon Ty avagopdg £ SD 24,0+ 10,3 24,5+ 10,6 Agv gpapudletan Aev
Méon aAlayn oTig gpopuoleton
24 gfdopddeg = SD 2,5+84 -0,8+£7,5 3,7+14 43+1,5
Al0Qpopd TPOGUPHOGLEVG 3,54! Agv gpapudletan
Oepameiog
p-value évovTt £1koviKoy <0,001! <0,0012
POPUOKOV

" ANCOVA pe m Oepomeio kar ) xdpo. o¢ mopdyovteg kat v apyiky iy ADAS-Cog g
cupupeTafAnToTNTa. Mo BeTik| odhayn vrodetkviet Pertioon.
2 TTapovsialovtar ot pécsg TEC Yo Stevkoivven. H avéluon tmv Katnyopikdv Sedopévaov
TpoypatomomOnke e tn ypnon g dokipaciag van Elteren
ITT: Intention-To-Treat: I[Ip60Beon ywa Oepaneia, RDO: Retreived Drop Outs: AvaxtnOeioeg

anoovpaoelg, LOCF: Last Observation Carried Forward: Televtaia mopatipnon mov tpowbnonke

[Mapdro mov 1 Bepamevtiky dpdom amodeiydnke oe 6o ToV TANOLVGUO TNG LEAETNG, TO dESOUEVA
VTOONADVOUV OTL TO LEYOADTEPO BEPATEVTIKO ATOTELECLLO GE GYECT] LE TO EIKOVIKO QAPLLOKO PAVNKE
oV vrokatnyopia acbevav pe uétpio dvola mov oyetileton pe voco tov Parkinson. Opoing o
UEYOAVTEPO OEPATELTIKO OMOTEAEG O, TOPOTNPNHOTNKE GE AVTOVG TOVG AGHEVEIC e OTTIKEG

napoicOnoeig (BA. [livaka 6).

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

PaPRUKO QOPLUKO
AocOgveic pe omTikég AocOgveic yopic onTikég
napaicOcelg napolcOnoelg

ITT + RDO ©tAn0vopodc (n=107) (n=60) (n=220) (n=101)
Méon tyn avaeopdg + SD 25,4+£99 27,4+£10,4 23,1+10,4 22,5+£10,1
Méon aAlayn oTig
24 gBdopddec = SD 1,0 £9,2 -2,1+£8,3 2,6 7,6 0,1 £6,9
A0POPE TPOGAPUOGHEVNC 4,27 2,09!
Oepomeiog
p-value &vovTt £tcovikoy 0,002 0,015

QOPLLAKOV

AocOgveig pe pétpra dvoro
(MMSE 10-17)

AcOeveig pe mao avola
(MMSE 18-24)

ITT + RDO aAn0vopog

Méon Ty avagopdg £ SD
Méon adhayn oTig
24 gBdouadeg £ SD

(n=87) (n=44)

32,6 £10,4 33,7+ 10,3

2,694 -1,8+£7,2

(n=237)

20,679

1,9+7,7

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

-0,2+7,5

Al0popd TPOGAPHOCUEVTG
Oepomeiog

p-value évavti glkovikov
POPUAKOV

4,73!

0,002!

2,147

0,010"

" ANCOVA pe ) Ogpameia kot T ydpa ¢ mopdyovies kot thv apyiki Tiu ADAS-Cog o¢
oLppETAPANTOTNTA. Mia BeTikr| odhayn vodekviel Pertimon.
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ITT: Intention-To-Treat: [Ip6Beon ywa Oepaneio, RDO: Retreived Drop Outs: AvaxtnBeioeg
OTOGVUPGELS

O Evponaikoc Opyaviopuog Gapudkmv Exel SOGEL amaAloyn and TNV LIOYPEMST VIOBOANG TV
OTOTEAECUATOV TV HELETMV LIE TN rivastigmine o€ OAEG TIG VTOKATIYOPIEG TOL TOUOLUTPIKOV
mAnBvopov oty Bepaneia g dvolag Alzheimer kot dvotag o€ acBeveig pe 1010madn véco Tov
Parkinson (BA. mapdypago 4.2 yio TANPOQOPIEg GYETIKA UE TNV TOUSLOTPIKN ¥PNoN).

5.2 ®@oppokoKvNTIKES 1O10TNTES

Amoppoonon

H rivastigmine amoppo@dtot Tayéwms Kot TANp®S. Ot LEYIOTEG GVYKEVIPAOOELS TNG GTO TAAGLLOL
gmrvyyavovtal evidg 1 dpag mepinmov. Q¢ amotédecpa g aAANAETIOpaoNC TG rivastigmine Le To
évlopo-otoy0, n avénon g Prodiabdecyuotntog ivar avénuévn katd nepintov 1,5 popd og chykpion
pe exeivn mwov avapévetor pe faorn v avénon g d06onc. H amdAivtn Prodiobeoiudtra votepa amod
pia doom tv 3 mg eivor tepinov 36% +13%. H yopfynon rivastigmine poli pe to eoynto kadvotepel
™V amoppOPNoN (tmax) Katd 90 Aentd, evd petmvel TV Cmax Kot av&aver v AUC kota mepintov 30%.

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

OLUOTEYKEPAAMKO QPOYLO KOt £XEL PALVOLEVIKO OYKO Katavoung petasoy 1,8 kat 2,7 IVkg.

Buopetaoymuotiopoc

H rivastigmine petafoiileton Toyéwe kot ektevag (povog nuioeiog (ong oto TAdoua tepitov 1 dpa),
Kuping LEGm VOPOAVONG UE LEGOLAPNGT YOAVEGTEPAGNC, TTPOG TOV ATOKOPPUUVAIOUEVO HETAPOALTT.
In vitro, o PETOPOAITNG QVTOG AVAGTEALEL TNV OKETVAOYOAVESTEPAGT GE TTEPLOPIGHEVO Pabud (<10%).
Bdoel pehetdv in vitro, dev avopEVETOL GOPLOKOKIVITIKY CAANAETIOPOOT LE PAPUOKEVLTIKA TPOIOVTOL
mov petoforilovtal amd ta akodlovba 1soévivpa kutoypoudtov: CYP1A2, CYP2D6, CYP3A4/5,
CYP2E1, CYP2C9, CYP2CS8, CYP2C19 11 CYP2B6. Zoppwva pe evdei&elg and peréteg mov yvay o
nepapatdlma, ta peifova woévivpa Tov kKutoxpodpotog P450 ehdyiota evéyovtal 6to petafoiiopd
¢ rivastigmine. H oAin kdBapon tng rivastigmine amd 1o mAdopa rav mepimov 130 1/h petd v
gvoopAEPLa yoprynom 66omng 0,2 mg, evd peiwdnke og 70 1/h petd v evéo@AéPia yopnynon d6ong
2,7 mg.

Amofoin

10, 00pa 0V avevpiokeTal aUeTAPAN TN rivastigmine. H veppikn amékkpion Tov pHeTofoAltdv givol
Booiky 086¢ amopdkpuveTg Tovg. Y oTepa omd TN Yopiynon rivastigmine podioemonpocuévng pe C,
1N améKKPLoN amd TOVG VEPPOVS NTAV TXELN Kot ovolaoTikd TANPNG (>90%) evidg 24 wpdv. [locootd
YOUNAOTEPO 0md T0 1% NG YopMyoLUEVNG dOONG omeKKpiveTal TA KOTTpava. Agv mapotnpeitan
GLGCMPELOT TNG rivastigmine 1 Tov omoKapPapvAlOpEVOL peTafolitn tng oe acbeveic pe Noco
Alzheimer.

Mio, mAn6vo oKy QapUaKOKIVITIKE avaAVGT| KATESEIEE OTL 1] P O™ VIKOTIVNG auEAVEL TNV amd TOV
otoparog kabapon g rivastigmine xatd 23% oe acheveig pe voco Alzheimer’s (n=75 KomvioTEG KO
549 un xomvieTtéc) émetto amd SO0EL rivastigmine otd TOL GTOUATOG KOyakiov émg kot 12 mg/Mmuépa.

Hiuwaouévoc tinbuoudc

MoiovoTti | Brodiabecipdtnra TG rivastigmine givatl Leyaldtepn o€ NAKIOUEVOVG TAPH GE VEOPOVG
vytleig ebelovtéc, uehéteg o acbeveic pe voco Alzheimer niikiog peta&d 50 kot 92 etdv dev £oe1&ov
petafoin g ProdabecipudTrag pe Ty nAia.

BeBapnuévn nratikr) Aettovpyia

H Cmax g rivastigmine ftov nepimov 60% vynAiodtepn kot AUC g rivastigmine ftov
VIEPOITAACLO GE ATOUA [LE NI £C PETPLO EMPEAPVVON TNG NTATIKNG AELTOVPYiNG amd OTL OE 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
xapmAotepn amod v €kbeon otov dvBpwno. Otav £ytve KAVOVIKOTOINGT MG TPOG TNV EMPAVELD
oMUOTOG, 1 £KkBeoT G rivastigmine Kot TOVG LETAPOAITES TG NTAV TEPITOV 160OVVALT TPOG TN
UEYIOTN GLUVIGTAOUEV MUEPNOLO dOOM Yia ToV GvOpmmo, Tov gival 12 mg/Mmuépa. [avimg, o€ chykpion
pe T péytotn doom otov dvBpmmo, exeivn mov emitebydnke oTa TEPANATOL®O TAV 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 Sandoz 1,5 mg oxAnpd koydxio:

Kélveog koyakiov:

- Zghativn

- Awo&eidro tov titaviov (E171)

- Kitpwvo o&eidio tov cdnpov (E172)

[Tepreydpevo kayaxiov:

- M1KpOoKPUGTOAAIKT KOTTAPIvN
- ZTEOTIKO LAYVI|G1l0

- YrpoueAholn

- Avodpo K0ALOEWDES TLPITIO

Melévi TumOUATOG:
- Koppea Adxkog
- EpvBp6 0&eido tov adnpov (E172)
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Rivastigmine Sandoz 3 mg kot 6 mg oKANp& Koyaxio:

Kéhvpog kayakiov:

- Zghativn

- Ao&gidio tov Titaviov (E171)

- Kitpwo o&eidio tov cionpov (E172)
- EpvBpod o&eidio tov cidnpov (E172)

ITepiexdpevo kayakiov:

- MikpokpLOTOAAIKY KOTTOPIV
- 2Te0TIKO HLoyviiolo

- Ynpopehholn

- AVvodpo KOALOEDEG TLpiTIO

Melavt TVT®OOTOG:
- Koppea Adxkog
- EpvBpd o&eidio tov aonpov (E172)

Rivastigmine Sandoz 4,5 mg ckAnpa Konydkio:

Kélpog koyaxiov:

- Zehotivn

- Awoégidio tov Titaviov (E171)

- Kitpwvo 0&eidio tov oiompov (E172)
- EpvBpo 0&eidio Tov audnpov (E172)

[Tepreyopevo kayaxiov:

- MikpoKkpLGTOAAIKT KUTTOPTVT
- 2TE0TIKO LLOYVIGLO

- Yrpopehdoln

- AVvvdpo KOALOEDEG TVpiTIO

Melavt TomdPHOTOC!
- Koppea Adxkog

6.2

Awo&eido tov tiraviov (E171)

Acvopfatotnreg

Agv gpapudletat.

6.3

Awdpxera Song

5 xpovia.

6.4 Iowitepeg mpo@urders katd T @OLAEN TOV TPOIOVTOG
Mn guvAdocete oe Oeppoxpacio peyorvtepn tv 30°C.

6.5 ®Von Kol GVOTATIKA TOV TEPLEKTT

- Yvokevacio KoWEANS, omd dapavég PVC, pe 14 oxinpd Koydkio Tov KOAOTTOVTIOL oamd AETTO
@OAAO pmAe ypodpatog. Kabe kovti mepiéyet 2, 4 1 8 koyéhec.

Mmopei va unv KokAo@opohv OAEG Ol GLCKEVAGIEG.
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6.6 Iowitepeg Tpo@LAAEELS amOpPLYNG

Koapia €101k1| vroypéwon.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestralle 10
A-6250 Kundl
Avotpia

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

Rivastigmine Sandoz 1,5 mg okAnpd Koydxio:
EU/1/09/599/001
EU/1/09/599/002
EU/1/09/599/003

Rivastigmine Sandoz 3 mg oxAnpd koyakio:
EU/1/09/599/005
EU/1/09/599/006
EU/1/09/599/007

Rivastigmine Sandoz 4.5 mg oxAnpd koydio:
EU/1/09/599/009
EU/1/09/599/010
EU/1/09/599/011

Rivastigmine Sandoz 6 mg cxAnpd Koyakio:

EU/1/09/599/013

EU/1/09/599/014

EU/1/09/599/015

9. HMEPOMHNIA IMNPQTHY E'KPIZHX/ANANEQYXHY. THX AAEIAX
Hpepopnvia mpdtng €ykpiong: 11/12/2009

Hpepopnvia tpdng avavémong: 11/07/2014

10. HMEPOMHNIA ANAGEQPHXZHYX TOY KEIMENOY

AemTopEPEIG TANPOPOPIES Y10 TO TUPOV PAPUOKEVTIKO TPOIOV Eivar S100EG1UEG GTNV GTOV SIKTLOKO
1610 10V Evponaikov Opyaviepod @appdkov: http://www.ema.europa.eu/.
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1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Rivastigmine Sandoz 2 mg/ml mécipo dtdAvpo

2.  MOIOTIKH KAI ITOXOTIKH XYNOEXH
Ka0e ml wepiéyet 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 Beponeio oG Eoc péTprog Papvtnrag dvolag o acbeveic pe 1domadn 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 mtpémet va tiBeton cOppova pe Tig 1oybovses Katevbuvtnpleg odnyies. H
yopnynon Bepamneiag pe rivastigmine Oa tpémet va apyilel povo epdsov vdpyel KAmolo dTopo mTov Oa
@povtilel Tov acOevr kat Oo ETOTTEVEL TAKTIKA T1 AYT] TOL QOPLOKEVTIKOV TPOTOVTOG ald QuToHV.

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 TEPLEKTN Ue TN Pondeta TS SoGUETPIKNG cvptyyag Tov Tapsyetal pall. To mdoio didivpa
rivastigmine pmopei va katamofel oan’ evbeiog amod tn ovpryya. To mdco dddvpa rivastigmine Kot ot
KéyovAeg rivastigmine PTopovV va EVOAALAGGOVTaL o8 i6€G 0OCELG.

Evoapxtiplo 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 tov oyetiCeTon pe voso tov Parkinson katd tn didpkeia g Oepomeiog, autéc evogyeTon val
VIOY®PNOOLY OTaV TOPoAEIPOEl pia 1| TeplocoTEpe; dooels. Edv gppévouv, 1ote 1 nuepn oo d6om
TPETEL TPOSM®PVE VoL LELBEl 6TO APESMS TPOTYOVEVO HOGOA0YIKO ETIMESO OV £YIVE KOAN OLVEKTO N
va dlakomei 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 UEYLOTN NUEPNOLO dOOT| 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
dvoiertovpyia. Qotd6G0, LMoY TG avénuévng ékbeong Ba mpémel o avTd ToV TANBLGIS Vo TPOVVTOL
EMOKPIPDOG 01 GLGTAGELS Y10 TOV TPOGHOPIGHE TNG OOCTG AVAAOYQ LLE TNV OTOUIKY] OVEKTIKOTNTA,
KkaOdC 01 acbeveig pe KAVIKG OMUOVTIKE VEQPIKN 1 NTATIKN dSucAgttovpyia evogyeTal va
TOPOVGIAGOVV TEPIOTOTEPEG O0GOEEUPTMOUEVES AVETIOVUNTEG AVTIOPACELG.

Acbeveig pe coPapn nrotikn averdpkela dev Exovv peietndel, wotd00 TOGIUO dtdAvpa rivastigmine
umopel va yopnynbei o avtdév Tov TANBLoUO 0oBeVAOY VIO TNV TPODHTOBEST GTEVIG TOpakoAoVON oG
(PA. mopaypdpovg 4.4 kar 5.2).

Hodratpikods TANOLG oS
Agv VILapyEL OYETIKN XPNOT TNG rivastigmine 6Tov TodoTptkd TANOLoUO Yo T Oepameio Tng vocov
Alzheimer.

4.3 Avtevosigeg
H yprion avtov tov eoaprakeutikod Tpoidvtog avievdeikvutal o acOeveic e YvaoT vtepevoicncia
01N dpacTIKY OvGia rivastigmine, og AL KOPPOUIKE TOPAY®YO 1) G€ KATOW0 0md TO £KO0Y0 TOV

avaQEPOVTOL OTNV TTapAypapo 6.1.

[Tponyovuevo 16TopiKd avTidpace®VY TG BEoMG EPUPUOYNG KATASEIKVOOVTOG OOV AAAEPYIKT|
deppotitidoa and emaen pe EUmAactpo rivastigmine (BA. mapdypago 4.4).
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4.4 E10kég TPoE1domTOU|oELS KOl TPOPUAGEELS KOTA TN Ypiom

H ovyvomta kot coPapotnta Tov avemboumtov ovTiopacemy avEAver YEVIKE e TIG LEYOADTEPEG
doceic. Edv n Oepomeutikn aywyr Slokomel Yo mepIocoTePEG amd TPELG UEPEG M emovEvapEn Oa Tpémet
va yivetal pe 1,5 mg d0o @opég nuepnoimg dote va pelodel n mbavotnta epedviong avemfountov
EVEPYELDV (T.Y. TEPIOTATIKO EUETOV).

Me 1o éumhactpo rivastigmine evoéyeTal va eKONA®OOHV dePUOTIKEG avTIOpACELS BEoNg EQapPLOYNS, Ot
omoieg cuvnBwg eivar Nmag 1 HéTprog Evraons. Ot avtidpdoelg anTég eV amoTELOVY 0’ E0VLTOV TOVG
évodelEn vepevancnoiag. Qotdc0, 1 YPNOT TOV EUTAAGTPOL rivastigmine propel vo TPoKOAEGEL
oAdepyikn deppatitido amd ETOQT.

e mepinton eEATAmonG TV avTIdpAceY BEoNC papuoyng TEpa amd To PEYEBOG ToL EUTANGTPOL I
evoeigemv o évtovng Tomikng avtidpaong (m.y. eamAovpevo pvdnua, oidnua, PAatideg, kKuoTida) )
aKoua €4V To GUUTTOUATA OV TAPOVGLALOVY GNUOVTIKY BerTimon evtog 48 mpdv pHetd TV aeaipeon
TOV EUMANGTPOV, TPEMEL VO EEETALETOL TO EVOEXOUEVO AAEPYIKNG SEPUATITIONG OO ETAPT. XE AVTEC
TIC MTEPIMTMOELS, TPEMEL Vo dlakomteTor 1) Oepamneia (PA. Tapdypopo 4.3).

Adcbeveig, o1 omoiot Tapovctdlovv avTIdpPAcELS TG 060N EPAPUOYNG TTOL VTOONADVOLY OAAEPYIKN
deppatition amd emaen e EUTAOGTPO rivastigmine Kot ot onoiot e&axorovBovy va ypetdlovio
Oepomeio pe rivastigmine, Oa wpémel va petofovv o€ and Tov oTo0TOg Bepomeia e rivastigmine povo
HeTa amd pio apvnTiky SoKipacio aAlepylog Kot KAT® amd GTEVT TPtk Topakorovdnon. Eivar
mOavov Leptkoi aebeveic evarsOnTonomuévor otny rivastigmine petd amd ékbeon o EUTAAGTPO
rivastigmine vo unv Uropovv va AdBouv rivastigmine e oroladNToTe LoPPT.

"Exovv yivel ombvieg avapopés petd v kuklogopia yio acteveic o1 0moiol AVIHETOTIONV OAAEPYIKY
deppatitioa (YEVIKELUEVT)) KATA TNV YOpNyNo™n rivastigmine, ave&opTiTog TG 0000 Yopnynong (amd
TOV GTOMOTOG, OAOEPUIKA). XE AVTEC TIG TEPMTMOELS, 1) Oepamneio Oa mpémel va dwokomei (BA.
napdypoeo 4.3).

Oa wpémel va divovTal ot KATAAANAES 001YieC 6TOVG 0oBEVELG KOl TOVC PPOVTIOTEG.

[Ipocdropiopdg docoroyiag: Apécmg petd tnv avénon g d0ong £xovv mapatnpn et avemBounteg
avTIOPAGELS (T, VIEPTOOT Kot TapotcOnoelg oe acbeveic e dvoto Alzheimer kot emideivaon Tov
eEOMUPOUISIKAOV CUUTTOUATOV, 1310iTEPH TOV TPOUO, e acbeveic e avola mov oyetiletal pue voco
tov Parkinson). [TiBavd pe tn peioon tng docoloyiag ovtég va vmoxmpohv. e AAAEG TEPMTMOGELS, 1|
rivastigmine £yet diaxonet (BA. Tapdypopo 4.8).

TFaotpeviepikég datapayis, OTMG vavTtio, ERETOG Kol ddppota ival 6060eEapTOEVES Kot UTOPEL va.
eppavicfovv Waitepa katd v évapén g Bepaneiog /Kot Katd v advénomn g docoroyiag (PA.
Tapdypaeo 4.8). Avtéc ol avemBounTeg avtidpacelg eppavilovtal o cuyva o yovaikes. Ot acbeveic
OV TOPOVGIALOVV EVOEIEEIS 1] CUUTTAOUATO APLOATWOOTG, AOY® TOPATETOUEVOL EULETOV T} SIAPPOLOG,
UTOPOVV VO OVTILETOTIGTOVV LE EVOOPAEPLA YOPTYNOT VYPDOV Kol UeI®ON TNG dOONG N dLOKOTN TNG
YOPNYNONG €AV SlayveoTel Kot avTeTOmoTel Eykatpa. H apuddtwon uropet vo cucyetiotel pe
coPapéc EMNTOCELG.

Ot aoBeveic pe vdéoo Alzheimer umopet va yédvoovv Bépoc. Ot avacToAElC TNG AKETVAOYOAMVESTEPAOTC,
cuumeplapuPavopevng g rivastigmine, £xovv cuoyeTIcel ue ammdAgln BAPOVG G BLTOVG TOVG
acBeveic. Katd ) didpketa g ayoyng, To Bapog tov acbevoig Tpénel va Tapakoiovdeitat.

2y mepintmon £viovov guétov oyeTilouevov pe T Bepameio pe rivastigmine, pémet va yiveton
KOTAAANAN TPOGAPLOYT TNG S0GOA0YIOG OTMG CLVIGTATAL GTNV TTaPdypapo 4.2. Mepikég TepITTMOELS
£VTOVOL ELETOV cLVLAGTNKAY e PPEN TOV 0160PAYoL (BA. Tapdypapo 4.8). AVTéG Ol EKONAMGELS
eaivetal va mapovctdlovrot witepa LeTd amd avENCELS TG 00c0A0Yiag 1 VYNAEG dOCELS TNG
rivastigmine.
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Amauteital Tpocoyn KOTd TN Yop1yNomn Tng rivastigmine ce aceveic Le GHVOPOUO VOGOUVTOG
oAePoOKoupov 1| SroTapayis TG KAPSOKNG ay®yoTnTog (eAefoKkopPo-KOATIKOG ATOKAEIGUOG,
KOATOKOIAMOKOG amoKAEIGHAC) (PA. Tapdypoeo 4.8).

[Mopdtaon Tov dwwotnuatog QT 610 NAekTpOKAPIOYPAPTLA UTOPEL VO ELLPOVIOTEL o€ 0oBEVELG TOV
vrofdiiovtol og Bepomeio e OPIOUEVA TPOIOVTU OVOGTOAEMY TNG YOAVESTEPAOTG,
ocvumeptropPavouévng tng rivastigmine. H rivastigmine pmopei vo mpokarécetl fpadvkapdio, 1 omoia
OTOTEAEL TOPAYOVTOA KIVOUVOL Y10, TEPIGTATIKA PUTIO0E0VE TayvKapdiag, Kuping oe acbeveig pe
TOPAYOVTEG KIVOOVOL. ZVVIGTATOL TPOGOYN o€ achevelg e TPoHTAPYOV 1| OIKOYEVELNKO 1GTOPLKO
mapataocng Tov dactipatoc QTe 1 vymidtepo kivovvo gppdviong putidoeldog TayLKOPIING, V1o
Tapadeypo, acheveic pe PN avTippoTOVEVT] KOPOLOKT OVETAPKELN, TPOGPATO EUPPUYLN LVOKAPSIOV,
Bpadvappubuieg, Tpodidbeon yio vVITOKOALOLIN 1) VTOUOYVNGLOLIO 1] GLYYOPTYOVUEVO POPHOKEVTIKA
TPOIOVTA TOV Elval YvmoTo OTL TpoKoAoVV Tapdtact Tov dactipatoc QT 1i/kot pimidosidn
tayvkopdia. Evoéyeton eniong va amartn0ei kKAwvikn mopakorovdnorn (HKT) (BA. mapaypdpovg 4.5 kot
4.8).

H rivastigmine gvdéyetotl va TpokoAEécel avEnpéveg ekkpioelg yaoTpikob 0EEog. Amatteitan Tpocoyn
KT T OEPATEVTIKY AVTILETOTION AGHEVDV [E EVEPYH YOOTPIKA EAKT ] EAKT] TOV dWOEKUIAKTUAOD 1|
acBevov mov epeavilovv Tpodiibeon ce TETON VOGTLLOTOL.

Ot avaoTtoleic yoAveotepdong Oa TPETEL Vo GUVTAYOYPUPOVVTAL LLE TTPOGOYN O 0GOEVELG e 10TOPIKO
GoOLLOTOG 1) OTOPPOKTIKNG TVEVLLOVIKNG VOGOU.

O1 YOMVOULUNTIKEG EVAOCELG EVOEXETAL VA ETAYAYOVV 1] VO ETLOEWVAOVOLV QOIVOUEVE, OTTWS TNV
amoQPaLn OVPOPOP®V 00DV KOl TIG EMANTTIKEG KPIGEIS. ZVVIGTATOL TPOGOYT| KATA T OgpamevTiKy
OVTETOTIOT 0oOevAV e Tpodidheon y1” avtov Tov id0VG TAL VOOT|LOTA.

‘Eva amd to ékdoya 610 Rivastigmine Sandoz noéoyo didivpa givar to Pevioixod vatpilo. To Pevioikd
o0&V gpebilel oe o Pabuod 1o déppa, To PATIO KoL TOV DUEVE TOV PAEVVOYOVOL.

H ypnon tng rivastigmine o€ acOeveic pe Papid avola Alzheimer 1 pe dvola Tov oyetiletan pe voco
tov Parkinson, d¢AAovg THmovg dvotog 1 GAdovg TOmovg eacBévnong g pvnung (m.y. oxetilopevn pe
Vv NAkia eEacBEVNON TOV YVOOTIKOV AEITOVPYLDV) deV £xel diepevuvnBel, Kot EMOUEVEOS 1] PTIOT OF
avtohg Tovg asbeveic dev cuvicTaTal.

Onmg kot o1 GALEG YOAVOUUNTIKES EVAGELS, 1) Tivastigmine Pmopel vo EMOEVAGCEL 1} VO ETAYAYEL TA
eEomupapdikd copntopato. 'Exet mapatpndel emdeivoon (copmeptiapfavopuévng ppadvkivnoiag,
dvokvnoiag, avopoiiog 6to Badiopoe) Kot pe avEnuévn ovyvotnta 1| cofapdtnTa Tov TPOUOL G
acBeveic pe avola mov oyetiletar pe voco tov Parkinson (BA. mapdypapo 4.8). Avtd To TEPIOTATIKA
00N yNoav G€ KON TNG rivastigmine g PEPIKES TEPMTMOGELS (). O10KOTES TG rivastigmine AOy®
oV TPOUoL 1,7% évavtt 0% pe E1KOVIKO PAPUAKO). ZVVIGTATOL KAVIKOG EAEYYOG Y10 QVTEC TIG
avemBouNTeS aVTIOPACELS.

Ewdwdc mAnbuopdc

Ot acBeveig pe KAMVIKA GMILOVTIKT VEQPIKT] 1] NTOTIKT SUGAEITOVPYIO EVOEYETOL VO TAPOVCIAGOVY
coPapotepeg avemBounteg avtidopacelg (PA. Tapaypdeovg 4.2 kot 5.2). o TpEmEL VoL THPOLVTOL
EMOKPIPDOG 01 GLGTAGELS Y10 TOV TPOGOOPIGUO TNG dOOTG AVAAOYQ [LE TNV OTOMIKT OVEKTIKOTNTOL
Acbeveig e coPapn nratikn Svcieitovpyio dev Exovv peketndel. QotoG0, N rivastigmine pumopei va
yopnynOet oe avtov Tov TANBLGHO acbevdv Kot arotteital oTEVH TapaKolovOnom.

AcBeveig pe copatikd Bapoc kdtm and 50 kg evoéyeTon vo TaPOLGLAGOVV EVIOVOTEPES AVETIOVUNTEC
avTOPAcELS Kot £x0VV TEPIocOTEPEG THUVOTNTESG dloKOTNG TG Bepameing AOym avemBdunTmv
OVTIOPAGE®V.

To Rivastigmine Sandoz nepiéyet BevCoikd drag kot vaTplo
AvT106 10 PUppRaKEVTIKO TTPOidV TepiEyetl 1 mg PevioikoD vatpiov g kdbe ml ToGIHOL SoAivpaTOG.
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AVT6 TO PUPRAKEVTIKO TPOTIdV TTEPLEXEL MyOTEPO ad 1 mmol vatpiov (23 mg) e kdOBe ml TOGILOL
dAvpatog, glvatl ovtd Tov ovopdovpe «elebBepo vatpiovy.

4.5 Aliemopdocseig pe GAA0 QUPRUKEVTIKE TPOTOVTE KoL GAAeS popPES adlAnremiopaong

Q¢ avacToléag YoOAVESTEPAONG, 1 rivastigmine EVOEYETAL VA, EVIGYVOEL TN 0pAcT TOV
LLOYOAOPOTIKAOV TUTTOV GOVKIVUAOYOAIVIC KATA TN O1dpKeLlo TG avarsOnoiog. Zvvietdtol Tpocoyn
GTNV EMAOYT TOV aVOIeONTIKGV Tapayovimy. [TiBavr Tpocapuoyn e docoroyiag 1 Tpocwpivy
drakomn g Bepomeiag, pmopel va eetacovv edv yperdleTat.

E& artiog Tov eoprakoduvapK®y TNG EVEPYELDV Kol THUVAV COPEVTIKOV EVEPYELDV, 1) rivastigmine
dgv mpEMEL v, cuyyopTYEiTOL e GAAES yoAvoUNTIKEG ovaiec. H rivastigmine gvdéyetot va ennpedcel
TN OpACT TOV AVILYOAVEPYIK®DY QUPLOKEVTIKAOV TTPoidvTwv (T.y. o&vPovtuvivn, TodAtepodivn).

2 OPELTIKEG EVEPYELEG TTOV 031 YOVV G€ Ppadvkapdia (1 omoio Uropel va 001 yNGEL GE GLYKOTN)
&yovv avagepOel e T cuvdvaGIEVN ¥poT SPOP®V PATa 0VOCTOAE®Y (GUUTEPIAOUPAVOLLEVIC
NG ATEVOALOANG) Kat TG rivastigmine. Ot Kapdiayyelakoi frita avacTtolelc avapévetal va
oyetiCovtal pe Tov LYNAOTEPO Kivouvo, oA £xovv emiong Anedel avapopéc oe acbeveig mov
AapBavouv aAlovg Prita avactoAels. Zuvenmg, Oa mpémel va epaproleTal TPOGoyn KT ToV
ouvoLaGUO TNG rivastigmine pe Prito avacToleic kot dALoVG Tapdyovteg Bpadvkapdiog

(.y. xatnyopiag I avtiappubuikol mapdyovtesg, OVIay®VIGTEG S10VA®Y AGPECTION, YAVKOGION
™G dokTuAiTidac, Thokapmivn).

Kaboc 1 Bpadvkapdio amoterel mapdyovta KivoOVoL Yo TV ELOAVIOT) PUTLOOEO0VE TOYLKOPITOG
(torsades de pointes), 0 cUVOVAGUOG TNG rivastigmine e POPUUKEVTIKH TPOTOVTE TTOV EMPEPOVV
napdroomn tov dactiuatos QT 1 pimdoedn Tayvkapdio OTOS TA AVTIYVYOCIKA dNA. OPIGUEVES
oowvoberaliveg (yYAwpompopalivn, Aeforpoualivn), ot Beviopides (ovAmpidn, covitompion,
OUIGOVATPION, TIOmPidN, Peparmpion), myolidn, SpomepldoAn, GloUmPidN, CITAAOTPALTY, OLPALLUVIAN,
epvBpopvkivn ED, ahopavtpivn, rloraotivn, pebadovn, tevrapudivn ko po&ipro&acivn Oa mpémet
VO TOPOTNPELITOL [LE TPOGOYN Ko EVOEYETOL VO AOLTEITAL KAVIKY TapakoAovBnon (HKT).

Agv €yovv Topatnpndel papuokokvnTIKEG aAAnAemdpdoelc peta&hd g rivastigmine kot dryo&ivng,
Bappapivng, dwalemdaung 1 plovoletiving oe pedétec mov £ytvav pe vyteig eBeloviég. H avénomn tov
ypOvoL mpobpouPivng mov mpokaieitar amd ™ Papeapivn dev ennpedletar amd T Yopynon
rivastigmine. Aev £ovv mapotnpndei dSucueveig eTPAGELG OTN KOPOLOKT Ay®@YUOTNTO DOTEPA OO TN
ovyyopnynon oryo&ivng kau rivastigmine.

Sopemva pe to petafolopd g, eppavifetor anibovo to evoeyOUEVO LETOPOMKDOY AAANAETIOPACE®DY
Ue GALO QOPLOKEVTIKA TPOTOVTA, OV KoL 1) rivastigmine pmopel vo avaoTéALEL To petafolopd dAADY
0VCIMV, 0 0moiog AapPavel xdpa pe T pesordfnon g PovtupvAoyorivestepdong.

4.6 TovipdtnTa, KONON KO YoroV)ia

Kdbnon

e KvoPopovvTa {Ma, 1 rivastigmine Kaun ot petaforiteg Soumépacay Tov TAaKovvVTa. Agv givat
YVOGTO €6V avTd TapovotdleTal Kot otov avlpwomo. Agv dtatifeviot KAVIKG dE0OUEVE GYETIKA LLE
£x0eom KOTA TNV EYKLUOGUVT. X& UEAETEG TTEPLYEVVNTIKNG / LETAYEVVTIKNG OVATTUENG OV €yVaV GE
emipeg, TapatnpnOnke avénuévn didpketa kvopopiag. H rivastigmine dev Tpémel va ypnoipomoteitot
KT T S1APKELN TG EYKVHOGVUVIG EKTOG €AV Elval GOPDS ATAPAITNTO.

Oniocuog
Y10 {ma n rivastigmine omekkpivetol 610 YaAa. Agv gival yvootd Katd méco 1 rivastigmine

oamekkpiveTatl 6to avBpmmvo ydia. I'” avtd 1o Adyo, ot yuvaikeg Tov AapPdavooy rivastigmine, dgv 0o
npénel va Onadlovy.
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Tovéma
Xe emipoeg 6gv mapatnpONKay EMOPACEIS GTN YOVIHOTNTO 1 TNV OVATTLEN TOV EUPpOOV
(BA. Hopdypago 5.3). Ot emdpdoelg Tng rivastigmine oty avOpOTIYN YOVILOTNTO dEV EIVaL YVOOTEG.

4.7 Emopdaosig 6TV IKavOTNTA 001]Y1]61S KO (EPICHOV UNYAVIRATOV

H véc0o¢ tov Alzheimer pnopei va, TpoKaAésel oTadtokn aupAvven e ikavotTTag yio 0dnynon 1 va
SLOKVPEVGEL TNV TKOVOTNTO XEIPIGHOV pnyovnudtov. EmmAéov, n rivastigmine uropei va Tpokoiécet
CaAn ko vtvniia, Kopiog kot Ty évapén g Bepaneiog 1| Katd thv adénon g docoroyiog.
Yuvenmg, 1 rivastigmine £yet pukpn 1 LETPLA EXIOPOACT] GTNV IKAVOTNTA 00N YNONS KAl XEPLOUOD
unyovnuatov. Lo to Adyo avtd, o mpénet va yiveTar cuyvi a&loAdynomn g tKovoTnTog Yo 0d1ynon
Ko YEPIOUO TOADTAOK®V Unyovnpdtov achevav pe dvota mov Aapfdavovv Bepameio e rivastigmine

oamd 1o Bepdmovia 1Tpo.
4.8 AvemOvunteg evépyeleg

IIepiAnyn Tov TPOQIA ac@aAEiaC

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®VA e 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 cvyvéc 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
AWTopayéS TOV VELPLKOD GLCTNATOG
[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
™G 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 TIEG 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 Koénwon kot advvapio

Xuyvég Kokovyia

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 koyaxio.

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 GUGTIRATOS
[ToAd cuyvéc Tpopog
XoyvEC Z4An
Yuyvég Yrvniia
Yuyvég [Movoképarog
2oyvEC Noéoog tov Parkinson (emidevaon)
Suyvég Bpadvkivnocia
2UyVvEC Avorxwvmoio
2oyvEc Ymoxwnoia
XoyvEc Xnpeio 000vVT®TOV TPOYOV
Oy ovyvég Avotovia
Mn yvooTtég ITAayidétovoc (cuvdpopo Pisa)
Kopowkég owatapayés
Yuyvéc Bpadvkapdia
Oy ovyvég KoAmwn poapuapoyn
Oy ovyvég KoAmokotMakog amokAEIoUOG
Mn yvooTtéc 2Hvdpopo vosoivtog eiefokouov
Ayyelokéc owatapayés
2UYVEC Yréprtaon
Oy ovyvéc Ymotoon
AWTopay£S TOV YOOTPEVTEPIKOD
GVLOTINOTOS
[ToAvd cuyvéc Noavrtio
IToAb cuyvég "Eperog
XuyvEg Awgppora
Yuyvég Kot\akog movog ko dvoneyio
2uyvéc Ymepékkpion otéAov
AwTopayéc TOV TATOG KOL TOV
AOANQPOp®V
Mn yvooTég Hrotitido
AwTopayéc TOV OEPRATOS KL TOV
VT0O6PLOV 16TOV
Yuyvég Yrepidpooia
Mn yvootég AMepywn depuatitida (Sudyvn)
Ievikéc droTapuyés KO KOTAGTAGELS TNG
0500 yopriiynong
[ToAd cuyvéc [Ttoon
2oyvEC Koénwon kot eEachévion
Suyvég Awotapayég 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€yepor (cuyvEg).

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 mpokafopiopéva ovemBdunTa cupPdpato To oroio Propel va avIovakAoby
EMOEIVOOT TOV TOPKIVGOVIKOV GUUTTOUATOV.
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Mivaxag 3

[IpoxkaBopropéva avemOounta soppapatoe to omwoia Rivastigmine | Eikoviké ¢appoxo
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 pe mpokabopiopéves ALE. 99 (27,3) 28 (15,6)
Tpdpog 37 (10,2) 7(3,9)
MMtoon 21 (5,8) 11 (6,1)
Noécog Tov Parkinson (emdetvmon) 12(3,3) 2 (1,1
Yrepékkpion oléEAoL 5(1,4) 0
Avokwmoia 5(1,4) 1(0,6)
[Mopxiveoviopoc 8(2,2) 1(0,6)
Yroxwnoia 1(0,3) 0
Awotapoyéc kivnong 1(0,3) 0
Bpoadvkivnocia 92,5 3(1,7)
Avoetovia 3(0,8) 1(0,6)
Mn @vG10A0YIKOC PNUATIGHOC 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 mhavoAoyovueveov ovemfOunT@v EVEPYELOV

H avoaeopd mBovoroyoduevmy avemiBounT®y evepyelmy LETE amd T YopnyN o Adelg KukAopopiog
TOV QUPUAKELTIKOD TPOidVTOG eivan onpavtiky. Emxttpénet  ovvey mapakorlobnen g oxéong
0PEALOVG-KIVODVOD TOV PUPHOKEVTIKOD TPOTOVTOC. ZNTEiTal 0d TOVG ETAyYEAUATIEG LYELNG VO
avaPEPOVY OTOLEGONTOTE THOVOLOYOVUEVES AVETIBVUNTEG EVEPYEIEG LEG® TOV EBVIKOV GUGTHUATOG
avapopdg mov avaypdeetatl oto [Hapdptnua V.

4.9 Ymepdoooloyia

ZVURTAOULOTO
Ta meprocdTEP TEPIOTATIKG TLYOAG VIEPPAGTC TNG S0GOAOYING dEV GVVOOEVOVTAV LE KAVIKA onpeio

1 CUUTTONOTA, EVO GYEOOV OAOL 01 eUTAEKOEVOL 00Deveig cuvéyioay T Bepaneia e rivastigmine
24 mpeg Petd v vépPaon g docoroyiag.

"Exer avapepbel yohvepykn to&ikodloyio L LOVOKAPIVIKG GUUTTMUOTO TO OO0 TOPATPOVVTOL LE
petpiov Babpov SNANTNPLAcELS OT®MG POoT, £y, TENTIKES O10TAPAYEC CVUTEPIAAUPAVOLEV®Y TOV
KOIAMOKOD GAYOVG, TNG VAVTIOG, TOL EUETOV Kat TNG d1dppotag, Tng Ppadvkapdiog, Tov BPoyyocTacuoy
KoL TOV 0VENUEVOV BPoyyIKdV EKKPIcE®V, TNG VITEPLOPMGING, TNG 0KOVGLOG 00PN ONG KA
apodevong, TS SakpHPPOLNGC, TG LITOTAUCTG KOl TG VIEPEKKPIOTC GLEAOV.

e meP1o60TEPO COPAPEG TEPUTTOGCELS UTOPEL VO, AVOTTUYHOVV VIKOTIVIKEG EMOPACEIC OTMG LVTKN
aduVaLio, 0KOVGLEG PVTKEG CUOTIAGELS, KPIGELS KOl OVOTVELGTIKY AVOKOTY| [E mhavn potpaio EkPao.

Emunpooheta éxovv mopovciactel petd tnv kKukAopopia Tov mpoidvtog meptoTatiKd (OANG, TPOLOV,
KEQAAAAYING, VTIVNALOG, GLYYVTIKNG KATAGTUONG, VTEPTOCTG, TUPOUICONCELS 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 YOMVEPYIKOVG VELPDVEC S10TPOVV TN
AertovpyikdtTd ToVS. 'ETot, 1 rivastigmine evogyetal va £yl BEATIOTIKY OpAoT OE YVOOIUKA
eMeippata yolvepykng Hecordfnong otnv avola oyeti{opevn pe tn voco Alzheimer kot t vOGo
tov Parkinson.

H rivastigmine aAAnAemdpd pe to EVOOHO-GTOY0VG TG oYNUaTi{ovTag GOUTAOKO OUOTOTOAIKOD
OECLOV, LIE OMOTEAEGLOL TNV TPOCOPIVY adpavomoinon Tev eviduwy. e veapois vyieic avBpamoug,
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
EYKEPAAOVOTLIOL0 VYPO amd TNV rivastigmine 1oy d0coeEapTdpevn £0¢ ta 6 mg yopNyYOOUEVT dVO
QOPEC NUEPNGILMG, TTOL €lvarl Kot 1) H€YoTn 060m Tov £xel dokipuactel. H avastoAn g dpdong tng
Bovtupvriyoiveotepdong oto eykepaiovmTiaio vYpo 14 acbevav pe Noco Alzheimer pe aywyn pe
rivastigmine ftav opota pe avti g AChE.

Khvikég Melétec oty dvola tng vocov 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 dokipacio pe pdon v
amddoon, Tov amoTELEL LETPO TNG YVOOTIKNG Agttovpyiag), 1 CIBIC-Plus ( Clinician’s Interview
Based Impression of Change-Plus, puoa mAnpng oAtkn a&lodoynon tov acBevoic and tov wtpod, dmov
AapBavovot v oYY oTotyeia Tov divovtat amd To dTopo Tov PPovTilel Tov acBevn) kot 1 PDS (
Progressive Deterioration Scale, pia a&toAdynon and to dropo mov epovtilel tov achevn Tov
dpaotnprothTev ¢ kadnuepivig (ong oTig onoieg cupmTePIAAUPAVOVTOL 1| TPOGMOTIKT VYIEWVN, N
AYM TPOPNG, TO VIVGIUO, Ol SOVAELES TOV VOIKOKVPLOD OTIMG TO. YMVLA, 1 SL0TPNON TNG IKAVOTNTOG
TPOGOVOTOAIGHOD 0TO TEPIPAALOV, KOOMG Kol 1] GUUETOYN G€ dpacTnPLOTNTEG TOV oYeTilovTal pe TV
KAVOTNTA YEPLIGLOV YPNUAT®V K.AT.).

Ot acBeveic mov peretnOnkav eiyov Pabuoroyic MMSE (E&étaon EAdyiotns-Nontikng Katdotaong)
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
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

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 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 livaka 5 mapakdrm: to ADAS--Cog, n HETpnon NG YVOGTIKNG AELTOVPYIOG KO 1)
ovvoAlkn pétpnon ADCS-CGIC (Alzheimer’s Disease Cooperative Study-Clinician’s Global
Impression of Change).

MMivaxog 5
Avowo Tov oyetileTan 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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QOPLLAKOV

Avowo Tov oyetileTan pe ADAS-Cog ADAS-Cog ADCS-CGIC ADCS-CGIC

T véco Tov Parkinson Rivastigmine Ewoviko Rivastigmine Ewoviko
OOPUUKO QOOPLAKO

POPUAKOV

ITT - LOCF min0vopoc (n=287) (n=154) (n=289) (n=158)

Méon tiun avapopdg + SD | 24,0+ 10,3 24,5 +£10,6 Agv gpappoleton Agv

epappdleTon

Méon odhayn oTic

24 gBdopddec = SD 2,5+ 8,4 -0,8+7,5 3,7+14 43+1,5

AlQopd TPOGAPUOGIEVNS 3,54! Agv gepapudleton

Oepomeiog

p-value évavtt £1Kovikov <0,001" <0,0012

" ANCOVA pe ) Bepomsio kar ) xdpo. o¢ mapdyovtes kat v apyiki iy ADAS-Cog og
ovppeTopfAntotnTa. Mo Betikr] odhoyn vrodeikviel Pertioon.
2 Tlapovotalovton o1 péceg TIéG yia Sievkoivven. H avéluon tov katnyopikdv Sedopévaov
TpaypatomoOnke pe tn ypnon g doxkipaciog van Elteren
ITT: Intention-To-Treat: [1pd0eomn yio Oepomeia, RDO: Retreived Drop Outs: Avaxtnbeiceg

amoovpoets, LOCF: Last Observation Carried Forward: Tehgutaio mapatipnon tov tpowdndnke

[Mapdro mov 1 Bepamevtiky dpdomn amodeiydnke oe OA0 ToV TANOLVGUO TNG LEAETNG, TO SESOUEVA,
VTOONADVOLV OTL TO UEYAADTEPO DEPATEVTIKO UTMOTELECLO GE GYECT] LLE TO EIKOVIKO QAPUOIKO PAVIKE
otV vrokatnyopio achevav pe pétpa dvota mov oyetiCeton pe voco tov Parkinson. Opoing to
UEYOADTEPO BEPUTEVTIKO ATOTEAEGLL TAPOTTPNONKE GE 0LTOVE TOVE aeOEeVEIC Ll OTTIKEG

nmapoasOnoeig (BA. [livaka 6).

[Tivaxoag 6
Avoia Tov oyeTileTan pe ADAS-Cog ADASCog ADAS-Cog ADASCog
véoo tov Parkinson Rivastigmine Ewkoviké Rivastigmine Ewkoviké

OOPLUKO QOOPLUKO
AocOeveig pe onTikég AcOeveig yopic onTikég
napaicOncelg TapulcOnoelg

ITT + RDO AAn0vopdg (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 adhayn oTig
24 gfdopddes = SD 1,0£9,2 -2,1+£83 2,6 +7,6 0,1+6,9
A0QOpE. TPOGAPHOGUEVIC 4,27 2,09!
Oepameiog
p-value évovTt £1koviKoy 0,002! 0,015"

POPUOKOV

AocOeveic pe pérpro avora
(MMSE 10-17)

AcOgveic pe ma avowa
(MMSE 18-24)

ITT + RDO wAn0Bvopdg

Méon Ty avagopag £ SD
Méon aArayn oTig

24 gfdouddeg = SD
AlQopd TPOGAPUOGIEVNS
Oepomeiog

p-value évavtt £1Kovikov
QOPLLAKOV

(n=87) (n=44)
32,6+ 10,4 33,7+ 10,3
2,6 £9,4 -1,8+72

4,73!
0,002

(n=237) (n=115)
20,6 + 7,9 20,7+7.9
1,9+7,7 02+7,5
2,14!
0,010'

" ANCOVA pe ) Bepomeio kar ) xdpo. ¢ mapdyovtes kat v apyiki i} ADAS-Cog og
ovppeTopfAntotnTa. Mo Betikr] odhayn vrodeikviel Pertioon.
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ITT: Intention-To-Treat: [Ip6Beon ywa Oepaneio, RDO: Retreived Drop Outs: AvaxtnBeioeg
OTOGVUPGELS

O Evponaikoc Opyaviopuog Gapudkmv Exel SOGEL amaAloyn and TNV LIOYPEMST VIOBOANG TV
OTOTEAECUATOV TV HELETMV LIE TN rivastigmine o€ OAEG TIG VTOKATIYOPIEG TOL TOUOLUTPIKOV
mAnBvopov oty Bepaneia g dvolag Alzheimer kot dvotag o€ acBeveig pe 1010madn véco Tov
Parkinson (BA. mapdypago 4.2 yio TANPOQOPIeEg GYETIKA UE TNV TAUSLOTPIKN YPNoN).

5.2 ®@oppokoKvNTIKES 1O10TNTES

Amoppoonon

H rivastigmine amoppo@dtot Tayéwms Kot TANp®S. Ot LEYIOTEG GVYKEVIPAOOELS TNG GTO TAAGLLOL
gmrvyyavovtal evidg 1 dpag mepinmov. Q¢ amotédecpa g aAANAETIOpaoNC TG rivastigmine Le To
évlopo-otoy0, n avénon g Prodiabdecyuotntog ivar avénuévn katd nepintov 1,5 popd og chykpion
pe exeivn mwov avapévetor pe faorn v avénon g d06onc. H amdAivtn Prodiobeoiudtra votepa amod
pia doom tv 3 mg eivor tepimov 36% +13%. H yoprynon mocipov dtodvparog rivastigmine poli pe
10 PayNTo kabvotepel TV amoppOPNoT (tmax) KoTd 74 Aentd, evd petdvel TV Cmax kaTd 43% Ko
av&aver v AUC katd mepimov 9%.

Koatavoun
H nparteivikn déopevon tng rivastigmine gival € 1060610 mepimov 40%. Awomepvd edkoia Tov

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

Biopetaoymuotiopdc

H rivastigmine petafoAiletot Toyémg Kot ektevag (xpovog nueeiog (ong 6to TAdopo tepimov 1 dpa),
Kupig LES® VOPOAVOTG UE LEGOLAPNOT YOAVESTEPAGTG, TTPOG TOV ATOKOPPUUVAIOUEVO LETAPOALTT).
In vitro, o petafoiitng avtdg avaoTEAAEL TV OKETVAOYOMVESTEPAOT G Tepopiopuévo Pabud (<10%).

Baoel peketav in vitro, dv avougVeTaL QOPUOKOKIVITIKY OAANAETIOPOGCT] LUE QPOPLOKEVTIKA TPOIOVTQ
mov petafoiilovion amd T akdrovba 1oévivpa kutoxpondtov: CYP1A2, CYP2D6, CYP3A4/5,
CYP2E1, CYP2C9, CYP2C8, CYP2C19 1 CYP2B6. Zopuepmva pe evoei&elg and perétec mov ywvay
oe mewpapatolma, tao peilova 1oévivua tov Kutoypdpotog P450 ehdyiota evéyoviat 6to
petafoiioud g rivastigmine. H olikr ké0apomn tng rivastigmine and 10 TAAGHO HTAV TEPITOV

130 I/h petd v evooeréPua xopriynom 60omng 0,2 mg, eved peiwbnke og 70 /h petd v evoopiéfia
xopfiynon d6ong 2,7 mg.

Amofoin

2to 00pa 0V avevpiokeTol apetdfAntn rivastigmine. H ve@pikn anékkpion Tov petafolMtdv ival n
Bootn 086¢ amopdkpuveng Toug. Yotepa amd T xopiynon rivastigmine padiosmionpocpévng pe *C,
1 QTEKKPLON OO TOVG VEPPOVG NTAV TaEln Kot 0vo1ooTiKd TANPNG (>90%) evtoc 24 wpdv. [locootd
yopunAotepo amd to 1% g yopnyovpevng d6ong amekkpivetal ota KOnpava. Agv mapotnpeiton
GLOGMPELOT TNG rivastigmine 1 TOV oToKapPPALLAIOUEVOL peTaPolritn tng og acheveic pe Noco
Alzheimer.

Mio TAnBvopiak PopUOKOKIVITIKY avaAvor kaTédelEe OTL 1) xp1iom VIKOTIVIG aLEAVEL TV atd TOL
oTopaTog KaBapon g rivastigmine kotd 23% oe aceveig pe voco Alzheimer’s (n=75 komvioTég Kot
549 un xomvioTtég) émetto amd dOoEL rivastigmine omd TOL GTOUATOG Koyakiov Emg kot 12 mg/muépa.

Hluxiopévog minBuoudc

MolovoTti | frodiabecyuotnTo TG rivastigmine givor LeyOADTEPT 0 NAMKIOUEVOLG PO GE VEAPOVG
vylelc eBelovtég, neléteg oe aobeveic pe voco Alzheimer nhkiog petagd 50 kot 92 etdv dev £det&av
petafoin g ProdiabeciudTnTog pe Ty nAkia.

BeBopnuévn nrotikn Asttovpyia

H Cmax g rivastigmine ftov mepimov 60% vynidtepn kot AUC g rivastigmine ftav
VIEPOITAAGLO OE (TOUN [E NI £C PETPLA EMPAPVVON TNG NTATIKNG AELTOVPYiNG amd OTL O€ VYN
dTopo.
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BeBopnuévn veopun Asttovpyia

H Cmax ko AUC tng rivastigmine oy DIepOmAdGIEG G UTOUN UE HETPLL ETPAPVVOT TNG
VEQPIKNG AeLTOVPYing cLYKPVOUEVT e LYW dtopa. [Tavimg dev mapatnpnnkay airiayéc otn Cmax
xat ot AUC 1ng rivastigmine o€ dtopa pe coPapr| emPapuvvon g veppikng Aettovpylog.

5.3 Ipoxivikd dgdopéva Yo TNV 0.6QAAELN

Meléteg ToEIKOTNTOG ETOVUAAUPAVOUEVOV dOCEWDY OE ETIUVEC, TOVTIKOVE KAl GKOAOVG ATOKAALY OV
UOVO EMOPACELS GLUVOEOUEVES LE VITEPPOAIKT PUPUAKOAOYIKT Opdor. Agv mapotnphnke kapio ToEkn
dpdon ot1o Opyavo-oTdHY0. XTIG PEAETEG O TTEPAUATOLma dev emtedyOnkay ta TeplBmplo aopoAeiog
®¢ TPog TNV avBpdmvn €kBect, AOY® TNG evaicinciog TV TEPAUATIKOV LOVIEL®MY TOV

YPNOLLOTOM ONKAY.

H rivastigmine dev &iye petarlha&loyovo dpdon o€ pio oelpd omd TUTIKEG SOKIUAGIEG in Vitro Kot in
vivo, pe povn eEaipeon pio SOKILOGIO ¥POUOCOUATIKMY EKTOTLOV TOV £YIVE G OVOPOTIVA TEPLPEPIKA
Lepgokvttopa, og doon 10* popég peyaldtepn amd ™ péyiom khvikn ék0son. H in vivo Soxuuacio
piKpomupvev fTav apvntikn. O koprog petaforitng NAP226-90 dev topovcioce emiong dvvapkod
YOVIO10TOEIKOTNTOG,

Agv Bpébnkav evdeilelc kKapKivoyodvov dpacnc 6€ LEAETES TOV £YVAV GE TOVTIKOVG KOl ETIVEG LE TN
LEYIOTN avekTn dO0M, TapOAo oL 1) £kBeon oTn rivastigmine ko Tovg PeTAPOAITES TG TOV
YOUNAdTEPN amd TNV EkBeomn otov AvOpwmo. Otav £yve KAVOVIKOTOINOT OC TPOC TNV EMPAVELNL
omuaTog, 1 ékbeon ot rivastigmine kot Tovg UETABOAITEG TNEG NTAV TEPITOV 1G0SVVAUN TPOG T
LEYIOTN CLVIGTAOUEV MePNoLa 360N Yia Tov dvBpmmo, mov gival 12 mg/muépa. [lavimg, og chyKpion
LE TN péytotn 06om 6Tov AvOpmmo, EKEIvN TOV EMITEVYONKE GTO TEPALATOLMO NTAV TEPITOV
eEamidoia.

Y10 melpopatolma, 1 rivastigmine S1OmEPVA TOV TAOKOVVTO, KoL aekKpiveTal oto yoAo. Meléteg pe
OtO TOVL GTOUNTOG YOPTYNON O KLOPOPOVVTES BNAvKoLg emipveg Kot KOVIKAOVG dev £dwaay eVOEIEELg
mOAVNG TEPATOYOVOL dpdiomg Tng rivastigmine. Xe omd ToV GTOUATOG HEAETES LLE APCEVIKOVE KOl
OnAvkovg enipveg, dev TapatnpRONKav EMOPACEIC TG rivastigmine 6T YOVILOTNTO 1) TV OVATTLUEN
TOV EUPPVOV EiTE GTN UNTPIKT] YEVEA E1TE GTOVG ATOYOVOVG TNG.

e o LEAETN pe KovikAovg TovTtomomOnke 1 dSuvnTikodTNTU EVOG IOV £pedicov ota
patia/Brevvoydvoug tng rivastigmine.

6. DOAPMAKEYTIKEX TAHPO®OPIEX
6.1 Koataroyog ekdoyomv

- Bevloiio vatpio

- Kupd o&o

- Kurpwod vérplo

- Kitpwvo kivorivng WS ypwotikn (E104)

- KaBapod vepd

6.2 AovppoarétnTeg

Agv gpappoletat.

6.3 Awpkero {ong

3 xpoVia.

To Rivastigmine Sandoz 2 mg/ml tdéoyo didhvpa Tpénet va yproluonoteital eviog 1 unvog and 1o
VoYL TNG QLAATG.
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6.4 Iowitepeg mpourdéers katd T @OLAEN TOV TPOIdVTOG

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

Na puidcoetar o€ 6pbia Oam.

6.5 @von Kol GVOTATIKE TOV TEPLEKTN

[Moptokaidypovv @loAidlo amd yvaAi Tomov 11, pe komdkt acealeiog, oTOYOVOUETPO Kot
avtosvBuypapulopevo topa. OloAido Tov 50 ml 1 tov 120 ml. To ndéoyo didlvpa cvuokevdletal
pali pe pio S0GIUeETPIKN cOPLYYH LEGO OE TAAGTIKO KUALVOPIKO TEPLEKTN.

6.6 Iowitepeg TPOPLAGEELS AOPPLYNGS KUl GALOG YELPIGIOG

H moc6ttar Tov dtaAdpotog mov £xel optobel and tov yiotpo Oa mpémel va aeoipeitot omd To PlaAidlo
e ) Pondeta g dootueTpikng ovpryyag mov mapéyetal poli.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Sandoz GmbH

Biochemiestraf3e 10

A-6250 Kundl

Avotpia

8. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/09/599/017

EU/1/09/599/018

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

Hpepounvia tpdtg avavémong: 11/07/2014

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

Agmtopepeic TANpopopieg Yo To TOPdV EOPUUKEVTIKO TPOIOV elvar 0100£01ES GTOV SIKTVAKO TOTO
tov Evponaikod Opyavicuov Gapudkav: http://www.ema.europa.eu/

32



ITAPAPTHMA 11

MHAPAXKEYAXTHX(EY) YHHEYOYNOZX(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
I'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

270 £VTLTO PUALO 0JNYIDV XPNONG TOV PAPUAKEVLTIKOD TPOIOVTOC TPETEL VO OVALYPAPETOL TO OVOLLOL
KoL 1 81e00VVOT TOL TAPUCKEVOGT TOL EVAL VTEVOVVOG Y1 TNV ATOIESUEVCT TNG CYETIKNG TOPTIONGS.

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

DoppaKeLTIKO TPOTOV Y10 TO OTOI0 ATOITEITAL «TEPLOPIGUEVI 1OTPIKT] GLVTOYT] KOl TO 0010
npoopiletar yia xpron o€ cvykekpipévougs eEedkevpévous topeic (Pr. Hapdpmmpa I: Tlepiinym tov
Xapaxtnpiotikadv Tov [Ipoidvrog, mapdypoaeoc 4.2).

I AAAOI OPOI KAI AITAITHXEIX THX AAETAYX KYKAO®OPIAX

2uotnuo PopuokosToypOTVNoNC

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.
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ExbBéog1c meprodikng mopoakorovdnone g acedieias (PSURS)
O KkvKhog PSUR 1ov Rivastigmine Sandoz givot evoppovicpévog e autdv Tov TPoioviog avapopdg
Exelon, émg 6tov 0piotel S10popPETIKA.

A.  OPOI'H IEPIOPIXEMOI XXETIKA ME THN AX®AAH KAI ATOTEAEXMATIKH
XPHZH TOY ®APMAKEYTIKOY ITPOIONTOX

Agv epappdletar.
Xyéd10 dlayeipiong kivdvvou (ZAK)

O Kdroyog Adstoc Kukhopopiag (KAK) Ba dieEaydyet Tig omontoOUEVES dpaoTnplOTNTEC Kol
TOPEUPATELS PAPUOKOETOYPVTVIOTG 0TS Tapovoidlovtal 6to cuppovniéy XAK wov
apovotdletol otny evotnta 1.8.2 g ddetog KukAo@opiag Kol 0TOIEGONTOTE EXAKOAOVOEG
gyKekpéveg ovobempnoelg tov TAK.

‘Eva emkaiporompévo XAK Oa mpénel va katotedei:

. Metd and aitmuo tov Evponaikod Opyavicpod @appakov,

. Onotednmote tpomomoteital To cVGTNLA dtayelplong Kivouvov, E101KH 0 ATOTELEGLOL
MYNG VEOV TANPOPOPLOY TOV UITOPOVV VO ETLPEPOVY GNUAVTIKT] OAANYT) 0TI GYECT
0PEALOVG-KIVOVVOV 1] O OMOTEAEGLOL TG EMITELENG EVOG ONUAVTIKOD OPOGT|LLOV
(poppakoemaypOITYNON N ELOYIGTOTOIN G KIVOUVOD).

Ed&v n vropoin g PSUR kot 1 encaponoinon tov ZAK cvpmintovv, dhvator va katatefodv
TAVTOYPOVAL.
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ITAPAPTHMA IIT

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIIXHMANXZH
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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 Sandoz 1,5 mg oxAnpd xoydxio

rivastigmine (¢ 6&1vo TpuYIKo GAQ)

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

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

Sandoz GmbH
Biochemiestrasse 10
A-6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/09/599/001
EU/1/09/599/002
EU/1/09/599/003

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 Sandoz 1,5 mg

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

A16d100T0TOG YPOUU®TOS KOdKaS (2D) Tov pépet Tov Teptn@Bivta LovadIKO avoyVOPLOTIKO
KOOKO.

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 Sandoz 1,5 mg okAnpd kaydxio

rivastigmine (¢ 6£1vo TpuyIKo GAaG)

2. ONOMA KATOXOY THX AAETAY. KYKAO®OPIAX

Sandoz 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 Sandoz 3 mg okAnpd koyaxio

rivastigmine (¢ 6&1vo TpuyIKo AQ)

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

Ka0e xoydxio mepiéyet 3 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 ®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

Sandoz GmbH
Biochemiestralle 10
A-6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/09/599/005
EU/1/09/599/006
EU/1/09/599/007

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 Sandoz 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 Sandoz 3 mg oxAnpd KoyaKio

rivastigmine (¢ 6£1vo TpuyIKo GAag)

2. ONOMA KATOXOY THX AAETAY. KYKAO®OPIAX

Sandoz 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 Sandoz 4,5 mg oxAnpd koydxio

rivastigmine (¢ 6&1vo TpuYIKo GAQ)

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

Ka0e xoydxio mepiéyet 4,5 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 Tov 6TOHOTOC XPIOT.

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

Sandoz GmbH
Biochemiestralle 10
A-6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/09/599/009
EU/1/09/599/010
EU/1/09/599/011

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 Sandoz 4,5 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

45



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 Sandoz 4,5 mg okAnpd kaydxio

rivastigmine (¢ 6£1vo TpuyIKo GAaG)

2. ONOMA KATOXOY THX AAETAY. KYKAO®OPIAX

Sandoz 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 Sandoz 6 mg okAnpd koyaxio

rivastigmine (og 6&vo 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 ®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

Sandoz GmbH
Biochemiestralle 10
A-6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/09/599/013
EU/1/09/599/014
EU/1/09/599/015

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 Sandoz 6 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 Sandoz 6 mg ckAnpd KoyaKio

rivastigmine (¢ 6£1vo TpuyIKo GAag)

2. ONOMA KATOXOY THX AAETAY. KYKAO®OPIAX

Sandoz 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 Sandoz 2 mg/ml méGipo dtdAvpo

rivastigmine (g 6&wvo TpuyIKo Aag)

2. TYNOEIH 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 0dNY1OV Y10 TEPLGGOTEPES TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

50 ml woc1o SrdAvpa
120 ml woéo1p0 StdAvpLa

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

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

Amo tov 6ToHOTOG 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

Sandoz GmbH
Biochemiestralle 10
A-6250 Kundl
Avotpia

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/09/599/017
EU/1/09/599/018

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 Sandoz 2 mg/ml

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIASTATOX 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 Sandoz 1,5 mg oxkAnpd koydxio
Rivastigmine Sandoz 3 mg ckinpa koydaxio
Rivastigmine Sandoz 4,5 mg oxkinpé koayaxio
Rivastigmine Sandoz 6 mg cxinpa Koyaxio
rivastigmine

AWPaoTE TPOGEKTIKG 0AOKANPO TO QVALO 0ONYLAOV PN OIS TTPLY UPYIGETE VO TUIPVETE AVTO TO

QOAaPROKO, OLOTL TEPLAAPUPAVEL CNUAVTIKES TANPOPOPIES Y10, GG,

- DdvArdEte avTd TO EUALO 0N YOV XpNomg. Towg ypelootel va to dfdacete Eovd.

- Edv éxete mepartépo amopieg, poTNoTE TOV Y1OTPO 1] TOV PUPLOKOTOLO GOC.

- H ovvtayn yio avtd 10 apuako xopnyndnke omokAEIGTIKA Y10 60G. AgV TPEMEL v ODGETE TO
QAapproko o€ AAAOVG. Mmopel va Tovg TPoKOAEGEL PAAPT, AKOUO KOl OTOV TO GUUTTOUONTO TG
acBéveldc Tovg givor 1010 pLe TaL S1Kd Gag.

- Edv mapatnpnioete kamolo avemBountn evEpPYELD, EVILEPDGTE TOV YLOTPO 1] TOV PAPHLOKOTOLO
c0c. AVt 1oyvEL Kot Yo KAOe mhovn avemBOunTn evEPYELD TOL OV OVOPEPETOL OTO TAPOV
@OALO 0ONY1DV ypnong. BAére mapdypago 4.

T epréyel To TOPOV QVALO 00N YLOV

T eivar to Rivastigmine Sandoz kot ol ivar 1y xpnomn tov
T npémer va yvopilete mpv ndpete o Rivastigmine Sandoz
ITog va mapete To Rivastigmine Sandoz

ITBavég avemBOunTE eVEPYELEG

[og va pvidooete to Rivastigmine Sandoz

[epreydpeva g cvokevaciog Kot AOES TANPOPOpieg

ANl o e

1. T eivon To Rivastigmine Sandoz kot wowa gival 1 yprion Tov
To dpactikd cvuotatikd Tov Rivastigmine Sandoz givon 1 rivastigmine.

H Rivastigmine avikel o€ pia opddo 0vGIdY TOL OVOUALOVTOL AVAGTOAEIS TNG YOAVESTEPAOTG. XE
acBeveic pe dvolo Alzheimer 1 pe dvota Adym ¢ vocov tov Parkinson, opiopéva vevpikd kbtTapa
TOV EYKEQAAOV VEKPAOVOVTOL, UE OTMOTELEGILO, VO LELMVOVTOL TO EMITESQ TNG VELPOSLOPIPOCTIKNAG
0VG10G AKETVAOYOAIVIG (L0 OVGIO TOV EMTPENEL TNV EMKOWVOVIO TOV EYKEPAAKDV KLTTAP®OV UETAED
touc). H dpdon tng Rivastigmine cuvictatol oty avasToAn TV eVIOI®mY oL TPOKAAODY S1AGTAoT
NG AKETVAOYOAIVIG: AKETVAOYOAVEGTEPAOT] Kol fOVTUPVAOYOAIVEGTEPAGT). ME TNV OVAGTOAT OLTOV
v ev{bpwmv, o Rivastigmine Sandoz kabiotd dvvati v avénon Tov emmédov aKeETLAOYOAIVNG
OTOV £YKEPOAAO, GUUPBAALOVTAG GTOV TEPLOPIGUO TMV GUUTTOUATOV TG VOGoL Alzheimer kot Tng
dvolog mov oyetiletan pe tn voco tov Parkinson.

To Rivastigmine Sandoz ypnoiponoteital yio ) Oepaneio tng mog Eog péTprog Papvutntog dvolog
Alzheimer oe eviilikeg acBevels, oG TPOOSEVTIKA EMOEWVOVLEVNC EYKEPAAIKNG SLOTAPOYNC, TTOV
emnpedlel GTAdIOK T VAU, T O10VOTTIKT TKOVOTNTO KO T GLUTEPLPopd. Ta kaydkio Kot To
OGO SLdAV A LTOPOVVY Va ypnoipomomBovv kot yio tn Oepameio g Gvolag og eviiikeg acbeveig
7oL TAGYoVV amod T vOco Tov Parkinson.

2. T péner vo yvopilete mpv mapete To Rivastigmine Sandoz

Mnyv napete to Rivastigmine Sandoz

- o€ mepintwon aAlepyiog otn rivastigmine (To dpacTikod cvoToTikd Tov Rivastigmine Sandoz) 1
6€ 0O100MMOTE AALO OO TO GLOTAUTIKA ALTOV TOV PAPLAKOL (CVAPEPOVTOL GTHY
TapAypapo 6).

- €av glyate 610 TOPEAOOV dEPUATIKT OVTIOPOOT] TOV VITOSNAMVE GAAEPYIKT] OEPLATITION OLTTO
€M e rivastigmine.
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Edv avto oyvet yia €0dg, evnuepdote Tov ylotpd oag Kot Uy napete to Rivastigmine Sandoz.

IIpog1d0mToU|GELS KUl TPOPUAGEELS

AmevBuvbeite otoV Y10Tpo Gog Tpwv Tapete to Rivastigmine Sandoz

- Edv &yete N eiyote m0oTé (o Kapdiakn TaONom, OT®MG aKAVOVIGTOVG 1] ApyoVS KaPIaKOHG
TOALOVG, TopdTocn Tov dactiuatoc QTc, okoyeveloKd 1GTOPIKO TAPATACNS TOV 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 éyete M elyote TOTE EMANTTIKOVG GIOGOVG.

- Edv &yete N elyote moté dobua 1 coPapn mwdhnorn tov avoamveLoTiKoo.

- Edv éxete N elyate moté drotapayuévn veppikn Aettovpyia.

- Edv €yete M eiyote moTé datapoyévn NIOTIKY AgLTovpyid.

- Edv vrogépete amd tpépovio.

- Edv éxete younio Bapog odpotog.

- Edv avtipetonilete yootpeviepikéc avtidpdoeig dnwg aicOnua adiabeciag (vavtia), adiobecio
(épetog) kot d1appota. Mmopei va TapovctacTel apuddTmon (ard®AEL TOAADY VYPDOV) EGV
mapatadel 0 EUETOG Kot 1) S1UPPOlaL.

Edv xémoto amod to o mévm 1oyveL Yo €6dG, 0 YioTpog oag B Tpénel va cog mapakolovbel o oteva
v 660 ddotnua Ba Taipvete aVTO TO PAPLLOKO.

Edv dev mpate 1o Rivastigmine Sandoz yio meptocoTEPES amd TPELS NUEPES, LNV TAPETE TNV EXOLEVN
d00M UEYPL VO LUANGETE LLE TOV YLOTPO GOG.

Mowora kor £enpor
Agv vrapyetl oyetikn ypnon tov Rivastigmine Sandoz 6tov moudiotpikd mAnbvoud yia tn Oepameio g
vooov Alzheimer.

Alho @éppoxa kon Rivastigmine Sandoz
Evnuepdote tov yatpd 1 1oV QopUoKOTOl0 oag 4y maipvete, £xete TpOGPOTA TAPEL 1) Umopel val
TAPETE AAAN PAPLLOKOL.

To Rivastigmine Sandoz dev mpémel va yopnyeitan TaVTOYPOVA LE GAAL PAPUAKO TOV £XOVV TAPOLOL
dpdon pe 1o Rivastigmine Sandoz. To Rivastigmine Sandoz gvoéyetal va mapepupaivel oo
OVTLYOMVEPYIKA PappoKa (PAPLOKA TOL YPTGILOTOIOVVTAL Y10, TNV AVAKOVPIGT) TMV GTOCU®V 1 TOV
KOAMKOEWOMV OAYDV TOV GTOUMYOV, Y1, TV Ogpameia Tng vooov tov Parkinson 1 yia mpoAnyn g
vautiog Tov TaSdiTov).

To Rivastigmine Sandoz dev wpémel va yopnyeital TaVTOXPOVA e LETOKAOTPOUION (Eva @ApuaKo oV
YPNOYOTOLEITAL Y10 VO AVOKOVQIGEL 1] VO TopEUTOdIcEL VauTia kot ueto). H Afym avtodv tov dvo
eopuakov pali evoéyetal va Tpokarécel TpofANpaTa OT®S SuoKAYio oTa AKPa KoL TPOLO 5T
YEPLOL

Av mpoxeTon va Kavete gyyeipnon eved maipvete Rivastigmine Sandoz, evnuepdote Tov ylotpd 6og
mpwv cag yopnynoel avarsOnoia yloti to Rivastigmine Sandoz pmopel vo emOEVOGCEL TO ATOTEALEGLLOTAL
UEPIKDY HDOYOAUPOTIKAOV KATA T dldpKeln TG avaisOnoiog.

Emdewviete mpocoyn katd t Ayn tov Rivastigmine Sandoz poli pe fto avactoreic (pdppoko
OT®G 1 ATEVOAOAT OV YPNCLLOTOLEITAL Y10 TV OVTILETMLION TNG VAEPTACTG, TN GTNOAYYNG Kot

A @V KapdloKkdv TpofAnudtov). H Anymn kat tov dvo pappakov pall 0o propovcs va TpoKaiEécel
TpoPAnLaTa OTMG N eMPPAdVVEN TOL Kapdakod puOuov (Bpadvkapdic) Tov 0dnyel oe Amobupia 1
anoielo cuveidnong.
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Emdewvidete mpocoyn katd tn AMyn tov Rivastigmine Sandoz poli pe dAlo gappoKe Tov propei va
EMNPEACOVY TOV KaPAKO Gag puORd 1 To NAEKTPIKO GVGTNUA TNG KaPIAG 6ag (TapdTooT) TOV
dwotipatog QT).

Kitnon, Oniaocpog ko yovipétnra
Edv elote éyxvog 1) Onidlete, vouilete 0TL pmopel va giote £yKvog 1 6Yed1ALETE VA, ATOKTHOETE MO,
{nmote 1 cLUPOVAT TOL YLUTPOL 1| TOV PAPLOKOTOLOD GOG TPV TAPETE OVTO TO PAPLLOKO.

Edv elote éyxvog, ta opéln amd T ypron Tov Rivastigmine Sandoz npénel va a&ioroynbovv ce oyéon
Le TiC TOOvVEC GUVETEIEG GTO aYEVVNTO oSl 6aC. B TPETEL VO, ATOPEVYETAL 1 YPT|OT| TOV
Rivastigmine Sandoz katd v KOno, £k10¢ €4V kpOel amoAdTOC amapaitnTo.

Agv mpémel vo OnAalete katd ) didpkela ¢ Oepameiog (e To Rivastigmine Sandoz.

Odnynon Ko EPLopnog pNyovnHaTOV

O ywTpog oag B GO EVUEPMOEL EAV 1 TAONON COC, COC EMTPENEL Va. 0dNyElTe 1) va yepileote
unyoviuata pe acedieio. To Rivastigmine Sandoz pnopei va mpokaiéset (oA kot vevnAia Kupiog
010 Eekivnuo e aywoyng 1 otav avdvetat ) 66om. Edv atebavieite {aAn 1 vivniia, unv 0dnynocete,
YEPIOTEITE UNYAVILLOTO 1] KAVETE OTOLAONTOTE AAAT OPUCTNPLOTNTA 1| OTOL0 ATALTEL TV TPOGOYN CUG.

3. Iog va wapete 1o Rivastigmine Sandoz

[Tavrtote va maipvete To PAPUAKO 0LTO aVOTNPE COLPOVO LE TIG 001YiEG TOV YlaTpoL cug. Edv &xete
apPBOMES, PMTAGTE TOV YITPO 1) TOV POPLOKOTOLO GOG.

og va Eekivijoete T Ogpaneia

O ywtpog oag Oa cog cuatnoet T d6on Rivastigmine Sandoz wov Oa whpete.

. H Oepancio Eexvdel cuvnBmg pe pio younin d6om.

. O ywTpog cag B avénoetl 6TadlaKd T 0061 0o VAAOYO. LLE TNV OVTATOKPLGT COC GTIV OymY].
. H vym\otepn d66om mov pmopei va 600l eivar 6 mg 600 Popég Tnv nuépal.

O ywatpog oag Ba eléyyetl TaKTIKA €6V TO PAPLOKO Elval OTOTEAECUATIKO Yia £66G. O YiaTpdc cag Ha
mapakoAovdel emiong 1o fapog cag 660 TAIPVETE ALTO TO PAPLLAKO.

Edv dev mpate 1o Rivastigmine Sandoz yio TeploGOTEPEG OO TPEIS NUEPES, UNV TAPETE TNV EMOUEVN
3001 UEYPL VO, LUATCETE LE TOV YLOTPO GG,

Afyn 10V QUPRAKOV

. Evnuepoote to dtopo mov cog epovtilel 01t maipvete Rivastigmine Sandoz.

. INo va opeAnOeite mpénel va maipvete o papuakd cog kabe uépa.

. Aoppavete to Rivastigmine Sandoz dvo @opég Tnv nuépa, To Tpmi kal to Ppddv, pe To eaynTo.
. Kartanivere o Koydkio oAdKANpa pe Eva vypo.

. Mnv avoiyete 1 Stuomdite TO Ky aKio.

Eav mapete peyordtepn 66on Rivastigmine Sandoz ané tnv kavovikn

Av katd AaBog mpate peyarbtepn 00T ad QTN TOV EMPETE, EVIUEPMOTE TOV YiaTpd 60¢ . Mmopel
va oot el wTpikn epovtido. e peptkong avlpmdmovg mov KTl Adbog Tpav TOAD peydin
nocotnta Rivastigmine Sandoz mapotnprnke aicOnua adiobeciog (vavtia), adiabecio (€petog),
duppota, VYNAN aptnplakn wieon kot taporcOnoeis. IIBavov eniong va mapovciactel apyog
KapOOKOC TAALOG Kol AmoBupia.

Eav Egyaoete va napete To Rivastigmine Sandoz

Av Egydoate va Tapete o 000, TEPLEVETE Kal TAPTE TNV ENOUEVT 060on Rivastigmine Sandoz ot
ocuvnoiopévn mpa. Mnv ThpeTe SITAN SOOT| Y10, VO OVATTANPAOCETE TN 60T ToV EEYGoaTE.
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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 0Ma o pappoKa, £T61 Kol 0VTO TO PAPLAKO UTOPEL VO TPOKAAEGEL OVEMOVOUNTEG EVEPYELES, OV
Ko 6gv TOPOoVGLALovTaL GE OAOVG TOVG AvOPMITOLC.

Evoeyopévac va epeavicete mapevépyeleg o oLy v 0tav EEKIVATE TO QAPLAKO 1) OTOV 1
doomnavénbdel. Zovnbwg,o1 Tapevépyeleg Ba eaobevicovy otadiokd kabmg o opyoviouds cog Oa

ovvnbilel oto PappaKo.

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

. Z&n
. Anmrelo 6peEng
. [Ipofifuata oto otopdyt 6nme aicOnua adubesiog (vavtia) 1 adiabecia (€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 petn

. Eopuikteg

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

. Avokolio 6Tov VITVO
. Awmobopia 1| Toyaio TTdoN
. Metaporéc 610 TOGO KaAd Aettovpyel To NIap Gog

Yravieg (umopet va ennpedsovy €mg 1 ota 1000 dropa)

. [16vog 610 o1Bog

. E&avOnpa, payovpa

. Kpioeig (omaopot)

. "EAxn oto oTopdyt 1| oto £viepo cag

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

. Aolpmwén Tov oVPOTOMTIKOV

. BAénete mpaypato mov dev vapyovv (yevdaicinoeic)

. [pofAnpata pe Tov Kapdlokd puiud OT®S YPYOpogS 1 apyos KapdloKog puOpog

. Awloppayio 6To £vigpo — eupavileTal ™G aipo oTo KOTPAVA 1) GTOV EUETO

. DAeypovi TOL TAYKPEATOG — TO, CUUTTMUATO CUUTEPIAAUPEVOVY dPIUD TOVO GTO AVATEPO
LEPOG TOV GTOHOYOV, GLYVA Ue aicOnua adiobeciag (vavtia) 1| adabecio (Epeto)

. Emdeivoon tov copntopdtov g vocov tov Parkinson 1 epoavion mopoUomy GOUTTOUATOV

— Om®G Poikn axoyio, SVOKOAMN GTIV EKTEAECT] KIV|GE®MV
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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:

IMoA0 cvyvég (umopet va emnpedoovy mave ond 1 ota 10 dtop)
. Tpépovio

. AwwoBopia

. Toyaio TTmon

Yoyvég (umopet va emnpedoovy émg 1 ota 10 dropa)

. Ayyog

. Avnovyia

. Apyo6g Kot ypyopog Kapdlakds pulpoc

. Avckolia otov Vo

. [Tapa moAd GaAl0 Kol aPLOGT®O

. Acvvibiota apyéc | Kiviioelg mov dev umopeite va e EyEete

. Emdeivoon g vocov tov Parkinson 1 eppavion mopopoimv GOUTTOUATOV — OTME HOTKY

axopyio, SUGKOAIN OTNV EKTEAECT] KIVIIGEMV KOl LVTKT advvopio

Oy ovyvég (mopel va emnpedcsovv €mg 1 ota 100 dropa)
. AKavOVIeTOG KOPOaKOG TOALOG KOl TEPLOPIGUEVOG EAEYYOG KIVIIGEMV

Adreg avEMOVUNTES EVEPYELEG TTOV TAPATPNONKAY PE TO OLUOEPUIKA EPTAOCTPO KL OL OTTOLES
pmopel va wapatnpnBodv pe o okinpa Koydxuo:

Yoyvég (umopet va emnpedoovy émg 1 ota 10 dropa)

. [Mupetdg
. YoBapn ovyyvon
. Axpazeio ovpov (advvapio KatakpdTnong ETopKovg T0GHTNTIS OVPOV)

‘O ovyvég (umopet va ennpedcovy €og 1 ota 100 dtopa)
. YrepkivntikotnTo (VYN Enimeda SpacTNPLOTNTOC, AVIoLYio)

Mn yvooeTig (n cuyxvotnta dgv pumopel vo exktiun0el pe Baon to dabéoyo atoryeio)
. Allepyn avtidpaon ota onueio ota omoin ¥pMNOIHLOTOONKE TO EUTANGTPO, OTTMOS POVCKOAEG

N @Aeypovn Tov dEpUOTog

Av gpoaviceTe 0TOOONTOTE OO AVTEG TIG OVETIOVUNTEG EVEPYELESG, EVIULEPDOTE TOV YLOTPO GOG YTl
mBavov va ypelaoteite wTpiky fondeta.
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AvaQopd avemOounTOV evepyELOdV

Edv mapatnproete kdmola avemBountn evépyela, EVLEPMOTE TOV Y1ATPO 1] TOV QOPLOKOTOLO GOGC.
Av16 1oyt Kot Yo ké0e mBoavr| avemBounTn evEPYELR TOV JEV AVOPEPETOL GTO TAPOV GUAAO 0ONYIDV
ypnone. Mropeite emiong va avapépete avembounteg evépyeleg anevbeing, LEow Tov 0vikoD
GLGTNUATOG avapopis Tov avaypapetar oto Hapdpmmua V. Méow e avapopdg avembountwv
EVEPYELDV Umopeite va, fonBNceTe TN GLALOYN TEPICTOTEPMV TANPOPOPLOV CYETIKA LLE TNV ACPAAELL
TOV TOPOVTOG POPUAKOL.

5. Iog va guhaccete To Rivastigmine Sandoz
To @appako avtd TPEMEL VO PUAACOETAL GE PEPN TTOV OgV TO PAETOVV Kot dgv TO POAVOLV Ta AL

Na un ypnowonoteite to Rivastigmine Sandoz petd v nuepounvia AENG Tov avaéPETOL GTNY
KUWEAN, o1 LAAT Kot 610 Kouti petd v «AHZEH »/«EXPy». H nuepounvia Anéng eivar ) tedevtoio
NUEPD TOV UAVO TTOL OVOQEPETOL EKEL.

Mn puAdooete og Beppokpacio peyarvtepn tov 30°C.

Mnv metdite QAPLAKO GTO VEPD TNG OMOYETELONC 1 OTA OKIAK( amoppippata. Potiote tov
(QOPLOKOTTOLO GOG Y10 TO TAG VO, TETAEETE TAL PAPUAKO TTOV OEV YPMCILOTOLEITE T AvTtd T péTpa Oa
BonBncovv oty Tpoctacio Tov TEPPAAAOVTOG.

6. Iepreydpeva TG GVOKEVUGING KAl LOWTEG TANPOPOPIES

T epréyer o Rivastigmine Sandoz

- H dpactikn ovcia givor rivastigmine.

- Ta dAlo cvotatikd sivat: vVTPopeAholn, GTEATIKO HOYVIO10, WKPOKPUOTOAAIKY KuTTepivn,
dvvdpo KoAloeldég mupitio, (erativn, kitpivo 0&eidio tov o1dnpov, epuBpod 0&eidio Tov GO pov,
510£€1010 TOL TITAVIOL Kol KOUUEN AAKKOC,

Kd&0e Rivastigmine Sandoz 1,5 mg xaydxio nepiéyet 1,5 mg rivastigmine.
Ka0e Rivastigmine Sandoz 3 mg kawydxio tepiéyel 3 mg rivastigmine.
Ka0e Rivastigmine Sandoz 4,5 mg xaydxio nepiéyet 4,5 mg rivastigmine.
Kd&Be Rivastigmine Sandoz 6 mg kaydkio mtepiéyel 6 mg rivastigmine.

Epg@avion tov Rivastigmine Sandoz kot wepieydpeva TG cvokevaciog

- Yiinpd kaydkio Rivastigmine Sandoz 1,5 mg, Ta onoio Tepiéyovy okOVN VIOAEVKT EAAPPDOG
KITPVOTN, £XOVV KITPVO KAAVDUUO KOt KITPIVO GMUA, TO 0TToio PEPEL KOKKIVN ekTummaon “RIV
1,5 mg”.

- Yiinpd kaydkio Rivastigmine Sandoz 3 mg, ta onoia mep€yovv oKV LVIOAEVKT EACPPDS
KITpVOTH, £X0VV TOPTOKOM KOAVLLLLA KO TOPTOKOAL GO, TO 0010 PEPEL KOKKIVY] EKTOTWON
“RIV3 mg”.

- KkAnpa kaydxio Rivastigmine Sandoz 4,5 mg, ta onoia mepi€yovv oKdVN VITOAELKT EAAPPDS
KITPIVOTN, £(0VV KOKKIVO KAALUUA KOl KOKKIVO GO, TO 0010 PEPEL AOTIPT EKTLTMGT
“RIV 4,5 mg”.

- XkAnpa kaydxio Rivastigmine Sandoz 6 mg, Ta omoia teptEyovv oKOVY LITOAEVKT| EAOPPDOG
KITPIVOTT, £(0VV KOKKIVO KAAVUUA KOl TOPTOKOAL GO, TO OTOI0 PEPEL KOKKIVT] EKTOTMOT)
“RIV 6 mg”.

Eivar cuokevaouéva oe kuyéleg. dabéoyeg oe tpio dtapopetikd ueyédn cvokevaciog (28, 56 1
112 xayakia), aAld Thava vo pnv KokAo@opohv OAEG Ol GUGKEVOGIEG GTN XDPC COG.

59


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

Karoyoc Aderac Kukrhoopiag
Sandoz GmbH

Biochemiestral3e 10

A-6250 Kundl

Avotpia

Hopaokevactig

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona,

[omavia

Novartis Pharma GmbH
Roonstrasse 25

90429 Nuremberg
I'eppoavia

Salutas Pharma Gmbh

Otto-Von-Guericke-Allee 1, Barleben,

Saxony-Anhalt, 39179,
T'eppovia

I'a omoladmote TANPOPOPia GYETIKA LE TO TUPOV PUPUAKEVTIKO TPOIOV, TOPAKOAEISTE VL
anevBuvleite otov Tomikd avimpdsmno Tov Katdyov e Adsiog Kvkhopopiag.

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.: +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 Kagbenhavn S
Danmark

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



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

EArada

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
registros.spain@sandoz.com

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

island

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kaupmannahofn S
Danmork

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

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kagbenhavn S
Danmark

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

Osterreich

Sandoz GmbH
Biochemiestrasse 10
A-6250 Kundl

Tel: +43 (0)53382000

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

Roméinia

Sandoz S.R.L.

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

Tel: +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¢na zlozka
Zizkova 22B

SK-811 02 Bratislava

Tel: +421 2 48 200 600



Italia

Sandoz S.p.a

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

Kvnpog

Sandoz Pharmaceuticals d.d.

TnA: +357 22 69 0690

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 52636037

Suomi/Finland
Sandoz A/S
Edvard Thomsens Vej 14

DK-2300 Kddpenhamina S/Kopenhamn S

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

Sverige

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Képenhamn S
Danmark

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

United Kingdom (Northern Ireland)
Sandoz Ltd

Frimley Business Park

Frimley Camberley Surrey GU16 7SR
Tel: +44 1276 69 8020

E-mail: uk.drugsafety(@sandoz.com

Hrvatska

Sandoz d.o.o.

Maksimirska 120

10 000 Zagreb

Tel: 438512353111

E-mail: upit.croatia@sandoz.com

To mapév pviro 0dNYLOV YpioNS avade®pOnke Yo TELEVTAIN POPA OTIS

Agmtouepeic TANpopopieg Yo To PAppako avtd eivar d1abéaipeg 6To dtkTLaKO TOTO ToLv Evpmmaikon

Opyoviopov Gapudkov: http:// www.ema.europa.eu
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DVALO 00N YLDV YPNONG: TANPOPOPIES YIX TOV 06OV

Rivastigmine Sandoz 2 mg/ml wéoyo dvdiopa
rivastigmine

AP AOTE TPOGEKTIKA OAOKANPO TO QVAAO 0ONYLOV YP1OGNGS TPLY UPYIGETE VU TALPVETE AVTO TO

PappoKo, o10TL TEPLAUUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOG.

- DdurdEte avTd TO PUALO 0dNYIDV YpNong. Towg ypelaotel va to duPfdcete Eavd.

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

- H ovvtoayn v avtd 1o eaprako xopnyndnke omokAEloTIiKA Y10 oaG. Agv TPEMEL VoL ODGETE TO
@apurako o€ AAAoVG. Mmopel vo Tovg TPoKOAEGEL PAAPT], AKOUO KOl OTOV TO, GUUTTOUATO, TNG
ac0éveldg Tovg gival idla pe ta Sk Gog.

- Edv mapatnpnoete kdmoto avemBOunTn EVEPYELD, EVLEPDOTE TOV YIATPO 1 TOV QOPUAKOTOLO
c0G. AvTd 1oyvel kot yio kdBe mhovy avemBOUNTN EVEPYELD TOV OEV OVOPEPETOL GTO TAPOV
@OAAO 0ONYIDV ypriong. BAére mapdypago 4.

T epréyel To TaPOV OALO 0ONYLOV

T eivan To Rivastigmine Sandoz kot o gival 1 yprion tov
T pémer va yvopilete mpv mhpete to Rivastigmine Sandoz
[odg va napete To Rivastigmine Sandoz

[MBovég avemBounteg evépyeteg

[log va puidooete to Rivastigmine Sandoz

[Tepieydpeva TG GLOKELAGING KO AOUTEG TANPOPOPIES

AN N

1. Th eivan To Rivastigmine Sandoz kot wowa gival 1 yprion Tov
To dpaoctikd cvotatikd tov Rivastigmine Sandoz givon 1 rivastigmine.

H Rivastigmine avikel o€ po opdoo ovcidv Tov ovopalovTal 0VOGTOAEIG TG YOAVEGTEPAGNC. X
acBeveic pe avotla Alzheimer 1 pe dvoio Aoyw g vosov Tov Parkinson, opiopéva vevpikd kdttapa
TOV EYKEQPAAOV VEKPOVOVTAL, L€ OMOTEAEGLO, VO LELOVOVTOL TO EMITES TNG VELPOOLUPIPOCTIKNG
0VLGi0G AKETLAOYOAIVIG (L0 OVGIN TOV EMTPENEL TNV EMKOWVOVIO TOV EYKEPUAKADV KUTTAP®OV PETAED
toug). H dpdion g Rivastigmine cuvictatol 6Ty avastoAn Tov eVEOI®VY Tov TpoKaAoHV S1dcmaom
NG OKETLAOYOAIVIG: AKETVAOYOAIVEGTEPUOT] Kol fOVTUPVAOYOAVESTEPAGCT). ME TNV OVOGTOAN QVTMV
v evibpomv, To Rivastigmine Sandoz kafiotd dvvati v avénon Tov emmédov akeTLAOYOAIVNG
GTOV EYKEPAAD, GUUBAALOVTOG GTOV TEPLOPICUO TOV CUUTTOUATOV TNG VOGou Alzheimer kot g
avolog mov oyetiletar pe tn voco tov Parkinson.

To Rivastigmine Sandoz ypnoiponoteital yia ) eponeio g Hmog £og péTplag fapvutnTog dvolog
Alzheimer o€ eviilikeg acOeveig, g TPOOOEVTIKA EMOEVOVUEVNC EYKEPOUAIKTG OLOTAPUYTG, TOV
emnpedlel oTOSIOKA TN VAU, T S10VOTTIKT TKOVOTNTO KOt T cuurepipopd. Ta kaydkia Kot to
OGO SV UopovV va ypnoipomomBovy kat yo tn Oepameio dvolag og eviilikeg acbeveig mov
mhoyovv amd T voco tov Parkinson.

2. Tvwpémer va yvopilete apv mapete To Rivastigmine Sandoz

Mnyv népete To Rivastigmine Sandoz

- o€ mepintwon aAlepyiog otn rivastigmine (To dpacTiKd cvoToTikd Tov Rivastigmine Sandoz) 1
6€ 0mO100MMOTE AALO OO TOL GVGTOTIKA ALTOV TOV PAPHAKOV (CVOPEPOVTOL GTIV
Toapaypapo 6).

- €av elyate 610 TapeABOV dePUOTIKN AVTIOPOOT) TOV LTOSNAMVE AAAEPYIKT OEPUATITION ALTTO
EMOLOT e rivastigmine.

Edv avto oyvet yia €0dg, evnuepdote Tov yrotpd oag Kot unyv napete to Rivastigmine Sandoz.
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[pocdomomoeis Kot TPOoPUAAEELS

AmevBuvbeite otov Y10Tpd Gog mpwv mapete to Rivastigmine Sandoz

- Edv éxete 1 elyoate moté pia kopdiokn wddnomn, 0nwe akavoviaTovg 1 apyons KapdlakoHe
TOAUOVG, Topdtacn Tov dtuotiuatog QTc, okoyevelokd 16TOPIKO TOPATACG TOV SOGTHILOTOG
QTc, mokdpopon tayvkapdio diknv puridiov (torsade de pointes) 1| xapnio eninedo kaAiov 1
Layvnoiov 6To aipa.

- Edv éxete N elyate moté evepyd EAKOC GTOUAYOV.

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

- Edv éxete N elyate TOTE EMANTTIKOVG GTAGLLOVC.

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

- Edv éyete M eiyote moTé datapayuévn veppikn Aettovpyia.

- Edv &yete N elyote mOTE dratapaylévn NIOTIKY AgtTovpyia.

- Edv vmogépete amd TpEovAo.

- Edv éyete younio papog copartog.

- Edv avtipetonilete yootpeviepikés aviidpdoeic 0nmg aictnpa adabesiog (vavtia), adiabdecia
(éuetog) kot didppota. Mmopel va mapovslaoTel dpLIGTMOT (UTOAELL TOAADY VYPOV) EQV
mapatadel 0 EUETOG Kot 1) S1pPotaL.

Edv kdmo1o omd ta wo mive 1oyveL Yo €646, 0 10Tpog oog Ba Tpémel va Go¢ mapakoAovdel o oteva
v 600 o1dotnpa Ba Taipvete aVTd TO PAPLLAKO.

Edv dev mipate 10 Rivastigmine Sandoz yio mepiocdtepes amd TPES NUEPES, LNV TAPETE TNV EMOLEVN
d00T UEYPL VA LUATOETE LE TOV YIOTPO GO,

Hoowd xon £pnpor
Agv vrapyet oxetikn xpnon tov Rivastigmine Sandoz otov mondiatpicd mAnBouopd yio t Bepaneio g
vocov Alzheimer.

Alha pappoxa kot Rivastigmine Sandoz
Evnuepmdote Tov y1atpd 1 TOV QopUaKOTOld oag 6V maipvete, £xeTe TPOGPUTA TAPEL 1] LWITOPEL VoL
napete AAAL PApUAKOL.

To Rivastigmine Sandoz dev mpémetl va yopnyeitatl TaLTOYPOVA e GAAL PAPLOKA TOV EXOVV TAPHLLOLNL
dpdion pe to Rivastigmine Sandoz. To Rivastigmine Sandoz evdéyetat va mopeppaivel ota
OVTIYOAVEPYIKA QAPLOKO (PAPUOKO TOL YPNCULOTOIOVVTOL Y10, TV OVOKOVPIOT] TOV GTUCUOV 1 TOV
KOAKOEWMV OAYMV TOV GTOUMXOV, Y1 T Ogpameia Tng vocov tov Parkinson 1 yio mpoAnyn g
VOLTIOG TOV TOEIOOTOV).

To Rivastigmine Sandoz dev Tpémetl va yopnyeiTal TAVTOYPOVA e HETOKAOTPAUIOT (EVa @APLLOKO TOV
YPNOYLOTOLEITAL Y10l VO AVAKOVOIGEL 1] VO TopeUTOdicel vavtia kot £peto). H Afym avtdv tov dvo
Qopuakov pall evééyetal va TpokaAEcel TPoPAUATO OTME SvoKAUYiN 6TA AKPO, KOL TPOUO GTO
YEPLOL.

Av pdkertan va kdvete gyyeipnon evo maipvete Rivastigmine Sandoz, evnuepdote Tov Y10TpO GOG
npwv oag yopnynei avarcOnoia yioti to Rivastigmine Sandoz pmopel vo eXOEIVOCEL TO OTOTELECUOTA
UEPIKDYV HVOYOAUPOTIKOV KATA T ddpKeLa TG avonsOnoiog.

Emdewvidete mpocoyn katd t Ayn tov Rivastigmine Sandoz poali pe frta avactoreic (pappoka
OTMG 1 ATEVOAOAT TTOL YPNCUUOTOLEITAL Y10l TV OVTIUETMIIOT) TNG VAEPTOGCTG, TNG STNOAYYNG Ko

A oV kapdlokdv TpofAnudtev). H Anymn kat tov dvo pappakov poll Bo propovcs va TpoKaiEécel
mpofAiuata 6mme N emPpddvven Tov Kopdtakov puBuod (Bpadvkapdica) mov odnyel oe AMmobupia 1
OTMAELN GLVEIONOMG.

Emdewviete mpocoyn katd t AMym tov Rivastigmine Sandoz pali pe dAha edppoka mov propel va

EMNPEAGOVY TOV KaPILKO Gog puOUd 1 1o NAEKTPIKO cOGTNUA THG KOPOdg cag (TapdtacT Tov
dwotpatog 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 eiote éykvog, Ta 0péAN amd tn ypnon tov Rivastigmine Sandoz npémnet va a&loAoynBolv ce ayéon
LE TG TOOVEG GUVETELEG GTO OYEVVITO TTdi OO,

Oa mpémel vo, amopevyeTal 1) xpnor tov Rivastigmine Sandoz katd tnv kdnom, ktoc €dv kpibei
ATOAVTMG amTaPaiTnTO.

Agv mpénel va, OnAdlete katd ™ ddpketo TG Oegpaneiog pe to Rivastigmine Sandoz.

Odnynon KoL (EPLoROS POV RATOV

O ywTpog 00¢ B GO EVNUEPMTEL EAV 1 TAONON GOC, COC EMTPENEL VoL 0dnyeite 1) va. yewpileote
unyoviuata pe acediela. To Rivastigmine Sandoz pnopei va mpokaiéaet (oA Kot vvnAio Kupiog
o710 Eekivnua g ayoyng 1 otov avédvetat n 86om. Edv aicBavOeite {ain 1 vivnAla, unv odnynoerte,
YEPLIOTEITE UNYAVILLATO 1] KAVETE OTOLAONTOTE AAAT OPUCTNPLOTNTA 1] OTTOL0L ATALTEL TNV TPOGOYN CUG.

To Rivastigmine Sandoz mepiéyer Bevioikd drog kor véTpro

To edppako avtd mepiéyel 1 mg Pevloikov vatpiov og kdbe ml mOGIHLOVL SOAVUATOC.

To @appako avtd Tepiéyel Aydtepo amd 1 mmol vatpiov (23 mg) o kdbe ml TOGIUOL SHADUATOG,
glvar autd Tov ovopdovpe «elebBepo vatpiovy.

3. I®g va tapete To Rivastigmine Sandoz

[Tavtote va maipvete T0 PAPUOKO OLTO AVGTNPE COLPOVO LE TIC 00N YiEG TOV YlaTPoL cug. Edv &xete
apeBoriec, pOTNOTE TOV YIOTPO 1) TOV PUPLOKOTOLO GOG.

Hog va Eexkivijoete T Oepancia
O ywtpog oag Oa cog cuatiost T doon Rivastigmine Sandoz wov Oa whpete.
. H Bepameio Eexivaegl cuvnBmg pe pa yopmAn doon.

. O ywtpdg oag Ba avénoet otadtokd tn d0om cag OVAAOYH LE TV OVTATOKPIOT GG TNV OyMYT.
. H vynAotepn d60m mov pmopel va 500et ival 6 mg (mov aviietoryovv ce 3 ml) dvo popég v
nuépa.

O y1Tpog oag Bo ELEYYEL TAKTIKA €6V TO QAPLLOKO AEITOVPYEL Yia €0dC.. O Yiatpdg cag Ba eAéyyet
gmiong 1o PBAapog cag Katd TN didpkeld Tov Ba TaipveTe 0VTO TO PAPLLOKO.

Edv dev mfpate 10 Rivastigmine Sandoz yio mepiocdtepes amd TPES NUEPES, LNV TAPETE TNV EMOLEVN
3001 UEYPL VO, LUATOETE LLE TOV YLOTPO GG,

ANyN ToV PappdKov

. Evnuepmote 1o dtopo mov cag povtilel 011 maipvete Rivastigmine Sandoz.

. I'a va oeeinBeite mpénetl va maipvete 10 eapuoKkd cog kdbe pépa.

. Aoppavete to Rivastigmine Sandoz d0o @opég v nuépa, To Tpmi kat to Ppddv, Pe To eaynTo.
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Iwg va xpnopoTomceTe aVTO TO PAPNRAKO

[Tpoetopacio g GLaANg Kot TG cHPLYYS

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.

TomnoBétnomn g cvPLYYoS oTN PLAAN
ErpdETe TO pUYYOG TNG CVPLYYAG GTO AVOLYLLO TOV GGTPOL TMLUTOS TNG
QLIANC.

[Mpwon g cOpryyog
Tpapnéte 1o EUPoro Tpog Ta EXAVED PEYPL VA POAGEL GTO CMGTO
onueio g d6GMC TOV GOC £XEL GLVTAYOYPOUPNGEL O YIUTPOG GG,

Aopaipgon pucaldov

[Tiéote kdTo Ko Tpafnéete emavm To EPPOAO LEPIKES POPES Y1
VO 0QOIPEGETE KATOLEG LEYOAEG PUCOAIOES.

Mepikég moAD PIKPEG PLGOAIDES deV EIvOL ONUOVTIKES KoL OeV Oa
EMNPEAGOVY TN dOOT GOG OE Koo TEPIMTOOT.

EMéyEete 6T1 M 060M G0 eivor akoun 1 opon.

AkohovbmC, apaipéoTte T oOPLyYo amd TN LAAN.

Xopfynon Tov QupraKov

Kotamieite angvbeiog 1o appokd cag amd tn cupryya.
Mropeite eniong va avopeifete 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

. Yxovmiote To eEMTEPIKO TNG GVUPLYYAG LE Eva Kabapd VPAGUA.

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

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

KAgiote TNV.

Eav népete peyorvtepn 66on Rivastigmine Sandoz and tnv kavoviki

Av ka1 AaBog mpate peyardtepn 0001 amd VTN TOV EMPETE, EVIUEPMOTE TOV YiaTpd c0c Mmopel
va amortnOei 1wTpikn epovtido. e pepikong avlpdmovg mov Kot Adbog Tpav ToAD peydin
nocotta Rivastigmine Sandoz mapatnpnfnke aicOnpa adwbesiog (vavtia), adabeoia (€petoc),
diappota, VYNAN aptnplokn Tieon Kot wapoctnoeis. [Iibavov exiong va mapovslactel apydg
KapOKOC TAAUOG Kol AmoBupia.

Edv eyboete va mapete 10 Rivastigmine Sandoz
Av Egydoate va Tapete o 000N, TEPEVETE Kat TAPTE TNV emduev 60om Rivastigmine Sandoz ot
cuvnOiopévn mpa. Mnv mapeTe SITAN SOCT| Y10, VO OVATANPAOCETE T 00T OV EEYAGATE.

Edv éxete meptocoOTEPES EPOTNOELS GYETIKA LIE TN YPTOT] AVTOV TOV QUPUAKOL, POTHGTE TOV Y10TPO 1)
TOV QUPHOKOTOLO GOC.

4. IMBavég avemOBOUNTES EVEPYELEG

Onwc 6Ma Ta papUaKa, £TGL KAl 0VTO TO PAPLAKO UTOPEL VO TPOKAAEGEL OVETIOOUNTEG EVEPYELES, OV
KoL 0gv mopovotdlovtal 6e OAOLE TOVS 0VOPDOTOLG,.

Evdgyopuévog va eppavicete TapevépPyeleg mo cuyva Otav EgKvATe TO PAPLOKO 1 dTav 1 SO0
avénbel. Zvvnbog o1 mapevépyetec Oa eEacbevicovy otadiakd kabmg o opyavicudc cag Ba cuvnbilet
GTO PAPLOKO.

oAb ovyvég (umopel va ennpedoovy Tavm amd 1 ota 10 dtopa)

. AicOnpa Caing

. Andrela 6peéng

. [pofAnpata oto otoudyt 6mws aicOnua adiobeciog (vavtio) | adabesio (Epetog), didppota

Yoyvég (umopet va emnpedoovy émg 1 ota 10 dropa)

. Ayyog

. Eopidpwon

. [Tovoxépatog

. AicOnuo kaveov

. Arndrea Papovg

. [Tévog oto oTOMd)L

. AicOnuo avnovyiog

. Aiobnpo kodpaonc 1 advvapiog
. I'evikd aicOnpa adbeciog

. Tpéuovio N aicOnpa coyyvong
. Mewopévn 6peén

. Eopuikteg

Oy ovyvég (mopet va emnpedcsovv €mg 1 ota 100 dropa)
. Koatabiym

. 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

. Aoilpmén 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 00OV 1 oveENynTn vauTio, ELETOS, KOTMGT Kol amdAel 6peEng)

. EmBetikotta, aicOnua vevpikdtntog

. AxavovioTog Kapdtakog puiuog

. Yovdpopo Pisa (o wénon mov mepthapfavel akovolo ik GOGTACT 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 (umopel va ennpedoovy Tavm ond 1 ota 10 dropa)
. Tpépovio

. Awmobopia

. Toyoia oo

Yoyvég (umopet va emnpedoovy émg 1 ota 10 dropa)
. Ayyog

. 2wAvnouyia

. Apyog Kot Y1 yopog Kapdtakog puBpog

. Avckolio 6Tov VITVO

. [Mépa Todd 6o Kot aPLOETOOT)

. AcvviBiota apyég 1 aveEELEYKTEC KIVIOELG

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

— OTMOG PVTKN aKapyio, SUOGKOAIN GTNV EKTELECT] KIVIIOEMV Kot Poikn advvapio

Oy ovyvég (umopet va emnpedosovyv €m¢ 1 ota 100 dropa)
. AKavOVIGTOG KOpOaKOG TOAUOG KOl TEPLOPIGUEVOG EAEYYOG KIVI|GEMV

AMLeg avemMOVUNTES EVEPYELEG TTOV TAPATPNONKAY PE TO OLUOEPUIKA EPTAOCTPA KL OL OTTOLES
PTOPEL VO ERPUVICTOVV KOl ILE TO TOGLHO dldAvpa:

Yoyvég (umopet va emnpedoovy émg 1 ota 10 dropa)
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. [Mupetdg

. YoBapn ovyyvon
. Axpdreia ovpov (advvopio Katakpdtnong enapkods TocoTNTIS OVP®V)

Oy ovyvég (Lmopel va emmpedoovy €mg 1 ota 100 dropa)
. Yreprvntikotnta (VYnAd enineda SpacTnplOTNTAS, AVNoLYio)

Mn yvooetég (n cuyxvotnta dev pumopel vo ekTiun el pe faon ta dabéoya otoryeion)
. Al\epyikn avtidpaon oto oneia 6To 0ol YPNCLULOTOONKE TO EUTAAGTPO, OTTMG POVGKAAES
N EAEYLOVI TOV OEPLOTOC

Edv mapovoidoete Kamolo amd avtég TIC oveEmBOUNTEG EVEPYELES, EVILEPMDGTE TOV YIATPO COG YTl
mOavVOV va, xpelacteite wTpikn fondeta.

Ava@opd avemBOunTOV EVEPYELOV

Edv mapatnpnoste kdmolo avemBOUN T EVEPYELN, EVIILEPDCTE TOV YIOTPO 1 TOV PUPUOKOTOLO GOC.
Av16 1oyt Kot Yo ké0e mBavr| avemBountn evEPYELR TOV JEV AVOPEPETOL GTO TAPOV GUAAO 0ONYIDV
ypnone. Mropeite emiong va avapépete avemBounteg evépyeleg anevbeing, LEow Tov 0vViKoD
GUOTHHOTOC avapopdc Tov avaypdeetal oto [apdptnua V. Méow g avaeopdg avemiBountmv
gvepyelmv umopeite vo, fondnoete ot GLAAOYN TEPICCOTEP®V TATPOPOPLDV GYETIKY LE TNV AGPAAEL
TOL TOPOVTOG PAPUAKOL.

5. Ilog va puhaccete To Rivastigmine Sandoz
To @dppoko ovTd TPETEL VO, PUAACCETOL GE LLEPT) TTOL eV TO PAETOVY KO dEV TO POAVOLY TO TOdLAL.

Na un ypnowonoteite to Rivastigmine Sandoz petd v nuepounvio AMENG TOL OVOPEPETOL GTN PLAAN
Kot 610 Kouti petd v «AHZEH »/«EXPy». H nuepounvia Anéng ivar 1 tedevtoio nuépa Tov piva Tov
avopEPETAL EKEL.

Mn gvAldooete o€ Oeppokpacio peyorvtepn tov 30°C. Mnv yiyete 1 KoToyOyeTe.
Noa puAdooetal oe 6pOia o).

Noa ypnotpomnoteite o Rivastigmine Sandoz ndoipo dtddvpa evrog 1 pnvog omd 1o dvorypo tg
QLAANG.

Mnv metéite @APUAKO GTO VEPO TNG AMOYXETELGNG 1| OTA OlKLaKE amoppippata. Potiote tov
QOPUOKOTOLO GOG Y10 TO TTMG VO, TETAEETE TAL PAPLLOKO, TTOL OEV YPNOLUOTOLETE T, AVTA Ta. péTpa B
BonOncovv oty Tpoctacia Tov TEPPAAAOVTOC.

6. Iepreydpeva. TG CVOKEVOGIUS KOl AOWTES TANPOPOPiES

T ngpriéyer To Rivastigmine Sandoz

- H 6paoctikni ovsia eivan rivastigmine. Ka0e ml mepiéyet rivastigmine pe tn popen tov 6Ewvou
TPLYIKOV GANTOG TTOV avTioTol el o€ 2 mg Pdong rivastigmine.

- Ta dAAa cvotatikd givat: vatplo Bevioixo, Kitpikd 0&0, VATPLO KITPKO, KITPIVO KIVOAIVIG
ypootikn WS (E104) kot kabapd vepo.

Epgévion tov Rivastigmine Sandoz ka1 wepieydépeva TG 6V6KELAGILOG

To Rivastigmine Sandoz OG0 S1dAVHO TOPEYETAL LE T LOPPT S1oVYOVG SIHADOTOS KITPIVOL
ypdpotog (2 mg/ml Bdon), To onoio mepEyetal 6 PoOKITPIVO YudAtvo groAidio twv 50 ml v 120 ml,
UE KOmdKl acPaAElNG, ETEVOVOT OO APPDOES ELUGTIKO, GTUYOVOUETPO KOl aVTOEVOVYpapulduevo
nopa. To téoyo ddhvpa cvokevaletar pali e Tr S0CIUETPIKT GUPTYYH HECH GE TAUGTIKO
KOAWVOPIKO TTEPIEKTT.

69


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

Kéroyog Aderag Kvkhogpopiog
Sandoz GmbH

Biochemiestra3e 10

A-6250 Kundl

Avotpia

Hopackevactiig
Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nuremberg
Teppovia

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes 764,
08013 Barcelona

Ionmavio

Salutas Pharma Gmbh

Otto-Von-Guericke-Allee 1, Barleben,

Saxony-Anhalt, 39179,
Teppovia

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

amgvBouvleite otov Tomikd avtimpdommo Tov Katdyov tng Adetag Kuihopopiog.

Belgié/Belgique/Belgien
Sandoz N.V.

Telecom Gardens, Medialaan 40
B-1800 Vilvoorde

Tél/Tel: + 32 (0)2 722 97 97

Buarapus
Canpno3 bearapus KUT
Ten.: +359 297047 47

Ceska republika

Sandoz s.r.o.

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
E-mail: service@hexal.com

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 Nederland

Sandoz A/S Sandoz BV
Edvard Thomsens Vej 14 Hospitaaldreef 29,
DK-2300 Kgbenhavn S NL-1315 RC Almere
Danmark Tel: +31 36 5241600
TIf: +45 6395 1000 E-mail: info.sandoz-nl@sandoz.com
info.danmark@sandoz.com
Deutschland Norge
Hexal AG Sandoz A/S
Industriestrale 25 Edvard Thomsens Vej 14
D-83607 Holzkirchen DK-2300 Kegbenhavn S
Tel: +49 8024 908 0 Danmark
E-mail: service@hexal.com TIf: +45 6395 1000
info.norge@sandoz.com
Eesti Osterreich
Sandoz d.d. Eesti filiaal Hexal GmbH
Pérnu mnt 105 Jakov-Lind-Stral3e 5, Top 3.05
EE-11312 Tallinn A-1020 Wien
Tel: +372 6652400 Tel: +43 (0)1 486 96 22
EArGoa Polska
SANDOZ HELLAS MONOITPOZQITH Sandoz Polska Sp.z o.0.
A.E. ul. Domaniewska 50 C
Tni: +30 216 600 5000 PL-02-672 Warszawa
Tel: + 48 22 549 15 00
Espaia Portugal
Sandoz Farmacéutica, S.A Sandoz Farmacéutica, Lda.
Centro Empresarial Parque Norte Quinta da Fonte, Rua dos Malhdes n°S,
C/ Serrano Galvache N° 56, Edificio Roble Edificio Q56 D. Pedro I, Piso 0
E-28033 Madrid 2770-071 Pago de Arcos
Tel: +34 91 602 30 62 Portugal
registros.spain@sandoz.com Tel: +351 211 964 000
France Roménia
Sandoz SAS Sandoz S.R.L.
49, avenue Georges Pompidou Str Livezeni nr. 7A,
F-92593 Levallois-Perret Cedex Targu Mures, 540472
Tél: + 33 1 4964 4800 Roménia

Tel: +40 21 310 44 30

Ireland Slovenija

Rowex Ltd. Lek Pharmaceuticals d.d.
Newtown Verovskova 57
IE-Bantry Co. Cork SI-1526 Ljubljana

P75 V009 Tel: +386 1 5802111

Tel: +353 27 50077 E-mail: info.lek@sandoz.com
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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
IMwvtiC31-3042 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 Ltd

Frimley Business Park

Frimley Camberley Surrey GU16 7SR
Tel: +44 1276 69 8020

E-mail: uk.drugsafety@sandoz.com

Hrvatska

Sandoz d.o.o.

Maksimirska 120

10 000 Zagreb

Tel: +38512353111

E-mail: upit.croatia@sandoz.com

To mapév pviro 0dNYLOV YprioNS avade®pOnke Yo TELEVTAIN POPA OTIS
Aemtouepeic TANpopopieg Yo To Pappako avtd eivar dtabéaipeg 6To dkTLaKO TOTO ToLv Evpmmaikon
Opyaviopov Gapudkov: 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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