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MepiAnwn EPAR yia 10 k0OIVO

Rivastigmine 1 A Pharma
pIBACTIYHIVN

To napov eyypago anoTeAei oUvown TnG Eupwnaikng Anupooiag ‘EkBeong AEloAdynong (EPAR) Tou
Rivastigmine 1 A Pharma. Enggnyei Tov Tpdno pe Tov onoio n Enitponn ®apuakwv yia AvBpwnivn
Xprion (CHMP) a&loAoynoe To ¢papuako NpoToU dIaTun®Ooel Tn BETIKA TNC YVOUN Yia Tn Xopnynon adesiag
KUKAOQopiag, kaBwg Kal TIC CUCTACEIG TNG OXETIKA HE TOUG OPOUG Xprnong Tou Rivastigmine 1 A Pharma.

Ti €ival To Rivastigmine 1 A Pharma;

To Rivastigmine 1 A Pharma eival @appako nou nepiéxel Tn 0pacTikn ouadia piBacTiydivn. AlaTiBeTal o
Hop@n kawakiwv (1,5 mg, 3 mg, 4,5 mg kal 6 mg) kai nocigou diaAUpaTog (2 mg/ml).

Z€ NOIEG NEPINTWOEIG XpnoiponolgiTtal To Rivastigmine 1 A Pharma;

To Rivastigmine 1 A Pharma xopnyeital yia Tn Bspaneia acbevwv Pe NMIAG WG PETPIAG HOPPNG avola
AATOXAINEP, HIa NPOOJEUTIKN EYKEPAAIKN dlaTapaxn nou ennpedalel oTadiakda Tn YVAMN, TN VONTIKA
IKavoTNTa Kal Tn oupnepigopd. To Rivastigmine 1 A Pharma xopnyeital eniong yia Tn Bgpaneia Tng
avolag AMIag €wg PETPIAG HOPPNG o aoBEeVEiC ue vooo Tou MdapkKivoov.

To @Aapuako xopnyeiTal Hovo He 1aTPIKA ouvTayn.
NMwg xpnoiponoigital To Rivastigmine 1 A Pharma;

H &vap&n kar n eniBAewn Tng aywyng e Rivastigmine 1 A Pharma npénel va npaypartonoleital ano
y1aTpo HE neipa oTn didyvwaon kal Tn Bepaneia Tng vooou AAToxXdidep 1} TNG avolag o€ acBeveic ye vooo
Tou Mapkivoov. H Bepaneia npénel va apyilel povo epdoov undapxel kanoio atopo nou Ba gpovTilel Kal
Ba enonTelel TaKTIKA TN Afwn Tou Rivastigmine 1 A Pharma ano Tov acBeviy. H aywyn pnopei va
ouvexileTal evoow To PAPHAKO EXEl EUEPYETIKA ANOTEAECHATA, AAAA Pnopei va peiwdei n ddon i kai va
dlakonei n aywyn €av o acBevnc napoucidcesl avemBUPNTEG EVEPYEIEG.
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To Rivastigmine 1 A Pharma npé&nel va xopnyeital dUo PopEG TNV NUEPA, HE TO NpwIvo Kal To Bpadivo
yeUua. Ta kawakia npénel va karanivovral oAokAnpa. H 8oon évapéng sival 1,5 mg dUo Qopég Thv
NUEPA. STOUG agBeveic oTOUG onoioug auTr n ddon €ival avekTr, Ynopei va npayupatonoin®si al&non Tng
doong kata 1,5 mg kabe @opd, aAAd oxI ouxvoTepa and kabe dUo gBdouadec, POBAVOVTAC GE KAVOVIKN
060N 3 €wg 6 mg dUo POpPEC TNV NUEPA. MNa TNV €niTeUEN Tou PeyioTOU OPEAOUC NPENEI va XopnyeiTal n
MEYIOTN avekTr d06an, n onoia Opwg dev Npénel va unepBaivel Ta 6 mg dUo POpPES TNV NUEPA.

Nwg dpa 1o Rivastigmine 1 A Pharma;

H dpaoTikn ouaia Tou Rivastigmine 1 A Pharma, n piacTiyuivn, ival ¢dpuako kaTtd Tng avolag. &
aoBeveig Pe avola AAToXAIPep ) avoia AOoyw Tng vooou Tou MNdapKIvoov opiouEva VEUPIKA KUTTapa Tou
EYKEPAAOU VEKPWVOVTAI, JE ANOTEAEONA TN MEIWON TWV €NINEdWV TOU VEUPODIABIBACTr AKETUAOXOAIVN
(XNMIKN oucia Mou eMITPENEl OTA VEUPIKA KUTTAPA va €NIKOIVWVOUV PETAEU Toug). H piBaaTiypivn dpa
avaoTéAAovTag Ta £vupa nou diacmnouv TNV AKETUAOXOAIVN: TNV AKETUAOXOAIVEGTEPAGCN Kal TN
BouTupuAoxoAiveaTepdaon. AvaaTéAAovTag Tn dpdon Twv evlUUwV auTtwyv, To Rivastigmine 1 A Pharma
eMITPENel TNV al&non Twv eNINEdWV TNG AKETUAOXOAIVNG OTOV eYKEPAAO, CULBAAANOVTAC OTOV NEPIOPITHO
TWV CUPNTWUATWV TNG dvolag AAToXAIJEP KAl TNG Avolag nou ogeiAeTal oTn vooo Tou Mapkivoov.

Moieg peAéTeg eknovnOnkav yia 1o Rivastigmine 1 A Pharma;

To Rivastigmine 1 A Pharma peAeTHBNKe 0TO NAGICIO TPI®V KUPIWV PEAETWYV, OTIG OMOIEC CUUUETEIXAV
2.126 aoBeveig Pe NNIAg €wg PETPIAC HopPnG vOoo AAToxdaiyep. MNa To Rivastigmine 1 A Pharma
dlevepynBnke eniong HeAETN oTnv onoia peTeixav 541 acBeveig e dvola o@eIAOPEVN OTN VOOO TOU
Mapkivoov. S& OAEG TIC HEAETEG, nou dinpknoav €€l uAVEG, ouykpiBnkav Ta anoTeAéopaTa Tou
Rivastigmine 1 A Pharma e gkeiva Tou gIkovikoU papudakou (eikovikr Bepaneia). O Baoikog deikTNng
HETPNONG TNG ANOTEAECHATIKOTNTAG ATAV N HETABOAN TWV CUUNTWHATWV o€ dUo KUpIa eningda: To
YVWOTIKO (1IKavoTnTa OKEWNG, HAdnong Kal YVAKNG) Kal To ouvoAikd (ouvduaopog dia@opwy OTOIXEIWY,
OMWG YEVIKN AEITOUPYid, YVWOTIKA CULNTOPATA, CUMNEPIPOPA Kal IKAVOTNTA EKTEAEONG KABNUEPIVOV
dpaoTnpIoTATWV).

MpayupaTonoineénke Kal CUPNANPWHATIKR HEAETN o€ 27 acBeveic yia va anodeixBei 0TI Ta kawdakia Kai To
nooiyo diaAupa Tou Rivastigmine 1 A Pharma napdayouv napopola €nineda Tng dpacTIKNG ouoiag Tou
(apudakou oTo aipa.

Moo €ival To 6peAog Tou Rivastigmine 1 A Pharma cUp@wva HE TIG HEAETEG;

To Rivastigmine 1 A Pharma anodeix8nke anoTEAECUATIKOTEPO ANO TO EIKOVIKO PAPHAKO OTOV EAEYXO
TWV CUPNTWUATWYV. ZTIG TPEIG MEAETEG yIa To Rivastigmine 1 A Pharma oe aoBeveic Je avoia AAToXdAIUEp,
ol aoBeveic nou €AaBav dodoeig Rivastigmine 1 A Pharma peta&u 6 kal 9 mg Tnv nuUEpa napouciacav
MEoN au&non TWV YVWOTIKOV CUPATWUATWV KaTa 0,2 BadBuolc og ox€an Ke TNV TIPA ava@opdac Twv 22,9
BaBuwv KATa TNV £vap&n Tng HEAETNG, AauBavovTag unown ot hia XaunAoTepn Babuoloyia onuaivel
KaAUTEpPO anoTeAeopa. To anoTéAEOHa auTo ouykpiBnke pe al&non katd 2,6 Babuolg and Tnv TiUR
avagopdac Twv 22,5 nou napouciacav ol agBeveic nou €AaBav To €IkoVIKO papuako. ‘Ogov apopad Tn
BaBuoAoyia yia Ta ouvoAlka CUPNTWUATA, ol aobeveic nou €éAaBav Rivastigmine 1 A Pharma
napouciacgav avu&non TwV CUPNTWUATWY KaTa 4,1 Babuoug, og auykpion KE Toug 4,4 Babuolg 6owv
€Aapav €IKovIkO (papuakxo.

O1 aoBeveic e avoia opeIAOUEVN 0TN vOoo Tou Mdpkivoov nou €éAaBav kawdakia Rivastigmine 1 A
Pharma napouciacav BeATI®ON TWV YVWOTIKOV CUPNTOUATWV KaTa 2,1 Babuoug, og oUyKpIon HE
emdeivwon kaTta 0,7 Babuoug nou napoucsiacav 6ool EAaBav €IKovikO GAapuako, BAcsl TIUAG avapopdag
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nepinou 24 Babuwv. Eniong, n BeATiwon Tng BabpoAoyiag Twv CUVOAIKOV CUPNTWUATWY NTAV
MeyaAUTepn oToug acBeveic nou éAaBav Rivastigmine 1 A Pharma.

Mool kivduvol cuvdéovTtal He To Rivastigmine 1 A Pharma;

To €ido¢ Twv avemBUPNTWV EVEPYEI®V NOU eP@avioTnkav e 1o Rivastigmine 1 A Pharma €&aptaTal and
TNV nNpog Bepaneia pop@r avoiac. Mevikd, ol cuXVOTEPEG aveniBUUNTEG EVEPYEIEC €ival vauTia
(epaviotnke o€ 38 ano Toug 100 acBeveicg) kal EPETOG (eppavioTnke o€ 23 ano Toug 100 aoBeveic),
€10IKa KaTa Tn ¢aon au&nong Tng d6ong Tou Rivastigmine 1 A Pharma. O nAnpng KataAoyog Twv
aveniuuNTWV EVEPYEI®V NoU avapepdnkav Pe To Rivastigmine 1 A Pharma nepiAapBaveral oto UAAO

0dNYIQV XpPAONG.

To Rivastigmine 1 A Pharma dgv npénel va xopnyeiTal o€ dtopa nou napoucidlouv unepeuaiodbnaia
(aAAepyia) atnv piBacTiypivn, og aAAa kapBauidika napdywya rn o€ onolodnnoTe AAAo anod Ta ouoTaTika
Tou papuakou. Eniong, dev npénel va xopnyeital oe acBeveic yia Toug onoioug unapxel unovolia ot
napouciacav oTo napeABdv aAAepyikn avTidpaon (aAAepyikn depuaTiTIdOa €€ eNAPC) oTo EUNAACTPO
Exelon.

MNa noioug Adyoug eykpiBnke To Rivastigmine 1 A Pharma;

H CHMP €kpive 6T To Rivastigmine 1 A Pharma €xel JETPIA anoTEAECUATIKOTATA OTN Bepansia TwvV
OUMNTWHATWVY TNG dvolag AATOXAINEP, NAPOAO NMOU TO PAPHAKO EXEI TNUAVTIKO OMEAOC YIA OPICHEVOUG
acBeveic. H emiTponr €kpive apxika OTI Ta oQeAN Tou Rivastigmine 1 A Pharma dev ungpTepolVv TwV
KIVOUVWV nou ouvd£ovTal JE auTo yia Tn Bgpaneia Tng avolag nou o@eileTal otn vooo Tou MNapkivoov.
QOTO00, YETA ANO €NAVEEETACN TNG YVWHNG AUTNG, N EMITPONN KATEANEE OTO CUMNEPACHA OTI N METPIA
anoTEAEOUATIKOTNTA TOU PAPHAKOU PMNOPEI va £XEl OPENOC YIa OPICKEVOUG and Toug v AOyw aoBeveic.

Enopévwg, n enitponr €kpIve OTI Ta opEAN Tou Rivastigmine 1 A unepTepolv TwV KIVOUVWV Nou

ouvO£ovTal YE auTO Kal €I0NyNBNKE T Xopnynon adeiag KUKAOQOpPIag yid To eV AOYw PpApHAKO.

NAoinég nAnpo@opisg yia To Rivastigmine 1 A Pharma

>TiIG 11 AskepBpiou 2009, n Eupwnaikr EniTponr) xopriynoe adeia KukAogopiag, n onoia ioxUel o
oAOkANpn Tnv Eupwnadikr 'Evwon, yia To Rivastigmine 1 A Pharma. H ev Adyw d&deia BagioTnke oTnv
adeia nou xopnynenke oto Exelon To 1998 («ouykaTtaBeon KATOMNIV EVNUEPWONG»).

H nAnpng EPAR Tou Rivastigmine 1 A Pharma diaTifeTal otov SIkTuakO TONo Tou Opyaviguou, aTn
dielBuvon: ema.europa.eu/Find medicine/Human medicines/European Public Assessment Reports. Na

nepIooOTEPEG NANPOYPOPIEC OXETIKA e Tn Bepaneia pe To Rivastigmine 1 A Pharma, 81aBdoTte To pUAAO
odnylwv xpnong (oupnepiAapBaveral eniong otnv EPAR) 1 eNIKOIVWVNOTE HE TOV YIATPO 1 TOV
(papuakonold adag.

TeAeuTaia evnuEépwaon TNG NepiAnyng: 11-2012.
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001181/human_med_001210.jsp&mid=WC0b01ac058001d124
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