ITAPAPTHMA I

NEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Rivastigmine 1 A Pharma 1,5 mg oxAnpd xoydxio

Rivastigmine 1 A Pharma 3 mg cxAnpd xoydxio

Rivastigmine 1 A Pharma 4,5 mg cxAnpd xayaxio

Rivastigmine 1 A Pharma 6 mg ocxAnpd koydxio

2.  MOIOTIKH KAI TOXOTIKH XYNOEXH

Kabe xaydxio mepiéyet rivastigmine hydrogen tartrate ioodvvaun pe 1,5 mg rivastigmine.
Kabe xawydxio mepiéyet rivastigmine hydrogen tartrate woodvovapun pe 3 mg rivastigmine.
Kabe kaydxio mepiéyet rivastigmine hydrogen tartrate ioodvovaun pe 4,5 mg rivastigmine.
KaBe kaydxio mepiéyet rivastigmine hydrogen tartrate icodvovaun pe 6 mg rivastigmine.

I"a tov A pn KoTdAoyo TV ekdoywv, PA. Tapdypapo 6.1.

3. ®APMAKOTEXNIKH MOP®H
YKANPO KoyaK1o

Kowyakio pe kitpivo kdAvppa Kot Kitpivo GMLa, TO 0100 PEPEL OTO AN KOKKIVY EKTUTMOT)
«RIV 1,5 mg» ko mepiéyet 6kdvn VTOAELKT EAOPPDOS KITPIVAOTY].

Kowyakio ple TopTokaAl KAAVLLLO Kol TOPTOKAAL GMLLO, TO OTOI0 PEPEL GTO CAOUN KOKKIVY EKTOTMGN
«RIV 3 mgy» kot mepiéyel 6kdvN VITOAEVKT EAAPPDG KITPIVOTT].

Kowydxio pe KOKKivo KAALUUA Kol KOKKIVO GO, TO OTOI0 PEPEL GTO CALN AEVKT] EKTOTMON
«RIV 4,5 mg» kot mepiéyet okdvn VTOAEVKT EAAPPDOS KITPIVAOTY].

Kowydxio pe KOKKIvo KAALUULA Kol TOPTOKOA GO0, TO OTOI0 PEPEL GTO GMUO KOKKIVY EKTOTMO
«RIV 6 mgy» ka1 mepiéyel oKOVI VIOAEVKT EAAPPADC KITPIVOTH.

4. KAINIKEX IIAHPO®OPIEX

4.1 OgpomevTikég gvoeitelg

Yvuntopotiky Bepareio Nmog oc pétprag Paputnrtag dvotog Alzheimer.

Yvumtopatiky Oepaneio Hmog £og pétplag Paputntog dvolog o€ acbeveig pe Womadn voco tov
Parkinson.

4.2 Aocoloyio Kol TPOTOG YOPNYNONS

H évapén kai 1 enifreyn g Bepaneiag B mpénet va yivetor amd 1Tpd pe eumelpia 6T Sidyvmon Kot
Oepamentikn ovTeT®Tion g dvolag Alzheimer 1 tng dvolag mov oyetiletot pe TN vOGo T0v
Parkinson. H d16yvmon Ba mtpémet vo tiBeton cOppova pe Tig 1oybovceg Katevduvtnpleg odnyieg. H
yopnynon Bepamneiag pe rivastigmine 0o mpénet va apyilel povo epdsov vdpyel KAmolo dTopo mTov Ba
@povtilel Tov ao0evi kat Oo ETOTTEVEL TAKTIKA TN AYT TOL QUPUOKEVTIKOD TPOTOVTOG 0d aVTOV.

Aocoloyia
H rivastigmine 0o wpénet v, yopnyeitatl 600 popég nuepnoing, e To TpOvo Kot to Bpadtvo yedua. Ot

Kéyovieg Oa TPEMEL va KATATIVOVTOL OAOKATPES.



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

Hpoodiopiopodg doomg

H evapktipia 660 givor 1,5 mg dvo popég nuepnoimg. Av 1 8661 avtn yivel Kahd ovektn VOTEPL
oamd TovAdytotov 500 efdopddeg Bepaneiag, n Socoroyia propet vo avénbdet e 3 mg dvo popég
nuepnoing. Aot dtatnpndei o avtd T0 6060 0YIKO EMinedo eni TOLAAYIGTOV 2 Efdouddes, umopei va,
e€etaletan To evoeyOUeVo dadoyIkng avénong o€ 4,5 mg Kot akoAovbmg g 6 mg dVO POPEG
NUEPNGIMC, EPOCOV EIvVOL KAAN 1 OVOYT| GTNV TOPOVCH 0OG.

Edv mapoatmpnBovv avemBounteg avtidpacelg (.. voutio, EUETOC, KOMOKO GAYOC 1} amdAEL0
ope&ng), ueimon Papovg 1 emdeivoon TV eEOTUPAIISIKOV CUUTTOUAT®V (T.). TPOLOG) 6 acbeveig
Le avota tov oyetileTon pe voso tov Parkinson katd tn didpkeia tng Oepameiog, avtéc voEyeTor val
VIOY®PNoOoLY OTaV ToPoAEIPOEl pia 1) TeplocoTEPEG docElS. Edv gppévouv, 1ote 1 nuepn oo d6om
TPETEL TPOSM®PVE VoL LELMBEL 6TO APEGHG TPOTYOVULEVO HOGOAOYIKO ETIMESO OV £YIVE KOAN OVEKTO N
va dlakomel 1) Oepameia.

Adon cuvtpnong

H anoteleopatikn d6om givat 3 €mg 6 mg, dvo popég npepnoing. ['a v enitevén Tov PEYIoTOV
OepamenTikon opélovg, ol aobeveig Oa mpémel va dortnpovvial ot HEYIoTN KOAG avekth d06on. H
GLVIGTAOUEVN UEYLOTT UEPNOLO SO0 Elvar 6 mg 600 POPES NUEPTOIMG.

H Bgpancio cuvtipnong umopei va cuveytobei yio 660 dtdotnpo vrapyel OepoamevTiKd dQeAOS Yio TOV
acBevn. o To Adyo awTod, T0 KAVIKO O0QELOG TNG rivastigmine 0o Tpémel va eKTIUATAL EK VEOV avaL
TOKTA YPOVIKA SLCTHUATA E01KA 6TOVG acbeveig Tov Aappdvouv d0celg ikpoOTEPES amd 3 mg, 600
@opég nuepnoing. Edv petd and 3 punveg Oepaneiog pe T 6001 GLVTHPNONG 1 LEIDMOT TNG GLYVOTNTOG
TOV CUUTTOUATOV Gvolag dev £yl petaPAndel tkavomomrikd, 1 Oepaneio Oa mpénel va dlaxonel. Oa
npémel emiong va AapPdvetor v’ Gyv To EvOEXOUEVO TNG dloKOTNG TG Bepameiag, epdcov dev
oaivovtol mAéov gvdeilelg BepamenTikng dpaomG.

H atopwn avtamdkpion ot rivastigmine dev pmopei va tpoPrepdel. Qotdc0, avénpévo Bepameutino
amotédecpa elyxe pavel og aobeveic Le vooo tov Parkinson pe pérpia dvota. Opoimg peyaAidtepo
o0peloc Exel mapatnpnbel og acbeveig pe voso tov Parkinson e ontikég mopaicOnoelg

(B\. mapdypago 5.1).

Agv &xel peletnBet to amotéreoua ¢ dpdong o€ edeyyoueveg évavtt placebo pedéteg dudpkelog Tve
omd 6 pMvec.

Erovévapén e Ogpaneioc

Edv 1 Bepomentikn aywyn SlaKomel ylo TEPIOCOTEPES OO TPELS LEPEG 1| eMavEVapPEN Ba Tpémel val
yiveton pe 1,5 mg 600 popég nuepnoing. O tpocdioptopdg g d6omns Oa Tpémetl va yivetal 0Tmg
TEPLYPAPETAL TTLO TAV®.

Neppwr| Ko nratikn dvsiettovpyio

Agv amarteital Tpocapoyn e SocoAoying Yo aceveic e o £0¢ PETPLO VEPPIKN 1 NTOTIKA
dvodettovpyio. Qot660, AdY® TG avénuévng ékBeong Ba tpénel oe avtd Tov mAnbvoud va tnpovvTal
EMOKPIPDOG 01 GLGTAGELS Y10 TOV TPOGHOPIGHE TNG 0OCTG AVAAOYQ LLE TNV OTOUIKY] OVEKTIKOTNTA,
KaOdC 01 aobeveig pe KAVIKG OMUOVTIKE VEQPIKN 1 NTATIKN dSucAgttovpyio evogyeTal va
TALPOVCIAGOVY TEPIOCOTEPESG 00G0ENPTONEVES OvETIBOUNTEG OVTIOPACELS. AcBeveis e cofopn
NTOTIKN Avenapkelo dev xovv pueletndel, wotdco ta kKoydkia rivastigmine pmwopovv va yoprynbovv
o€ avtdv ToV TANBLoUO acBevay Vo TV TpoindBeon otevg Tapakorovdnong (PA. mapaypdpovg 4.4
Ko 5.2).

Houdratpiicdg minBuopog
Aev vdpyel oyeTIKN YpYon TG rivastigmine otov madiatpikd TAnbuoud yio ™ Bepancio g vosou
Alzheimer.




4.3  Avrevositeag

H yprion avtov tov eapuakeutikod mpoidvtog avievdeikvutal o acOeveic e YvooT vtepevoicncia
o1 dpacTiky ovcia rivastigmine, e Gida KopPapukd Tapdywya 1| 6€ KOO0 and 10, £K60Y0 TOL
avapépovtal oty Tapdypoeo 6.1.

IIpornyovpevo 101opiKd avidpldcewy TG BEong eQupROYNG KATAOEIKVOOVTAG OOV AAAEPYIKN
depuaritida omd exaen pe éumiactpo rivastigmine (BA. mwapdypoeo 4.4).

4.4  E101kéC TPOELOOTOUGELS KUl TPOPVAAEELS KATA TN Y p1on

H ocvyvomta kot cofapdtnto Tev averBupntov avtidpaceny avEAvel YEVIKA e TIC LEYOADTEPES
d00¢lg. Eav n Bepamevtikn aymyn| dlakomel yio mepiocdtepes amd Tpelg LEPEC N emavevapén Ba mpémet
va yivetat pe 1,5 mg 3o @opéc nuepnoing dote va pelwdel n mbavotta eueaviong avemfounTmv
EVEPYELDV (T.). TEPIOTUTIKO EUETOV).

Me 10 éumhaotpo rivastigmine evééyetal vo ekdnimBovv depuatikég avidpaoelg 0éong epoaproyng, ot
omoiec cuvnBmg etvat NG N LETPLAG Evtaons. Ot avTidpAGELG AVTES OEV ATOTEAODV ap’ EAVTOD TOLG
évéeiEn vepevatcdnoioc. Qotdco, 1 gpriomn tov Euniactpov rivastigmine uropei vo Tpokaiéoet
OAAEPYIKT] OEPUOTITION ATTO ETOAPT].

Yg mepintoon eEAmAmons TV avtdpacemv BEons epaproyng épa amod o uéyedog Tov EUTANGTPOL 1
evoei&emv mo Evtovng TomkNg avtidpaong (.y. eEamiovpevo epudnua, oidnua, PAatideg, KuoTidn) 1
oKOMO €6V TO, CUUTTOUATO OEV TOPOVGLALOVY ONUAVTIKY PEATioN £vTOC 48 wpdV petd Vv agaipeon
TOV EUTANGTPOL, TPEMEL VO EEETALETAL TO EVOEYOUEVO OAAEPYIKNG SEPLOTITIONG OO EMAPT]. 1€ AVTES
TIG TEPUTTMOGELS, TPETEL Va drakdmteton 1 Oepomeio (BA. mapdypago 4.3).

Acbeveig, o1 omoiotl Tapovstdlovv avTdpdoelc g 0Eonc EQapOYNS TOV VTOSNADVOVY OAAEPYIKY
deppartitida omd exaen pe EumAaoctpo rivastigmine kot ot omoiot e€akorovdolv va yperdlovral
Oepameio pe rivastigmine, 6o mpénel va petafovv oe amd Tov oTONETOg Oepameio pe rivastigmine povo
UETE 0o P apvnTIKY SoKIpaGio aALEPYinG Kot KATM amd 6TeVN 10TPIKT| Tapakorovnon. Eival
mBavov pepikoi acbeveig evaodnromompévor oty rivastigmine petd and éxbeon og EunAactpo
rivastigmine va punv pmopodv va AaBovv rivastigmine ce 0mol0dnmoTe LOpP.

"Exovv yivel omavieg avapopéc petd tnv kKuklogopia yio acteveic o1 0moiol AVIETOTIONV OAAEPYIKY
depuartitida (yevikevpévn) Kotd v xoprynon rivastigmine, ave&aptitog tng 0600 xopnynong (oo
TOV OTOUATOC, SLOOEPIIKA). LE AVTEG TIC TEPUTTAOOELS, 1) Oepoameia Ba mpémetl va drakomel

(BA. mapdypago 4.3).

Oa mpénet va divoviot o1 KatdAANAes 001yiec 6TOVG 0G0EVEIG KOl TOVG PPOVTIGTEC.

[Ipocdropiopodg docoroyiog: Apécmg Petd tnv avénomn g d6ong £xovv mapotnpn el avemBounteg
avtdpdoels (t.y. vréptaor kot mapaichnoelg oe acbeveig e dvola Alzheimer ko emdeivwon Tov
eEOMUPAUIOIKOV CUUTTOUATOV, O1aiTEPA TOV TPOLO, GE AoOEVEIC e dvolo Tov oyetiletal e vOGO
tov Parkinson). [TiBava pe tn peioon tng 6060 0Yiog 0LTEG VL VTTOXMPOVV. TE AAAEG TEPMTMOGELG, 1
rivastigmine éyet Swokomel (BA. Topdypapo 4.8).

Taotpeviepkég datapayss, OTMG vauTio, EUETOG Kol d1dppota ival 6060e&apTOUEVES Ko UTOPEL va,
epeavicfovv Wiaitepa katd tnv Evapén g Bepaneiog f/kot Katd v advénon tng docoroyiag (PA.
napdypoeo 4.8). Avtég ol avemBounteg avtidpacelg eppavifovtal o cuyvd og yovaikes. Ot acBeveig
OV TOPOLGLALOVY EVOEIEELS 1] CUUTTMOLOTO, APLVOATMONG, AOY® TOPATETAUEVOL EUETOL 1] SLAPPOLAG,
UTOPOVV VO OVTILETOTIGTOOV UE EVOOPAEPLO YOPTIYNOT VYPOV Kol UEI®OT TNG dOONG N dLOKOTN TNG
xopNyNong e&v dayvwotel Ko aviyetoniotel £ykapa. H apuddtwon pumopel va cuoyetiotel pe
coPapég EMNTOOELS.



Ot acBeveic pe voco Alzheimer umopei va yédvoov Bépog. Ot avacoTtolelg TG AKETVAOYOAVESTEPACTG,
coumeptlopfavopevns g rivastigmine, £xovv cuoyeTiobel Le anmdAiela Bapovg oe AVTOVS TOVG
aocBeveic. Katd tn didpketa g aywyng, To Bapog tov asbevoig mpénet vo mapakolovdeitat.

XV mepintoon évtovov gpétov oyeti{opevou pe tn Bepameio e rivastigmine, TpEmeL va yiveTal
KOTAAANAN TPOGUPLOYY TNG 00GOA0YING OTME GUVICTATAL GTNV TaPaypo@o 4.2. MepIKEg TEPITTMOCELS
£€vTOoVoL gLETOVL GLVOLAGTNKAV LE PTEN TOL 0100PaYoV (BA. Tapdypapo 4.8). AVTEC 01 EKdNADCELS
eaivetal va mapovotdlovral wlaitepa PETA amd 0vENGELS TG d0GoAOYING 1] VYNAES HOGELG TNG
rivastigmine.

Amauteital Tpoooyn KOTd TN Yop1yNomn Tng rivastigmine oe aceveic e GOVOPOUO VOGOUVTOG
QAePoOKouPov 1| SroTapayis TG KapdloKNG ay@yotnTog (pAefokopnPo-KoAmiKog AmokAEIoHOG,
KOATOKOIMaKOG omokAelonoc) (PA. mapdypogo 4.8).

H rivastigmine propei va mpokorécel Bpadvkapdia, 1 oroio amotehel mapdyovra KivdHvov yiao
TMEPLOTATIKG PUTIO0E1000C TaYLKAPSING, KUPIMG 0 acOEVEIS [le TAPAYOVTES KIVODVOL. ZUVIGTATOL
TPOGOYN o€ 0oBeVElC e LYNAGTEPO KivOuVo gLPEVIoTG puUTId0Ed0VE TaYLKAPIING, Yio TAPAdELY L,
acfeveic pe un avTppoTo VeV KOPSIOKT AVETAPKELN, TPOCPUTO EPOPAYLLO LLOKOAPSIOV,
Bpadvappobuies, Tpodidhecn yio VTOKAALOLLIO 1] VTOLOYVIGLOLLIC 1] GUYYOPTYOOLEVO QOPLLOKEVTIKA
TPOTOVTA OV €ival YVv®GTO OTL TPOKAAOVY Tapdtact) Tov dtaothuatog QT f/kot puridosdn
tayvkopdia (PA. Tapaypdpovg 4.5 ko 4.8).

H rivastigmine gvdéyetot va TpokOAEGEL ALENUEVES EKKPIGELS YOOTPIKOV 0EE0C. ATOLTEITAL TPOGOYN
KOTA TN OEPATEVTIKT OVTILETMOTION 0COEVDV e EVEPYA YASTPIKA EAK 1 €AKT TOL OMIEKAOAKTLAOL 1)
acfevav mov eppavifovv Tpodidbeon o€ TETO10 VOGS LOTA.

Ot avaotoAeic yolMveoTtepdong Bo TPEMEL VO GLVTAYOYPUPOVVTOL [LE TPOGOYN € acheVElS e 16TOPIKO
GoOUATOG 1 OTOPPAKTIKAG TVEVLLOVIKNG VOCOU.

O1 YOAMVOUNTIKEG EVAOCELG EVOEXETAL VAL ETAYEYOVV 1] VO ETLOEWVAOVOLYV QOIVOLEVE, OTWS TNV
amoQPacn OVPOPOP®V 00DV KOl TIC ETANTTIKEG KPIGEIS. ZUVIGTATOL TPOGOYT KATE TN OepamevTiKy
OVTIETOTIOT 000EVAV LEe TPod1dheon Y1 avTov TOV €IB0VE TO VOCTLOTA.

H ypnon g rivastigmine oe acBeveig pe Papid dvola Alzheimer 1 pe dvoto mov oyetiletan pe voco
tov Parkinson, d¢AAovg THmovg dvotag 1 aAdovg TOmovg eacfévnong e pvnung (w.y. oxetillopevn pe
Vv NAkia eEacBEVNON TOV YVOOTIKOV AEITOVPYLDV) deV £xel diepevuvnBel, Kot EMOUEV®S 1] XPTOT) OF
avtohg Tovg asbeveic dev GuvicTaTal.

Onmg ko o1 GALEG YOAVOUIUNTIKES EVACELS, 1| Tivastigmine [Topel Vol EMOEVACEL 1} VO ETAYHYEL TO
eEomupopdikd copntopata. ‘Exet topatnpndel emdeivoon (cvunepiapfavopévng fpadvkivnciog,
dvokvnoiag, avopoiiog 6to Badiopo) Kot pe avénuévn ovyvotnta 1| cofapdtnta Tov TPOUOV G
acBeveic pe avola mov oyetiletan pe voco tov Parkinson (BA. mapdypapo 4.8). Avtd To TEPIGTATIKA
00N YNoaV G€ JOKOTN TG rivastigmine cg PEPIKES TEPIMTAOGELS (). SOKOTES TG rivastigmine AGy®
Tov TpOpoL 1,7% évavtt 0% e eKOVIKO PAPHOKO). ZVVIGTATOL KAVIKOC EAEYYOG Y10, GVTEG TIC
avemOVUNTES AVTIOPACELS.

Edwéc minbuopde

Acbeveig pe KAvIKG onuovTiKy VEQPIKN 1| NaTiK SUGAEITOVPYio EVOEYETAL VO TAPOVGIAGOLY
cofapotepeg avemBounteg avtidopdocelg (PA. Tapaypdeovg 4.2 kot 5.2). o TpEmeL VoL THPOLVTOL
EMUKPIPDOG 01 GLGTAGELS Y10 TOV TPOGOOPIGHO TNG SOCTG AVAAOYO [LE TNV OTOUIKT] OVEKTIKOTNTO. AEV
&xyovv die&ayDel peréteg oe aobeveic pe coPapn nratikn avendpkela. Qotd6G0, N rivastigmine pmopel
va yopnynbei og avtdv 10V TANBLoUS aoBevdV Kt amatteital oTEVH TapaKOAOVONOT).

AobBeveic ue copoatikd Bapog katm amd 50 Kg evééyetar va mapovctdcovy eviovotepeg avemOounteg
avTIOPACELS Kt £X0VV TEPIOTOTEPEG TOUVOTNTEC dloKOTNG TG Bepameing Aoym avemBounTmv
avTdpdoemv.



45  AMAemopaceig pe GALO QUPUOKEVTIKA TPOIOVTA Kol GAAeg popPés ailniemiopacng

Q¢ avactoléag yoAvesTEPAONG, N rivastigmine evOEYETOL VA, EVIGYVCEL TN dpAon TV
LLOYOAQPOTIKGY TOTTOL GOVKIVUAOYOAMVNG KaTd TN S1dpKeLd TG avatcnciog. Zuvietdtol Tpocoyn
OTNV EMAOYT TOV Voo TIK@V Tapayovimv. [TiBavi Tpocappoyn e docoroyiag 1 Tpocwpivy
drakomn g Bepomeiag, pmopel va eetacovv edv yperdleTat.

E& attiog Tov ooproKoduvapk®y e EvEPYEL®V Kol THUVAOV COPEVTIKOV EVEPYELDV, 1) rivastigmine
dev mpémet va suyyopnyeital pe GAe yolvopupntikég ovoieg. H rivastigmine evdéyston vo ennpedoet
TN 0PAGT TV AVILYOAMVEPYIKMDY PUPLOKEVLTIKAOV TPoidvTev (T.y. o&vPovtuvivn, ToAtEpodivn).

ZOPELTIKEG EVEPYELEG TTOV 031 YOVV G€ Ppadvkapdia (1 omoio Umopel va 001 yNGEL GE GLYKOTN)
&yovv avapepOel e T cuvdLAGHEVN ¥pTIoT O10POP®Y PATA OVOCTOAE®Y (GUUTEPILOUPAVOLEVIC
™G aTEVOLOANG) Ko TG rivastigmine. Ot kapdiayyelokoi frta ovaotoleic avapévetat va
oyetifovtat pe Tov vYnAoTEPO Kivouvo, ahdd £yovv eniong Anedel avapopés oe acbeveig mov
Aappavouv dAlovg Pta avactoleic. vvendc, O mpémel va epapUoOlETOL TPOGOYT| KATA TOV
ovvdvaoud g rivastigmine pe prta avaoctoleic kat dAlovg Tapdyovteg Ppadvkapdiog (mw.y.
katnyopiog I avtiappubuucol Tapdyovtes, oviay®VvIoTES SIVAMY AGPECTION, YAVKOGION TG
SUKTLATIOOGC, TAOKAPTIV)).

Kabmhg 1 Bpadvkapdio amotelel mapdyovta KIvOOVOL Y10 TNV ELEAVIOT] PITLO0ES0VG TOYLKAPIIOGC
(torsades de pointes), o cuvdvaopdg TG rivastigmine pe PopUAKELTIKE TPOTOVTO TOV ETLPEPOVY
PUTIO0ELDN TOYLKOPIio OTMG TO AVTIYVYWGIKA INA. optopéves pavobetalives (yAwpompopalivn,
Aefompopalivn), o Beviopidec (covAmipidn, covAtonmpidn, AUGOVATPION, TIampion, fepaiinpidn),
mpolion, dpomeptdoAn, G1oampidn, GLTAAOTPAUY, dStpatptaviin, epuBpopvkivny ED, alopavtpivn,
piloraotivn, pebadovn, mevraudivn kot po&ipro&acivn Ba TpEmel va TapatnpeiTOL LLe TPOGOYY| Kot
evdéyeton va amoteitan kKMvikn mopakoiovdnon (HKT).

Agv &yovv Topatnpndel papuokokvnTikég aAAnAemdpdoelc petah g rivastigmine Kot dryo&ivng,
Bapeapivne, dwalemaunc 1 pAovoletivig o pedéteg mov Eywvav pe vyteic eéBelovtég. H avénon tov
xpOvov Ttpobpoufivng mov wpoxadreital amod ) Papeapivn dev exnpedletol amd TN yopRyNon
rivastigmine. Aev £ovv mapotnpndei ducpeveig eTSPACELG 0TN KAPIIOKT Ay®YOTNTO DOTEPO OO T
cuyyopnynon dryo&ivng kau rivastigmine.

Sopemva pe to petaforoud g, epeavifetol anibovo to evoeyouevo LETAPOAKMOV CAANAETIOPAGE®DY
Le GAA0 QOPUOKEVTIKA TPOTOVTa, O KoL 1) rivastigmine pmopel vo avaoTéALeL To peTaffolopd GAA®DY
0LGLMV, 0 0moiog AapPdvel ydpa Le TN HesorAapnomn e POVTLPLAOYOAVESTEPACTC.

46 TovipétnTa, KOO Kot yorhovyia

Kvnon

e Kvopopovvta {Ma, 1 rivastigmine Kavn ot petafoiriteg dSumépacayv Tov TAakovvTa. Agv givat
YVoOoTd 4V avTd Tapovstdletal Kot 6Tov dvOpwmo. Agv drotiBeviat KAViIKE ded0UEVA GYETIKE, e
£xbeom KOTA TNV EYKLHOGUVT. X& UEAETEG TEPLYEVVNTIKNG / LETAYEVVNTIKNG OVATTTUENG OV EYValY GE
emipeg, TapatnpnOnke avénuévn didpketa kvopopiag. H rivastigmine dev mpémetl va ypnoipomoteiton
KT T S1APKELN TG EYKVHOGVUVIG EKTOG €AV EIVaL GAPMS OTAPAiTNTO.

Oniocuodg
Y10 {ma n rivastigmine omekkpivetal 610 YaAa. Agv gival yvootd Katd méco 1 rivastigmine

omekkpiveTat oto avOpmmvo ydia. I't” avtd tov Adyo, ot yuovaikeg mov Aapfdavovuy rivastigmine, dev
0o pémel va OnAalovv.

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



4.7 Emopacelg 6TV tKavOTITO 001]YN61)S KOl XEIPIGHOD P ovipndToy

H véc0o¢ tov Alzheimer pnopei va, TpokaAésel oTadlokn aupAvven e kavotnTag Yo 0dnynomn 1 va
SLOKVPEVGEL TNV TKOVOTNTO XEPIGHOL pnyavnudtev. EmmAéov, n rivastigmine uropei va Tpokoiécel
CaAn kot vvnido, kopiog katd tnv Evapén g Bepomeiog 1 katd TV avénon e docoroyiag.
Tuvenmg, 1 rivastigmine &yet pikpn 1 pétpla enidpacn oty KavOTNTO 081 yNoNG KOl YEPIGUOD
pnyovnudtov. o to Adyo avtd, Ba tpénet va yivetor cuyxv] a&oAdYN o TG IKAvOTNTOS YL 001YT|oN|
KoL YEPIGUO TOADTAOK®V Unyovnudtov acfevav pe dvota mov Aapfdavovy Bepameio pe rivastigmine
oamd 1o Bepdmovia 1Tpod.

4.8 AvemOounteg evépyeleg

Hepiinyn tov Tpoeil acealeiag

Ot o ovyva avapepopeveg avembounteg evépyeieg (AE) etvar ol yootpevtepicég
ovpmeprhapBavopévns g vavtiog (38%) kot Tov épetov (23%), Wdiaitepa KoTd TN S1OPKEL TNG
TITAOOOTNONG. ZTIG KAMVIKEG LEAETEC PAVNKE OTL O1 Yuvaikeg aoOeVeiC elval meplocdTEPO gvaioOnTeg
amo TOVG Appevec 0obeveig oTIC AvemIBOUNTEC EVEPYELEC OO TO YOOTPEVTEPIKO KOl OTNV ATMAELN.

Bapovg.

AloTo avemBOUNTOV EVEPYELDV GE LOPOT) TIVOKOL

O avemBOuntec evépyeteg otov [ivaka 1 kot [Tivaka 2 givat katoyeypappéveg cOUE®VO e TO
oVOTNUA 0PYEVOV KoL TV Kortnyopia cvyvottog oto MedDRA. Ot katnyopieg cuyvotntog
kaBopilovtor ypnoiponotmdvtag Tov €ENG Kavova: ToAD cuyvég (>1/10), cuyvég (>1/100 éwg <1/10),
oyt ovyvés (>1/1.000 €mg <1/100), omdvieg (>1/10.000 £émg <1/1.000), Todd ordvies (<1/10.000), pn
YVooTég (bev pmopovv va ektiunBovv pe Baon to dtbécia dedopéva).

Ot akdhovBec avemBOuNTEG EVEPYELES, TOL TaLIvopoUVTAL 6TOV TTapakdate [ivaka 1, éxovv
ovykevipmbei og acBeveig mov Aappavovy Bepameia yio ™ voco tov Alzheimer pe rivastigmine.

Mivaxog 1
AOLAOEELS KOL TAPUCITMOGCELS

[ToAD omdvieg AodEEIC TOV OVLPOTOINTIKOD
Atapoyés Tov PETUPOMGHOD KOl TG
Opymg

[ToAd cuyvéc Avope&ia

SuyvEC Mewwpévn peén

Mn yvootéc Apuddtmon
Yoyuatpikég owatapayés

XuyvEg Avnovyia

Xoyvég Zoyyovon

Zoyvég Avyyocg

Yuyvég Eopuikteg

Oy ovyvég Admvia

Oy ovyvég Kotdolwym

[ToAd omdvieg HopoarcOnoelg

Mn yvootég EmfetikdtnTa, avnovyio
AWTapayES TOV VELPIKOD GUCTIIATOG

[ToAd cuyvéc Z&n

Yuyvég [Movoképaiog

SuyvEg Yrvniia

Xoyvég Tpdpog

Oy ovyvég Zvykomn

YTAVIEC Envinzmrikn kpion

[ToAb omdvieg E&omupapdikd copmtopata (copmepthopuBavouévng

g emdeivoong g voésou tov Parkinson)

Kapdwokéc dwatapayés




Zrbvieg
[ToAb omdvieg

Xmn0dyyn

Kapduokr appobuia (.y. ppadvkapdio,
KOATIOKOIALOKOG OTOKAEIGLOC, KOATIKTY HLOPLOPLYN
KoL TouKopdio)

Mn yvooTég 2Hvdpouo vosohvtog prefokouov
Ayyelokég dwatapayés
[ToAD omdvieg Ynéptoon
A TOpPOYES TOV YOOTPEVTEPLKOV
GUGTI|LATOS
[ToAd cuyvéc Navtio
[ToAd cuyvéc "Epetoc
[ToAd cuyvéc Avdppora
Yuyvég Kotaxog movog kat dvomeyio
ETAVIEG Taotpikd Kot dmOEKASAKTUAIKO EAKOG

[ToAb omdvieg
[ToAd omdvieg
Mn yvooTég

laoctpevtepikn apoppayio

Hayxpeatitida

Mepikéc TEPIMTMOEL EVTOVOV ELETOV GLVOLAGTIKOV
ue pnén tov otwoayov (BA. mapdypago 4.4)

AWTapayés TOV NTATOG KUL TOV

XOAPOp®V
Oy ovyvég Avénpéveg TYES OTIC NTOTIKES OOKIUACTEG
Mn yvootég Hrotitda

AwTapoyés TOV dEPRATOG KAl TOV
VT0O6PLOV 16TOV

Xoyvég

Zrbvieg

Mn yvootég

Yrepidpooia
E&avOnpa
Kvnouog, aliepyikn depuatitida (Sidyvtn)

I'evikég d10TOPUYES KO KOTUGTAGELS TG
0909 yop1iynong

Xuyvéc Koénmwon kot advvapio

SuyvEC Koakovyia

Oy ovyvég [Ttdhon
Moepoxiavikég e€etdoerg

SUyvEC Anoieia Bapovg

O axdrovBeg emmpocheteg avtidpaoelg Exovv mTopatnpnoel pe to Sladepuikd EpTAacTpa
pactiypivng: mapoinpnuo, mopetia, petmpévn 0pen, akpaTeld 0VPOV (GVYVES), WUYOKIVITIKY|
VIEPOPACTNPLOTNTA (OYL GLYVEG), EpUON UM, KVIS®OT|, KLGTIOW, AALEPYIKT deppOTITION (U1 YVOOTEG).

O mivakog 2 deiyvel TIc avemBuunTeg avTIOPACELS TOL AVaPEPONKOY 08 KAVIKES LEAETEG TTOV
de&nydnkav og acbeveic pe dvola mov oyetileton pe voco Tov Parkinson ot omoiot ékavav Oepamneia

e rivastigmine KonyoKioL.

Mivokag 2

Altopoyés Tov HETUPOAMGHOD KOl TNG
Opiymg

Yuyvég Mewopévn 6peén

Yuyvég Apuddtoon
Yopotpikés drotapayés

Yuyvég Avnvia

Xuyvécg Avyyocg

Yvyvég Avnovuyia

Suyvég Ontucn yevdaicOnon

Yuyvég Katdbiym

Mn yvootég EmBetikdtnTa




AWTapay{S TOV VELPIKOD GUGTHIATOG
[ToAd cuyvéc Tpoéuog
SoyvEg Zahn
Xoyvég Yrvniio
Yuyvég IMovoképaiog
SuyvEC Noéooc tov Parkinson (emdeivoon)
Xoyvég Bpoadvkivnoia
Zoyvég Avokivnoio
Xuyvécg Yroxwnoio
Xoyvég Znueio odovtmtol TpOYOD
Oy ovyvég Avctovia
Kapowkéc dwatapayég
SuyvEG Bpodvkapdia
Oy ovyvég KoAmikn poppopoyn
Oy ovyvég KoAmokotMokog 0moKAEIGHOG
Mn yvooTég 2Hvdpouo vosovvtog prefokouov
Ayyerokég druTapayés
Zoyvég Ynéptoon
Oy ovyvég Yrotoon
AWTapay{S TOL YUGTPEVTEPIKOD
GULOTILATOG
[ToAd cuyvéc Novrtia
[ToAd cuyvéc "Epetog
SuyvEg AlGppota
Xoyvég Kotakog movog kat Svomeyio
Zoyvég Yrepékkpion GlEAoL
AwTapayég TOL NTATOS KUl TOV
XOANQPOp®V
Mn yvootég Hrotitda
AwTapoyég TOV dEPRATOG KAl TOV
VT0O6PLOV 16TOV
Suyvég Yrepidpooia
Mn yvootég Alepyn deppatitida (dudyvtn)
I'evikéc droTapayés KOL KATAGTAGELS TG
0909 yopriynong
[ToAd cuyvéc [Ttcdon
Zuyvég Konwon kot e&acbévion
SuyvEC Awtapoyéc Tov Badicportog
Tuyveg Badiopa Parkinson

H axoélovbn emmpochetn avemBountn evépyela £xel mapatnpnOei oe pio pelétn oe aobeveic pe avola
mov oyetileton e vocso tov Parkinson ot omoiot ékavay Oepomeia e S1AOEPLUKA EUTAAGTPO
rivastigmine: diéyepon, (cuyvéc).

O zivaxog 3 Kataypdaeetl Tov apldpod Kot T0 ToG0oTo TV actevdv amd v idia perétn 24-gfoopddwv
o€ acbeveig pe dvola mov oyetileton pe voso tov Parkinson ot omoiot ékavov Oepomeio pe
rivastigmine, e Tpokafopiopuéva avemBounTo cLUPAIOTO T0 0TToio UITOPEL VO AVTOVAKAODY
EMOEIVOOT TOV TOPKIVGOVIKOV GUUTTOUATOV.

Mivokag 3

IpoxkaBopispive avemOOunTe csvppapote Ta oroia Rivastigmine | Ewoviké @dppako
NTOPEL VO OVTUVEKAOVY ETBEIVOGT TOV n (%) n (%)
TUPKIVGOVIKAV COUTTONATOV 6€ 0.60gveic pe avora
oV oyeTileTon pue T voco Tov Parkinson

362 (100)
99 (27,3)

179 (100)
28 (15,6)

20voho aoBevav Tov pereTnONnKav
XHvoro acbevav ue Tpokabopiouévec A.E.




IpokaBopropéva avemOOunto soppfapato to owoia Rivastigmine | Ewoviké @appoko
NTOPEL VO OVTUVOKAOVY EMOEIVOGT TOV n (%) n (%o)
TUPKIVGOVIKAOV COUTTONATOV 6€ 060eveic pe avora

oV oyeTileTon pg TN voco Tov Parkinson

Tpopog 37 (10,2) 7(3,9)
IMthon 21 (5,8) 11 (6,1)
Nocog tov Parkinson (emdeivwon) 12(3,3) 2(1,1)
Yrepékkpion GLEAOL 5(1,4) 0
Avoxwvnoia 5(1,4) 1(0,6)
Iopkiveoviopdg 8(2,2) 1(0,6)
Yrokwnoio 1(0,3) 0
Awrtopoyéc kivnong 1(0,3) 0
Bpadvkivnoia 9(2,5) 3(1,7)
Avoetovia 3(0,8) 1(0,6)
Mn @ucioloyikodg fnuatiopds 5(1,4) 0
Mvikn dvokapyio 1(0,3) 0
Awtapayn 160ppomiog 3(0,8) 2 (4,1
MvuockeAeTIKT SvoKapyia 3(0,8) 0
Piyn 1(0,3) 0
Kuwnrtikn dvolettovpyia 1(0,3) 0

Avapopd mhavoAoyovueveov ovemfounTev EVEPYELOV

H avagopd mbovoroyobuevov avemBounTmv evepyelmv PETA amd T Yopnynon &delog KukAopopiog
TOV QUPUAKEVTIKOV TPOIdVTOG elvar onpovTikh. Emitpénet T cuveyn mapakolovdnon e oyEong
0PEALOVC-KIVOVVOV TOV QUPUAKEVTIKOD TPOIOVTOC. ZNTEiTaL 0O TOVE EMOYYEAATIEG VYELNG VO
aVAPEPOVY OTOLEGONTOTE TOOVOLOYOVUEVES OVETIOVUNTEG EVEPYEIEG LEGH TOL EBVIKOV GUGTAUATOG
avapopdg tov avaypdeetatl oto [apdptnua V.

49 Ymnepodoooloyia

ZVUTTAOUOTO
Ta mepiocdTEP TEPIOTATIKG TLYOIAG VTEPPAGTC TNG S0cOAOYiNG dEV GVVOOEVOVTAV LE KAVIKA onpeio

1 COUTTONOTA, EVO GYEOOV OAOL 01 EUTAEKOEVOL 00Deveig cuvéyioay T Bepameia i rivastigmine
24 ®peg petd v vépPoon g docoroyiog.

"Exel avapepbel yolvepykn To&koloyio PLE LOVOKAPIVIKG GUUTTMLOTO TO 0010 TOPATPOVVTOL UE
petpiov Babupod dnintmpidoeic OTmg oo, oy, TENTIKEG SITUPUYEG CLUTEPIAAUPOVOUEV®V TOV
KOIAMOKOU GAYOLGC, TNG VALTING, TOL EUETOL Kal TNE ddppotagc, Tng Ppadvrkapdiog, Tov Bpoyyosmacion
KoL TOV 0VENUEVOV BPoyyIKOV EKKPIcE®V, TNG VITEPLOP®GING, TN 0KOVGLG 00PN ONG KAUM
aPOSEVOTG, TNG SAKPHPPOLAS, TNG VITOTUCTG KOl TNG VIEPEKKPLIONG GLEAOV.

e meP1ocOTEPO GOPUPEC TEPUTMOELG UTOPEL VO avaTTVYHOVV VIKOTIVIKEG EMOPACELS OTMG LVIKT
aduVaLio, 0KOVGLEG LVTKEG CUOTIAGELS, KPIGELS KOl OIVOTVELGTIKT avOKOTY| e mhavn potpaio EkPao.

EmnpochHeta £xovv mapovslactel HeETd TV KuKAOQOpia TOL TPOidVTOoC TeptoTatikd (AANG, TpOHOV,
KePAAAAYiaG, VITVNALOG, GLYYVTIKNAG KATAGTUONG, VTEPTOCTG, TOPOICONGELS KOl aicOnpo KoKovyiog.

Awryeipion

Agdopévov 6Tt 0 xpovog nuiceiog Long g rivastigmine 6to TAdoua givar mepimov 1 dpa Kot
SUIPKELD OVALGTOANG TNG AKETVAOYOAVESTEPAOTG €tV TTEPiMOV 9 dpec, o€ TEPIMTOGELG
OCVUTTOUOTIKNG VTEPIOCOAOYIOG CLVIGTATAL VO LN YopNyeital GAAN dOo™ TG rivastigmine yio Tig
akolovbec 24 dpec. Xe vrepdocoroyia Tov cuvodeveTaL 0o Popid vavTio Kot ueto, Oa Tpénel va
e€etaletan To EVOEYOUEVO YOPNYNONG OVTIEUETIKOV. ZOURTOUTIKY Oepameio yio GALES avemBounTeg
avTIdpacelg Oa mpémetl va yopnyeital OTmC omatteitot.
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e vrépuetpn veepdocoroyia pmopel va yopnynel atpomivy. Zvviotdton apyikn 66om 0,03 mg/kg
Beuknc atpomivng og evooPAEPLa xoprynom, akolovBovuevn and enopeveg dOGEIS e Paor TV
KAMvikn avtamokpion. H ypron ckomorapiving o¢ avtiddtou SV GUVIGTATOL.

5. ®APMAKOAOI'TKEXZ IAIOTHTEXZ
51 ®@appoxodvvopikis 1010TNTES

DopLaKOOEPATEVTIKY] KATNYOPIO: YOYOOVOANTTIKA, AVACTOAENS YoAveESTEPAONG, KOdKOG ATC:
NO06DAO3.

H rivastigmine givat évag avasToALag TNG OKETVAO-KOL BOVTVPVAYOMVESTEPACGNC KAPPUUIKOD TOTOV,
IOV TGTEVETOL OTL FLEVKOAVVEL TN YOAVEPYIKT VELPOSLaPifacn emPpadhvovios TNV amotkodounon
NG OKETLAOYOAIVIG TTOV ameEAELOEPDVETAL OO OGOVG YOAVEPYIKOVG VEVPMVES SLOTNPOVV TN
Aettovpykotntd tove. ‘Etot, ) rivastigmine evoéyetar va £xetl fEATIOTIKN dpdiorn 6E YvmSLoKd
eMdeippata yoMvePYIKNG HecoAGnong oty avola oyetilopevn pe tn voco Alzheimer kot ) vOG0
tov Parkinson.

H rivastigmine aAAnAemidpd pe o EvELUA-GTOYOVE TNG oYNLaTilovVTag GUUTAOKO OHOOTOAKOD
OECUOV, LE OMOTEAEGLO, TNV TPOCOPIVY adpavoroinon Tv eviduwy. e veaponc vyieic avlpamoug,
pio amwd Tov oTopaTog 6001 3 mg pewdvel T dpdion g aketvAoxoivestepdong (AChE) oto
gykeparovotioio vypod katd mepinov 40% evtog tov tpodtev 1,5 opdv petd ) yopnynon. H
SpacTIKOTNTO TOV EVIVLOV EMOVEPYETOL GTO. OPYIKE TNG EMimeda Tepimov 9 dpeg petd TV enitevén Tov
UEYIGTOV OvVOGTOATIKOD amoteléopatoc. X acbeveic pe Noco Alzheimer, ) avaotodn tg AChE ot0
gykepaiovotioio vypd amd TNV rivastigmine Ntav docoeEaptdpevn Emg ta 6 mg yopnyoduevn dVo
QOpPEG MepNoime, oL elval kot 1 péytotn 06omn mov éxel dokipactel. H avaotodn tg dpdong g
BovtupvAyoAivecTEPAOTG OTO EYKEQPUAOV®TIOIO VYPO 14 acbevav pe Noco Alzheimer pe aywyn pe
rivastigmine ftav 6poa pe avti g AChE.

Khvikéc Meléteg oty dvota tng vécov Alzheimer

H amotekeopatikotnta g rivastigmine £yt kKotaderyOel pe ) xpnon puodv aveaptntov, yio
GLYKEKPEVOLG TOUELS epyalei®V 0EloAOYNONG TOL 0&loAOYNONKAY 0VA TEPLOSIKE O1OGTHUAT OTN
dupkela Tov eEaunviciov BepanenTIKdV TEPLOd®V. LTa epyaiein avTd cuumepthappdvovtat: 1
ADAS-Cog (Alzheimer’s Disease Assessment Scale — Cognitive subscale, puo dokipocio pe paon v
0163001, TOL aTOTEAEL HETPO TG YVOOTIKNG Attovpyiag), n CIBIC-Plus (Clinician’s Interview Based
Impression of Change-Plus, pua 7Anpng olikn a&loddynon tov acbevoids amd tov 1otpd, 6mov
AapBavovtor v’ Oy ototyeia Tov divovral amd to dropo mov epovtilet Tov acBevn) Kor 1 PDS
(Progressive Deterioration Scale, pwo a&loAdynon and 1o dropo mov ppovtilel Tov acbevn Tav
dpacTnprotiTeOV g Kabnpepvig {ong otig omoieg GUUTEPIAQLPAVOVTOL 1) TPOCMTIKY VYLEWVT, 1
AW TPOPNS, TO VIVGILO, 01 SOVAELEG TOL VOIKOKLPLOD OTTMG T YMVLA, 1) SIOTPNOT TS IKAVOTITOG
TPOCAVATOMGLOD 6TO TEPIPAALOV, KAOMDC Kol 1) GUUUETOYN GE dPASTNPIOTNTEG TOL GyeTIlovVTaL UE TNV
KAvOTNTO YEPLGHOL YPNUAT®V K.AT.).

Ot acBeveic mov peretnOnkav etyov Pabuoroyioc MMSE (E&étaon EAdyiotns-Nontikrg Katdotaong)
10-24.

Ta GUYKEVIPOTIKA OTOTEAEGUATO TTOV AVOPEPOVTAL GTOVG 0.60eVEIG 01 00101 EMEFEIENY KMVIKDG
ONUOVTIKT] AVTOTOKPLIoT, OT®G OV TA TPOoEKLYaV Omtd TIG 2 HEAETEG LE EVTPOCAPLOGTY H0GOAOYIN AT
T1G 3 Pacikég mOAVKEVTPIKEG HEAETEC dLaPKELNG 26 EBOOUAO®V 0 0GOEVELS Y10, TNV AT £OC UETPIOC
cofapn dvola eni vooov Alzheimer tapovsialovior otov tapakdto [Mivaxa 4. KAwvikd onpovtiky
Bedtioon o avtéc T1g pedétec opiotnke a apriori @¢ 1 Peltioon oe TovAdyioTov 4 onueia otV
ADAS-Cog, Beltimon otnv CIBIC-Plus 1 tovAdyictov 10% Beitioon otn PDS.

Emumpdcbeta, évog petémeita opiopog g aviamdkpiong mapovcitdletal atov idto mivaxa. O devtepog
0PLoUOC TNG avTamokpilong Tpobmobétel Pedtimon o 4 onueia 1 tepiocdtepa oty ADAS-Cog, kopud
emdeivwon otnv CIBIC-Plus kot kapd emdeivoon ot PDS. H péon mpaypatikni nuepnoia d6om yio
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OVTOVG TTOL AVTOTOKPIVOVTAL GTIV Opada TV 6-12 mg, cOUPOVA [LE aVTOV TOV Oploud, ftav 9,3 mg.
Eivar onpoavtikd va onpelndel 6Tt o1 kKAipaKeg Tov ypnopomodnkay e avtiyv Ty voedn
TOWKIAALOLV KOl GUEGEC GUYKPIGELS TOV ATOTEAEGLLATOV Y10 SOPOPETIKOVS BEPATEVTIKOVC TAPAYOVTES

dev €yovv 16yD.

Mivaxog 4
AcOgveic pe KMvika onuovtiky avrarokpion(%)
[pb60eon Yo Ogpaneia Ae€ayoyn TehevTaiog
TOPOTNPIONG
Métpo avTamoKpLong Rivastigmine | Ewkoviké | Rivastigmine | Ewkoviko
6-12 mg PappRoKo 6-12 mg PapproKo
N=473 N=472 N=379 N=444
ADAS-Cog: Beltimon g 21%** 25%** 12
TovAdylotov 4 onueia
CIBIC-Plus: Beitioon 20*** 32x** 19
PDS: BeAitimon TovAdyiotov KoTd 26*** 30*** 18
10%
BeAtioon tovAdyiotov o€ 4 onpeia 10* 12%* 6
ot ADAS-Cog yopic emdeivoon
o1 CIBIC-Plus ka1 ot PDS

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

Khwvicéc uehétec oty dvola 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-gfSoUAd®mY TOAVKEVTPIKT], SITAN-TVEAT, ELEYYOUEVN UE EIKOVIKO QAPLOKO
apykn HEAETN Kol oty avolyth 24-eBdouddwv pdon eméktaong tg. Ot acOeveig mov cuppeteiyav o
ovtn ™ perén etyav fabuoroyio MMSE (E&étaon EAdyiotng-Nontikng Katdotaong) 10-24. H
OTOTEAEGHATIKOTNTA £XEL OOdELYTEL e TN YP1|oT 000 aveEapTNTOV KAUAK®OV 01 OTTOlES
a&10A0YOVVTOV GE TAKTH YPOVIKG S0GTLLOTO KATE T O1dpKEL TG 6-Unvng meptddov Bepameiog 0mmg
eaiveton otov [livaka 5 mapakdtm: to ADAS-Cog, 1 HETpNom TG YVOOTIKNG AElTovpying Kot
ovvoAikn pétpnon ADCS-CGIC (Alzheimer’s Disease Cooperative Study-Clinician’s Global

Impression of Change).

Mivaxog 5
Avouo. Tov oyetileTon pe ADAS-Cog ADAS-Cog ADCS-CGIC ADCS-CGIC
TN v6oo Tov Parkinson Rivastigmine Ewkoviko Rivastigmine Ewkoviké
OOPLUKO OOPLUKO
ITT + RDO ntAn0vouog (n=329) (n=161) (n=329) (n=165)
Méon tyn avagopdg+ SD | 23,8 £10,2 24,3+10,5 Agv gpappoletan Agv
Méon oAhayn oTig epappoleton
24 gBdopadec = SD
2,1+82 -0,7£75 38+x14 43%£15
Alpopd TPOGUPHOCUEVNC 2,88! Agv gpappoletan
Oepameiog
p-value évavTtt sikovikoy <0,001* 0,007°
QOPUAKOV
ITT - LOCF alinOvepnég (n=287) (n=154) (n=289) (n=158)
Méon Ty avagopdg+ SD | 24,0 £10,3 24,5+10,6 Agv gpappoleton Agv
Méon aAlayn oTig epoppoleTon
24 gBdonddec £ SD 25284 -08+75 3714 43+15
Alpopd TPOGUPHOCUEVNC 3,54! Agv gpappoletan
Oepameiog
p-value évavTtt sikovikoy <0,001* <0,001?

QOPUAKOV
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1 ANCOVA e m Bepameio kat ) xdpa ¢ Tapdyovte kot v apyikh tiu; ADAS-Cog og
cupupeTafAnToTNTa. Mo BeTik] odhayn vodekviel Pertioon.

2 TTapovotalovtot ot péceg TIpég Yo Stevkoivvon. H avélvon tov katnyopikdv dedopéveov
TpaypoTomomOnke pe tn ypron g dokaciag van Elteren

ITT: Intention-To-Treat: [Ip6Beon ywo Oepancio, RDO: Retreived Drop Outs: AvaxtnBeiceg
amoovpoelg, LOCF: Last Observation Carried Forward: Tehevtaio mapatipnon mov tpowdndnke

[Mapdro mov 1 Bepamevtikn dpdomn anodeiydnke oe 6A0 ToV TANOLVGUO TNG LEAETNG, TO DESOUEVA
VTOONADVOUV OTL TO LEYOADTEPO BEPATEVTIKO ATOTELECLLO GE GYECT] LE TO EIKOVIKO QAPLLOKO PAVIKE
oTNV vokatnyopia acbevav pe uétpio dvola mov oyetileTon pe voco tov Parkinson. Opoing o
UEYOAVTEPO OEPATELTIKG OMOTEAEGLO, TOPOTNPNOTKE GE AVTOVG TOVG AGHEVEIC LE OTTIKEG
naparcOnoeis (BA. IMivaka 6).

Mivokag 6

Avola Tov oyetileTon pe ADAS-Cog ADAS-Cog ADAS-Cog ADAS-Cog

voco tov Parkinson Rivastigmine Ewoviko Rivastigmine Ewoviko
QOPLOKO PAPUOKO

AocOgveic pe onTikég AocBeveic yopig omTikég
napolcOnoelg napaicOcelg

ITT + RDO wtAn6vopog (n=107) (n=60) (n=220) (n=101)

Méon T avoeopdg + SD 254+99 274+10,4 23,1+10,4 225+10,1

Méon adhayn oTig

24 gBdouddeg £ SD 10+9.2 -21+£83 26+76 0,1+6,9

A10pOpd TPOGAPLOGHEVC 4,27 2,09!

Oepamneiog

p-value évavTtt gikovikoy 0,002! 0,015*

QPAPLEKOV

AcOeveig pe pétpra avora
(MMSE 10-17)

AocOgveig pe fma avola
(MMSE 18-24)

ITT + RDO mimOvopég

Méon Ty avageopdg + SD
Méon oAhayn oTig
24 gBdopddec = SD

(n=87)

32,6 +£10,4

(n=44)

33,7+10,3

26+94

1872

(n=237)

20679

19+77

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

-02+75

Alopopd TPOGAPUOGLEVTG
Oepameiog

p-value évavti gikovikon
QOPUAKOV

4,73

0,002*

2,14%

0,010*

1 ANCOVA e m Bepameio kat ) ydpa og mapdyovie kot v apykr tiu; ADAS-Cog og
cupupeTafAnToTNTa. Mo BeTik| odhayn vrodetkviet Pertioon.
ITT: Intention-To-Treat: IIp6Beon yio Oepancio, RDO: Retreived Drop Outs: Avaxtnbsioeg

OTOGUPCEL

O Evpomnaikoc Opyoaviopuog Gapudkmv Exel SOGEL amaAloyn and TNV LIOYPEMST VIOBOANG TV
moTEAEOUATOV TOV HEAETOV pe T rivastigmine oe OAEC TIC VIOKATIYOPIES TOV TOUSIOTPIKOD
TnBucpov oty Bepaneio g dvolog Alzheimer kou dvolag o€ acbeveig pe 1W6omadn voso tov
Parkinson (BA. mapdypago 4.2 yio TANPoQopieg oYETIKA LE TNV TAUSLOTPIKN (PNoM).
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52  ®appoxokivnTIKEG 1O10TNTES

Amoppoonon

H rivastigmine amoppo@dtot Tay€ws Kot TANP®G. Ot PEYIGTEG GUYKEVIPAOOELS TNG GTO TAAGLA
EMTVYYAVOVTOL €VTOG 1 dpag mepimov. Qg anotélecpa tng aAANAETidpacng TG rivastigmine pe to
évlupo-otoy)0, 1 avénomn ¢ ProdiabectudTnTog sivar ovénpévn Katd mepintov 1,5 popd e cOyKpion
ue exeivn mwov avouévetar pe Paon v avénom g d06onc. H andivt Prodiebeoiudtmra votepa amd
pia doom tv 3 mg sivar epinov 36% +13%. H yopfynon rivastigmine poli pe to eoynto kadvotepel
™V amoppoPNoN (tmax) Katd 90 Aentd, eved petmvel Ty Cmax kot av&aver v AUC kotd mepinov 30%.

Kotavopn
H mpwrteivikn déopevon tng rivastigmine gival 6€ 1060610 mepimov 40%. Awomepva €dkoAa Tov

OLLLOTEYKEPAAIKO OPaAyUO Kol EYEL POVOUEVIKO dyKo katavouns peta&y 1,8 wan 2,7 I/kg.

Biopetaoymuatiopdc

H rivastigmine petafoAiletot Toyémg Kot ektevag (xpovog nueeiog (ong oto TAdopa tepimov 1 dpa),
Kupiog LES® VOPOAVOTG PE LEGOLAPNOT YOAMVEGTEPAGTG, TTPOG TOV ATOKOPPAULVAIOUEVO LeTAPOALTT).
In vitro, o petaforitng avTodg avacTEALEL TNV OKETVAOYOAVESTEPUOT OE TEPLOPICUEVO Pabuod (<10%).

Bdoet pehetdv in vitro, dev avapéveTor apUOKOKIVITIKT OAANAETISpOOT| e POPLOKEVTIKE TPOIOVTAL
nov petaporilovran amd To akdrovbo iooévivua kutoypoudtov: CYPLA2, CYP2D6, CYP3A4/5,
CYP2E1, CYP2C9, CYP2C8, CYP2C19 ® CYP2B6. Zoupwva, pe evoci&elg amd pHeAéteg mov £yvay
o€ melpapatoélma, ta peiova 1oéviupo Tov kutoxpodpotog P450 ehdyiota evéyovtal 6To
petafoiloud g rivastigmine. H ohkn kdBapon tng rivastigmine amd to TAAGHO TOV TEPITOV

130 I/h petd v evéo@AéPia yoprynon 6o6ong 0,2 mg, evd peiddnke og 70 1/h petd v evéoeAéfia
xopnynon 86ong 2,7 mg.

Amofoin

10, 00pa 0V aveVpiokeTal OUeTAPAN TN rivastigmine. H veppikn amékkpion Tov HeTofoAtdv givol
Booiky 086G amopdkpuveng Tovg. Y oTepa amd T yopiynon rivastigmine podioemonpoouévng pe HC,
1N améKKPLon amd TOVG VEPPOVS NTAV TOXELN Kot ovolaoTiKd TANPNG (>90%) evidg 24 wpdv. [lococtd
YOUNAOTEPO 0md T0 1% NG YopMYOLUEVNG dOONC omEKKpiveTal T KOTTpava. Agv mapotnpeitan
GLGGMPELOT TG rivastigmine 1| TOV oToKapPapLAIOUEVOL peTaPolitn tng og acbeveic pe Noco
Alzheimer.

Mio, mAn6vo ok QapUAKOKIVITIKY avaAVCT] KATESEIEE OTL 1] P O™ VIKOTIVNG auEAVEL TNV ad TOL
otopatog kabapon g rivastigmine katd 23% oe acbeveig pe vooo Alzheimer’s (n=75 kamviotég kot
549 un komviotic) £meita omd d6oelg rivastigmine amd Tov otdpaTog Koyakiov Emg kot 12 mg/muépa.

Hiuwaouévoc tainbuoudc

MoiovoTti | Brodrabecipdtno. TG rivastigmine givatl Leyaldtepn o€ NAIKIOUEVOVG TAPH GE VEOPOVG
vyleig ebeloviéc, uehéteg o€ acbeveig pe voco Alzheimer niiciog peta&d 50 kot 92 etdv dev £de1&ov
petafoin g ProdabecipudTrag pe Ty nAia.

Befapnuévn nratiky Asttovpyio

H Cmax g rivastigmine ftov nepimov 60% vynAidtepn kot AUC g rivastigmine ftov
VIEPOITAACLO GE ATOUA [LE NI £G PETPLO EMPEAPVVON TNG NTATIKNG AEITOLPYiaG amd OTL GE VYN
dTopo.

BeBapnuévn veppikn Asttovpyia

H Cmax ko AUC g rivastigmine 1TV VTEPIITAACIEG O ATOLN [LE LETPLO EXPAPLVOT] TNG
VEQPIKNG AELToVpYing cLYKPVOUEVT e LYW atopa. [Tavimg dev mapatnpniOnkay airiayéc otn Cmax
ka1 ot AUC g rivastigmine 6€ dtopo pe cofapn exapuveon g VEPPIKNG AetTovpyiog.

14



5.3 TIIpoxlvikd dodopéva yia TV d6QIrELd

Meléteg ToEIKOTNTOG ETOVOAAUPAVOUEVOV OOCEWDY GE ETIHVEC, TOVTIKOVS Kol GKOAOLG OTOKAALY OV
UOVO EMOPACELG GUVOEOUEVEG LLE VTEPPOAKT PAPUAKOAOYIKT Opdor). Agv mapotnphonke kapio ToEkn
dpdon 010 Opyavo-oTdHY0. XTIG HeAéTEG o TEpapaTolma dev emtedynkay ta teplBdpilo acpoieiog
¢ TPOG TNV avBpdmvn £kBeon, AOY® TNG EVAICONGIOGC TV TELPUUATIKDV LOVTIEAWDY TOV
ypPNooTomOnKay.

H rivastigmine dgv giye petalAa&loyovo dpdon oe pio oelpd amd TOmIKEG doKipacies in Vitro kat in
Vivo, pe povn e€aipeon pio SoKUaGio YPOUOCOUNTIKOV EKTOTLOV TOL EYIVE GE OVOPOTIVA TEPLPEPIKE
AeppokvTTapa, oe doon 10% popéc peyaddtepn amd tn péyiom) khviky éxOson. H in vivo dokipacio
piKpomupvev fTav apvntikn. O koprog petaforitng NAP226-90 dev mopovcioce eniong dSuvapkod
YOVIO10TOEIKOTNTOG,

Agv Bpébnkav evdeilelc KapKivoydvov dpacnc o€ LEAETES TOV £YLVAV GE TOVTIKOVG KOl ETIVEG LE TN
pEYIoTN avekt] 660m, TapoAo oL 1 ékBeon o rivastigmine Kot Tovg peTaforiteg Tne NTav
YopnAdtepn amod v €kbeon otov AvOpwmo. Otav £yve KavoviKOToiNoT ¢ TPOS TNV EMPAVELN
ompaTog, 1 £kbeon ot rivastigmine Kot ToVG UETAPOAITEG TNG NTAV TEPITOV 1G0SVVAUN TPOG TN
UEYIGTY CLUVIGTOUEV NUEPNOLL dOOT Yo TOV AvBpwmo, Tov ivar 12 mg/muépa. [1dvimg, oe cuyKpion
pe tn péytotn 06on otov AvBpwmo, ekeivn Tov emttedyOnke ot TEPANATOL®O TAV TEPITOV
eEamldoia.

2to mepapatolma, n rivastigmine SlomePVA TOV TAOKOVVTO KAl AEKKPIvETOL 0TO YaAo. MeAéteg pe
omd TOV GTOUATOG YOPNYNOT GE KLOPOPOVVTES ONAVKOVG EMIIVES KOl KOVIKAOVG dEV 0G0V eVOEIEELg
mBavng TepATOYOVOL dpAcTC TNG rivastigmine. e amd TOV GTOUOTOG LEAETES [LE OPCEVIKOVG KO
OnAvkotg emipveg, dev TapatnpRONKay eMOPACELS TNG rivastigmine 6T YOVILOTNTA 1] TV AVATTLEN
TOV EUPPVOV €lTE GTN UNTPIKN YEVED EITE GTOVE OTOYOVOLG TNG.

e po LEAETN pe KovikAovg Tavutomombnke 1 duvnTikoTTe £VOG ITiov epebicuod ota
uatio/Prevvoyovoug tng rivastigmine.

6. D®APMAKEYTIKEX IAHPO®OPIEX
6.1 Kaoataroyog ekdoywv
Rivastigmine 1 A Pharma 1,5 mg oxAnpd xaydxio:

Ké pog kayaxiov:

- Zehativn

- Awo&eido tov titaviov (E171)

- Kitpwvo 0&gidio Tov cdnpov (E172)

[Tepieydpevo kayaxiov:

- MikpokpLGTOAAIKT KVTTOPIVI
- ZTEOTIKO LAYVG10

- YnpopeAdholn

- AV0opo KOALOEWDES TLPITIO

Melévt TomdpoTog:

- Koéppea Adxkkog
- EpvBpod o&eidio tov cdnpov (E172)
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Rivastigmine 1 A Pharma 3 mg kot 6 mg okAnpd konydiio:

Kéhvog koyakiov:

- Zghativn

- Awo&eido tov titaviov (E171)

- Kitpwvo o&eidio tov cionpov (E172)
- EpvBp6 o&eido tov sompov (E172)

ITepieyxdpevo kayakiov:

- MikpokpuoTaAAIKY] KVTTOPIV)

- ZTE0TIKO LAyVI|Gl0

- YrpoueAddln

- Avodpo KOALOELDEG TTVPiTIO

Melévi TordpaTOG:

- Koppea Adxkog

- EpvBpo o&eido Tov audnpov (E172)
Rivastigmine 1 A Pharma 4,5 mg cxAnpd koyaxio:
Kéhvpog xayakiov:

- Zghativn

- Ao&gidio tov titaviov (E171)

- Kitpwvo o&eidio tov cionpov (E172)

- EpvBpod o&eidio tov cidnpov (E172)
ITepiexdpevo kayakiov:

- MiKkpokpUGTOAAIKY KOTTOPTVY

- 2Te0TIKO HLoyVIolo

- Ynpopehholn

- AVvodpo KOALOELDEG TLpiTIO

Meldvi ToTdUATOG:

- Koppea Adxkog

- Awo&eido tov titaviov (E171)

6.2 AocvpupatotnTeg

Agv gpapudletar.

6.3 Awdpkera ong

5 ypévio.

6.4 Idwitepeg TPOoPULAEELS KOTA TN QUAIEN TOV TPOIOGVTOG
Mn gpuAdooete og Ogppokpacio peyarvtepn tov 30°C.

6.5 ®@von Kol GVOTUTIKA TOV TEPLEKTN

- Yvokevocio KuyENg, ond dwaupavég PVC, pe 14 okAnpd Koydkio Tov KeAOTTovVToL omd AETTo
@OAAO umAe ypodpatoc. Kabe xovti mepiéyet 2, 4 1 8 koyélec.

Mmopel va unv KokhAo@opoOV OAEG 01 GLCKEVAGIES.

6.6 Iowitepeg TPoPUAAEELS ambppLYNG
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Kopia g1dkn vroypéwon.

7. KATOXOX THX AAEIAYX KYKAO®OPIAX

1 A Pharma GmbH
Industriestralie 18
83607 Holzkirchen
T'eppovia

8. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

Rivastigmine 1 A Pharma 1,5 mg ocxAnpd xoydxio:
EU/1/09/585/001
EU/1/09/585/002
EU/1/09/585/003
EU/1/09/585/004

Rivastigmine 1 A Pharma 3 mg oxAnpd xaydxio:
EU/1/09/589/005
EU/1/09/589/006
EU/1/09/589/007
EU/1/09/589/008

Rivastigmine 1 A Pharma 4,5 mg oxAnpd koydxio:
EU/1/09/589/009
EU/1/09/589/010
EU/1/09/589/011
EU/1/09/589/012

Rivastigmine 1 A Pharma 6 mg okAnpd koo

EU/1/09/589/013

EU/1/09/589/014

EU/1/09/589/015

EU/1/09/589/016

9. HMEPOMHNIA IMNPQTHYE ET'KPIZHX/ANANEQYHY. THX AAEIAX
Huepounvia mpmdtng £yxpiong: 11/12/2009

Huepounvia tpdtng avavémong: 19/08/2014

10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

Aentopepeic TANpoeopies Yo T0 TaPOV PAPLOKEVTIKO TPoidV gival dtabéoieg oTov dikTLOKS TOTO
tov Evponaikod Opyavicuov Gopudkwv: http://www.ema.europa.eu.
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1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Rivastigmine 1 A Pharma 2 mg/ml técipo didiopa

2. MOIOTIKH KAI ITOXOTIKH XYNOEXH
KdéBe ml mepiéyet rivastigmine hydrogen tartrate mov avtictoryel o€ 2 mg rivastigmine.

"Exdoyo ue yvworr dpdon
KaBe ml mepiéyet 1 mg Bevioikod vatpiov.

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

3. D®APMAKOTEXNIKH MOP®H
[Toc1po ddAvpa.

Awowyég, kitpvo dtdAvpa.

4. KAINIKEX TIAHPO®OPIEX
41 OgpamevTikéic gvocieig
Svuntopotiky Bepareia Nmoag oc pétprag Paputnrtag dvotog Alzheimer.

Jopntouatikn Beponeio oG Eoc péETprog fapvtnrag dvolag oe acebeveic e 1Wtomadn véso Tov
Parkinson.

4.2  Aocoloyia Ko TPpOTOS YOPRYNONS

H évap&n kou n emifreym g Oepanciog o mpémel va yivetar omd watpd pe eumeipio otn d1dyvmon Kot
OepamevTikn| ovTpueT®TIoN TG dvolag Alzheimer 1 tng dvolag mov oyetileTat pe Tn vOGO TOL
Parkinson. H S1dyvmon Ba mpénet va tiBetan cOppmva pe Tig 1oydovoeg Korevbuvthpileg odnyies. H
yopnynon Bepamneiag pe rivastigmine Oa mpémet va apyilel povo epdsov vdpyel KAmolo dTopo mTov Oa
@povtilel Tov ao0evn Kat Oo ETOTTEVEL TAKTIKA TN AW TOL QUPIOKEVTIKOD TPOTOVTOG 0O aVTOV.

Aocoloyia

To méoo ddvpa g prpactiyniving Oa Tpémetl va yopryeital SVo opEG TNV NUEPA, UE TO TPOYELLO
Kot to Bpadvo yebpo. H mocodtnto S1oAdpatog mov et opicet o yotpog Oa mpémet va apatpeitor amd
ToV TEPLEKTN Ue TN Pondeta TS S0GETPIKNG cvptyyag Tov Tapéyetal pali. To mdoio didivpa
rivastigmine pmopei va katamofel oan’ gvbeiag amd tn ovuptyya. To Tdoo diddvpa rivastigmine Kot ot
KéyovAeg rivastigmine PmopovV va eVOAALLGGOVTaL o8 i6€G 0OCELG.

Evapktnplo 860
1,5 mg dvo popég nuepnoimg.

Hpoodiopiopodg déong

H evapktipia 860 givar 1,5 mg dvo popég nuepnoimg. Av 1 6661 avtn yivel Kahd ovektn VOTEP
amd ToLVAdyIoTOV 0V ePfdopddeg Bepameiag, 1 docoroyia pumopel va avénbei oe 3 mg 600 Popég
nuepnoing. Aeov dtatnpnbel o avtd T0 H0G0L0YIKO eMimedo enl TOLAGYIGTOV 2 BSOpAdES, UmopEl va.
e€etaletan To evoeyOuevo dladoykng avénong o€ 4,5 mg kot akoAovbmg g 6 mg dV0 PoPEG
nuepnoing, epdcsov gival koA n avoyn oty Tepovceo dOo.
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Edv mapoatnpnBovv avemBounteg avtidpacelg (.. voutia, EUETOC, KOMOKO GAYOS 1} amdAELD
opekng), ueimon Papovg 1 emdeivoon TV EOTVPASIKOV CUUTTOUAT®V (T.)Y. TPOLOG) o€ acbeveig
pe avota tov oyetiCeton pe voso tov Parkinson katd tn didpkeia g Oepameiog, avtéc vogyeTon va
VIOY®PNOOLY OTaV TOPoAEIPOEL pia 1| TepLocoTEPES dooElS. Edv gppévouv, 10Te 1 nuepn oo d6om
TPETEL TPOSM®PIVE VoL LELBEl 6TO APESMG TPOTYOVUEVO HOGOA0YIKO ETITESO TOL £YIVE KOAN OLVEKTO N
va dlakomei 1) Oepameio.

Adon cuvinpnong

H anoteleopatikn d6om givatl 3 €mwg 6 mg, dvo popég npepnoing. ['a v enitevén Tov PEYIoTOV
OepamenTikon opélovg, ol acbeveig Oa mpémel va dotnpovvial ot HEYIoTN KOAG avekth 06on. H
GULVIGTAOUEVN UEYLOT NUEPNOL dOOT| Elvar 6 mg 600 POPES NUEPTCIMG.

H Bgpancio cuvtipnong umopei va cuveytobei yio 660 dtdotnpo vTapyel 0epoamevTiKd dQeAOG Yio TOV
acBevn]. o To Adyo oo, T0 KAVIKO OQELOG TNG rivastigmine O TPETEL v EKTILATOL EK VEOV OVA
TOKTA YPOVIKA SLCTHHATA E01KA 6TOVG acBeveig Tov Aappdvouv d0celg ikpoOTEPES amd 3 mg, 600
@opég nuepnoing. Edv petd and 3 punveg Oepaneiog pe T 8001 GLVTHPNONG 1 LEIDMOT TNG GLYVOTNTOG
TOV GCUUTTOUATOV Gvolag dev &yl petaPAnbel tkavomomrikd, 1 Oepaneio Oa mpénel va dlaxonel. Oa
npémel emiong va AapPdvetar v’ dyv To evOEXOUEVO TNG dloKOTNG TG Bepameiag, epdcov dev
@aivovtal mAéov evoeitelg BepamenTikng dpdonc.

H atopwn avtamdkpion ot rivastigmine dev pmopei va tpoPrepdel. Qotdc0, avénpévo Bepamevtino
amotédecpa elyxe pavel og aobeveic Le vooso tov Parkinson pe pérpia dvota. Opoimg peyaAdtepo
opeloc €xel mapatnpnbei o€ acbeveig e vooo tov Parkinson pe ontikég mopaicOnoeig (PA.
napaypago 5.1).

Agv &xel peletnBet to amotéreoua ¢ dpdong o€ eAeyyoueveg évavtt placebo pedéteg dudpretog Tve
omd 6 pnvec.

Erovévapén e Ogpaneioc

Edv n Bepomevtikn aywyn dokonel Yo meptocdtepeg amd Tpelg pépeg n emavévapén Oa Tpémet va
yiveton pe 1,5 mg 600 popég nuepnoine. O tpocdioptopodg g doong Ba mpénet va yivetal Onmg
TEPLYPAPETAL TTLO TAV®.

Neppwn| Ko nratikn dvsiettovpyio
Agv amarteital Tpocapoyn e docoAoying Yo aceveic pe o £0¢ PETPLOL VEPPIKN 1 NTOTIKA
dvoiettovpyia.

Qo1660, MOy ™G awénuévng £kbBeong Bo Tpémel o€ avTd Tov TANBVGUO Va TPOVVTUL ETAKPIPDS Ot
GLOTAGELS Y10, TOV TPOGOIOPIGUO TNG SOCTG AVAAOYO LLE TNV OTOUIKT AVEKTIKOTNTA, KOODG 01 0oOeveig
HE KAMVIKG CTUAVTIKT VEPPIKT 1 NATIKTY SVCAEITOVPYIO EVOEXETAL VO TAPOVGLAGOVY TEPIGCOTEPEG
docoeapTmdpeveg avemBOHUNTES AVTIOPAGELC.

AcBeveig pe coPapn NIOTIKN AVETAPKELD OEV EX0VV LeAeTnOEl, OTOGO TO TOGIUO S1dAL LN
rivastigmine pmopei vo. yopnynOei o€ avtdv tov TAnbvoud acbevidv vd Ty tpotindbeon oTevic
mapakorlovOnong (BA. mapaypdapovg 4.4 kot 5.2).

Hondratpicdg minBuopog
Aev vdpyel oyeTIKN YpYon g rivastigmine otov madiatpikd TAnbvoud yio ™ Bepancio g vosou
Alzheimer.

4.3  Avrevodcifeg
H yprion avtod tov eoapuakeuTikod Tpoidvtog avievdeikvutal o 0oOeVeic [LE YVOOTH vTepevotcncia

o1 dpacTiky ovcia rivastigmine, e Gila KapPapukd Tapdywya 1} 6€ KOTo10 and 10, £KS0Y0 TOL
avapépovtal oty mapdypoeo 6.1.
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[Tponyovuevo 16TopIKo avTIdpAcE®DY TNG BE0TG EPAPUOYNG KATAdEIKVDOVTOG OOV GAAEPYIKT
deppartitida omd emaen pe Epmiactpo rivastigmine (BA. mapdypoeo 4.4).

4.4  Ew01Kég TPOELOOTOMGELS KON TPOPVAAEEIS KATA TN (p1jon

H ovyvomta kot coPapdtnta Tov avemboumtov ovTidpacemy avEAveL YEVIKE e TIG LEYOADTEPEG
d6c¢ig. Edv n Bepamevtikn aymyr| dtakonel yio mepiocdtepes omd Tpelc HEPeg N emaveévapln Ba mpémet
va yivetal pe 1,5 mg dVvo popég nuepnoiong wote va pelmdel n mbavotnta epedvions avembountov
EVEPYELDV (T.Y. TEPLOTATIKO EUETOV).

Me 10 éumhaotpo rivastigmine gvdéyetal vo, ekdnimBovv depuatikég avidpaoelg 0éong epopproyng, ot
omoieg ovviBmg ivan Nmag 1 pétplag Evroons. Ot avTdpacels avTég dgv amoTeELOVV 0’ €0VTOD TOVG
évdeiEn vepevatcdnoioc. Qotdco, 1 ypromn tov Euniactpov rivastigmine uropei vo mpokaiéoet
oAAepyIKn OeppaTiTION OO ETAQT|.

e mepinton e£Animong TV avTidpdceny BEong paproyng mépa amd to pEYehog Tov EUmAacTPoL 1
evdei&emv mo vtovg Tomikng avtidpaong (.y. eEamiovpevo epudnua, oidnua, PAatideg, Kuotidwn) 1
KOO €AV TO GUUTTOMNOTA OV TAPOVGLALOVY GNUOVTIKY PedTimon evtog 48 mpdv petd v aeaipeon
TOV EUTANGTPOV, TPEMEL VO EEETALETOL TO EVOEYOUEVO OALEPYIKNG SEPUATITIONG OO EMAPT). XE OVTEC
TIG MEPUTTMOELG, TPEMEL VO, dlakomtetan 1) Ogpomeia (BA. Tapdypogo 4.3).

Aocbeveig, o1 omolol mapovoldlovy avtidpacels TN BEONG EPAPLLOYNS TOV VIOONAMVOLY AAAEPYIKT|
depuartitida omd exoen pe Eumiactpo rivastigmine kat ot omoiot eEakorlovboiv va ypetdlovtal
Oepameio pe rivastigmine, 6o mpénet va petafodv oe amd Tov oTOHOTOG Oepaneio pe rivastigmine udvo
UETE 0o pio apvnTikn Sokipacio aAlepyiog Kot KATM amd oTevn 10Tpikn Tapakorovnon. Eival
mBavov pepikoi acbeveic evaucOnTomomuévor otny rivastigmine uetd and £xbeon oe Euniactpo
rivastigmine vo unv pmopodv va Aafovuv rivastigmine o omoladnmote Lopen.

"Exovv yivel ombvieg avapopéc petd tnv Kuklogopia yio acteveic o1 0moiol QVIWHETOTIONY OAAEPYIK
depuaritida (yevikevpévn) katd v xoprynon rivastigmine, ave€aptitog g 0600 yopnynong (omd
TOV GTOMOTOG, OLOEPUIKY). XE QVTEC TIG TEPMTMOELS, 1) Oepamneio O mpémel va dwokomei (BA.
napaypoaeo 4.3).

®a mpémel va divovtat o1 KOTAAANAEG 00NYiec 6TOVE 060EVEIC KOl TOVG PPOVTIOTEC.

[Ipocdropiopodg docoroyiag: Apéomg petd tnv avénomn g d6ong £xovv mapatnpn et avemBounteg
avVTIOPAGELS (.Y, VIEPTOOT Kot TapotcOnoelg oe aceveic e dvoto Alzheimer kot emideivaon Tov
eEOMTUPOUISIKAOV CUUTTOUATOV, 1310iTEPO TOV TPOUO, GE acbeveic e avola mov oyetiletal pe voco
tov Parkinson). [TiBavad pe tn peioon tng 6060A0Yi0g 0LTEG VO VITOX®POVV. TE AAAEG TEPMTMOGCELG, 1|
rivastigmine &yt dtokomel (BA. mapdypago 4.8).

TFaotpeviepikég datapayés, OTmG vavTtio, ERETOG Ko d1dppota ival 6060eEapTOUEVES Kol UTOPEL Vo,
epoavicfovv Waitepa katd v évapén g Bepansiog /Kot Katd v adénomn g docoroyiag (PA.
Tapaypago 4.8). Avtéc ot avemBountec avtidpdoelg eppaviCoviat o cuyvd o€ yovaikeg. Ot acOeveic
7OV TOPOVGIALOVV EVIEIEEIC 1] CUUTTAOUATO APLOATWOOTG, AOY® TOPATETUUEVOL EULETOV 1 SIAPPOLOG,
UTOPOVV VO OVTILETOTIGTOVV E EVOOPAEPLA YOPTYNOT VYPOV Kol LEI®OT TNG dOONG N dLOKOTN TNG
YOPNYNONG AV S1yvOOTEL Kol avTILETOTIOTEL Eykatpa. H apuddtwon uropet vo cucyetiotel pe
coPapéc EMNTOCELG.

O1 acBeveig pe voco Alzheimer umopel va yévouv Bépog. Ot avaoTorelg TG AKETVAOYOAVESTEPAOTG,
ovumeptAapavopevng g rivastigmine, £yovv cvoyeTIoOel e amdAELD BAPOVE GE AVTOVE TOVG
acBeveic. Katd ) didpkeia g ayoyng, To Bapog tov acbevoig Tpénel va Tapakoiovdeitat.

v tepintmon £vovov guétov oyeTilouevov pe T Bepameio pe rivastigmine, wpémetl va yiveTon

KOTOAANAN TPOGAPIOYT TG 00GOA0YIOG OTTMG GLVIGTATAL GTNV TTaPdypapo 4.2. Mepikég TepITTOOELS
€VTOVOL EUETOV GVVILAGTNKAY HE PREN TOV 0160PAaYoL (BA. Tapdypapo 4.8). AVTEG Ol EKONAMGELS
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eaivetol va mapovotdlovral Waitepa PETA amd 0vENGELS TG d0GOAOYING 1] VYNAES HOGELG TNG
rivastigmine.

Amauteital Tpocoyn KoTd TN Yop1yNomn Tng rivastigmine ce aceveic e GOVOPOUO VOGOOVTOG
eAePoOKoupov 1 droTapayic TG KapdloKNg ay@yotnTog (pAefokopPo-KoAmIKOG AmokAEIGUOG,
KOATOKOIMaKOG amokAeiopoc) (PA. mapdypogo 4.8).

H rivastigmine propei va mpokarécel Bpadvkapdia, 1 oroia amotehel mapdyovta KivdHvov yia
TMEPLOTATIKG PUTIO0E1000C TaYLKAPSING, KUPIMG 08 acOEVELS |le TaPAYOVTES KIVODVOL. ZUVIGTATAL
TPOGOoYN o€ 0oBeveic e LYNAGTEPO Kivouvo glpdviong putidoeldovs TayvKapdiag, Yio Tapadety i,
acfeveic pe un avTippomoVUEVN KOPIIOKT] AVETAPKELX, TPOGPATO EUPPOYLLO. LLOKOPOIoV,
Bpadvappubuiec, Tpodidbeon yio vVITOKOALOLIO 1] VTOUOYVNGLOLLIO 1] GLYYOPTYOVUEVO POPHOKEVTIKA
TPOIOVTA TOV Elval YvmoTo OTL TPOoKOAOVVY Topdtact Tov dactipatog QT 1i/kot pimidogidn
tayvkopdia (PA. wapaypaeovg 4.5 ko 4.8).

H rivastigmine evdéyetot va TpoKOAEGEL ALENUEVES EKKPIGELS YOOTPIKOV 0EE0C. ATOLTEITAL TPOGOYN
KOTA TN OEPATEVTIKT OVTILETMOTION 0COEVDV e EVEPYA YASTPIKA EAK 1 €AKT TOL OMIEKAOAKTLAOD 1)
acfevav mov eppavifovv tpodiabeon o€ TETO10 VOGS LOTO.

Ot avaotoAeic yolMveosTtepdong Bo TPEMEL VO GLVTAYOYPUPOVVTOL [LE TPOGOYN € acOeVElS e 16TOPIKO
GoOUATOG 1 OTOPPAKTIKNAG TVEVLOVIKNG VOGOU.

O1 YOAMVOULUNTIKEG EVAOOELG EVOEXETAL VAL ETAYAYOVV 1] VO ETLOEIVOVOLV QUIVOLEVE, OTWS TNV
amdPPAEN 0VPOPOPWV 0OMV KOl TIG EMANTTIKEG KPIGEIS. ZVVIGTATOL TPOGOYN KATH TN BEPATEVLTIKY
OVTETOTIOT 000eVAV e TPodidheon Y1 avtov Tov €Id0VE TO VOCT|LOTA.

‘Eva and 1o ékdoya oto Rivastigmine 1 A Pharma mocipo didlopa givat to Bevioikd vatplo. To
Bevloikd o0&y epebilel og o Pabud to déppa, To LATIH Kol TOV DUEVE TOV BAEVVOYOVOD.

H ypnon g rivastigmine oe acBeveig pe Papid dvola Alzheimer 1 pe dvoto mov oyetiletat pe voco
tov Parkinson, d¢AAovg THmovg dvotag 1 aAdovg Tomovg eacfévnong e pviung (w.y. oxetillopevn pe
v NAkia eEacBEVNON TOV YVOOTIKOV AEITOVPYLDV) deV £xel diepevvnBel, Kot ETOUEV®MS 1| XPTOT) OF
aVTOVG TOLG 0oBeveig dev cuVieTATAL.

Onmg kot o1 GALEG YOAVOUIUNTIKES EVACELG, M| Tivastigmine [mopel Vo EMOEVAOCEL 1} VO ETAYHYEL TO
eEomupopdikd copntopata. ‘Exet topatnpndel emdeivoon (cvunepiappavopévng fpadvkivneiog,
dvokwvnoiag, avouaiiog oto Badiopa) Kot po avénpuévn cuyvotnta 1 6oPapodTnta Tov TPOLOL G
acOeveic pe avola mov oyetiletar pe voco tov Parkinson (BA. mapdypago 4.8). Avtd To TEPLGTATIKA
001 YNoaV G€ JOKOTN TNG rivastigmine g PEPIKES TEPIMTMOGELG (). OOKOTES TG rivastigmine AOY®
toV TpOHoL 1,7% &vavtt 0% e e1KOVIKO QAPHAKO). ZVVICTATOL KAVIKOG EAEYYOG Y10 QVTEG TIG
avemvuUNTES OVTIOPACELS.

E181k6¢ mAnfuopog

Ot acBeveic pe KAVIKA GMUOVTIKT VEQPIKT 1] NTOTIKT SUGAEITOVPYIO EVOEYETOL VO TAPOVCIAGOVV
cofapotepeg avemBounteg avtidopacelg (PA. Tapaypdeovg 4.2 kai 5.2). o Tpémel vo, TPOLVTOL
EMOKPIPAOG 01 GUGTAGELS Y10 TOV TPOGOIOPIGUO TNG dOONG AVALOYO LLE TNV OTOUIKT] AVEKTIKOTNTAL.
Acbeveig pue coPapn nratikr Suvcieitovpyio dev Exovv peketndel. QotoG0, N rivastigmine pumopei va
yopnynOei o€ avtov TOV TANOLGUO 0GOEVOY Kot amatteital oTEVH TapaKolovOnom.

AcBeveig e copatikd Papoc kdtm amd 50 kg evoéyeTon vo ToPOLGLAGOVY EVIOVOTEPES AVETIOVUNTEC
OVTIOPAGELS KOl EXOVV TEPLoGHTEPEG THAVOTNTESG OO G TNG Bepameiog Ady® avemBounTmv
avTdploemv.

To Rivastigmine 1 A Pharma mepiéyet Bevioikd dAag Kot vatplo

Avto 10 PappokevTikd TPoidy TepEel 1 mg Pevioikod vatpiov o kO Ml OGOV SaddpoToC.
AvTo 10 PapROKELTIKO TPOiOV TTEPLE)XEL AydTEPO 0td 1 mmol vatpiov (23 mg) oe kGO ml oGO0V
StoAdpatog, ivol avtd wov ovopdlovpe «eAevBepo vatpiovm.
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45  Aliemopacerg pe GALO QUPUOKEVTIKA TPOIOVTA Kol GAAeg popPEis ailnleniopacng

Q¢ avaoToléag YOMVESTEPAOTG, M Tivastigmine evOEYETAL VO EVIGYVOEL TN OpAoN T®V
LLOYOAQPOTIKAV TOTOL GOVKIVUAOYOAMVNG KaTd TN S1dpKeld Tng avarctnciog. Zuviotdtol Tpocoyn
TNV EMAOYN TOV ovolsOnTikdv Tapaydviev. [1iBavh Tpocappoyn g 0060A0YI0C | TPOCWPIV
dtakomn g Bepomeiag, pmopel va eetacovv edv yperdletTat.

E& aitiog tov @oplaKodVVOUIKAV TNG EVEPYELDY KoL TIOUVOV COPEVTIKOV EVEPYELMV, 1) rivastigmine
dev mpémet va cuyyopnyeital pe GAe yolvouuntikég ovoieg. H rivastigmine evdéyston va ennpedost
1 6paiomn TOV AVTIYOAVEPYIKADV PUPUUKEVTIKOV TPOTOVTOV (7.). o&vPovtuvivn, ToATepOdivn).

ZOPEVTIKEC EVEPYELEG TTOV 001 YOUV GE Bpadvkapdia (1 omoia Pwopel va 00N yNOEL GE GVYKOTT|)
&yovv avapepbei e T cuvovacpEVT xpIoT S10EOp®VY PTo AVUGTOAE®V (GLUTEPIACUPAVOUEVTG
™G atevOAOANG) kot TG rivastigmine. Ot kapdioyyetakoi frta avaoToAelg avapévetat va
oyetilovton pe Tov vYNAOTEPO Kivduvo, aAAd Exovv emiong AneOel avapopés o acbeveic mov
AapBavovv aAlovg Prita avactoAels. Zuvenmg, Oa mpémel va epappoletal Tposoyn Kotd Tov
ovvdvaoud g rivastigmine pe prta avactoleig kat dAlovg Tapdyovteg Ppadvkapdiog (1.
katnyopiag 11 avtioppuduikol wapdyovies, avTayoVvIoTEG SLOA®Y 0oPEcTion, YAVKOGION TNg
SOKTLATIOOC, TAoKaPTivT).

Kabdc n Bpadvkapdio aroteriel Tapdyovia Kivdhvov yio TV ELOAVIOT] pUTd0Ed0VG Tayvkapdiog
(torsades de pointes), o cvvdvacudg Tng rivastigmine pe EoPUOKELTIKG TPOIOVTA TOV EMPEPOVY
PUTIS0ELDN TOyLKOPSia OTMG TO AVTIYVY®GIKA ONA. optopéveg pavobetaliveg (yYAwpompopalivn,
AePompopalivn), ot Peviopideg (covAmPidn, GOVATOTPION, OUIGOVATPION, TImPidT|, Pepaiimpion),
mpolion, dpomePLdOAT], GLGATPION, GLTAAOTPALT, SIQatLaViAn, EpuBpopvkiv E®, ahopavtpivn,
ploraotivn, pebaddvn, mevrapdivny Kot po&rprolacivn Ba mpémetl va mapatnpeiton e TPOGOYN Kot
gVOEYETOL VO oateitan KAvikn Tapakorovdnon (HKT).

Agv &xovv Tapatnpn el pappokokvnTikés aAnAemidpdoelg petald tng rivastigmine Kot dryo&ivig,
Bappapivne, dwalemaung 1 olovoletivng o pedéteg mov Eywvay pe vyteig ebelovtéc. H avénon tov
xpovov Tpobpopfivng mov mpoxkaireital amod tn Papeapivn dev ennpedletol amd Tn yopRyNnon
rivastigmine. Agv éyovv mapatnpndel Svopeveic eTOPACELS GTN KOPIOKT AYOYILOTNTA VOTEPA ATd TN
ouyyopnynon oryo&ivng kot rivastigmine.

opeova pe to petafolopd g, epeavifeTor amiBovo to evogyoUevo LETABOAMKOV AAANAETIOPACE®DY
HE GALO QOPUOKEVTIKE TPOIdVTA, OV Ko 1) rivastigmine pumopet vo avacTEAAEL TO HETAROMGHO GAL®DY
0VGIMV, 0 07010 AaUPAavEL YDPO He TN HEGOAAPNON TS POVTVPLAOYOAIVEGTEPAOTS.

46 TovipétnTa, KOO KO yorovyia

Kvnon

e kvopopovvta {ma, n rivastigmine ko ot petaforiteg dwamépacay Tov mhakovvta. Agv gival
YVOG6To €4V avTd Tapovcldletal katl otov dvOpmmo. Agv dlatibevtol KAMvika ded0UEVH GYETIKA LE
£xBeom KOTA TNV EYKLHOGUVT. Xe PEAETEG TTEPLYEVVITIKNG / LETAYEVVITIKNG OVATTTUENG OV £YVOV GE
emipvec, TapatnpnOnke avénuévn didpketo kvopopiag. H rivastigmine dev mpémetl va ypnoiomoteito
KOTA TN O18PpKELN TNG EYKVHOGUVIG EKTOG €GV €ival cap®g amapaitnTo.

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

amekkpiveTatl 6To avOpomivo yéia. IV avtd 10 AdY0, 01 Yuvaikeg mov Aoufdavouy rivastigmine, 6gv Oa
npénel va OnAdalovv.

Tovipétmta

Xe emipoeg dgv TopatnpHONKoV ETWOPACGEIS GTN YOVILOTNTO 1] TNV OVATUPOY®YIKT TKOVOTNTA
(BA. mapdypapo 5.3). Ot emdpdoelc Tng rivastigmine TV avOpOITIVY YOVILOTNTO OEV EIVOL YVOOTEG.
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4.7 Emopacelg 6TV tKavOTITO 001]YN61)S KOl XEIPIGHOD P ovipndToy

H véc0o¢ tov Alzheimer pnopei va, TpokaAésel oTadlokn aupAvven e kavotnTag Yo 0dnynomn 1 va
SLOKVPEVGEL TNV TKOVOTNTO XEPIGHOL pnyavnudtov. EmmAéov, n rivastigmine uropei va Tpokoiécel
CaAn kot vvnido, kopiog katd tnv Evapén g Bepaneiog 1 kaTd TV avénon g SocoAoyiog.
Tuvendg, 1 rivastigmine &yet pikpn 1 pétpla enidpacn oty KavOTNTO 081 yNoNG KAl YEPIGUOD
pnyovnudtov. o to Adyo avtd, Ba tpénet va yivetor cuyxv] a&loAdyn o g KavdTnTog Yo 001y o
KoL YEPIGUO TOADTAOK®V Unyovnudtov acdevav pe dvota mov Aapfdavovy Bepameio pe rivastigmine
oamd 1o Begpdmovia 1Tpod.

4.8 AvemOounteg evépyeleg

Hepiinyn tov Tpoeil aceaieiag

Ot o ovyva avapepopeveg avembounteg evépyeieg (AE) etvar ol yootpevtepicég
ocvpmeprhapBavopévns g vavtiog (38%) kot Tov épetov (23%), 1diaitepa KoTd TN SLOpKELD TNG
TITAOOOTNONG. ZTIG KAMVIKEG LEAETEC PAVNKE OTL O1 YuvaikeG aoOeVEIC elval mepLocdTEPO gvaicONTEC
amo TOVG Appevec 0obeveig oTIC AvemIBOUNTES EVEPYELEC OO TO YOOTPEVTEPIKO KOl OTNV OTMAELN,

Bapovg.

AloTo avemBouUNT®V EVEPYELMV GE LOPOT) TiVaKa

O avemBOunteg evépyeteg otov [ivaka 1 kot [Tivaka 2 givat katoyeypappéveg cOUE®VO e TO
oVoTNUA 0PYAVOV KoL TV Kotnyopia cvyvomtog oto MedDRA. Ot katnyopieg cuyvotntog
kaBopilovtor ypnoiponotmdvtag Tov €ENG Kavova: ToAD cvyvég (>1/10), cuyvég (>1/100 éwg <1/10),
oyt ovyvés (>1/1.000 €mg <1/100), omdvieg (>1/10.000 £émg <1/1.000), Todd ordvies (<1/10.000), pn
YVooTég (bev pmopovv va ektiunBovv pe Baon to dtbécia dedopéva).

Ot akdhovBec avemBOuNTES EVEPYELES, TOL TaLIvopoUVTAL 6TOV TTapakdate [ivaka 1, éxovv
ovyKevTpobel og acBeveig mov Aappavovy Bepomeia yia T voco tov Alzheimer pe rivastigmine.

Mivaxog 1

AOLAOEELS KOL TAPUCITMOGCELS

[ToAD omdvieg

AodEEIC TOV OVLPOTOINTIKOD

Atapoyés Tov PETUPOMGHOD KOl TG

Opymg

[ToAb cuyvég Avope&ia

SuyvEC Mewwpévn peén

Mn yvootéc Apuddtmon
Yoyuatpikég owatapayés

XuyvEg Avnovyia

Xoyvég Zoyyovon

Zoyvég Avyyocg

Yuyvég Eopuikteg

Oy ovyvég Admvia

Oy ovyvég Kotdolwym

[ToAd omdvieg HopoarcOnoelg

Mn yvootég EmfetikdtnTa, avnovyio
AWTapayES TOV VELPIKOD GUCTIIATOG

[ToAd cuyvéc Z&n

Yuyvég [Movoképaiog

SuyvEg Yrvniia

Xoyvég Tpdpog

Oy ovyvég Zvykomn

YTAVIEC Envinzmrikn kpion

[ToAb omdvieg

E&omupapdikd copmtopata (copmepthopuBavouévng
g emdeivoong g voésou tov Parkinson)
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Koapdwokéc dwatapayés
YAViES
[ToA¥ omavieg

2mn0dyym

Koapdwakn appoduia (m.y. Bpadvkapdia,
KOATIOKOIAOKOG OTOKAEIGLOC, KOATIKY LOPHLOPLYN
KoL ToVKopdion)

Mn yvooTég 2Hvdpouo vosovvtog prefokouov
Ayyerokég draTapayés
[ToAd omdvieg Ynéptoon
AWTapay{S TOV YUOTPEVTEPIKOD
GULOGTILOTOG
[ToAd cuyvéc Noavtia
[ToAb cvyvég "Epetog
[ToAd cuyvéc Avdppora
Xoyvég Kot\akdg movog Kot dvomeyio
ETAVIEG Toaotpikd Kot dmdEKASAKTUAIKO EAKOG

[ToAb omdvieg
[ToA¥ omavieg
Mn yvooTég

laoctpevtepikn apoppayio
[Maykpeatitida
Mepikéc TEPIMTOCEL EVTIOVOL EUETOL GLVOVACTNKOV

ue pnén tov owwoayov (PA. mapdypopo 4.4)

AwTapayég TOL NTATOS KUl TOV
XOANQOp®V

Oy ovyvég

Mn yvootég

AvEnuéveg TIHEG OTIC NTOTIKEG SOKIUOGTES
Hratitido

AWTopoyés TOV OEPUATOS KUL TOV
V006pPLOV 16TOV

Suyvég Yrepidpooio

Ymivieg E&avOnpa

Mn yvootéc Kvnoudc, adlepykn depuatitidn (didyvtn)
I'evikég d10TOPUYES KO KOTUGTAGELS TG
0800 yopiiynong

SuyvEC Konwon kot advvapio

Xuyvég Kaxovyia

Oy ovyvég [Ttdon
Hopaxivikéc eEetdosig

Yuyvéc Anoieia Bapovg

Ot ax6AovBeg emmpocheteg avtidpaoelg Egovy mTopatnpnoel pe to Sadeppkd EPTAacTpa
pactiypivng: mapainpnua, mopetia, petmpévn 0pesn, akpaTeld oVPOV (GUYVES), WUYOKIVITIKY|
VIEPOPOTTNPLOTNTA (OYL GLYVEG), EpVON UM, KVIO®OT|, KVGTIOW, AALEPYIKT deppoTiTdn, (U YVOOTEG).
O mivakog 2 deiyvel TIc avemBuunTeg avTIOPACELS TOVL AVaPEPONKOY 08 KAVIKEC LEAETEG TTOV
de&nydnkav og acbeveic e dvola mov oyetileton pe voco tov Parkinson ot omoiot ékavav Bepamneia

e rivastigmine KonyoKioL.

Mivokag 2

Awtopoyés Tov PETUPOAMGHOD KOl TNG

Opiymg
Yuyvég Mewopévn 6peén
Yuyvég Apuddtoon
Yopotpikés drotapayés
Yuyvég Avnvia
Xuyvécg Avyyocg
Yvyvég Avnovuyia
Suyvég Ontucn yevdaicOnon
Yuyvég Katdbiym
Mn yvootég EmfetikdtnTa
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A Tapay{S TOV VELPLKOV GLUCTHIATOC
[ToAd cuyvéc Tpoéuog
SoyvEg Z4ahn
Xoyvég Yrvniio
Yuyvég IMovoképaiog
SuyvEC Noéooc tov Parkinson (emdeivoon)
Xoyvég Bpoadvkivnoia
Zoyvég Avokivnoio
Xuyvécg Yroxwnoio
Xoyvég Znueio odovtmTol TPOYOD
Oy ovyvég Avctovia
Kapowkéc dwatapayég
SuyvEG Bpodvkapdia
Oy ovyvég KoAmikn poppopoyn
Oy ovyvég KoAmokotMoKkog 0moKAEIGHOG
Mn yvooTég >Hvdpouo vooohvtog prefokouov
Ayyerokég druTapayés
Zoyvég Ynéptoon
Oy ovyvég Yrotoon
AWTapay{S TOL YUGTPEVTEPIKOD
GULOTILATOG
[ToAd cuyvéc Novrtia
[ToAd cuyvéc "Epetog
SuyvEg Aldppota
Xoyvég Kothakog movog kat dvomeyio,
Zoyvég Yrepékkpion GlEAOL
AwTapayég TOL NTATOS KUl TOV
XOANQPOp®V
Mn yvootég Hrotitda
AwTapoyég TOV dEPRATOG KAl TOV
VT0O6PLOV 16TOV
Suyvég Yrepidpooia
Mn yvootég Alepyn depuatitida (dudyvtn)
I'evikéc droTapayés KOL KATAGTAGELS TG
0909 yopriynong
[ToAd cuyvéc [Ttcdon
Zuyvég Konwon kot e&acbévion
SuyvEC Awtapoyéc Tov Badicporog
Tuyveg Badiopa Parkinson

H axolovbn emmpochetn avemBountn evépyela Exovv mapatnpndei oe pia pelétn oe aoeveic pe
dvota mwov oyetileton e vooo tov Parkinson ot omoiot ékavay Oepomeia e S1OOEPLUKA EUTAACTPO
rivastigmine: 8iéygpon (cuyvécg).

O zivaxog 3 Kataypdaeetl Tov apldpod Kot T0 ToG0oTo TV actevdv amd v idia perétn 24-gfoopddwv
o€ acbeveig pe dvola mov oyetileton pe voso tov Parkinson ot omoiot ékavov Oepomeio pe
rivastigmine, pe mpoxafopiopéva avemBuunta cupPapaTa To 0Toio UToPEl Vo, avTavakAiohy
EMOEIVOOT TOV TOPKIVGOVIKOV GUUTTOUATOV.

Mivokag 3

IpoxkaBopispive avemOOunTe csvppapote Ta oroia Rivastigmine | Eikoviko @appoko
NTOPEL VO OVTUVEKAOVY ETBEIVOGT TOV n (%) n (%)
TUPKIVGOVIKAV COUTTONATOV 6€ 0.60gveic pe avora
oV oyeTileTon pue T voco Tov Parkinson

362 (100)
99 (27,3)

179 (100)
28 (15,6)

20voho aoBevav Tov pereTnONnKav
XHvoro acbevav ue Tpokabopiouévec A.E.
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IpokaBopropéva avemOOunto soppfapato to owoia Rivastigmine | Ewkoviko @appoko
NTOPEL VO OVTUVOKAOVY EMOEIVOGT TOV n (%o) n (%)
TUPKIVGOVIKAOV COUTTONATOV 6€ 060eveic pe avora

oV oyeTileTon pg TN voco Tov Parkinson

Tpopog 37 (10,2) 7(3,9)
IMthon 21 (5,8) 11 (6,1)
Nocog tov Parkinson (emdeivwon) 12(3,3) 2(1,1)
Yrepékkpion GLEAOL 5(1,4) 0
Avoxwvnoia 5(1,4) 1(0,6)
Iopkiveoviopdg 8(2,2) 1(0,6)
Yrokwnoio 1(0,3) 0
Awrtopoyéc kivnong 1(0,3) 0
Bpadvkivnoia 9(2,5) 3(1,7)
Avoetovia 3(0,8) 1(0,6)
Mn @ucioloyikodg fnuatiopds 5(1,4) 0
Mvikn dvokapyio 1(0,3) 0
Awtapayn 160ppomiog 3(0,8) 2 (1,1
MvuockeAeTIKT SvoKapyia 3(0,8) 0
Piyn 1(0,3) 0
Kuwnrtikn dvolettovpyia 1(0,3) 0

Avapopd mhavoAoyovueveov ovemfOunT@v EVEPYELOV

H avagopd mbovoroyobuevov avemBounTmv evepyelmv PETA amd T Yopnynon &delog KukAopopiog
TOV QUPUAKEVTIKOV TPOIdVTOG elvar onpovTikh. Emitpénet T cuveyn mapakolovdnon e oyEong
0PEALOVC-KIVOVVOV TOV QUPUAKEVTIKOD TPOIOVTOC. ZNTEiTaL 0O TOVE EMOYYEAATIEG VYELNG VO
aVAPEPOVY OTOLEGONTOTE TOOVOLOYOVUEVES OVETIOVUNTEG EVEPYEIEG LEGH TOL EBVIKOV GUGTAUATOG
avapopdg tov avaypdeetatl oto [apdptnua V.
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ZVUTTAOUOTO
Ta mepiocdTEP TEPIOTATIKG TLYOIAG VTEPPAGTC TNG S0cOAOYiNG dEV GVVOOEVOVTAV LE KAVIKA onpeio

1 COUTTONOTA, EVO GYEOOV OAOL 01 EUTAEKOEVOL 00Deveig cuvéyioay T Bepameia i rivastigmine
24 ®peg petd v vépPoon g docoroyiog.

"Exetl avapepbei yolvepykn To&koloyio e LOVOKAPIVIKG CUUTTMLOTO TO 0010 TOPATPOOVTOL UE
petpiov Babupod dniAntmpidceic OTmg oo, EEayn, TENTIKEG SIATUPUYEG CUUTEPIAAUPOVOUEV®V TOV
KOIAMOKOV GAYOLGC, TNG VALTING, TOL EUETOL Kal TNS ddppotac, Tng Ppadvkapdiog, Tov Bpoyyosmaciol
KoL TOV 0VENUEVOV BPoyyIKOV eKKPIcE®V, TNG VITEPLOP®GING, TN 0KOVGLOG 0VPNONG KAUM
aPOSEVOTG, TNG dAKPHPPOLAS, TNG VITOTUCTG KOl TNG VIEPEKKPLONG GLEAOV.

Xe meP1ocOTEPO GOPUPEC TEPMMTMOELG UTOPEL VO avaTTUYHOVV VIKOTIVIKEG EMOPACELS OTMG LVIKN
aduVaLio, 0KOVGLEG PVTKEG CUOTIAGELS, KPIGELS KOl OVOTVELGTIKT] aVOKOTY| e mhavn potpaio EkPao.

EmnpochHeta £xovv mapovslactel HETA TV KuKAOQOpia TOL TPOidVTOoC TeptoTatikd (AANG, TpOHOV,
KeEPAAAAYIOG, VITIVNALOG, GLYYVTIKNG KATAGTOONG, VIEPTOUCTG, TOPOICONGELS Kal aicOnpo KoKovyiog.

Awryeipion

Agdopévov 6Tt 0 xpovog nuiceiog Long g rivastigmine 6to TAdoua givar mepimov 1 dpa Kot
SUIPKELD OVALGTOANG TNG AKETVAOYOAVESTEPAOTG €tV TTEPiMOV 9 dpec, o€ TEPIMTOGELG
OCVUTTOUOTIKNG VTEPIOCOAOYIOG CLVIGTATAL VO LN XopNyeital GAAN dOo™ TG rivastigmine yio Tig
akolovbec 24 dpec. Xe vrepdocoroyio Tov cuvodevETaL 0o Popid vavTio Kot ueto, Oa Tpénel va
e€etaletan To EVOEYOUEVO YOPNYNONG OVTIEUETIKOV. ZOURTOUOTIKY Oepameio yio GALES avemBounTeg
avTIdpacelg Oa mpémetl va yopnyeital OTmC omatteitot.
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e vrépuetpn veepdocoroyia pmopel va yopnynel atpomivy. Zvviotdton apyikn 66om 0,03 mg/kg
Beuknc atpomivng og evooPAEPLa xoprynom, akolovBovuevn and enopeveg dOGEIS e Paor TV
KAMvikn avtoamnokpion. H xprorn ckomorlapiving og avtiddtov SV GUVIGTATOL.

5. ®APMAKOAOI'TKEXZ IAIOTHTEXZ
51 ®@appoxodvvopikis 1010TNTES

DopLaKOOEPATEVTIKY] KATNYOPIO: YOYOOVOANTTIKA, AVACTOAENS YoAveESTEPAONG, KOdKOG ATC:
NO06DAO3.

H rivastigmine givat évag avaoToALas TNG OKETVLAO-KOL BOVTVPVAYOMVESTEPAGNC KAPPUUIKOD TOTOV,
IOV TGTEVETOL OTL FLEVKOAVVEL TN YOAVEPYIKT VELPOSLaPifacn emPpadhvovios TNV amotkodounon
NG OKETLAOYOAIVIG TTOV amEAELOEPDVETAL OO OGOVG YOAVEPYIKOVG VEVPMVES SLOTNPOVV TN
Aettovpyotntd tove. ‘Etot, n rivastigmine evoéyetar va £xetl fEATIOTIKN dpdiorn 6E YVOSLoKd
gMeipparta yoAMvePYIKNG HecOAGPNong oty dvola oyetilopuevn ue tn voco Alzheimer kot ) vOG0
tov Parkinson.

H rivastigmine aAANAemidpd pe T EvELUA-GTOYOVE TNG oyYNLaTilovTag GUUTAOKO OHOOTOAKOD
OECUOV, LE OMOTEAEGLO, TNV TPOCOPIVY adpavoroinon Tv eviduwy. e veaponc vyieic avlpamoug,
pio amwd Tov oTopaTog 6001 3 mg pewdvel T dpdion g aketvAoxoivestepdong (AChE) oto
gykeparovotioio vypod katd mepinov 40% eviog tov tpodtev 1,5 opdv petd ) yopnynon. H
SpacTIKOTNTO TOV EVIDLOV EMOVEPYETAL GTO, OPYIKE TNG EMimeda Tepimov 9 dpeg petd TV enitevén Tov
LEYIGTOV 0vVOGTOATIKOD amoteléopatoc. Xe acbeveic pe Noco Alzheimer, ) avaotodn tg AChE 610
gykeparovoTioio vypd amd v rivastigmine Ntav docoeEaptdpevn Emg ta, 6 mg yopnyoduevn dvo
QOpPEG Mepnoime, mov eival kot 1 péytotn 06omn mov &xel dokipactel. H avaotodn tg dpdong g
BovtupvAyorivecsTEPAONG OTO EYKEQPAAOV®TIOIO VYPO 14 acbevav pe Noco Alzheimer pe oywyn pe
rivastigmine ftov opota pe avtn g AChE.

Khvikéc Meléteg oty dvota tng vécov Alzheimer

H amotekeopatikotnta g rivastigmine £yt kKotaderyOel pe ) xpnon puodv aveaptntov, yio
GLYKEKPEVOLG TOUELS epYarei®V 0EL0AOYNONG TOV 0&loAOYNONKAY 0VA TEPLOSIKE O1OGTHUATA OTN
dupkela Tov eEaunviciov BepanenTiKdV TEPLOd®V. ZTa epyaiein avTd cuumepthappdvovtat: 1
ADAS-Cog (Alzheimer’s Disease Assessment Scale - Cognitive subscale, wa doxipocio pe paon v
0163001, TOL arOTEAEL HETPO TG YVOOTIKNG Agttovpyiag), n CIBIC-Plus (Clinician’s Interview Based
Impression of Change-Plus, pua 7Anpng olikn a&loddynon tov acbevoids amd tov 1otpd, 6mov
AopBavovtot v’ Oy ototyeia Tov divovral omd to dropo mov epovtilet Tov acBevny) kKor 1 PDS
(Progressive Deterioration Scale, pwo a&loAdynon and 1o dropo mov ppovtilel Tov achevn Tav
dpactnprotiTOV g kadnpepvig {ong otig onoieg GUUTEPIAQLPBAVOVTOL ) TPOCMTIKY VYLEWVT, 1|
AN TPOPNG, TO VTIVGILO, 01 SOVAELEG TOV VOIKOKLPLOD OTTMG T YMVLA, 1 SLOTPNON TNG IKOVOTNTOG
TPOCAVATOMGLOD 6TO TEPPAALOV, KAOMDC Kol 1) GUUUETOYN OE dPAGTNPIOTNTEG TTOL GYETILOVTOL UE TNV
KAvOTNTO YEPIGHOV YPNUAT®V K.AT.).

Ot acBeveic mov peretnOnkav etyov Pabuoroyioc MMSE (E&étaon EAdyiotns-Nontikrg Katdotaong)
10-24.

Ta GUYKEVIPOTIKA OTOTELEGUATO TTOV AVOPEPOVTAL GTOVG 0.60eVEIG 01 00101 EMESEIENY KMVIKDG
ONUOVTIKT] AVTOTOKPLOT, OT®G OV TA TPOEKVY AV OTtd TIG 2 HEAETEG LE EVTPOCAPLOGTY H0GOAOYIN AT
T1G 3 Pacikég mOAVKEVTPIKEG LEAETEC dLaPKELNG 26 EBSOUAO®V 0 0GOEVELS Y10 TNV AT £OC UETPIOC
cofapn dvowa eni vooov Alzheimer mapovcialovtor otov tapakdto [Mivaxa 4. KAwvikd onpovtiky
Beitioon o avtéc T1g pedétec opiotnke a apriori @¢ 1 Peltioon og TovAdyioTov 4 onueia otV
ADAS-Cog, Beltioon otnv CIBIC-Plus 1 tovAdyiotov 10% PeAtioon ot PDS.

Emumpdcbeta, évog petémeita opiopog g aviamdkpiong mapovotdletal atov idto mivaxa. O devtepog
0PLoUOC TNG avTamokplong Tpobmobétel Pedtimon o 4 onueia 1 tepiocdtepa oty ADAS-Cog, kopud
emdeivwon otnv CIBIC-Plus kot kapud emdeivoon ot PDS. H péon mpaypatiki nuepnoia d6om yio
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OVTOVG TTOL AVTOTOKPIVOVTAL GTIV Opada TV 6-12 mg, cOUPOVA [LE aVTOV TOV Oploud, ftav 9,3 mg.
Eivar onpoavtikd va onpelndel 6Tt o1 kKAipaKeg Tov ypnopomodnkay e avtiyv Ty voedn
TOWKIAALOLV KOl GUEGEC GUYKPIGELS TOV ATOTEAEGLLATOV Y10 SOPOPETIKOVS BEPATEVTIKOVC TAPAYOVTES

dev €yovv 16yD.

Mivaxog 4
AocOgveic pg KMvikd onuovtikn avrarokpion(%)
[pb60eon Yo Ogpaneia Ae€ayoyn Televtaiog
TOPOTNPNONG
METpo avTamoKpLong Rivastigmine | Ewoviko Rivastigmine Ewoviko
6-12 mg PapproKo 6-12 mg PapproKo
N=473 N=472 N=379 N=444
ADAS-Cog: Bektimon og 21*** 12 25%** 12
TovAdyiotov 4 onueio
CIBIC-Plus: Bektimon 29*** 18 32%** 19
PDS: Beitimon TovAdyiotov KoTd 26*** 17 30*** 18
10%
Behtioon tovAdyiotov og 4 onueia 10* 6 12** 6
ot ADAS-Cog yopic emdeivmon
ot CIBIC-Plus kat otn PDS

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

Khwvicéc uehétec oty dvola mov oyetileton pe tn voso tov Parkinson

H oanoteleopatikdtnTa TG rivastigmine otnv dvola wov oyetiletat pe tn vocso tov Parkinson éxet
amodelytel o€ pa 24-gfSoUAd®mY TOAVKEVTPIKT], SITAN-TVEAT, ELEYYOUEVN UE EIKOVIKO QAPLOKO
apykn HEAETN Kol oty avolyth 24-eBdouddwv pdon eméktaong tg. Ot acOeveig mov cuppeteiyav o
ooty ™ perén etyav fabporoyio MMSE (E&étaon EAdyiotng-Nontikng Katdotaong) 10-24. H
OTOTEAEGHATIKOTNTO £XEL OOdELYTEL e TN Yp1|oT 000 aveEapTNTOV KAUAK®OV 01 OTTOlES
a&10A0YOVVTOV GE TOKTH YPOVIKG S00THLLOTO KATE T O1dpKEL TG 6-Unvng meptddov Bepameiog 0mmg
eaiveton otov [livaka 5 mapakdtm: to ADAS-Cog, 1 H€Tpnomn g yvooTIKNnG Aettovpyiog Kot m
ovvoAikn pétpnon ADCS-CGIC (Alzheimer’s Disease Cooperative Study-Clinician’s Global

Impression of Change).

Mivaxog 5

Avowa mov oyeTileTon pe ADAS-Cog ADAS-Cog ADCS-CGIC | ADCS-CGIC

TN v6o0 Tov Parkinson Rivastigmine Eikoviké Rivastigmine Ewkoviké

QOPLOKO OOPLUKO

ITT + RDO ntAn0vopog (n=329) (n=161) (n=329) (n=165)

Méon Ty avageopdg + SD 23,8 +£10,2 243+10,5 | Asvepapuodletar Agv
epappoleton

Méon aAlayn oTig

24 gBdonddec £ SD 2,1+82 -0,7+£75 3814 43+15

Awpopd TPOGUPHOGUEVIG 2,88! Agv gpapudletan

Oepameiog

p-value évavti gtkovikon <0,001! 0,0072

QOPUAKOV

ITT - LOCF ahin6vepég (n=287) (n=154) (n=289) (n=158)

Méon Ty avaeopdg £ SD | 24,0+ 10,3 24,5 + 10,6 Agv epappdleton Agv
epoppoletor

Méon oAhayn oTig

24 eBdonddeg £ SD 25+84 -08+75 3,7+x14 43+15

Alopopd TPOGAPUOGLEVTG 3,54! Agv epappdletan

Oepameiog

p-value évavtt eicovikon <0,001* <0,0012

QOPUAKOV
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1 ANCOVA e m Bepameio kat ) xdpa ¢ Tapdyovte kot v apyikh tiu; ADAS-Cog og
cupupeTafAnToTNTa. Mo BeTik] odhayn vodekviel Pertioon.
2 TTapovotalovtot ot péceg TIpég Yo Stevkoivvon. H avélvon tov katnyopikdv dedopéveov
TpaypoTomomOnke pe tn ypron g dokaciag van Elteren
ITT: Intention-To-Treat: [Ip6Beon ywo Oepancio, RDO: Retreived Drop Outs: AvaxtnBeiceg

amoovpoelg, LOCF: Last Observation Carried Forward: Tekevtaio mapatipnon tov tpowdndnke

[Mapdro mov 1 Bepamevtikn dpdomn anodeiydnke oe 6A0 ToV TANOLVGUO TNG LEAETNG, TO DESOUEVA
VTOONADVOUV OTL TO LEYOADTEPO BEPATEVTIKO ATOTELECLLO GE GYECT] LE TO EIKOVIKO QAPLLOKO PAVIKE
oTNV vokaTnyopia acbevav pe uétpio dvola mov oyetileton pe voco tov Parkinson. Opoing o
UEYOAVTEPO OEPATELTIKG OMOTEAEGLO, TOPOTNPNOTKE GE AVTOVG TOVG AGHEVEIC LE OTTIKEG

naparcOnoeis (BA. IMivaka 6).

[Tivokag 6

Avola Tov oyetileTon pe ADAS-Cog ADAS-Cog ADAS-Cog ADAS-Cog

voc6o Tov Parkinson Rivastigmine Ewoviko Rivastigmine Ewoviko
QOPULOKO POPLOKO

AocOgveig pe omTikég AcOgveig yopic onTikég
naparcOncseig napaicOnoelg

ITT + RDO ©tAn0vopog (n=107) (n=60) (n=220) (n=101)

Méon T avoeopdg + SD 25499 274+10,4 23,1+10,4 225+10,1

Méon aAlayn oTig

24 eBdonddec + SD 1,0£9.2 -2,1+£83 26+76 0,1+6,9

A10pOpd TPOGAPLOGHEVIC 4,27 2,09!

Oepamneiog

p-value évavTtt gikovikoy 0,002! 0,015*

QPAPLEKOV

AocOeveig pe pétpra avora
(MMSE 10-17)

AocOgveig pe Mma avola
(MMSE 18-24)

ITT + RDO minOuopég

Méon T avageopdg + SD
M¢éon aAlayn oTig

24 gBdopadec = SD
Awopopd TpOGAPUOGLEVTS
Oepameiog

p-value évavtt gicovikon
QOPUAKOV

(n=87) (n=44)
32,6+10,4 33,7+10,3
26+94 -18+7,.2
4,73
0,002*

(n=237) (n=115)
20,6 +7,9 20,7+7,9
1,9+77 02+75
2,14
0,010

1 ANCOVA e m Bepameio kat ) ydpa og mapdyovieg kot v apyikn tiu; ADAS-Cog og
ooppetafantotnta. Mo Oetikn aAdayr vrodeikvoel Bertioon.
ITT: Intention-To-Treat: TIp6Beon Yo Bepancio, RDO: Retreived Drop Outs: Avaxtbeioeg

OTOGUPCELS

O Evponaikdg Opyoviopog Qoapudkmy Exel dOGEL OmaAAXyN amd TNV VTOYPEMGT] VITOPOANC TV
mOTEAEOUATOV TOV HEAETOV pe T rivastigmine ce OAEC TIC VITOKATIYOPIES TOV TOUSIOTPLKOD
mnBuopov oty Bepaneio g dvolog Alzheimer kot dvolag og acBeveic pe 1610mabn voGo Tov
Parkinson (BA. mopdypago 4.2 yio TANpoQopiec GYETIKA LE TNV TOUdLOTPIKN ¥P1IoN).

52  ®oppoxokiviTIKEG 1010TNTES

Amoppdonon

H rivastigmine amoppo@dtot Tay€wns Kot TANP®G. Ot PEYIGTEG GUYKEVIPAOOEL TNG GTO TAACLUA
EMTVYYAVOVTOL €VTOG | dpag mepimov. Qg anotédespo Tng aAANAeTidpacng TG rivastigmine pe to
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évlopo-otoy0, n avénon g Prodiabecyuotntog ivar avénuévn katd nepinov 1,5 popd og chykpion
pe exeivn mwov avapévetor pe Paon v avénon g d66onc. H andAivtn Prodiobeciudtnra votepa amod
pia d6om tv 3 mg etvon mepimov 36% £13%. H yopnynon mocov dwoedvpoatog rivastigmine pali pe
10 QayNTo kafvotepel TV amoppdPNoN (tmax) Katd 74 Aentd, evd peudvel TNV Cmax Kotd 43% Kot
av&aver v AUC «katd mepimov 9%.

Kotavopn
H mpwrteivikn déopevon tng rivastigmine gival 6€ 1060610 mtepimov 40%. Awomepva €dkoAa TOv

OLULOTEYKEPUAIKO Payud Kot Exel @ovopevViKd dyko katavouns petaéy 1,8 war 2,7 I/kg.

Biopetaoymuotiopdc

H rivastigmine petafoAiletot Toyémg Kot ektevag (xpovog nueeiog (ong oto TAdopo tepimov 1 dpa),
Kuplog LES® VOPOAVOTG PE LEGOAAPNOT YOAMVEGTEPAGTG, TTPOG TOV ATOKOPPAULVAIOUEVO LeTAPOALTT).
In vitro, o petaforitng avtdg avacTELAEL TNV OKETLAOXOAVESTEPAOT| O€ TTEPLOPIoUEVO Pabud (<10%).

Bdoet pehetdv in Vitro, dev avapuéveTor QapUoKOKIVITIKY GAANAETIBpOOT e POPUOKEVTIKGE TPOIOVTAL
nov petaporilovton amd to akdrovba 16oévivpa kutoypopdtov: CYPLA2, CYP2D6, CYP3A4/5,
CYP2E1, CYP2C9, CYP2C8, CYP2C19 ® CYP2B6. Zoupwva, pe evoci&elg amd peréteg mov £yvay
o€ melpapatoélma, ta peiova 1oévivpo Tov kutoypodpotog P450 ehdyiota evéyovtal 6To
petafoiioud g rivastigmine. H olikr| ké0apon tng rivastigmine and 10 TAAGHO TOV TEPITOV

130 1/h petd v evéoeAéPia yopriynomn d6ong 0,2 mg, eved peiwdnke og 70 1/h petd v evooeAéPia
xopfiynon d6ong 2,7 mg.

Amofoin

10, 00pa 0V aveVPioKeTAL OUETAPAN TN rivastigmine. H veppikn amékkpion T@v peTofoAltdv givor
Booiky 086G amopdkpuVeHg Tovg. Y oTepa amd TN yopiynon rivastigmine podiosmonpoouévng pe HC,
1 QTEKKPLON OO TOVG VEPPOVG NTAV Tayeln Kot ovo1aoTikd TANpNG (>90%) evtoc 24 wpdv. [locootd
younAotepo amd 1o 1% g yopnyovuevng d6omG amekkpivetal 6ta KOnpava. Agv mapotnpeiton
GLGGMPELOT TNG rivastigmine 1 TOL oToKapPapLAIOUEVOL peTaPolritn tng o acheveic pe Noco
Alzheimer.

Mio TAnBvopiaK EopUOKOKIVITIKY avaAvor kaTédelse OTL 1) ¥p1om VIKOTIVIG dLEAVEL TV atd TOL
oTop0Tog KaBapon g rivastigmine katd 23% oe acbeveic pe vooo Alzheimer’s (N=75 komviotég Kot
549 un komviotég) €metta omd d6oelg rivastigmine amd Tov oToOpATOG KoaKiov mc Kot 12 mg/muépa.

Hlxiopévog mainfuoudc

MoAovoTti | frodiabecyotnTa TG rivastigmine givat LeyoADTEPT 0 NAMKIOUEVOLG TOPA GE VEAPOVG
vylelc eBelovtég, pnedéteg oe aobeveic e voco Alzheimer nlkiog petagd 50 kot 92 etdv dev £dei&av
petafoin g Prodabeciudmrag pe v nAKia.

BeBapnuévn nratkn Asttovpyia

H Cmax g rivastigmine fjtav nepinov 60% vynAidtepn ko 1 AUC g rivastigmine ftav
VIEPOITAAGLO GE ATOUA [E NI £0C PETPLA EMPAPVVON TNG NTATIKNG AELTOLPYiaG amd OTL GE VYN
dTopo.

BeBapnuévn veppikn Aettovpyia

H Cmax kou 1 AUC g rivastigmine ntov vrepdmAdoleg o€ dtopa pe pérpra emPapouvon e
VEQPIKNC Aettovpyiag cuykpivopevn pe vy aropa. Iavtog dev mapatnpndnkav ariayéc otn Cmax
ka1 ot AUC g rivastigmine 6€ dtopo pe copapn extapuveon tng VEPPIKNG AetTovpyiog.

5.3 Ipoxivikd dgdopéva Yo TNV 0.6QALELN

Meléteg T0EIKOTNTOC ETOVOALAUPOVOUEVOV dOGEMV GE EMIPVEG, TOVTIKOVG KOl GKDAOVG ATOKAAVY OV
LUOVo eMOPACELG GUVOEONEVEG LLE VITEPPOAKT PAPUAKOAOYIKT dpdor). Agv mapotnpOnke kapio ToEkn
dpdion 610 Gpyavo-oTdHY0. TG LEAETEC G€ TTEpaaTOl®a dev emTELYON KAV TO TEPIODPLO ACPAAEING
®¢ TPog TNV avlpdmvn €kBect, LOY® NG VAIGHNGIOG TOV TEPAUATIKOV LOVTELDY TOV

PN OOTOM ONKAV.
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H rivastigmine dgv gixe petahda&loyovo dpaon oe pio oelpd amd TOTIKEG doKipacies in Vitro kat in
Vivo, pe povn e€aipeon pio SOKUAGIN YPOUOCOUNTIKOV EKTOTLOV TOL £YIVE GE OVOPOTIVA TEPLPEPIKE
AeppokvTTapa, og doon 10% popéc peyadvtepn amd tn péyiom) khviky éxOson. H in vivo dokipacio
piKpomupvev fTav apvntikn. O koprog petaforitng NAP226-90 dev mopovcioce eniong dvvapkod
YOVIOL0TOEIKOTNTOG,

Agv Bpébnkav evdeilelc KapKivoydvou dpacnc 6€ LEAETEC TOV £YVAV GE TOVTIKOVG KOl ETIUVEG IE TN
pEYIGTN avekt] 660m, TapoAo oL 1 kBeon o rivastigmine Kot Tovg peTafoliteg Tne NTav
YopnAdtepn amod v €kbeon otov avOpwmo. Otav £yve KavoviKoToinoTn ¢ TPOS TV EMPAVELN
ompaTog, 1 £kbeon ot rivastigmine Kot ToVG UETABOAITEG TNG NTAV TEPITOV 1G0SVVAUN TPOG TN
LEYIOTN GUVIGTAOUEVN MHepNoLa d6oM Yia Tov dvBpmmo, mov gival 12 mg/muépa. [lavimg, g chyKpion
LE TN péytotn 06om oTov AvOpmmo, EKEIvN TOV EMITEVYONKE GTO TEPALATOL MO NTAV TEPITOV
eEamldota.

2ta mepapatolma, 1 rivastigmine SloumePVA TOV TAOKOVVTO KOl AEKKPIVETOL 0TO YaAo. MeAéteg pe
omd TOV GTOUATOG YOPNYNOT GE KLOPOPOVVTES ONAVKOVG EMIHVES KOl KOVIKAOVG dEV 0G0V VOEiEELg
mBavig TepATOYOVOL dpAcT|C TNG rivastigmine. L& amd TOV GTOUOTOG LEAETES LLE OPCEVIKOVG KO
OnAvkotg emipveg, dev TapoatnpRONKay eMOPACELS TNG rivastigmine 6T YOVILOTNTA 1 TV aVATTLEN
TOV EUPPVOV lTE GTN UNTPIKN YEVED EITE GTOVE OTOYOVOLG TNG.

e po LeAETN pe KovikAovg Tavtomomnke 1 duvnTikoTTe VOGS ITov gpebicuod ota
uatio/Prevvoyodvoug tng rivastigmine.

6. OAPMAKEYTIKEX IAHPO®OPIEX

6.1 Koataroyog ekdoywv

- Bev{oiké vatpro

- Kutpkd o&o

- Kupikod vétpro

- Kitpwvo kivorivng WS ypwotikn (E104)

- KaBapod vepod

6.2 Aocvpparotnreg

Agv epoppdletar.

6.3 Awdpkero Lomg

3 ypdvia.

To Rivastigmine 1 A Pharma 2 mg/ml nécipo didlvpa tpénel va ypnoiponoteitol eviog 1 unvog omd
TO GvOLypa TNG PLAANG.

6.4 Idwitepeg TpoPuAAEELS KOTA T @VALAEN TOV TPOTOVTOG

Mn gpuvAdooete og Oegppokpacio peyolvtepn Tov 30°C. Mnv yiyete 1 KatayOyeTe.

Na pvidooetar o€ opbia BEom.

6.5 ®@Von Ko GLOTUTIKE TOV TEPLEKTN

[MoptokaAidypovv elaridio amd yvaii tomov 11, pe komdkt acealeiog, GTAYOVOUETPO Kot
avtoevbuypapulouevo noua. @aridio tov 50 ml i tov 120 ml. To wécyo didAvua cvokevaletot

pali pe pio SOGUETPIKT GUPLYYH HECH GE TAUGTIKO KUAIVOPIKO TEPLEKTT).
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6.6 Idwitepeg TPOPLLAEELS ATOPPLYNS KO AALOGS YEIPLGIOG

H moc6tta Tov dteAdpotog mov £xel optobel and Tov yiotpo Ha Tpémel va apoipeitat omd To PlaAidlo
pe  Pondeta tng SocETPIKNG cVPLYYOS OV TopEyeTal Lol

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

1 A Pharma GmbH

Industriestral3e 18

83607 Holzkirchen

T'eppoavia

8. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/09/585/017

EU/1/09/585/018

9. HMEPOMHNIA ITPQTHY EI'KPIXHX/ANANEQYHY. THX AAEIAX
Hugepounvia mpdtng éyxpiong: 11/12/2009

Huepounvia tpdtng avavémong: 19/08/2014

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPOPOPIES VI TO TOPOV PUPUOKEVTIKO TPOioV gival d100éciueg 6ToV SIKTLAKO TOTO
tov Evponaikod Opyoavicpod @apudkov: http://www.ema.europa.eu.
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ITAPAPTHMA 11

ITAPAXKEYAXTHX(EYX) YIIEYOYNOXZ(OI) I'TA THN AIIOAEEMEYXZH
TQN ITAPTIAQN

OPOI'H IEPIOPIEMOI XXETIKA ME TH AIAOEXH KAI TH XPHXH
AAAQOI OPOI KAI AITAITHXZEIX THX AAEIAYX KYKAO®OPIAX

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

Ovopa kat d1evfuven tov(tmwv) TopackevoastH(®V) ToL gival vtevhuvoc(o) yio TNV aT0dEGUEVCT] TV
TaPTId @V

2KANPa kawaxio pue (erativo
Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Iomavia

Novartis Pharma GmbH
Roonstrasse 25

90429 Nuremberg
I'eppoavia

[Tocwo ddivpua
Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nuremberg
T'eppovia

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes 764,
08013 Barcelona

Iomavia

270 £VIUTIO POAAO 0JNYIOV XPHONG TOV PAPUAKEVLTIKOD TPOIOVTOC TPETEL VAL OVALYPAPETOL TO OVOLLL
Kot 1 31e0BVuvoT TOL TAPACKELOGTN TOL Elvar VIEHOVVOG Y10 TNV ATOOEGUEVCT] TG CYETIKNG TAPTIOAG.

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

DopUAKELTIKO TPOTOV Y10 TO OTOI0 OMUITEITAL «TEPLOPIGUEVIY LOTPIKT] CLVTAYT KOl TO 0010
npoopiletar yia yprion oe cuykekpiuévoug e&edikevpuévoug topeic (BA. Mapdaptnpa I: TlepiAnyn tov
Xapaxmpiotikdv tov [poidvtog, mapdypapoc 4.2).

I AAAOI OPOI KAI AITAITHZEIX THX AAEJIAY KYKAO®OPIAX

2votuo PopUaKoETaypOTYNONS

O katoyog g Adetog Kuhopopiag mpémet va Sloc@aricel 6Tt vTAPYEL GHOTN O
QOPUOKOETOYpOTYNONG, OGS TapovstdleTatl oto Mépog 1.8.1 g Altnong yio Adsia Kvkiopopiag,
KoL Aettovpyel Tpv 10 Tpoidv TomobetnBel oV ayopd Kot Yol 6G0 ¥pdvo To TPoidv ypnoiponoteital.

Ex0éoeic meprodiknc mapokorovdnone tne ocedieoc (PSURS)
O kbdxhog PSUR tov Rivastigmine 1 A Pharma givat evappovicpévog Le autodv Tov Tpoiovtog
avapopdg Exelon, émg 6tov oprotel dropopetikd.

A.  OPOI'H HEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEXMATIKH
XPHZIH TOY ®APMAKEYTIKOY ITPOIONTOX

Agv epappdletar.
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2xédio dlayeipiong kivdvvou (ZAK)

O Karoyog Adelag Kvkiopopiog (KAK) Ba die&aydyet Tig amaitodIeVeS SpacTnploOTNTES Kol
TOPEUPACEL PAPLOKOETAYPVTVIOTG 0TS Tapovcidlovtal 6to cupupovndév XAK mov
mopovctdletar oty evotnta 1.8.2 g adetog KukhoPopiag Kol 0TolecdNToTE EMUKOAOVOES
gyKekpléveg ovabempnoeig tov ZAK.

‘Eva emcaipormompévo LAK Oa npénet va katotedet:

. Metd and aitnpo tov Evporaikod Opyaviopuotd @oappdkmv,

. OnoTtedNmoTE TPOTOMOLEITAL TO GVGTNUA SLOYEIPLONC KIVOHVOD, EOIKE MG ATOTELEGLO ANYNG
VE®V TANPOPOPIDOV TOV HTOPOVV VOl EMOEPOVY CNUAVTIKN AAAAYT OTI GYECT] 0PEALOVS-KIVODVOL
N ®O¢ ATOTEAEG LA TNG EMITEVENG EVOG OTLLOVTIKOV OPOGTLLOV (POPUOKOETOYPOTVIION 1
glaiotomoinon Kvévvov).

Edév n voPoin pag PSUR ko n emkaiponoinon tov ZAK coumintovy, dbvatar va katotedovv
TOVTOYPOVAL.
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ITAPAPTHMA IIT

EINNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH

37



ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTIT'IA KYYEAH AIIO ALU/PVC

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Rivastigmine 1 A Pharma 1,5 mg cxAnpd xoydxio

rivastigmine (wg 6&wvo Tpuyikd drog)

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

Ka0e xoydxio mepiéyet 1,5 mg rivastigmine (g 6&vo tpuykd GA0C).

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 oKAnpd Koo
56 oKkAnpd koyaxio
112 cridnpd kayaxKio

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

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

Amo6 Tov 6TOHOTOC XPION.

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

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

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

| 8.  HMEPOMHNIA AHEHE

AHEH

9. EIAIKEX XYNOHKEYX OYAAEHX

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

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

1 A Pharma GmbH
Industriestralie 18
83607 Holzkirchen
Teppovia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

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

13.  APIOMOZX ITAPTIAAX

IToaptida

14. TENIKH KATATAZH I'lA TH AIAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LTPIKY CLVTOYT.

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Rivastigmine 1 A Pharma 1,5 mg

17.  MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AISAIAZTATOE TPAMMQTOX
KQAIKAX (2D)

A16d100T0TOG YPOUU®TOS KOdKAS (2D) Tov pépet Tov Tepn@BivTa LoVAdIKO avayVOPLOTIKO
K®OUKO.

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

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

KYWYEAH AITIO ALU/PVC

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Rivastigmine 1 A Pharma 1,5 mg oxAnpd koydxio

rivastigmine (g 6&wo tpuyikd dhog)

‘ 2. ONOMA KATOXOY THX AAETAY KYKAO®OPIAX

1 A Pharma GmbH

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA YTOIXEIA

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

KOYTIT'IA KYYEAH AIIO ALU/PVC

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Rivastigmine 1 A Pharma 3 mg cxAnpd xayaxio

rivastigmine (wg 6&wvo Tpuyikd drog)

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

Kabe xoydxio mepiéyet 3 mg rivastigmine (og 6&vo Tpuykd GANC).

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 oKAnpd Koo
56 oKkAnpd koyaxio
112 cridnpd kayaxKio

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

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

Amo6 Tov 6TOHOTOC XPION.

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

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

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

| 8.  HMEPOMHNIA AHEHE

AHEH

9. EIAIKEX XYNOHKEYX OYAAEHX

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

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

1 A Pharma GmbH
Industriestralie 18
83607 Holzkirchen
Teppovia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

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

13.  APIOMOZX ITAPTIAAX

IToaptida

14. TENIKH KATATAZH I'lA TH AIAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LOTPIKT) CLVTOYT.

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Rivastigmine 1 A Pharma 3 mg

17.  MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AISAIAZTATOE TPAMMQTOX
KQAIKAX (2D)

A16d100T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov meptineBévta LovadiKo avayvmpLoTIKO
K®OUKO.

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

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

KYWYEAH AITIO ALU/PVC

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Rivastigmine 1 A Pharma 3 mg oxAnpd kaydxio

rivastigmine (g 6&wo Tpuyikd dhog)

‘ 2. ONOMA KATOXOY THX AAETAY KYKAO®OPIAX

1 A Pharma GmbH

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA YTOIXEIA

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

KOYTIT'IA KYYEAH AIIO ALU/PVC

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Rivastigmine 1 A Pharma 4,5 mg cxAnpd xoydxio

rivastigmine (wg 6&wvo Tpuyikd drog)

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

Ka0e xoydxio mepiéyet 4,5 mg rivastigmine (g 6&vo tpuykod GA0C).

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 oKAnpd Koo
56 oKkAnpd koyaxio
112 cridnpd kayaxKio

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

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

Amo6 Tov 6TOHOTOC XPION.

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

Na pvidooetar o€ 0éom, TV onoia dev Tpoceyyilovy kot dev PAETOVY Ta, TOLOAL.

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

| 8.  HMEPOMHNIA AHEHE

AHEH

9. EIAIKEX XYNOHKEYX OYAAEHX

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

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

1 A Pharma GmbH
Industriestralie 18
83607 Holzkirchen
Teppovia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

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

13.  APIOMOZX ITAPTIAAX

IToaptida

14. TENIKH KATATAZH I'lA TH AIAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LTPIKY CLVTOYT.

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Rivastigmine 1 A Pharma 4,5 mg

17.  MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AISAIAZTATOE TPAMMQTOX
KQAIKAX (2D)

A16d100T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov meptineBévta LovadiKo avoyvmpLoTIKO
K®OUKO.

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

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

KYWYEAH AITIO ALU/PVC

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Rivastigmine 1 A Pharma 4,5 mg oxAnpd koydxio

rivastigmine (g 6&wo tpuyikd dhog)

‘ 2. ONOMA KATOXOY THX AAETAY KYKAO®OPIAX

1 A Pharma GmbH

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA YTOIXEIA

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

KOYTIT'IA KYYEAH AIIO ALU/PVC

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Rivastigmine 1 A Pharma 6 mg cxAnpd xaydxio

rivastigmine (g 6&wvo tpoyikd dAag)

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

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

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 oKAnpd Koo
56 oKkAnpd koyaxio
112 cridnpd kayaxKio

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

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

Amo6 Tov 6TOHOTOC XPION.

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

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

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

| 8.  HMEPOMHNIA AHEHE

AHEH

9. EIAIKEX XYNOHKEYX OYAAEHX

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

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

1 A Pharma GmbH
Industriestralie 18
83607 Holzkirchen
Teppovia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

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

13.  APIOMOZX ITAPTIAAX

IToaptida

14. TENIKH KATATAZH I'lA TH AIAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LTPIKY CLVTOYT.

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Rivastigmine 1 A Pharma 6 mg

17.  MONAAIKOX ANAINQPIZTIKOX KQAIKOX — AISAIAZTATOE TPAMMQTOX
KQAIKAX (2D)

A16d100T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov meptineBévta LovadiKo avoyvmpLoTIKO
K®OUKO.

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

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

KYWYEAH AITIO ALU/PVC

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Rivastigmine 1 A Pharma 6 mg oxAnpd kaydxio

rivastigmine (g 6&wo Tpuyikd dhog)

‘ 2. ONOMA KATOXOY THX AAETAY KYKAO®OPIAX

1 A Pharma GmbH

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA YTOIXEIA

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

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

1. ONOMAZXIA TOY ®APMAKEYTIKOY ITPOIONTOX

Rivastigmine 1 A Pharma 2 mg/ml nécipo didiopa

rivastigmine (wg 6&wvo tpuyikd dhog)

2. LYNOEXIH XE APAXTIKH(EX) OYZIA(EY)

KdéBe ml mepiéyet 2 mg rivastigmine (og 6&wvo tpuyikd dAag).

3. KATAAOI'OX EKAOXQN

[epéyer Pevioixd vatpio (E 211). BA. 10 pOALO 03NY1OV Y10 TEPIGGOTEPES TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

50 ml tooo ddAvpa
120 ml woéoyLo didAvu

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To QUALO 0INYIDV YoM TPV AT TN YP1ION.

Amo tov 6TdHOTOC XPNON.

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

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

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

‘ 8. HMEPOMHNIA AHEHX

AHEH

Metd to dvorypa: 1 uivag
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9. EIAIKEX XYNOHKEYX OYAAZEHX

Mn puAdooete og Beppokpacio peyalvtepn tov 30°C. Mnv yoyeTe 1 KaTayOyETE.
Na puAdooetatl o 6pOia Bon).

10. IAIAITEPEX IPO®YAAEEIX I'lA THN ATIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKOQN MMPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI ATIIO AYTA, E@OXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOQY THX AAEIAYX KYKAO®OPIAX

1 A Pharma GmbH
Industriestralie 18
83607 Holzkirchen
Teppovia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

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

13.  APIOMOZX ITAPTIAAX

ITaptida

14. TENIKH KATATAZH I'lA TH AIAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LTPIKT CLVTOYT.

| 15. OAHTIEX XPHEZHY

‘ 16. TIAHPO®OPIEX XE BRAILLE

Movo yia to kovti:
Rivastigmine 1 A Pharma 2 mg/ml

17.  MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AISAIAZTATOEZ TPAMMQTOX
KQAIKAX (2D)

Movo yia o kovti:

A163100T0TOG YPOUU®TOS KOdKag (2D) mov pépet Tov meptineBévta LovadiKo avoyvmpPLoTIKO
KOOUKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

Movo yia o kovti:

PC
SN
NN
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B. ®YAAO OAHI'TQN XPHXHX
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®viro ooV rpiong: IIAnpogopiss yio Tov a60evi|

Rivastigmine 1 A Pharma 1,5 mg oxAinpd koydxuo,
Rivastigmine 1 A Pharma 3 mg okinpa koydaxia.
Rivastigmine 1 A Pharma 4,5 mg okinpa xoydaxuo,
Rivastigmine 1 A Pharma 6 mg ekinpa koyaxio.
rivastigmine

AP aoTE TPOGEKTIKA OLOKANPO TO PVAAO 0ONYLOV YP1ONGS TPLY UPYIGETE VU TAIPVETE AVTO TO

QPOaPLAKO, OLOTL TEPAAUPAVEL CNUAVTIKES TANPOPOPIES Y10, GUC.

- DdoArdEte avTd TO PUALO 0N YOV YpRoTS. Towg ypelaotel va To dafdoete Eava.

- Edv éxete mepartépo amopieg, poINGTE TOV Y10TPO 1] TOV QAPLAKOTOLO GOG.

- H ocvvtoyn v avtd 10 apurako xopnynonke amokAEIGTIKA Y10 6aG. Aev TPEMEL V. ODCETE TO
QApLOKO 6€ AAAOVG. Mmopel var Tovg TpokaAETEL PAAPN, KOO Kot OTAV TO GUUTTOUOTA TG
acBéveldg Tovg giva 1010 pe T Sk Gog.

- Edv mapatnpnoete kdmoto avemBOunTn evEPYELD, EVILEPDOTE TOV YLUTPO 1 TOV PAPLOKOTOLD
coc. Avto 1oydeL Kot Yo KaOe mhovn avemBOunTn evEpYELD TOV OV AVUPEPETOL GTO TAPOV
@OALO 0dMy1BV ypriong. BAére mapdypagpo 4.

T ePLEYEL TO0 TAPOV GUALO 00N YLOV

T etvon To Rivastigmine 1 A Pharma kot o givo 1 yprion tov
T npénerl va yvopilete npv mépete 1o Rivastigmine 1 A Pharma
[Tog va Tapete To Rivastigmine 1 A Pharma

[TBavég avemBountec evépyetleg

i va pvidcoete to Rivastigmine 1 A Pharma

[epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

s E

1. T eivan To Rivastigmine 1 A Pharma kot wowa givon ) ypiion tov
To dpactikd cuotatiko Tov Rivastigmine 1 A Pharma givou 1y rivastigmine.

H Rivastigmineaviket o€ o opddo 0OLGLOY TOV OVOUALOVTOL OVAGTOAELS TNG YOMVEGTEPAGNG. €
aobeveic pe dvora Alzheimer 1 e dvota Aoym g vosov tov Parkinson, opiouéva vevpikd kotTopo
TOV EYKEPAAOV VEKPOVOVTOL, LE ATOTEAEGLO VO LELOVOVTOL TO EMITEdD TNG VELPOIAPIPAGTIKNG
0VGiaG AKETVAOYXOAIVIG (Lo OVGiR TOV EMTPENEL TNV EMKOWVOVIO TOV EYKEQOAMKAOV KUTTAP®V LETAED
tovg). H dpdion g Rivastigmine cuvictatotl 6Ty avastoAn Tov evOOI®VY Tov TpoKaAohv d1dcmao
TNG OKETLAOYOAIVIG: AKETVAOYOAVESTEPAOT] KOl fOVTVPVAOYOAIVEGTEPAGT). ME TNV OVUGTOAT OVTMV
tov evidumv, to Rivastigmine 1 A Pharma kafiotd duvat tv adénon Tov ETmédmv aKeTVAOYOAIVIG
GTOV EYKEPAAO, CUUPAALOVTOG GTOV TEPIOPICUO TOV GLUTTOUATOV TNG VOGOoL Alzheimer kot tng
dvotag mov oyetiletar pe ™ vdéoo tov Parkinson.

To Rivastigmine 1 A Pharma ypnoomoteiton yio t Bepaneio tg Nmog wg pétplog fapdtnrog
dvolag Alzheimer oe evijhikeg acbeveic, Log TpoodevTIKG EMOEVOVUEVTG EYKEPUAIKNG SOTAPAYNS,
7OV ENNPEALEL GTASIAKE TN VAT, TN SLOVONTIKY IKAVOTNTA KOl T1 GUUTEPIPOPA. Ta KoydKio Kot To
OGO S1dAV L, LITopovV va yproomomBovy kot yio T Oepaneio dvolag o€ evidikeg acbeveig Tov
ndoyovv amd TN voco tov Parkinson.

2. Tvnpéner va yvopilete mpiv wapete To Rivastigmine 1 A Pharma

Mnyv napete 10 Rivastigmine 1 A Pharma

- og mepintmwon aliepyiog ot rivastigmine (to dpaotikd cvotatikd tov Rivastigmine 1 A
Pharma) 1} og omo108Mmote GALO 016 TO GLOTOUTIKA AVTOV TOV PAPUAKOL (OVAPEPOVTOL GTIV
napypao 6).

- €av elyate 010 TapeABOV dEPUOTIKY AVTIOPOOT) TOV LTOSNA®VE GAAEPYIKT OEPUATITION ALTTO
EMOLOTN e rivastigmine.

54



Edv avtod 1oydet yio. €6d¢, evnuepdoTte Tov yoTpd cog Ko unv mapete to Rivastigmine 1 A Pharma.

IIpog1d0mToU|oELS KO TPOPUAGEELS

AmevBuvbeite oToV Yi0Tpo Gog Tpv Tapete o Rivastigmine 1 A Pharma

- Edv &yete M eiyote moT€ aKkavOVIGTOVG N APYOVS KOPILOKOVS TAALOVG

- Edv éxete M elyoate moté evepyd €AKOG GTOUAYOV.

- Edv éxete M elyate moté duokorieg otnv ovpnon.

- Edv &yete M eiyote m0T€ EMANTTIKOOG GTAGHLOVG,.

- Edv éxete M elyate moté dobuo 1 cofapn mddnon Tov avarvenoTIKov.

- Edv éxete 1 elyate moté droTapayévn veepikn Aettovpyia.

- Edv &yete M eiyote moté datapayévi NroTiky AEtTovpyia.

- Edv vropépete amd tpépovio.

- Edv éxete younio Bapog cdpatog.

- Edav avtipetonilete yaotpeviepicég avtidpacelg 6mwg aicOnuo adiabesiog (vavtia), adiabdecia
(épetog) xar d1appota. Mmopel va mapovciactel 0puddT®on (ATOAEL TOALDY VYPOV) £V
nmapatadel o ELETOC Kat 1) dLdppola.

Edv xdmo1o amd ta wo mavm 1oyvEL Yio €64G, 0 YIoTpog cag Ba Tpémel va cog TapakoAovbel o otevad
Yo 660 S1aoTnpa B TOipVETE AVTO TO PAPLLOKO.

Edv 6ev mparte to Rivastigmine 1 A Pharma yio mepiocdtepeg omd Tpelg HEPES, Unv Tapete TNV
EMOLLEVT OGN UEXPL VO LUANGETE [LE TOV Y1OTPO GOC.

Howd ko éenpor
Agv vmépyet oxetikn xpnon Tov Rivastigmine 1 A Pharma otov naudiotpucd minbouopd yuo
Oepaneio g vocov Alzheimer.

Alho @appoxa ko Rivastigmine 1 A Pharma
Evnuepoote Tov y10tpd 1 1OV @OpUOKOTOW0 oo 4V maipvete, £xeTe TPOGPOTA TAPEL 1) pitopel va
TOPETE AAAOL QAPLLOKOL.

To Rivastigmine 1 A Pharma dev npémnel va yopnyeitatl tavtdypova Pe GAAL PAPLOKE, TTOL EXOVV
mapopola dpdon pe to Rivastigmine 1 A Pharma. To Rivastigmine 1 A Pharma gvdéyetot va
mopeUPaivel 6To avIOAVEPYIKH GAPUAKN (PAPLAKO TOV XPNCUYLOTOIOVVTOL Y10 TV OVOKOVPIoT| TV
OTIOGU®V 1] TOV KOMKOEWMV OAYDYV TOL GTOUGYOL, Yio TNV Bepaneia Tng vocov tov Parkinson 1 yia
TPOAN YT TNG VaUTING TOV TAEOTOV).

To Rivastigmine 1 A Pharma dev mpémet va. yopnyeitol tautdypova pe LETOKAOTPAuion (Eva eapuoKo
IOV YPTCILOTOIELTAL Y10, VO 0VAKOLPIGEL 1] VO TapeUTodicel vavTia kot £ueto). H Afym avtdv tev dvo
eapuakov padi evééyetal va TpokarEécel TPoPALOTA OTMS SVCKAYIN 6TA AKPO KOl TPOLO GTa
YEPLOL.

Av mpokertal va Kavete gyyeipnon evod naipvete Rivastigmine 1 A Pharma, evnuepdote tov yuotpd
coc Tpwv cag yopnynoel avarsOnoia yiati to Rivastigmine 1 A Pharma pmopet va emdsivmoet ta
OTOTELECLLOTA LEPIKDY LVOYOANPOTIKAOV KATE T S10pKELR TNG avolcOnociag.

Emdeixvidete mpocoyn kotd ) Ayn tov Rivastigmine 1 A Pharma poli pe frito avoaotodeic
(phppoka 6TOG M ATEVOAOAN TOL YPNCUYLOTOLEITAL Y10 TV OVTILETMICT) TNG VAEPTUCNG, TNG

o Bayyng Kot GAlev Kapdrok®v TpofAnudatov). H Aqyn kot tov dbo eapudkov poli o propodoe
va TPoKOAESEL TPOPAHOTA OGS 1) EMPPASLVGT TOL Kapdiakoh puBuov (Bpadvkapdic) Tov odnyel oe
AmoBvupio 1) andAEL0 GUVEIDNOTG.

Kinon, Onhaopoc ko yovipétnra

Edv elote éyxvog 1 Onidlete, vopilete 6TL pmopel va giote £yKvog 1) 6Yed1alETE VA ATOKTHOETE MO,
{ntote ) GLUPOVAN TOL Y1ATPOD | TOV PUPLOKOTOLOV GOG TPV TAPETE AVTO TO PAPLLOKO.
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Edv elote éykvog, To 09EAN amd ™ yprion tov Rivastigmine 1 A Pharma npénet va a&loroynfovv og
oyxéon e Tig mBaVEG GUVETEIEG GTO OyEVVNTO Todi 6. Ao TPEMEL Vo ATOPEVYETHL 1] YPNOT TOV
Rivastigmine 1 A Pharma katd tnv kOnon, £ktoc €dv kpbei amoAbTo¢ amopaitnTo.

Aev mpémet va Onralete katd ™ didpkela g Bepameiog pe to Rivastigmine 1 A Pharma.

001yNoN Kot YEPIGUOS POV LATOV

O ywatpog oag Oa Gog EVIEPDTEL EGV 1) TAONGOT GOG, GOG EXTPETEL VoL 0dNyEiTe 1 va, xepilecte
unyovnuato pe ooedieia. To Rivastigmine 1 A Pharma pmopei va mpoxoiéset (aAn kot vvnida
Kupimg oto Eexivnuo g aymyng 1 0tav avEdvetal 1 06on. Edv aucBavieite {dAn 1 vovnAia, punv
00T YNGETE, YEIPIOTEITE UNYOVALLOTA 1] KAVETE OTOLAONTOTE AAAT SPUCTNPLOTNTA 1) OTTOI0, ATTALTEL TNV
TPOGOYT GUG.

3. Iog va mapete 1o Rivastigmine 1 A Pharma

[Tavrtote va maipvete To PAPUOKO ALTO aVOTNPE COLPOVO LE TIG 001YiEG TOV YloTpoL cag. Edv &xete
auPBoMES, pMTAGTE TOV YIATPO 1) TOV POPLOKOTOLO GOG.

og va Eekivijoete T Ogpaneia

O ywtpog oag Ba cog cuatnost T doon Rivastigmine 1 A Pharma mov 0o mtépete.

. H Bepancio Eekvael cvvnBog pe o yapnin 66omn.

. O ywTpog oag B avéncetl 6TadlaKd T 600T GaG AVAAOYA, LLE TIV AVTATOKPIOT GO GTIV OLYMY].
. H vyniotepn 660om mov pmopei va d00el eivar 6 mg 000 Qopég TNV Nuépal.

O ywatpog cag Ba eAéyyetl TakTIKA £6v TO EAPLOKO Elval OTOTEAECUATIKO Yia £66G. O yiatpds cag Ha
mapakorovdel emiong o fapog cag 660 TAIPVETE ALTO TO PAPLAKO.

Edv dev mpate to Rivastigmine 1 A Pharma yia nepiocdtepeg and Tpelg LEPES, Unv mAPETE TNV
EMOLEVT 0OGT HEYPL VO LWANGETE [LE TOV Y1UTPO GOG.

ANy TOL PUPRAKOV

. Evnuepoote to dtopo mov cog epovtilel 61t maipvete Rivastigmine 1 A Pharma.

. I'o va oeeinBeite mpénetl va maipvete 10 eapUaKd cog kdbe pépa.

. Aoppavete o Rivastigmine 1 A Pharma dvo @opéc v nuépa, o mpwi kot to fpadv, e To
PaynTo.

. Kotanivete ta kaydkio oAOKANpa pe €va vypo.

. Mnyv avoiyete 1 6106TATE TA KAWAKLOL.

Edv napete peyardtepn 06on Rivastigmine 1 A Pharma amé tnv kavoviki

Av kot Aabog mpate peyadvtepn 066 amd CLTH TOV EXPETE, EVIUEPDCTE TOV Y10TpO Goc. Mmopel
va arortnOsi 1Tpikn epovtida. Le pepikong avlp®d@movg Tov kKatd AdBog Tpav TOAD peydin
nocotnta Rivastigmine 1 A Pharma mapatnpnfnke aicbnuo adiabeciog (vavtia), adibdecio (€petog),
dlappota, VYNAN aptnplokn mieon kot wapoicstnoets. [Iibavov emiong va mapovslactel apydg
KopdLoKOC TaAUOS Kat Altodupia.

Eav Eeydoete va mapete To Rivastigmine 1 A Pharma
Av Egydoate va Tapete o 000N, TEPWEVETE Kot TAPTE TNV emdpevT 600om Rivastigmine 1 A Pharma

o™ cvvnOepévn dpa. Mnv mhpeTe SITAN SOOT Y10 VO AVATANPAOCETE T 00T oL EEYAOATE.

Edv éxete meplocdTepeg EpMTNOELS OYETIKA LLE TN YPNOT AVTOV TOV QUPUAKOV, POTAGTE TOV Y1OTPO 1)
TOV POPUUKOTOL0 GOG.
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4, MBavég avemBOUNTES EVEPYELEG

Onwc 6Ma Ta paproKa, £T61 Kol 0VTO TO PAPLAKO UTOPEL VO TPOKAAEGEL OVEMOVOUNTEG EVEPYELES, AV
Kot 6gv TOPOVGLALoVTaL GE OAOVE TOVG AvOPMTOLC.

Evdeyopévmg vo ellpaviceTe TOPEVEPYELEG TTLO CLYVA OTAV EEKIVATE TO PAPLLOKO 1 OTOV 1) 000N
avénbel. Zuvnbowcg, o1 mapevépyeteg Ba eEacbevicovy otadiokd kabmg o opyavicuds cag Ba cuvnBilet

GTO0 (PAPLOKO.

TToA¥ cuyvég (umopel vo ennpedoovy Tave and 1 oto 10 dropa)

. Z6n
. Amdrero 6peéng
. [IpoPrinuata oto otoudyt 6nme aicOnua adubesiog (vavtia) 1 adabecia (€uetog), didppoia

Yoyvég (umopel va emmpedoouvy émg 1 ota 10 dtoua)

. Ayxog

. Eopidopwon

. IMovoképarog

. AicOnua kowoov

. Anoieia Bapovg

. [T6vog ot0 cTOMdY) L

. AioOnpo avnovyiog

. AicOnon kobpaong i advvapiog
. I'eviko aicOnpa adlabeciog

. Tpépovio N aicOnpa coyyvong
. Mewopévn 6peén

. EpidAteg

Oy ovyvég (umopel vo, emnpedoovy émg 1 ota 100 dropuo)
. Kotdolym

. Avokolio 6Tov VITVO
. Awmobopio N Toyaio TTOON
. Mertafolég 610 OGO KOAQ AelTovPYEL TO AP GOG

Yravieg (umopei va emnpedoovy émc 1 ot 1000 dropo)

. [16vog 610 01NB0g

. E&avOnpa, poyobpa

. Kpioeig (onaopotl)

. "EAxm 670 oTOpAYL 1] OTO £VTEPO GOG

IToAY omavieg (umopei va emnpedoovy émc 1 ota 10000 droua)
. YynAn aptnproxn wieon

. Aolpmén Tov ovpomToMTIKOD

. BA\énete mpdypota mov dev vdpyovy (YeudaicOncelc)

. [popAnuata pe Tov kapdlokd puoud OT®S YPYOPOS N apyoc KapdloKog puopog

. Ayloppayio 6t0 £viepo — eneavifeTol G aiplo 6TO KOTPAVE 1| GTOV EUETO

. @Aeypovi ToL TAYKPEATOG — TO, CUUTTMUATO CUUTEPIAAUPEVOVY dPIUD TOVO GTO OVATEPO
UEPOC TOV OTOUOYOV, GLYVA pe aicOnua adiobeoiag (vavtia) | adiabecio (Epueto)

. Emdeivoon tov countopdtov g vosov tov Parkinson 1 eugdvien mapdpoimv cCupntoudtoy

— Ommg Poikn akopyio, SLCKOMO GTNV EKTEAECT] KIVIIGEDV

Mn yveoTég (n ocvyvotnto dev pmopet va ektiun0el pe faomn ta dSnbécipa otoyeio)

. "Evtovn adwbeoia (épetoc) mov pmopei va 0dnyfoel o priéEn TOL COANVA TOV EVMOVEL TO GTOUO
G0G L€ TO OTOUYL GaG (01G0PAYOG)

. Apuvddtmon (amdAelo TOAADY VYPDOV)

. Hratucég dwotapayés (kitpvo d€ppa, KITpIivIoUo TOV AEVKOD TOV LOTIOV, [T PLGLOAOYIKO

GKOVPO YPOUN 0OVPWV 1 aveENYNTN VOUTiH, EUETOC, KOTMON Kol ATMAELL 0pEENC)

57



. Embeticotto, aicOnuo vevpkotrog
. AxavovioTog Kapolakog pudpog

Aofgveic pe Gvoro kot voéeo tov Parkinson
Avtoi o1 acbBeveig eppavifovv kdmoleg avemBOunTEG EvEpYeleg mo ovyvd. EnpaviCouv emiong pepiicéc

emmpdobeteg avemBOUNTES EVEPYELEC:

IToAY ovyvég (uropst vo emnpedoovy mave and 1 ota 10 dropa)

. Tpépovio
. Auobopia
. Toyoia TTtmoN

Yuyvég (umopel vo emnpedoovy émg 1 ota 10 droua)

. Ayyog

. Avnovyia

. Apyog Kot Yp1yopog Kopdtakog puBuog

. Avckolia oTov VITVO

. [Mépa ToAd GAA0 KoL 0PLOATEOOT)

. AcvviOiota apyEg 1 KIVIGELS TOV deV Pmopeite vo eAEYEeTe

. Emdeivmon g vooov tov Parkinson 1 epeavion napduoimv COUTTOUATOV — OTME UVIKN

axopyio, SUGKOAIN OTNV EKTEAEST] KIVIIGEWMV KOl LVTKT aduvoio

Oy ovyvig (umopel vo emnpedoovy émg 1 ota 100 dropa)
. AKovOVIoTOC KapO10KOG TAALOG KOl TEPLOPIGIEVOC EAEYYOG KIVIIGEMV

AMLEG aveEMOVUNTES EVEPYELES TOV TAPATPNONKAY PUE TO OLUOEPUIKA EPTAOGTPA KOL OL OTTOLES
pmopei va wapatnpnBodyv pe to okinpa Koydxuo:

Xoyvég (umopet va emmpedoovy €mg 1 ota 10 dtopa)

. [Mupetdg
. YoBapn ovyyvon
. Axpdateio ovpov (advvapio KataKpdTnong ETopKovg T0GOTNTIS OVPOV)

Oy ovyvég (umopel vo. emnpedoovy émg 1 ota 100 dropa)
. YrepkivntikdtnTo, (VYA Enimeda SpacTNPLOTNTOC, AV oVYio)

Mn yvootég (1 ovyvotnta dev pmopel va ektun et pe faon ta dtabécipa otoryeio)
. Alepyucn avtidpaon oto ornpueio ota 0moin ¥pNCILOTOONKE TO EUTANGTPO, OTIMS POVCKUAES
N GAEYHOVI TOL SEPHOTOC

Av gpeaviceTe 0mOONTOTE OO AVTEG TIC OVETIOVUNTEG EVEPYELEG, EVILEPDOTE TOV YLOTPO GOG YT
mBavov va ypelaoteite wTpiky fondeta.

Ava@opd avemOOunTOV vEPYELOV

Edv mapatnproete kKamowo avemBOUNTN EVEPYELD, EVIUEPDGTE TOV YIOTPO 1) TOV QUPLOKOTOLO GO,
AvT0 1oyt Kot Yo kaOe mhavr| avemBountn vEPYELR TOL OEV AVAPEPETAL GTO TAPOV GUALO 0ONYIDV
ypnons. Mnopeite emiong va avagépete avemBOuNTeg evépyeleg anevbeiag, LEcm Tov Bvikon
GLOTHIOTOG OVaPOPAG Tov avaypdeetal oto [apaptnua V. Méow g avapopds avemdountov
gvepyelmv pnopeite va fondfoete ot GLALOYN TEPIGTOTEP®V TATPOPOPLAOV GYETIKA LLE TNV AGPAAELD
TOV TOPOVTOG POPUAKOV.
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5. o vo guhaocoete To Rivastigmine 1 A Pharma
To @dppoko avTd TPETEL VO, PLAACGETOL GE PLEPT) TTOL deV TO PAETOVY KO deV TO POEVOLY TO TOdLE.

No pn ypnoyomoteite to Rivastigmine 1 A Pharma petd v nuepopnvio ARENG mov avaeépetol 6Ty
KOWYEAT, 0T OLOAN Kot 6To kouTi petd v « AHEH »/«EXP». H nuepounvia Anénc eivar ) televtaio
NUEPD TOV UNAVA TTOL OVOQEPETOL EKEL.

Mn evAdccete o€ Beppokpacio peyarvtepn twv 30°C.

Mnv metéite @APUAKO GTO VEPD TNG AMOYETELONG 1] GTA OlKLaK( aroppippota. Potote tov
(OPLLOKOTTOLO GOG Y10, TO MG VO, TETAEETE TAL PAPLAKO TTOL JEV YPTOIUOTOLELTE Tl AvTd T péTpa Oa
Bonbnoovv oty mpoctacio Tov TepPdAiovtog.

6. Iepreydpevo. TG GVOKEVOGING KUl AOTES TANpOPOpPiEg

T gpréyer to Rivastigmine 1 A Pharma

- H dpaotixi ovsia givou rivastigmine.

- Ta dAla cvotatiKd gival: vTpPopeAAdln, 6TEATIKO HOYVIOL0, KPOKPVOTUAAIKY KUTTAPIVY,
Gvudpo KOAAOEDEG TTVpiTio, (elativn, kiTpivo 0&gidio Tov GidMpov, epuBpd 0&eidio Tov 61N POV,
S10&gid10 TOV TITOVIOL KOt KOUHEN AAKKOG.

Kabe Rivastigmine 1 A Pharma 1,5 mg xaydxio mepiéyet 1,5 mg rivastigmine.
Kabe Rivastigmine 1 A Pharma 3 mg xawydxio mepiéyel 3 mg rivastigmine.
Kabe Rivastigmine 1 A Pharma 4,5 mg xaydxio mepiéyet 4,5 mg rivastigmine.
Kabe Rivastigmine 1 A Pharma 6 mg xaydxio mepiéyet 6 mg rivastigmine.

Epgavien tov Rivastigmine 1 A Pharma kot wepieyopeva g 60oKev06i0g

- 2kAnpa kaydkio Rivastigmine 1 A Pharma 1,5 mg, to omoia meptéyovv okOvNn DITOAELKN
EMIPPDOG KITPIVOTT, £XOVV KITPIVO KAALUUA Kol KITPIVO GO0, TO 0010 PEPEL KOKKIVN
extonoon “RIV 1,5 mg”.

- 2kAnpa kaydkio Rivastigmine 1 A Pharma 3 mg, ta onoio mepiéyovv okdvn vwoOAELKN
EMIPPDOG KITPIVOTT, £X0VV TOPTOKOM KAAVLO KOl TTOPTOKOAL GMLLA, TO OTTOT0 PEPEL KOKKIVN
extomoon “RIV3 mg”.

- Yinpd kaydakio Rivastigmine 1 A Pharma 4,5 mg, To omoia mepiéyovv okOvVN VIOAEVKN
EMAPPDOG KITPVOTT, £X0VV KOKKIVO KOADLLUO KOl KOKKIVO GO, TO OTTOT0 PEPEL AOTPT
extomwon “RIV 4,5 mg”.

- Yiinpd kaydkio Rivastigmine 1 A Pharma 6 mg, to onoio mepiéyovv okoOvVN VIOAEVKN
EMAPPDOG KITPVOTT, £X0VV KOKKIVO KOAVLLILO KOl TOPTOKOAL GO, TO 0010 QEPEL KOKKIVN
ektomwon “RIV 6 mg”.

Eivar cuokevaouéva og koyédles. dabéoieg o Tpia drapopetikd peyédn cvokevaciog (28, 56 1
112 koydkia), oAAG TOAvE vo unv KUKAOQOPOUY OAEC 01 GUGKEVUGIES GTT YDPU GOC.

Kéroyog Aderag Kvkhopopiog
1 A Pharma GmbH
Industriestralie 18

83607 Holzkirchen

T'eppovia

IHapackevaotig

Novartis Farmacéutica, S.A.
Gran Via de les Corts Catalanes, 764
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08013 Barcelona,
Iomovia

Novartis Pharma GmbH
Roonstrasse 25

90429 Nuremberg
Teppovia

I"a omoladfmoTe TANPOEOPia GYETIKA LE TO TOPHV POPUOKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amgvBuvbeite otov Tomikd avtimpdsmmo tov Katdyov g Adetog Kukhopopiog.

Belgié/Belgique/Belgien
Sandoz N.V.

Telecom Gardens, Medialaan 40
B-1800 Vilvoorde

Tél/Tel: + 32 (0)2 722 97 97

bbarapus

Canpno3s bearapus KUT
Ten.: +359 2970 47 47
regaffairs.bg@sandoz.com

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

Danmark

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kgbenhavn S
Danmark

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

Deutschland

Hexal AG

Industriestralle 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

Luxembourg/Luxemburg
Sandoz N.V.

Telecom Gardens, Medialaan 40
B-1800 Vilvoorde

Tél/Tel: + 32 (0)2 722 97 97

Magyarorszag

Sandoz Hungéria Kft.

Bartok Béla t 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 B.V.

Veluwezoom 22

NL-1327 AH Almere

Tel: + 31 36 5241600

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

Norge

Sandoz A/S

Edvard Thomsens Vej 14

DK-2300 Kgbenhavn S

Danmark

TIf: + 45 6395 1000

E-mail: info.danmark@sandoz.com

Osterreich

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

Austria

Tel: +43 (0)1 480 56 03



EXhado
Novartis (Hellas) A.E.B.E.
TnA: +30 210281 17 12

Espana

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

C/ Serrano Galvache N° 56
28033 Madrid

Tel: +34 900 456 856

France

Sandoz SAS

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

Ireland

Rowex Ltd.
Newtown

IE-Bantry Co. Cork
P75 V009

Tel: +353 27 50077

island

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kaupmannahtfn
Danmork

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

Italia

Sandoz S.p.a

Largo Umberto Boccioni 1
1-21040 Origgio (VA)

Tel: + 39 02 96541

Kvmpog

I1.T. Xat{nyewpyiov etarpeio Ltd
IMAvti{31-3042 Aguecog
TnAépwvo: 00357 25372425
®a&: 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

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.

Avenida Professor Doutor Cavaco Silva, n.° 10E
Taguspark

2740-255 Porto Salvo

Portugal

Tel: +351 211 964 000

Romania

Sandoz S.R.L.

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

Phone: +40 21 310 44 30

Slovenija

Lek Pharmaceuticals d.d.
Verovskova 57

SI-1526 Ljubljana

Tel: + 386 1 5802111

E-mail: info.lek@sandoz.com

Slovenska republika

Sandoz d.d. - organiza¢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 Kédpenhamina S/Képenhamn S
Danmark

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

Sverige

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kdpenhamn S

E-mail: info.sverige@sandoz.com

United Kingdom (Northern Ireland)
Sandoz GmbH

Biochemiestr. 10

A-6250 Kundl

Tel: +43 5338 2000



Lietuva Hrvatska

Sandoz Pharmaceuticals d.d., Branch Office Sandoz d.o.0.

Lithuania Maksimirska 120

Seimyniskiu Str. 3A 10 000 Zagreb

LT-09312 Vilnius Tel: +38512353111

Tel: + 370 5 2636037 E-mail: upit.croatia@sandoz.com

To wapov AL 00N YIOV YprioNS avaBewp1Onke Yo TELEVTOIO POPd GTIG
Aentopepeic mAnpopopieg yio 1o @apuaKo avtd givar dtabéoieg oto dikTvakd 1m0 Tov Evpomaikoh
Opyavicpod Ooppdxov: http://www.ema.europa.eu
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®viro ooV rpiong: IIAnpogopiss yio Tov a60evi|

Rivastigmine 1 A Pharma 2 mg/ml a6cipo draivpa
rivastigmine

AP AoTE TPOGEKTIKG OAOKANPO TO QVAAO 0ONYLOV PGS TPLY UPYIGETE VU TALIPVETE AVTO TO

PaproKo, o10TL TEPLAUUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOG.

- DdurdEte avTd TO PUALO 0dNYIBV XpNong. Towg ypelaotel va to dfdcete Eavd.

- Edv éxete mepoartépw amopieg, p@TNOTE TOV YIOTPO 1 TOV PAPLOKOTOLO GOC.

- H cvvtayn yio avtd 1o eappako xopnyndnke oamokAEloTIKA Y10 oG, Agv TPEMEL VoL ODGETE TO
@appako o€ AAAovg. Mmopel vo Toug TPoKaAEGEL PAAPT], AKOUO KOl OTOV TO, GUUTTOUNTO, TNG
aoBéveldc Tovg eivor 101 e TaL KA Gag.

- Edv mapatnproete kdmoto avemBOunT EVEPYELD, EVILEPDOTE TOV YIATPO 1 TOV QOPUAKOTOLO
c0G. AT 1oyvel Kot Yo kKaBe mhovi avemBOUNTN EVEPYELN TOV OEV OVOPEPETOL GTO TAPOV
@OAAO 0ONY1DV ypriong. BAére mapdypapo 4

T wepLéyeL 1o TaPOV PUAAO 00N VIOV

T eivon to Rivastigmine 1 A Pharma kot oo givat 1 yprion tov
T pémer va yvopilete mpv mdpete to Rivastigmine 1 A Pharma
IIog va mdpete To Rivastigmine 1 A Pharma

MBavég avemBdunteg evépyeteg

[ va puracoete to Rivastigmine 1 A Pharma

[Tepieydueva TG CLOKELAGING KO AOUTEG TANPOPOPIES

S e A

1. T eivon To Rivastigmine 1 A Pharma ko owx givan 1 yp1on tov
To dpactikd cvotatiko Tov Rivastigmine 1 A Pharma givou 1 rivastigmine.

H Rivastigmine avrkel o€ puo opddo ovcidv Tov ovopdlovTal OVOGTOAEIG TG YOAVEGTEPACNC. X
acBeveig pe Gvota Alzheimer 1 pe dvota Adym tng vocov Tov Parkinson, opiopéva vevpikd k0TTopo.
TOV EYKEQPAAOL VEKPAOVOVTAL, LE OMOTEAEGLO, VO LELOVOVTOL TO EMITESQ TNG VELPOOLUPIPOCTIKNAG
0VGi{0G AKETVAOYOAIVIG (LI OVGIN TOV EMTPENEL TNV EMKOVOVIOL TOV EYKEPAAKOV KUTTAP®OV HETAED
touc). H dpdon tng Rivastigmine cuvictatol 6Ty avasToAn Tov eVEOI®Y oL TPOoKAAOHY S1AeTao
NG AKETLAOYOAIVIG: OKETLAOYOAVEGTEPHOT] Kol fOVTUPVAOYOAVESTEPAGCT). ME TNV OVOGTOAN OVTMV
tov evldpwv, to Rivastigmine 1 A Pharma kafiotd dvvati v avénon tov emmédmv akeTvAoYoAvIg
GTOV EYKEPAAD, GUUBAALOVTOG GTOV TEPLOPICUO TV CUUTTOUATOV TNG VOGov Alzheimer kot g
dvotag mov oyetietal pe ™ voco tov Parkinson.

To Rivastigmine 1 A Pharma ypnoiponoteiton yua t Ogpomeio thg Nmag £og pétpag fapdtnrag
dvolag Alzheimer og evijlikeg acbeveic, Log TpPoodEVTIKA EMOEVOVUEVNG EYKEPAAIKNG daTAPAYNG,
7oV nNPeAlEl GTASIOKA TN PVALT, TN SLOVONTIKY WKOVOTNTA KOl T GUUTEPLPOpd. Ta KoydKio Kot To
OGO SRV UTOPOVV va ypnoipomomBovv kat yio tn Oepameio dvolag o€ evijlikeg aobevelg mov
naoyovv amod tn vocso tov Parkinson.

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

Mnyv népete to Rivastigmine 1 A Pharma

- og mepintwon aAlepyiog ot rivastigmine (to dpaotikd cvotatikd tov Rivastigmine 1 A
Pharma) 1 o 0mo108Mmote GAAO 00 TO GLOTOUTIKA AVTOV TOV PAPUAKOL (AVAPEPOVTOITTNY
Tapaypa@o 6).

- €av elyate 610 TOPeAOOV dePUOTIKY OVTIOPOOT] TOV VTOSNAMVE AAAEPYIKT OEPUATITION ATTO
EMOLQT e rivastigmine.

Edv avto oydet yia 6dg, evnuepdote Tov yTpd cog Ko unv mapete to Rivastigmine 1 A Pharma.
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[pocdomomceis Kot TPOoPVAAEELS

AmevBuvbeite otov Yi0Tpo Gog mpv mapete to Rivastigmine 1 A Pharma-

- Edv éxete M elyote mot€ axovovioToug 1 apyods KopotoKovg ToALODE

- Edv &yete N eiyote ToTE EVvePYO €MKOG GTOLAYOV

- Edv &yete M eiyote moté SuoKOAieg GTNV 0VPNON.

- Edv éxete 1 elyote moTé EMANTTIKOVG CTOGLLOVG.

- Edv éxete 1 elyate moté dobBpo 1 cofapn mddnon Tov avarvevosTiKov.

- Edv &yete 1 eiyote moTé datapayuévn veppikn Asttovpyia.

- Edv éxete M elyoate moté dtoTaparyévn NIatikn Aeitovpyia.

- Ed&v vmogépete amd tpEovAo.

- Edv &yete younio Papog copatoc.

- Edv avtipetonilete yaotpeviepucég avtidpdoelg 6mwg aicOnua adiabesiog (vavtia), adiabdecia
(épetog) kat didppota. Mropel va mapovclacTel apuddTmon (ATOAELN TOAADY VYP®V) €AV
mapotodel o uetog Kot 1 didppota.

Edv kamoto amd ta mo mhve 1oyveL Yo €G4S, 0 1TPOg oaG Bo TPEMEL VO 0OC TAPOKOAOVOEL IO GTEVA
v 660 SdoTnpa Ba Taipvete aVTO TO PAPLLOKO.

Edv dev mipate 1o Rivastigmine 1 A Pharma yio meptocdtepeg amd Tpelg LEPEG, UV TAPETE TV
EMOLEVT 0OGT HEXPL VO MANGETE LE TOV YIOTPO GOC.

Hoowa ko £pnpovg
Agv vmdpyetl oyeTikn xpnon Tov Rivastigmine 1 A Pharma otov moudiotpikd ainbucud yio
Oepaneio g vocov Alzheimer.

Al eappoka kot Rivastigmine 1 A Pharma
Evnuepdote Tov y10tpd M TOV @opUaKoTold cag e4v maipvete, £xeTe TPOGPOTA TAPEL 1| LWITOPEL VoL
mhpeTe AAAL QAP

To Rivastigmine 1 A Pharma dgv npénet va yopnyeiton tavtdypova e AL QAPLOKO TOL EXOVV
mapopotla dpdon e to Rivastigmine 1 A Pharma. To Rivastigmine 1 A Pharma gvdéyetot va
TopEUPOIVEL GTO OVTIYOAVEPYIKA PAPLOKO (PAPHOKO TTOV YPTCYLOTOIOVVTOL Y10 TV VOKOVPICT) TOV
OTOGUMV 1] TOV KOMKOEW®MV OAY®V TOL GTOUd) 0L, Yl T Bepaneia Tng vocov tov Parkinson 1 yia
TPOANYN TG VOLTIOG TOV TAEWOIOTOV).

To Rivastigmine 1 A Pharma dgv npénet vo yopnyeitat Tantdypove. He HETOKAOTPapion (va @appako
OV YPNCILOTOLEITAL Y10l VO AVAKOLPICEL 1] VO TapeUTOdiceL vavtio Kot £UeTo). H Aqym avtdv tov dvo
Qopuakev poali evoéyetal va TpokarEécel TPOPAHOTH OTMS SOLVCKAUYiO GTO AKPO. KOl TPOLO GTO
YEPLOL.

Av mtpoKkeltal va Kavete gyyeipnon eva maipvete Rivastigmine 1 A Pharma, evnuepoote tov yuotpd
cag Tpv cog yopnyndel avaicOnoia ywati to Rivastigmine 1 A Pharma pnopei va emdevmoet to
OTOTEAECLLOTO LEPIKDV LVOYOAUPOTIKGOV KATA T S1dpKELD TG avolcOnoiog.

Emdeikvidete mpocoyn kotd tn Ayn tov Rivastigmine 1 A Pharma podi ue frito avactodeic
(pappoKa OO N ATEVOLOATN TOL YPNCULOTOLEITAL Y10 TV OVIILETMIOT TNG VTEPTOCTG, TNG

ot 0Bdyymg Ko GAA®V Kapdlok®dv TpofAnudatov). H Aqyn kot tov dvo eapudkov poali Bo propodce
va TPoKeAEGEL TPOPAHOTO OGS 1) EXPPASVVEN TOL Kapdiakoh puOuov (Bpadvkapdic) Tov 0dnyel oe
MmoBupio 1 ardAel0 GuveidN oM.

Kdnon, Onraopés ko yovipdtnto
Edv giote éyxvog 1 OnAdlete, vouilete 0T1 pmopei va €iote £ykvog 1 6YESALETE VO OTOKTHGETE T,

{ntote ) cupPoVAN TOL Y1OTPOV 1] TOL PUPHLOKOTOIOV GOG TPV TAPETE AVTO TO PAPLLOKO.

Edv elote éykvog, To 0@EAN amd T xprion tov Rivastigmine 1 A Pharma npénet va a&loroynfoivv oe
oxéon Ue TG TOOVEG GUVETELEG GTO OYEVVITO TTOUdi OOG.
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®a mpénel vo, amopevyeTar 1 ypnor tov Rivastigmine 1 A Pharma katd tnv kdnon, éxtog dv kpibei
ATOAVTMG UTaPAiTNTO.

Aev mpénet va Onralete katd ™ didpkeia ™ Bepameiog pe to Rivastigmine 1 A Pharma.

001yNoN Kot YEPIGPUOS POV RATOV

O ywTpog 00¢ B GO EVUEPMGEL EAV 1| TABNON GOC, GOC EMTPENEL va. 0dnyeite 1 va yepileote
unyoviuota pe acediela. To Rivastigmine 1 A Pharma propei vo tpokaiécet {aAn Kot vavniio,
Kupimg oto Eexivnuo g aymyng N 0tav avédvetal ) 06on. Edv aucBavieite {adAn 1 vovnAia, punv
00NYNOETE, YEIPLIOTEITE UNYOVILOTO 1] KAVETE OTOLAONTOTE GAAT OPAGTNPLOTNTA 1 OTOT0L ATTOLTEL TV
TPOGOYN| GOG.

To Rivastigmine 1 A Pharma wepiéyel fevioiko arhag kot vatpiro

To @dpuaxo avto nepiéyel 1 mg Bevloikov vatpiov o kdbe ml tdéouov drwAduartoc.

To @dppaxo avtd mepiéyet Mydtepo and 1 mmol vatpiov (23 mg) o kdBe ml Téc10L draAdpaToc,
glval avtd Tov ovoudlovpe «erehBepo vatpiovy.

3. IIog va mapete o Rivastigmine 1 A Pharma

[Tdvtote va TaipveTe TO PAPLOKO AVTO AVGTNPE GOUPOVE LLE TIC 001 YiES TOV YloTpoy cag. Edv &xete
apeporiec, p@ToTE TOV YI0TPO 1 TOV POPLOKOTOWO GO,

og va Eekivijoete T Ogpaneia
O ywtpog oag Ba cog cvatnoet T doon Rivastigmine 1 A Pharma mov 0o mtépete.
. H Oepancio Eexvdel cuvnBmg pe pia younin d6om.

. O ywTpog oag Bo avénoetl 6TadlaKd T 0061 cag AVAAOYa LLE TNV AVTATOKPIOT COC GTIV Oy®Y].
. H vynAdtepn 8601 mov umopei va 600ei eivor 6 mg (mov avtietoryovv og 3 ml) 800 popég v
nuepa.

O ywatpog oag Oa EAEYYEL TOKTIKA €4V TO PAPIOKO AELTOVPYEL Yol €6GG.. O YTpdC cog Oa eAéyyel
emiong 1o PApog oag KoTA TN didpKeln Tov Ba TaipveTE OLTO TO PAPHOKO.

Edv dev mpate 1o Rivastigmine 1 A Pharma yia mepiocdtepeg amd Tpelg LEPES, PNV TAPETE TNV
EMOUEVT OOGM UEYPL VO WIATOETE LIE TOV Y1ATPO OOG.

ANyn 10V PUPREKOV

. Evnuepmote to dtopo mov cog povtilel 6t1 maipvete Rivastigmine 1 A Pharma.

. IMo vo opelnBeite mpénet va maipvete o papUaKd cog kKabe pépa.

. AoapPaverte to Rivastigmine 1 A Pharma dvo gopég v nuépa, to mpmi kat to Bpddv, Le 10
QoyNTo.

Mog va ypnoypomonjcere avTod 70 GAPRAKO

[poetopacio TG ELAANG Kot TNG GVPLYYOG
. A@a1péoTe TN GVPLYYO OO TO TPOCTOTEVTIKO TNG TEPIPAN AL,

Yo vo ovoi&eTe TN QLOAN.
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2. Tonobétnomn g cVpryyag 6T QAN
* Yapm&te 10 pOYYOG TG GUPLYYOS GTO GVOLYLLO TOV AGTPOV TAOLATOG TG
QLIANG.

3. [MAMpwon tng cOpryyog
* Tpapnére to éuPoro mpog To embved péEYpL vo POACEL 6TO COGTO
oNUEL0 TNG dOGMG TOV GOG EYEL CLVTOYOYPOUPNGEL O YLUTPOS GOC.

| = 4, Aqpaipeon euGaAid@V

[Miéote kdto kot Tpafnéete endvm to EUPoro HEPIKES POPES YO
it VO AQALPECETE KATOLEG LEYAAEG PUCAAIDEC.
hird il M| . Mepikég ToAD PIKPEG PLUGOALISES eV ivarl oNUOVTIKEG Kot OV Oa
3 ennpedoovv TN 8001 Gag 6 Koo TEPITTOOT).
. ELéyéete 6T1 M 060M GOg givar akoun 1 opo.
. AxolovBwc, apapéote T cVPLYYO Ao TN ELEAN.

5. Xop1ynon tov eoppdikov

. Koramieite angvubeiag To oapuaxd cag amd T cvpryyo.

. Mmropeite eniong va avapeifete to eappokd cog e vepo o €val
piKpd TOTNPL. AVOKIVIGTE TO KO TEITE OAO TO TEPLEYOUEVO.

6. Metd 11 gpnom TG GUPLYYOS

. Ykovriote T0 e£OTEPIKO TNG GVUPLYYaG UE Eva Kabapd VOO,

. AxoArovBmg, TotoBetnote Eava T cOPLYYO GTO TPOGTATEVTIKO
™m¢ mepifAnpo.

. TomoBetnoTe TO TONN AOPOUAEING Yio TOOLA TTIGM OTN PLAAT Kot

KAeglote V.

Eav wapete peyardtepn 66on Rivastigmine 1 A Pharma ané tnv kevoviki

Av xatd AMabog tpate peyaivtepn 86om Rivastigmine 1 A Pharma ond avtr mov £énpene, evnuepdote
TOV Y1Tpo 6ag. Mmopei va amartn0el 1tpikn epovtida. Xe uepikodc ovOpdmovg mov Kotd Aabog
Tpa TOAD PEYAAN TocotnTo Rivastigmine 1 A Pharma mapatnpinke aicOnua adiwbeoiog (vovtia),
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adwafecia (€neTog), drappota, VYNAN aptnplakn wicon kot tapaictnosic. [Iibavdv eniong va
TOPOVGIUCTEL APYOS KAPIOKOS TAANOG Kot AwoBupia.

Eav Eeyboete va mapete To Rivastigmine 1 A Pharma
Av Egydoate va mapete o 060N, TEPYEVETE Kol TAPTE TNV eMOUEVT 600m Rivastigmine 1 A Pharma
o1 cvvNOoUEVN dpa. Mnv Tdpete STAN dOCT Y10 VO AVOUTAPOCETE TN dOCT oL EEYACATE.

Edv éxete meptocoOTEPEG EPOTNCELS GYETIKA LLE TN YPTOT] AVTOV TOV QAPUAKOV, POTHCTE TOV Y10TPO 1)
TOV QAPLOKOTOLO GOC.

4, MOavég avemBOUNTES EVEPYELEG

Onwg 6Ao To pAPLOKO, £TCL KOL 0VTO TO PAPLOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot 6gv TOpovclalovtal 6€ OAOVG TOVG AvOpMTOLC.

Evdeyopévmg va eplpoviceTe TapevEPYELEG TTLO CLYVA OTAV EEKIVATE TO GAPLLOKO 1 OTOV 1) 000N
avénBei. Zuvnbwg, o1 mapevépyeteg Ba e&acbevicovv aradiaxd Kabmg o opyavicopog cag Oa cuvndilet
GTO PAPLOKO.

IToA¥ ovyvég (umopel va emmpedoovy tave and 1 ota 10 dropa)

. AioOnpo aing

. Anmiela 6peéng

. [Ipofifuata oto otopdyt 6nme aicOnua adwbesiog (vavtia) 1 adtabecia (€uetog), didppoia

Yoyvég (umopet va enmpedoovy £mg 1 ota 10 dropo)

. Ayyog

. Eopidpwon

. IMovoképaiog

. AicOnua xovoov

. Andren Bapovg

. [T6vog ot0 cTopdY) L

. Aiobnpo avnovyiog

. AicOnua kobpaong 1 advvapiog
. I'evikd aicOnpo adwabeciog

. Tpépovio M aicOnpa coyyvong
. Mewwpévn dpetn

. Eopuikteg

'Oy ovyvég (umopet va ennpedoovy émog 1 ota 100 dropo)
. Kotabiym

. Avokoiio otov VIvo
. Awmobopia 1| Toyaio TTdoM
. Metaporéc 610 TOGO KaAd Aettovpyel To NIap Gog

Yravieg (umopel va emnpedoovy émg 1 ota 1000 dropo)

. [T6vog oto otBog

. E&avOnpa, payovpa

. Kpioeig (omaopol)

. "EXkm 6710 oTOpAYL 1] OTO £VTEPO GOG

oAb omavieg (umopei va emnpedoovy émc 1 ot 10000 dtopa)
. Yynin aptnplokn wieon

. Aolpmwén Tov oVPOTOMTIKOV

. BA\émete mpaypato mov dev vapyovv (yevdaicinoeic)

. [IpoPAnpata pe Tov kapdlokd puiud OT®S YPYOpoS 1 apyds KapdloKog puOpog
. Ayoppayio oto £viepo — eUQAvVIfETOL MG QUL OTO KOTPAVA 1] GTOV EUETO
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. DdAeypovn TOL TAYKPENTOG — TO. CUUTTOUOTO CUUTEPTAAUPAVOVY SPIUD TOVO GTO OVATEPO
HEPOG TOV GTOUNYOV, GLYVA e aicOnua adabeciag (vavtio) 1| adabesio (Epeto)

. Emdeivoon tov countopdtov g vooov tov Parkinson i pgdvion mapdpoimv cOUTTOUGTOY
— OmG PUIKN aKapyio, SVCKOAMO OTNV EKTELECT] KIVIIGEDV

Mn yvootég (1 ovyvotnta dev pmopel va ektiun et pe faon ta dtubécipa otoryeio)

. "Evtovn adwabecia (épetog) mov pmopel va 0dnynoel oe pHEN ToV COAVO TOV EVAOVEL TO GTOLLN
G0G e TO oTOUAYL Gag (01G0PAYOG)

. A@uddtmon (ardAELD TOAADV VYPDOV)

. Hratwég dwotapoayés (kitpvo d€ppa, KITpiviopo Tov AEVKOD TV HOTIDV, LT QLGLOAOYIKO
GKOVPO PO 00paV 1 aveENynTn vavTio, EUETOG, KOTMGOT Kol amdAelo 6peéng)

. Embeticotto, aicbnua vevpkotrog

. AkavovioTog Kapdlakog puopoc

Aofgveic pe avoro ka1 vécso tov Parkinson
Avtoi o1 acBeveic eppaviCovv kdmoleg avembBounteg evépyeleg mo cvyva. Eneavifovv eniong pepikég
emmpdobeteg avemBOUNTES EVEPYELEC:

IToA¥ ovyvig (unopsi vo ennpedoovy méve and 1 ota 10 dropa)
. Tpépovio

. AwoBopio

. Toyoia oo

Yuyvég (umopel va emmpedoovy émg 1 ota 10 droua)

. Ayyog

. Avnovyia

. Apyog Kot ypiyopog Kapdlakog puBpog

. Avckolio otov OITVo

. [épa ToAd oo Kot apuddTOoT

. AcvviOiota apyéc N aveEEheyKTeg KIVIGELG

. Emdeivoon tov countopdtov g vooov tov Parkinson i epgdvion mopdpoimv cOUTTOUGTOV

— Ommg poikn akopyio, SUGKOAMO 0TV EKTELECT] KIVI|GEMV Kot LUTKT advuvapuio

Oy ovyvég (umopel vo. emnpedoovy émg 1 ota 100 dropa)
. AKavOvIoTOG KOpdakOg TOAUOG KoL TEPLOPIGUEVOG EAEYYOG KIVIIGEDV

Addeg aveEMOVUNTES EVEPYELEG TTOV TAPATPNONKAY PE TO OLUOEPUIKA EPTAOCTPO KOL OL OTTOLES
RTOPEL VO ERPUVIOTOVV KOl ILE TO TOGLHO drdivpa:

Yuyvég (umopel vo emnpedoovy émg 1 ota 10 droua)

. [Mupetdg
. YoBapn ovyyvon
. Axpdrela ovpmv (advvopio KataKpdTnong enapkods TocoTNTUS OVP®V)

Oy ovyvég (umopel vo. emnpedoovy émg 1 ota 100 dropa)
. Yrepvntikotnto (VYnAd eninedo dpacTnplOTNTOC, AVNovyio)

Mn yvooeTig (n cuyxvotnta dev pmopel vo exkTiun0el pe Baon to dabéoyo atoryeion)
. Allepyin avtidpaon ota ornueio oTa omoin ¥pMNOIHLOTOONKE TO EUTANGTPO, OTMS POVCKAUAEG

N AEYHOVI TOL SEPHOTOG

Edv mapovciioete kdmolo omd anTég TIG avemBOUNTEG EVEPYELEG, EVIUEPDOTE TOV YLOTPO GOG YTl
mBavov va ypelaoteite wTpiky fondeta.
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Ava@opd avemOounTOV vepyELOV

Edv mapatnproete kdmola avemBountn evépyela, EVIEPMOTE TOV YIOTPO 1] TOV QUPHLOKOTOLO GOC.
Av16 1oyt Kot Yo ké0e mBoavr| avemBountn evEPYELR TOV JEV AVOPEPETOL GTO TAPOV GUAAO 0ONYIDV
ypnone. Mmopeite emiong va avapépete avembounteg evépyeleg anevbeing, HEow Tov 0viKoD
GLGTNHATOG Avapopas Tov avaypapetar oto Hapdapmmpa V. Méow ¢ avapopdg avem@ountmv
EVEPYELDV Umopeite va, fonBnceTe 6T GLAAOYN TEPICTOTEPMV TANPOPOPLOV CYETIKA LLE TNV ACPAAELL
TOV TOPOVTOG POPUAKOL.

5. Iog va guhaccete To Rivastigmine 1 A Pharma
To @appako ovtd TPEMEL VO PUAACOETAL GE PEPT TTOL OgV TO PAETOVV Kot dgv TO POAVOLV Ta TALO1E.

No un ypnowonoteite to Rivastigmine 1 A Pharma petd v nuepopnvia ARENG mov avapépetol ot
@A Ko 670 KouTi petd v « AHEH »/«EXPy». H nuepounvia Anéng eivar | televtaia nuépa tov
UAVA TTOL OVOQEPETOL EKEL.

Mn puAdooete og Beppokpacio peyoarvtepn tov 30°C. Mnv yoyete 1 KatayOyeTe.
Na puAdooetatl o 6pOia Béom).

Na ypnoomnoteite 1o Rivastigmine 1 A Pharma ndcipo dihopa gvtog 1 pnvog and 1o dvorypo g
QLAANG.

Mnv metdite appoKo 6TO vEPO TNG OMOYETELONG 1] 6T OKLKA aoppippota. Potiote tov
QOPUOKOTOLO GOC Y10 TO TMG VO, TETAEETE TA PAPLLOKE TTOV OEV PN OLOTOLEiTE o AvTd Ta PéTpa Oa
Bonbnoovv otnvrpooctacio Tov TEPPUALOVTOG.

6. Iepreydpevo. TG 6VOKEVOGING KOl AOTES TANpOPOpPiES

T nepréyer to Rivastigmine 1 A Pharma

- H dpaotikn ovoia ivan rivastigmine. Kabe ml mepiéyet rivastigmine pe t popen tov 6Eivov
TPLYIKOD dAatoc Tov avtiototyel og 2 my Bdong rivastigmine.
Ta dAAa cvotatikd givar: vatplo Pevioiko, Kitpikd 0&D, VATPLO KITPIKO, KITPIVO KIVOAIVIG
ypootikn WS (E104) kot kaBapd vepo.

Epgavien tov Rivastigmine 1 A Pharma kot epieydpeva 116 606KELOGI0G

To Rivastigmine 1 A Pharma mocipo 51dAvpo TopEyetor 1e T Hopen 6100y00G SIeADUATOC KiTpvoy
ypopatog (2 mg/ml Baon), to omoio nepiEyeTar o€ Patokitpvo Yudiwvo eraAidio twv 50 mlv 120 ml,
UE KamdKl acPareiag, ETEVOVOT OO APPDOES ELUGTIKO, GTOYOVOUETPO KOl aVTOEVOVYpapulduevo
nopa. To toéoyo dddlvpa cvokevaletar pali e Tr S0CIUETPIKT GUPLYY HECH GE TAUGTIKO
KUAWVOPIKO TTEPIEKTT.

Karoyog Aderag Kvkhogopiag
1 A Pharma GmbH
Industriestralle 18

83607 Holzkirchen

Teppovia

Hopoackevaostig
Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nuremberg
Teppovia
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Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes 764,
08013 Barcelona

Iomavia

I"a omoladmoTe TANPOEOPIa GYETIKA LE TO TOPOHV POPUUKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amgvBuvbeite otov Tomiko avtimpdsmmo tov Katdyov tng Adetog Kukhopopiog.

Belgié/Belgique/Belgien
Sandoz N.V.

Telecom Gardens, Medialaan 40
B-1800 Vilvoorde

Tél/Tel: + 32 (0)2 722 97 97

Bbbarapus

Canno3s bearapus KUT
Ten.: +359 2 970 47 47
regaffairs.bg@sandoz.com

Ceska republika

Sandoz s.r.0.

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

Danmark

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kgbenhavn S
Danmark

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

Deutschland

Hexal AG

Industriestrafie 25

D-83607 Holzkirchen

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

Eesti

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

Tel: +372 6652400

Luxembourg/Luxemburg
Sandoz N.V.

Telecom Gardens, Medialaan 40
B-1800 Vilvoorde

Tel/Tel: + 32 (0)2 722 97 97

Magyarorszag

Sandoz Hungéria Kft.

Bartok Béla t 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 B.V.

Veluwezoom 22

NL-1327 AH Almere

Tel: + 31 36 5241600

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

Norge

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kgbenhavn S
Danmark

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

Osterreich

Hexal GmbH
Jakov-Lind-Stral3e 5, Top 3.05
A-1020 Wien

Tel: +43 (0)1 480 56 03



E)Lada
Novartis (Hellas) A.E.B.E.
TnA: +30 210281 17 12

Espaia

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

C/ Serrano Galvache N° 56
28033 Madrid

Tel: +34 900 456 856

France

Sandoz SAS

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

Ireland

Rowex Ltd.
Newtown

IE-Bantry Co. Cork
P75 V009

Tel: +353 27 50077

island

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kaupmannahtfn S
Danmork

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

Italia

Sandoz S.p.a

Largo Umberto Boccioni 1
1-21040 Origgio (VA)

Tel: + 39 02 96541

Kvzpog

IL.T. Xatlnyewpyiov etarpeio Ltd
IMAvti{31-3042 Aguecdc
Tniépwvo: 00357 25372425
daé&: 00357 25376400

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

Avenida Professor Doutor Cavaco Silva, n.° 10E
Taguspark

2740-255 Porto Salvo

Portugal

Tel: +351 211 964 000

Romania

SC Sandoz S.R.L.

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

Phone: +40 21 310 44 30

Slovenija

Lek Pharmaceuticals d.d.
Verovskova 57

SI-1526 Ljubljana

Tel: + 386 1 5802111

E-mail: info.lek@sandoz.com

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 Kédpenhamina S/Képenhamn S
Tanska/Danmark

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

Sverige

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kdpenhamn S
Danmark

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



Latvija United Kingdom (Northern Ireland)

Sandoz d.d. Latvia filiale Sandoz GmbH

K.Valdemara Str. 33 — 29 Biochemiestr. 10

LV-1010 Riga A-6250 Kundl

Tel: + 371 67892006 Tel: +43 5338 2000

Lietuva Hrvatska

Sandoz Pharmaceuticals d.d., Branch Office Sandoz d.o.0.

Lithuania Maksimirska 120

Seimyniskiu Str. 3A 10 000 Zagreb

LT-09312 Vilnius Tel: +38512353111

Tel: + 3705 2636037 E-mail: upit.croatia@sandoz.com

To mapév pviro 0dNYLOV yprioNS avabe®pOnke yio TELEVTAIN POPA OTIS
Aentouepeic TANpopopieg Yo To Pappako avtd eivar dtabéaipeg 6To dkTLaKO TOTO ToLv Evpmmaikon
Opyoviopov Gapudkov: http:// www.ema.europa.eu
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