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NEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Entacapone Orion 200 mg extkaAvupuéva pe AETTO LUEVIO dloKio

2. MOIOTIKH KAI MOXOTIKH XYNOGEXH
Kd&0e emcodvppévo pe Aemtd vpévio diokio mepiéyet 200 mg evtakamovng.
"Exdoya pe yvoot dpdon

Kda0e emcodoppévo pe Aemtd vuévio diokio mepiéyet 0,53 mg AekiBivng cdylag, kot 7,9 mg vatpiov og
GULOTATIKO TV EKOOYWOV.

IMoa tov TAnpn KaTdloyo TV ekddyw®V, BA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H
Emwcoloppévo pe Aemtd vpévio diokio (d1okio)

Kootavoypovv—moptokai, wogdég, apeikupTto EXKOAVUUEVO e AETTO VUEVIO S1oKio pe TN AEEN
«COMT» yopayuévn ot Uia, TAELPE, Tov.

4. KAINIKEX ITAHPO®OPIEX
4.1 OgpamevTiKég evoeiEelg

H evtaxomdvn evdsikvotor og mpochetn aywyn yopnyoduevn pali pe to kKAaoKd 10106KEVAGILOTO,
AePovtonag/Pevoepalidng N Aefovidonac/kapPivionag, oe evilikeg acbeveig pe voso Parkinson kot
SOKVUAVOELS TNG KIVITIKOTNTOG KOTA TO TEAOG TG 000N, 01 0Toiot dgv gival dSuvaTov va
ot00gpomonBolV Ue TOVG AVMOTEP® GLVOVAGHOVG.

4.2  Aocoioyio kor TpOTOG YOPNYNONS

H evtaxomdvn mpénet va ypnoiponoleitol povo o€ cuvdvacuo e Aefovtono/Peveepalion 1
AePovtona/kapPivtona. O1 GuvToyoypapKEg TANPOPOPIES Y10 ALTA TO IOIOGKEVUC LT TNG
AePovtomag 16YDOVY GTNV TAVTOYPOVI YOPTYNOT| TOVG LE TNV EVIOKATOVT.

Aocoloyia

"Eva d1oxio tov 200 mg Aoupaveton e kabe d6on Aefovidonac/avactorén viomag amokopBoEuidongc.
H péyiot cuvictdpevn doon givar 200 mg déka popéc nuepnoing, oni. 2.000 mg evrakamovng.

H evtaxoamdvn evioydet Tic dpdoeic g Aefovtonmag. Q¢ ek T0HTOL, Y10 TOV TEPLOPIGUO TOV
VIOTOULVEPYIK®V OVETIOOUNTOV EVEPYEIDV TNC AePfovTonag, Y. TS SvoKIVNGioG, TG VALTING, TOV
EUETOL Kol TOV Yeudalstnoemv, eivat cuyva avaykaio 1 pHOon g docoroying Aefovionac eviog
TOV TPAOTOV NUEPDV DG TOV TPOTO®V ERSOUAd®V UETE TNV Evapén Tng BepamevTikng oywyng Le
evtaxomdvn. H nuepnoia d6om g Aefovtomag mpémet va petmveton kKatd mepirov 10% g 30%
EMUNKOVOVTOG T S10GTILOTO TOV HEGOANPOVY OVAUESH GTIS YOPNYNOELS KA LELDVOVTAG TNV
TocOTNTA TNG AePOVTONAG aVA dOGT, AVAAOYA LE TNV KAVIKT KOTAGTOGT TOV acfevoic.

Av dwokomel 1) Oepamentikn aymyn pe evrakomdvn, gival avaykoio vo puduiotel n docoloyia tov
GAL®V OVTITOPKIVOOVIKOV BEPATELTIKMY 0y®Y®V, 1010itePa TNG AEPOVIOTOC, TPOKELUEVOL VO

emtevyDel éva emopiéc eninedo eAEYYOV TOV TOPKIVGOVIKMDY GUUTTOUATOV.

H evtaxomdovn av&davel ) Prodabdecipotnta e Aefovionag and Ta KAAGIKA 10100KEVAGLOTO



AePovtonag/Pevoepalidng ehappd meptocotepo (5-10%) amd 0TI 6TV TEPITT®ON TOV KAUGIKOV
Wookevaoudtov Aefovionag/kapPvtonas. 'Etot, otovg acbeveic, mov Aapupdvouv ta kKAaoikd
Wiookevacuato Aefovionoc/ fevaepalione, otav EeKvodv TNV aymYN UE EVIOKATOVY, UTOPEL va
YPEWOTEL va yivel P, peyoAdtepn peioon g d0omg Aefovtonag.

Negpixn dvoiertovpyio,

H veppikn averdapieia dgv ennpedlel TIC QOPUAKOKIVIITIKES IO1OTNTEC TNG EVIOKATOVNG Kol OgV
yperaletor Kapio 0060 0YIKY TposappoYY|. 261000, o8 acheveic mov Kdvouy arpokabapon, o mTpémet
va eEeTALETOL TO EVOEYOUEVO TNG EMUNKVVOTG TOV SUCTNUATOV TOL HEGOANPOVV OVAUESH OTIG
dradoykég yopnynoeig (PA. moapdypago 5.2).

Hrartikn dvolierrovpyio
BA. mapaypogo 4.3.

Himaouévor
Agv amarteiton puduion g 6060A0YI0G TNG EVIOKATOVNG GTOVG NAIKIMUEVOLC.

THoidrotpikog ninBoouog
H acpdlelo kon | amoterecpatucotnto tov Entacapone Orion 6€ modid nikiog Katw tov 18 etdv

dev &yovv axopa tekunplodei. Agv vadpyovv dabéciua dedouéva.

Tpomoc yopnynong

H evtaxomdvn yopnyeital amd 10 otoOp0 Kot TanTtoypova Ue kdbe 66om Aefovtomag/kapPivtomag
kd0e doom Aefovtomag/Pevoepaliong.

H evtaxomdvn pmopel va Anedet pe 1| yopic tpoen (BA. Tapdypago 5.2).
4.3 Avrevositeg

- YrepevaicOnoio 6t dpacTikn ovcia 1| 6To PLoTIKL 1] 6T GOY1 1} 6€ KATOo10 amd Ta £K60Y 0 TOV
avaeEpovtal otV Tapdypapo 6.1.

- Hratim dvciertovpyia.

- Do10YPOUOKVTMLAL.

- Tavtdypovn ypnoN TG EVIOKATOVNG HE UM EKAEKTIKOVG OVOGTOAEIG TNG HOVOUUIVOEELDAONG
(MAO-A kot MAO-B) (m.y. eowverlivn, Tpavurkumpopivn).

- Toavtdypovn ypnon evioc ekiektikov avaotoréa MAO-A kal evog ekiektikod avactoréo MAO-
B kot g evtakamovng (BA. mopdypago 4.5).

- [Iponyovuevo 1otopikd kakonBovg vevpoAnmtikov cuvopopov (NMS) ko I TPOVUOTIKAG
papdopvdAivenc.

4.4 Ewkég TPOEIOOTOMGELS KU TPOPVAAEELS KATA T YP1]O)

H papdopvdriveon, devutepoyevig otic coPfopéc Suokivnoieg 1 6To KoKONOEG VEVPOANTTIKO GOVOPOLLO
(NMS) éxer mapatnpndel ondvia oe acbeveig pe voco Parkinson.

To NMS, cvunepirapupovopévav papdopvdivong kot vrepfeppiog, yopakmmpileTor amd KvnTika
ocopnTOpoto (aKopyio, LLOKAOVOG, TPOUOG), dALAYES GTN VONTIKY Katdotaon (0nwg m.y. diéyepon,
oLYYLON, KOUW), vtePBepLia, SVGAEITOVPYIC TOV AVTOVOHOL VEVPIKOD GLGTNUATOG (TayLKaPJia,
aotadng aptnplaxn mieon) Kot cvEnuéva eninedo KPEATVIVIG TNG POCPOKIVAGNC G6TOV 0pd. L€
UELOVOUEVEC TEPITTAOCELS, LLOVO UEPTKA OTTO OUTO TO, GCUUTTMOOTO KOUT TO, EDPTUATO, LTOPEL VoL etvat
EULPOVT.

AT6 eleyyOueveG SOKIUEG OTIC OTTOTEG 1 EVTAKOTOVY OLOKOTNKE amOTOM, 0VTE TO NMS ovte n
papdopvdrvon Exovv avapepbel o€ cuoyétion pe TNV ay®yn pe evtaxomdvn. Kotd mv kukiopopia
TOV POPUAKOL OTNV ayopd, Exovv avapepbel pepovouéveg tepumtmoelc NMS, e1dikdtepa PLETA Ao
amOTOUN UEIDOT N SLAKOTN TNE EVIUKATOVIC Kol AAADY TAVTOYPOVOV VIOTOUIVEPYIKMDV



(QOPUAKEVTIKOV TTpoidvTmv. Otav Bewmpeitan amopaitnto, 1 10KOT TG EVIOKATOVNG KOl AAANG
vromopvepyikng Oepaneiog Oo Tpémel va yivetan otadiakd Kot v onueio Koy COUTTOUOTO
Topovc1acfolV ToPd T GTUSLOKT SLOKOT TNG EVIOKATOVNG, UTopel va gival amapaitnn pio avénon
NG doGoAoYiag TNg AefovTonag.

H Bepancio pe evraxoamdvn mpénet vo xopnyeital pe Tpocoyr| o€ aoOeVElg e 1oYOUIKT KOpOLoKN
vdco.

AOY® TOVL PNYOVIGUOV SPAOoTG TNG, 1] EVIOKATOVN UTOPEL Vo ETNPEACEL TO LETAROACUO TV
(QOPUUKEVTIKOV TPOIOVIMY TOV TEPIEXOVV L0, OUAS0, KOTEYOANG KOl VO EVIGYDOEL TN OpAoM TOLG.
SVVETMG, 1| EVTOKATOV TPETEL VO, YOPNYELTAL UE TTPOGOYN 0€ 0loOEVELG GTOVG 0TTOl0VG YOopNYEiTOL
OepamenTIK 0y@YN LE QPUPHOKEVTIKA TPoidvTa T omoia petaforilovtot amd tnv koteyoA-O-pebvi
tpavopepdon (COMT), 6mmg yio Tapddetypor | pLUTEPOAT, 1) LIGOTPEVOALVT, 1| AdPEVOAIVN, 1
vopadpevarivn, 1 viomapivr, 1 viofovtapivn, 1 dAeo-peduiviona Kot ) amopopeivn (BA. eniong
mopdypoeo 4.5).

H evtaxomdvn yopnyeitotl mévtote cav copmAnpopatiky Bepamevtikn ayoyn pe Aefovtona. Zvvenmg,
0L TPOPLAGEEIC TTOV 1GYVOVY GTIV Oy®YN Le AePovTona mTpénel emiong va AneHovy voy”n Kot 6Ty
ayoyn pe evrakamovn. H evtakamovn avéavel tn frodadeciudtnto TG AePovionac omd To KAUGTKE
Wookevaopato Aefovtonag/Pevoepaliong katd 5-10% nepiocdtepo amd OTL 6TV TEPINTTOOT TOV
KAUOIK®V 10100KELACUAT®V AefovTonac/KapPvtonag. Avto £xEl OG ATOTEAEGLO O AVETIOVUNTES
VTIOTIOULVEPYIKEG EVEPYELEG VAL EIVAL EVOEYOUEVIOEC GLYVOTEPESC OTAV 1 EVTAKOTOVY TPOCTifETAL OTN
Oepanevtikn aywyn Aefovtonag/Pevoepaliong (BA. emiong mapdypapo 4.8). [ va peiwbodv ot
avemBounteg evépyeleg mTov oyeTI{ovTal e TNV VIOTAVEPYIKT dpdor tng Aefovtomag, eival cuyva
amopaitnto vo puiuiotei n d6on Aefovionag EVIOC TOV TPOTOV NUEPDV MG TOV TPMOTOV ERSOUAdDV
petd v évapén Bepameiog e eVTaKamov, GOUPOVO, LLE TNV KAMVIKT KOTAGTOOT ToV acbevoic (PA.
napaypdeovg 4.2 kot 4.8).

H evtaxomdvn pmopel vo emdevdroet v 0pBocToTIKn VITOTOGT TOL TpoKaAEital and T Aefoviona.
H evtaxomdvn mpénet va yopnyeital pe mpocoyn| o€ acbevelg mov Aappavouy GALL GOPUAKEVTIKA
TPOIOVTO TOV UTOPEL VoL TPOKAAEGOLY 0pBOCTATIKY VITOTAUGCT).

2116 KMVIKEG HEAETEG, Ol AvEMBOUNTEC VIOTOUIVEPYIKES AVTIOPAGCELS, TT.). SVOKIVIGIM, 1TOV L0 GUYVES
o€ ao0gveig 6TOVG 0TO10VG YOPNYNONKAV EVTAKOTOV KOl Ay®VIGTEG VTOTAUIVIG (OTwG
Bpopokpurtivn), cedeythivn | apovToadivi oe GOYKPLOT e EKEIVOVG GTOVE 0TT0I0VG YopMYNOnKe
EIKOVIKO PAPUOKO [LE aVTOV TO cuVOLaoUd. Evdeyopévag va aroarmbei poduion tov d6cemv TV
GAL®V OVTUTOPKIVOOVIKOV QUPHOKEVTIKOV TPOTOVTOV OTav opyicel n Oepaneio e eviokamovn.

H evtaxomdvn e cuvovacud pe AeLOVIOna £XEL CLGYETIOTEL U VAVNALL KOl ETEIGOOIN OLPVIOLG
évapéng vmvov og acbeveig pe voco Parkinson kot emopévag ypetdletal Tpocoyn Katd TNy 0dnynon
10 YePplopd unyovnudtov (BA. eriong mapdypapo 4.7).

Ye acleveic mov mapovstdlovy dLapPoLa, GLVICTATUL TaPAKOAOVON o™ TOV Bdpovc doTe Vv’ amopevydel
mBavn vepfoiikn anmAgio Bapovg. [lapatetapévn 1 empévovca d1appota Tov TAPOLGIALETL KOTA
TN ¥PNON TS EVIOKATOVNG UTOPEL VO, Eival oNUEI0 KOATIONG. € TEPITTOOT TUPUTETAUEVIG 1|
EMUEVOVGOG O1APPOLAS, TO POPLAKEVTIKO TTPoidV Oa mpémet va, dlakomel kot va a&loloynbovv n
KaTdAANAN wTpikn Oepameio kot eEgTdoes.

Ot acbeveic Tpémel vo EAEYYOVTOL TOKTIKG Y10 TV ELPAVION SLOTOPAY DY EAEYYOV TOV TOPOPUNCEWDV.
O1 ac0gveig Kot o1 POVTIOTEG TPETEL VAL EVIUEPMOOVY MG GCUUTTAOUATO, CUUTEPLPOPES TOV
JOTAPAY DV ELEYYOVL TOV TOPOPUNGEDY TEPIAAUPAVOUEVOV TOBOAOYIKNG XOPTOTAEING, YEVETOLOG
OpPUNG AVENUEVNC, VTTEPCEEOVLOAKOTITAG, KUTOVOYKOCTIKOV SOTOVAV 1| Ayop®dV, KPALTIANS @oynToh
KOl KOTAVOYKAGTIKNG KATUVAA®GNG (oynTol Umopel va eppaviotodv oe acbeveic o Oepameio pe
OYOVIOTEG TNG VIOTOUivIG Kaun GAAeS vioTapvepykég Oepaneieg 0nmg to Entacapone Orion og
ouvovacoud ue ™ Aefoviona. Eav epeaviotodv TETo10 CUUTTOUOTO GLUVIGTATAL 1] AElOAOYNON TNG
Oepoameiog.



Y aoBeveic mov mapovcialovv emdevovpevn avopeéio, e£acBévion Kot peimon Pdpovg péca oe
OYETIKA LIKPO YpoVIKO d1dotnua, Oa Tpénet va yiveTol Lio YEVIKY 10TPIKY EKTIUNON
GLUTEPTLOUPAVOUEVIIC TNG NTATIKNG AELTOVPYING.

To Entacapone Orion mepiéyet Aekifivn ooyiag. AcBeveig ot omoiot givor vepevaicntol 610 PLoTIKL 1|
otn o6y, OEV TPEMEL VAL (PTGLLOTOLOVY QVTO TO PAPHOKEVTIKO TPOIOV.

Av106 T0 POPUAKELTIKO TPOTOV TTEPLEYEL 7,9 mg vatpiov avd diokio. H péyiomn cuvietdpevn nuepniota
d0on (10 doxia) mepiéyel 79 mg vatpiov, Tov 16odvvapodv pe 4% g cvuviotopevns omd tov [I0Y
UEYIOTNG NUEPN OGS TPOSANYNG 2 g VOTPIoL HEG® SLOTPOPNG, Y10 EVOV EVIIAIKOL.

4.5 Alnlemopaosic pe GAlo QUPUOKEVTIKA TPOIOVTA Ko Grheg pop@és aiiniemiopacng

Agv &yl mapotnpn el odAnAenidpacn ¢ eviaKamdvng Le KapPLvTomo 6TO GUVIGTOUEVO OEpamenTIKd
oynua. Aev £xovv peletnBel pappokokvnTikég aAnAemdpdaoelg pe t Pevoepalion.

Ye ueréteg yopnynong epamat 66cemv o vyleic ebedovtéc, dev mapatnpHOnKoy dAANAETIOPAUCELS
OVALESQ OTIV EVTOKOTOV KOL TNV WUITPOLUIVY 1] OVALESO GTNV EVTOKATOVT Kot Tr] LOKAOBepion.
Eniong, dev onueiddnkav aAANAETIOPAGELS AVALESH GTNV EVTOKATOVT KO T GEAEYIAIVY o8 PeAETEG
XOPNYNONG EXAVULOUPAVOUEV®DY SOCEMY GE TOPKIVOOVIKOVG acheveic. Q0T060, 1) EUTEPIO A0 TNV
KAVIKT ¥pNoN TG EVTAKOTOVNG G€ GUVOLUCUO UE OPKETA PUPUUKEVTIKA TPOIOVTO,
copmeplopPoavopévev Tov avasTorémv MAO-A, TV TPIKUKAIK®OV ovTIKATAOMATIKOV, TV
OVOOTOAE®V TNG EMAVATPOCANYNG TNG VOPAOPEVAAIVIG OTC 1| SECUTPAIVY, 1 LOTPOTIATVY KoL )
Beviaea&ivn, Kol TOV QUPUOKEVTIKOVY TPoidvTev Tov petaforilovtar amd tny COMT (m.y. ovoieg
OV TEPIEYOVV KATEXOAOUAOM: PLUTEPOAT), IGOTPEVOALIVT], AOPEVOAIVT], VOPAOPEVAAIVT), VTIOTOUIVY,
vrofovtapuivn, GApa-peduiviona, amopopeivr, Kot Tapo&etivn) mapopével Teploptopévn. Xpetdleto
TPOGOYN OTAV TETOLO PUPUOKEVTIKA TPOIOVTO YPTGIUOTOLOVVTOL TAVTOYPOVA UE TNV evTokamovn (BA.
emiong mopaypdapovg 4.3 kot 4.4).

H evtaxomdvn pmopel va ypnoonomOei pe oereyirivn (évog exiextikdg MAO-B avactoréag), aild
N NUePN Lo dOGN TG GEAEYIAIVIG dev TTpémel va vitepPaivel Ta 10 mg,

H evtaxomdvn pmopel va oynuotilel ynAkég eVOOELS e TO GIdNPO GTO YUOTPEVIEPIKO coAva. H
evtaKomdVvn Kot 10, okevdouata 61dMnpov Ba mpénel va Aapupdvovial pe dopopd TOLAGYLIGTOV
2-3 opov (PA. mapdypaeo 4.8).

H evtaxomdvn decpedeton amod tn 0éon cvvdeong I e avBpamivne arPovuivng n omoia deouevet Kot
S1apopa. GALO QUPIOKEVTIKA TPoidvTa, cvumepiiapfovouévng e dalemdung kat g iovrpopaivng.
Kvikég peiéteg alAnieniopaong pe S10lemipn Kot [ 6TEPOELON AVILPAEYLOVAOOT POPHOKEVTIKA
wpoidvta dev Exovv deEaybel. ZopQva, ue HEAETES in Vitro, OTUAVTIKY LETATOTION OEV OVOUEVETOL
oTIC OepamEVTIKEG CLUYKEVTPMGEIS TMV PUPUAKEVTIKMOV TPOTOVTOV.

AOY® TG oLYYEVELNG NG, in Vitro, Pe To kuTtoxpwpo P450 2C9 (BA. mapdypapo 5.2), 1| evtakamovn
Uopel SOLVNTIKG Vo ToPEUPEL OE PAPUAKEVTIKG, TPOTOVTO, e UETABOAOUO EEQPTMUEVO OO AVTO TO
woéviupo, Ommg 1 S-Papeapivr. QoTd6G0, o€ Lo LEAETN OAANAETIOpaONG e VYLELS €0gAOVTEG, 1)
evtaxomovn dev dAha&e ta enineda oto TAdoua g S-Papeapivng, evd n AUC g R-Bapeapivng
avéNdnke kotd uéco 6po 18% [Clop 11%-26%]. Ot tipéc INR avéndnkoav kotd péco 6po 13% [Clog
6%-19%]. Katd cuvénela, cuviotdton vo, yivetan Edeyyog tmv INR tyumv otav Eekiva i xoprynon
evtaxonovng o acbeveig mov Aappavouv Bapeoapivn.

4.6 T'ovipétnTa, KONON KO Yolovyia

Kvnon

Agv opatnpnOnKe epeavig Tepatoyovog dpdomn M EXIOPAGELS TPOTOYEVOVS EUPPLOTOEIKOTNTOG GE
peréteg (dmv 0mov To emimedo EKOECTG GTNV EVIAKATOVT JTOV CTLLOVTIKG DVYNAOTEPO, aTd TA
Oepamevtikd enineda £kBeonc. Emeidn dev vmdpyel epmeipio o€ £YKVEG YOVOAIKEG, 1] EVIOKATOVN eV
TPETEL VO, YPTCLULOTOIEITAL KATd TN S1APKELD TNG KOT|ONG.



OnAaopuodg
Ye ueréteg Lomv 1 evrakomdvn anekkpidnke oto yaha. H acedieio g eviaxomdvng oto Bpéen sivar

dyvootn. Ot yovaikeg dev Tpémet va Onialovv katd ) didpketo g Depomeiog pe eviokamovn.
4.7 Emodpaceig 6Ny IKOVOTNTO 001]Y161S KOl XEPLGROD P OvVI|LATOV

To Entacapone Orion cg cuvévacud pe Aefoviono pmopet va £xEL o CNHOVTIKH EXIOPOOT) TNV
KOVOTNTO 001 YNONG Kot YEPIoUov punyovnuatov. H evtakandvn poali pe Aefoviona, pmopel va
wpokaAéael COAN Kot cuuTTOpaTIKO opbootaticopd. I'a avtdv Tov AdY0, GLVIGTATAL TPOGOYN KOTA
TNV 0dNYNoN N TO YEPICUO UNYOVIUAT®V.

Y& acleveic mov AapPavouy eVTaKATOVY] GE GUVIVAGUO LE AEBOVTOTO KOl TOPOVGLALOVY VITVNALX
Ko eneloddlo a1pvidtag Evapéng Dvov TPETEL va SiveTal 1 GVUBOVAN VO, ATEXOVV OO TV 0dNyNoN
N TNV EVacYOAN O LE SPUCTNPLOTNTES OTOL 1) AVETAPKNG EYPIYopoT uropet va B€cel avtode 1 dAlovg
o€ Kivouvo cofapov Tpavpuaticpov 1 Bavdatov (w.y. otav xeipifovral unyaviuoata) Emg 6tov Tétolo
emovarapPovopeva enelcoota vtoywpnoovy (BA. eniong Tapdypago 4.4).

4.8 AvemOOunteg evépyereg

2HVOYT TOL TPOPIA 0oQUAELNC

O1 o ovyvég avemBOUNTEG EVEPYEIEG TTOV TPOKAAOVVTOL OO TN XPNOT TNG EVINKATOVNG oYeTi{ovTaL
UE TNV ALENUEVT] VIOTIOULVEPYIKT] OPAGT] KOl TOPOVGLALOVTUL TIG TEPICCOTEPES POPES GTNV APYT| TNG
Oepomevtikng aymync. H peioon g d6ong g Aefovtonog peimvet ) Papdtnta Kot T cuyvoTnTa
TV gvepyeldv avt®v. H dAAn peilov katnyopio avemBOuntmv evepyelmy glval To. GUUTTOUATA OO
TO YOOTPEVIEPIKO GUGTNIO, GTO OO0 CUUTEPIAAUPAVOVTOL VauTio, EUETOG, KOTAMOKO AAYOG,
duokotdotnta kot diappota. H evtaxkamovn pumopel vo amoypouoticel to 00pa Tpocdidovtds Tovg o
KOPE-KOKKIVT] ammOypOoT), OAAG TPOKELTOL Y10 OKIVOLVO QUIVOUEVO.

Suv0mg ot avemBOUNTEC EVEPYELEG TTOL TPOKOAODVTOL LLE TV EVTOKATOVN Elval NTLEC £0C UETPLEC. €
KAMVIKEC LEAETEG O1 TTLO GLYVEG AVETIOVUNTEG EVEPYELEC TOV 0ONYN GV GTN SLOKOTN TNE OepamevTiKng
OYOYNG LLE EVTAKOTOVI NTAV TO YAGTPEVIEPIKA CLUTTOMOTA (7). ddppoia, 2,5%) Kat o1 avEnuéveg
VTOTOULVEPYIKEG avemBounteg evépyeteg g Aefovtomag (w.y. dvokwvnoieg, 1,7%).

Avoxwnoia (27%), vavtia (11%), didppota (8%), kotkokd dAyog (7%) ko Enpoctopuia (4,2%)
avaQEEPON KAV e CUAVTIKA LEYOADTEPT CLYVOTNTA KOTA TN (PNOT) TG EVIUKUTOVNG EVOVTL TOV
EIKOVIKOD Quppakov omd abpototikd dedopéva (pooled data) KAvViK®V LEAETMV TTOL TEPLEAGUPavay
406 acbeveic mov erdufovay To PapUAKELTIKO TPOTOV Kot 296 acbeveig mov eAdufavay EIKOVIKO

QAPLLOKO.

Mepikég omd TG avemBOUNTEG EVEPYELEG, OTTMG 1) SLOKIVNGIO, 1] VODTIO KOl TO KOIALKO GAYOG, UTopEl
va glvar o oLyvEG oTIg VYNAOTEPEG 060¢€1G (1.400 g 2.000 mg v Nuépa) omd OTL OTIG YOUNAOTEPES
O0CELS TG EVTOKATOVIG.

Kotdhoyog tev avemBountov evepyeidv g Lopen Tivoka

Ot mopakdte avemBounteg evépyeteg, Tov mapatifeviot axolovbmg otov [ivaka 1, Exovv
oLYKEVTPMOEL Kot 0d KAVIKEG LEAETEG LLE EVTOKOTOVT Kol 0Td TNV KVKAOPOPIN TNG EVIOKATOVIG
TNV ayopd.




Mivaxag 1. AvemOopnteg evépyeleg pappdxov™

Poyuatpikés drotapayés

Yuyvéc: Avmvia, yevdaisOnoelc, ohyyvon, éviova dvelpo
[ToA omdviec: Atéyepon
AwTapay£s TOL VEVPIKOD GVGTIOTOS
[ToAv cuyvéc: Avckvnoio
Suyvéc: Emdcivoon topkiveovicpot, (aAn, dvuatovia, VIEPKIVI G
Koapowukéc owatapayic*™
XuyVvec: [Teprotatikd 1oy oKng Kopdlokng VOGO EKTOC ELPPAYIOTOG
TOV pokapdiov (m.y. otnOayyn)
Oy cvyvéc: ‘Epopaypo pooxapdiov
AlTapayES TOL YOSTPEVTEPIKOD GLGTI|LATOG
[ToAd cuyvéc: Noavtia
Suyvéc: Awdppota, Ko1akod arhyoc, Enpoctoptio, SVGKOIAOTNTO, EUETOG
[ToAv omdviec: Avope&ia
Mn yvootég: Ko)itda
AWTopayEs TOV NTATOS KUL TOV YO A POp@V
YIaviEG: Mn @uG10A0YIKEG SOKIUAGIEC NTATIKNG AELTOVPYinG
Mn yvootég: Hratitda pe yolootatikd gupripata kupiog (BA. Tapdypapo
4.4)
Awtopayfc TOV OEPRATOS KAl TOV VTOOOPLOV 16TOV
Yrivieg: EpvOnuatmdeg 1 knhdoProtidmoeg e&avOnuo
[ToAV omdviec: Kvidwon
Mn yvooTég: AmoypoUaTIOUOS OEPUATOC, TPIYMTOV KEPUANG, TPOCHTOV KOl
VOYLOV
AWTOPaYES TOV VEQPAY KUL TOV 0VPOPOP@V 00DV
[ToA cuyvéc: AToYpOUATIGLOS TOV 00pOV
I'evikéc d10TopayiS KOl KATAGTAGELS TG 000V (OP1YN6NG
Yuyvéc: Konwon, avénuévn epidpmon, Ttdoelg
[ToA omdviec: Meiwon Bapovg
* Ot avemBOunTeG evépyeteg Exovv Ta&tvoundel cOLEMVA PE TN GLYVOTNTA, O TTO GLYVEG TPDTEG,

YPNOWOTOIDOVTOC TNV 0kOAoLON cOuPacn: [ToAd cuyvéc (=>1/10), cuyvég (>1/100 éwg <1/10),
oy ovuyvég (>1/1.000 émg <1/100), ondvieg (>1/10.000 £wg <1/1.000), TOAD cmivieg
(<1/10.000), un yvootég (dev pumopovv va ektiunovv pe fdon ta dwbéoiua dedopéva, kabmg
dev pmopovv va eEayHovv £yKupot VITOAOYIGHOTL aTd KAVIKES SOKIUEC | EMIONIUIOAOYIKES
UEAETEC).

o H cuyvomto eedvionc Tov TEPIGTUTIKOY ELPPAYUOTOS TOL LLOKOPIIoD Kol GAA®Y
cuppapdtov Ioyaykng kapdiakng vooov (0,43% xar 1,54%, avtiotolya) Tpoépyetal amd pio
avdivon 13 Simhd-tvpAov peletmv mov mepteddpPavoy 2.082 acbeveig e S1OKVUAVOELG
KIWNTIKOTNTOG KATA TO TEAOG TG 000NG TOL AGUPavay evToKamovr.

[eprypaon) emAieypévav avemBOUNT®V EVEPYELOV
H evtaxandvn og cuvovacpd pe Aefoviona Xl GUGYETIOTEL LE HELOVOUEVD TEPIOTOTIKG.
VIEPPOAKN G VIIVNAMOG KATA T O1APKELD TNG NUEPAS KAl EXELGONN 0pVidlag Evapéng vvov.

Awtapayéc eEréyyov Tov mapopunoenv: [laBoroyikn yaptoraiéio, yEVETHGLO OpUT LENUEVT,
VIEPGEEOVOMKOTNTA, KATUVAYKAOTIKES SOTAVES 1) YOPES, KPOLTAAT GayNTOD KOl KOTOVOYKOOTIKY|
KOTAVAA®GT) QayNToV UTOPEL VO ELPAVIGTOVV G acbeveic og Oepameia pe 0y@VIGTEC TNG VTOTAUIVIG
Kav1 dAAeg viomapuvepyikég Bepaneieg 0nwg To Entacapone Orion oe cuvovacuod pe tn Aefovtona
(BA. mapdypago 4.4).

"Exovuv avaeepOei pepovopéves nepimtdoelg NMS petd amd andtoun peimon 1 Stokon g
EVTOKOTOVNG Kol ALV VIOTOUIVEPYIKDV Bepamelmv.

"Exovuv avaeepOei pepovopéveg nepintdocelg pooopvoivong.




Avogopd mBavoroyodUEVOY aVETIBOUNTOV EVEPYELDV

H avagopd mibavoroyoduevmv avemtdOuntov evepyelmv LETH amd TN yopnynon adelog kukiopopiag
TOV POPUAKELTIKOD TPOIOVTOG elvan onpavtikn. Emtpénet tn cuveyn mapakolovdnon g oyéong
0PEAOVG-KIVODVOL TOV PUPHOKEVTIKOD TPOTOVTOG. Z1Teital and Toug ETayyeALATIES VYELNG VO
aVOPEPOVY OTTOLEGONTOTE TOOVOAOYODUEVEC OVETLOVUNTEG EVEPYEIEG LEGH TOV EOVIKOD GLGTHILOTOG
avagopdg mov avaypdeetal oto [Hapdptua V.

4.9 Ynaepoocoroyia

Agdopéva amd PETA TNV KUKAOQOPI TEPIAAUPAVOVY LEUOVOUEVEG TEPUTTOOELS VITEPOOGOAOYIOG OOV
N avapepBeioa vynAdTEPT NUEPNOLa docoroyia eviakamovng tav 16.000 mg. Ta o&éa cuumtdpaTa
KOl GNUELD OE OVTEG TIC TEPUTTOCELS VIIEPOOGOAOYIOG TEPLEAGUPAVAY GUYYVOT|, EAATTOUEVN
dpaoTnpoTnTa, VITVNALL, VTOTOVia, dSvoypmuic dépuatog Kot kKvidwor. H avtipetdmon g o&eiog
VIEPOOGOAOYING EIVAL GUUTTOUATIKY.

5. DOAPMAKOAOTI'IKEX IATOTHTEX
51 ®@oappokodvvopkés 1IO10TNTES
Ddoppokobepomentikn Katnyopio: AAAOL vIoTouvepykol mapdyovtes, kwdudg ATC: N04BX02.

H evtaxomdvn avikel og pio véo Oepamevtikny Kotnyopio, EKEIV TOV 0vVASTOAE®Y TNG KATEYOA-O-
uebvd tpavopepdong (COMT). Eival évag avaotpéyipog, 101kog avaotoréoc COMT ue kupimg
TEPLPEPIKT OPAoT], 0 0Tol0g TpoopileTarl Yo TAVTOYPOVT YopyNoN He Wilookevdopato Aefovionac. H
EVTOKOTTOVI HEL®VEL TN HeTafoAlkn ammAgld TG Aefovionag mpog 3-O-uebvivtona (3-OMD)
avaotéArovtag To Evivpo COMT. Avtd odnyel g vyniotepn AUC g Aefovtomoc. H mocdtta g
AePovtomag mov eivar drobéoiun otov eyképaro avéaveral. H evtaxkoamdvn cuvenmg mapoteivel tnv
KAVIKN avTomokpion ot Aefovtona.

H evtaxomdvn avaoctédietl 1o évivpo COMT kupimg otovg mepipepikong 16tovc. H avacstodn g
COMT ota gpuBpd apoceaipia akorovbel GTEVA TN GUYKEVIP®OOT] TG EVIAKOTOVNG GTO TAAGCLL,
YEYOVOG TTOL VITOONADVEL CUPAOS TNV AVASTPEYLUN Vo™ NG avaoToAng g COMT.

Khvicég pehéteg

g 000 dmAd-tvpAEg peléteg pdong I og svvoro 376 acBevav pe vocso Parkinson kou pe
SOKVUAVGELC TNG KIVITIKOTNTAG GTO TEAOC TNG 006N, 0001KE EVTaKkamOvN | EIKOVIKO Qappoko uoli
pe KaOe doomn Aefovionac/avactorén viomog arokapfoiurdons. Ta aroteléopata divovtol otov
[Mivoka 2. Xtn perém L, n kadnpepivr dudpketa tov ON povopévov (mpeg) puetpnonke and ta
nuepordYL TV 060evaV Kot ot perétn I, n avoroyio g kabnpepivig S1GPKELNG TOL POIVOLEVOD
ON.



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

Hivaxog 2: KaOnpepivi] dudpkera Tov ON gavopévov (Méon TiunESD)

Meiétn I: KaOnpepiv drapkera oo ON @arvopévou (Opeg)

Evtaxamrovn (n=85) Ewovik6 ¢appaxo Aw@opd
(n=86)
"Evapén 9,3+2.2 9,242.5
Epdopaoda 8-24 10,742,2 9,4+2.6 1 h 20 min
(8,3%)

Closo 45 min, 1 h 56 min

Meiétn 1I: llocooto kaOnuepiviig drdpkerag Tov ON earvopévov (%)

Evtaxamovn (n=103) Ewoviké ¢appaxo Aw@opd
(n=102)
"Evapén 60,0+15,2 60,8+14,0
Epdopada 8-24 66,8+14,5 62,8+16,80 4,5% (0 h 35 min)

Close, 0,93%, 7,97%

Yrip&av avtiotolyeg peimaoelg ot dudpkela Tov eawvouévov OFF.

¥t perém I, n ekarootiaia petaforn g didpkelag tov gavopévov OFF ce obykpilon pe v
évapén Nrav -24% oty opdda tng evtakamovng kot 0% oty opddo ToL EIKOVIKOD QAPUAKOL. X1
peiétn 11, ta avtictorya mocootd frav -18% kot -5%.

52 ®@appoxokivnTIKEG 1O10TNTES

Ievikd yapakInploTiKd TS OPAGTIKNS OVGIOG

Amoppognon
Y7rdpyovv pueydAeg S1apopoOTOMGELS TMV PAPUAKOKIVIITIKAOV OI0THTOV TNE EVIOKUTOVNG TOGO GTO
Kkd0Oe pepovopévo dTopo 660 Kot amd ATOUO G GTOUO.

H péyiot ovykévipoon (Cmax) 0T0 TAGGHO EMITVYYAVETOL GLUVAOWOE TEPITOL Hiat dpa LETE TN Ay
evoc diokiov evrakamovng 200 mg. H ovoia vepictaton extetapévo petofolMopd tpatg dtvdov. H

Brodrabecipotnta g eviakamovng sivar mepinov 35% katdmy Aqyemg and to otopa. H mpdoinym
TPOPNG OV ENNPEALEL GE KATO0 GNUAVTIKO BaBIO TNV amoppOPNOT TG EVIAKATOVNG.

Kozovoun

Metd v amoppOPnoT Ol TNG YUSTPEVTEPIKNG 000V, 1] EVIAKOTOVI] KOTOVEUETOL TAYEWDS GTOVG
TEPLPEPIKOVG 10TOVG e OYKO KoTavoung 20 Atpa oe otabepomompévn katdotaon (Vds). Ilepimov
92% ¢ d60mMG amopakpYVETAL KATE T d1dpKeLa TG B-pdong pe Ppayeio nuiceio, {on amofoAng
30 Aemtd. H ocvvolikn kaBapon g eviakamovng eival mepimov 800 ml/min.

H evtaxomdvn decpedeton EVPEMS |LE TPHOTEIVEG TOV TAAGOTOC, KUPIMG Le AEVKOUATIV. XTO
avOpmOTIVO TAAGUA, TO KAAGHO UN-0eoHeEVIEVNC EvToKamOvNG lvar Tepinov 2,0% o610 eAc|Lo TV
0epUmEVTIKAOV GLYKEVIPDOGEWDV. XTIG 0EpamEVTIKEG CUYKEVIPMOELS, 1| EVIOKATOVT OEV HETOTOTILEL
GAAEC EKTEVMG OEGEVIEVES Ovaieg (T.y. Bappapivr, colkvAKO 0&D, eatvuiPovtaldvn, 1§ dwalemaun),
oV1e petaroniletol o€ KAmolo onuavtiko Padud omd omoladnmoTe amd AVTEG TIG OVGIEC OTIG
OepoamenTikég N LEYOADTEPES GLYKEVTIPMDGELS.

Biouerooynuariouos

Mo pkpn TocoTNTa TG EVTAKATOVNG, TO (E)-100UEpEG, petatpénetol 610 (Z)-1copepég te. To (E)-
oopepég avTmpoownevel 1o 95% g AUC g eviakanovngs. To (Z)-1oopepéc kan iyvn dAlov
LETOPOMT®V AVTITPOCHOTELOVY TO VIOAOUTO 5%.

Agdopéva amd in vitro peAéTeg OTOV YPNCILOTOONKOV TOPACKEVAGLOTO OO AVOPOTIVO NTATIKA
WIKPOCOUOTO OEIYVOLVY OTL 1] EVIOKATOVT avacTEALEL TO KLTOYpopa P450 2C9 (ICso~4 uM). H
evtakomdvn £6e1Ee kPN 1 UNOEVIKT avaGTOAN Yo GAAOVG TUTOVE TV 1eoevivpmy P450 (CYP1A2,




CYP2A6, CYP2D6, CYP2E1, CYP3A kot CYP2C19) (BL. mopdypago 4.5).

Amofoln

H amofoln ¢ evtakoamdvng yivetal Kupime SIoUEGOV UN-veQPIK®Y HETOPOMKOV 000V, YoAoyiletal
611 80-90% g 600MG ameKKkpiveTal oTo KOTPaAVA, TapOAo TOL oLTO dev £xel emPefarwbel oTov
avBpomo. [Tepimov 10-20% amekipiveton ot 00pa. MOvo iyvn Tng EVIOKATOVNG OVIYVEDOVTOL GTO.
ovpa g apetdpAntn popen. To peyoddtepo pépog (95%) tov TPOiIdVTOC TOL AmEKKPIVETUL GTAL 0VPaL
etvar culevypévo pe YAuKkovpoviko 0&Y. ATO TOVG HETOPOAITESG TTOV AVIXVEDOVTAL GTO, OVPT., HLOVO
nepinov 1% &yxel oynpartiotel pe o&eidmon.

Xapaxtnpiotikd ctovg acbeveic

Ot QopUOKOKIVITIKEG IOIOTNTEG TNG EVTUKATOVNC Elval TAPOUOLEG TOGO GE VEUPE GTOUN OGO KOl GE
NMKIOUEVOVS. O HETOPOMGOG TOL QOPUUKEVTIKOD TPOTOVTOG enPpadivetal oe acheveic pe N £¢
pétpro nratikn] avendpkeln (Katnyopia A kot B katd Child-Pugh), mov odnyei og avénuévn
CULYKEVTPMON TNG EVIOKATOVNG GTO TAAGLA TOGO GTN (ACT] AmoppOPN oG OGO Kal 6T PAcT
amoPoing (PA. mapdypaeo 4.3). H veppixn avendpkelo dev ennpedlel T QOUPUOKOKIVITIKTY TNG
evtaxoanovng. QQo1000, 6ToVG 0oBeVEig 01 omoiot vtoPailovtan o€ apokabopon, uropel va e&etacet
éva PeyahOTepO 1ot HETOED TV SOGEWV.

5.3 IIpoxiivikd dgdopéva Yo TNV aoQAAiEL0

To, un KAwviKd dedopéva 6gv amoKaADTTOVY 1010iTEPO KivoLvo Yio Tov avOpwmo pe Pdon Tig
OLUPATIKEC LEAETEG POPLOKOAOYIKNG OICQAAELNG, TOEIKOTNTOG EMUVAAAUPOVOLEVOV dOGEDV,
YOVOTOEIKOTNTAG KOl EVOEYOLEVNG KOPKIVOYOVOL dpACTG. L€ UEAETEC TOEIKOTNTOG
emovarapPoavopevav d0cemv, Tapatnpninke avalpio Tlova AOyw g W10TNTOG TNG EVIOKATOVNG VOl
oynuatifel ynikd coumioka pe to 6idnpo. Ocov apopd TV TOEIKOTNTO GTNV AVITAPOYOY KN
KavoTTa, TOpaTNPNONKE peimon Tov Papoue TV euPpoov Kot po eAaPpa Kabvotépnon g
AVATTLENG TOV 00TMV G KOVIKAOVG G€ EMMEIN GUGTNUATIKNG £KOEGTC EVTOG TOL BEPUTEVTIKOV
€0POVG,.

6. ®APMAKEYTIKEXZ IAHPO®OPIEX
6.1 Koatahoyog ekddymv

Hvpnvag diokiov:

Kvttapivn pikpokpuoTtalAkn
KopueAddln vorplovyog 6106TavpodET
[ToP1dovn

Moyviiolo oTeaTikd

Emwdivyn Aemtod vpeviov:
[ToAvBvoAaAKoOAT], LEPIKMOG VOPOALDEic
TéAxng

[ToAvarBvievoylokoin

Agxi0ivn coylog

Kitpwvo cidnpov o&eidio (E 172)

Epv0pd c1onpov o&eido (E 172)

Titaviov do&eidio (E 171)

6.2 AovppotoTnTeg
Agv epapudletar.

6.3 Awdpkero Long
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3 xpovia.

6.4 Iowitepeg mpoPuAGEELS KaTE TN EVLAEN TOV TPOIOVTOG

To pappaxevtiKo avtd Tpoidv dev anartel Wwitepeg cuvinKeg GOAAENS.
6.5 @von Kol 6VOTUTIKE TOV TEPLEKTN

D1dAec Aevkég amd vyning Tukvotntag moivatfviévio (HDPE) pe Agvkd anapafioacta topato oarnd
moAvmpomvrévio (PP) mov mepiéyovy 30, 60, 100 1 175 diokio.

Mmropel va. unv KuKAOQPOPOLV OAEG Ol GUOKEVAGIES.
6.6 Iowitepeg TPOPULAGEELS OTOPPIYNG

Kopia g8k vroypéwon yio amdppym.

7. KATOXOZXZ THX AAEIAX KYKAO®OPIAX
Orion Corporation

Orionintie 1

FI1-02200 Espoo

dwhavdia

8. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/11/708/001-004

9. HMEPOMHNIA INPQTHXE EI'KPIZHY / ANANEQYHY THX AAEIAX
Huepopnvia tpmnc £ykprong: 18 Avyotvotov 2011

Hpepopnvia televtaiog avavémong: 8 Ampidiov 2016

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

AemTopePEic TANPOPOPIES VIO TO TOPOV PUPOKEVTIKO TPOiOV gival S100EG1UEG GTOV SIKTVAKO TOTTO
tov Evponaikod Opyaviopuod ®apudkmv: https://www.ema.europa.eu.

11
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IHAPAPTHMA 11

IMAPAXKEYAXTEX YIIEY®OYNOI I'TA THN
AIIOAEXMEYZXH TQN ITAPTIAQN

OPOI'H IEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETIAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI EXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX

12



A. TTAPAXKEYAXTEX YIIEYOYNOI I'TA THN AITIOAEXMEYXH TQN ITAPTIAQN

‘Ovoua kot 01e00VVeT TOV TOPOCKELOGTAOV TOV Eivol LTELOVVOL Yo TNV ATOOEGUEVLCT) TOV TOPTIOWV

Orion Corporation Orion Pharma

Joensuunkatu 7

FI-24100 Salo

dwvravdia

Orion Corporation Orion Pharma

Orionintie 1

F1-02200 Espoo

dwiavdia

270 £VTUTIO PUALO 0ONYLOV XPNONG TOV PAPUOKEVTIKOD TPOIOVTOC TPETEL VO OVAYPAPETOL TO OVOLLOL
Kot 1 91e0BuveN TOL TAPACKELOAGTH TOL Elval VIEHOVVOG Y10 TNV ATOSEGEVCT TG CYETIKNG TAPTIOAG.

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

DoppokevTIKd TPOTOV Y10 TO OTOI0 AMOITEITAL LOTPIKT) CLVTOYT.

I. AAAQOI OPOI KAI AITAITHZEIX THX AAEIAY. KYKAO®OPIAX

. Ex0¢oe1g Teprodknc mapaxorovdnong g acedireiag (PSURS)

Ot amaitioelg yuo v vrofoAn twv (PSURS) yio 10 gv A0y® @apuakevtikd Tpoidv opilovial otov
KaTdAoyo e Tig nuepounvieg avagopdg g Evoong (katdloyog EURD) mov mopatifetar otnv

napdypoeo 7, tov dpBpov 107y, tng odnyiag 2001/83/EK kot kdOe emaxkoriovdng emkapomroinong
OIS ONLOGIEVETAL GTNV EVPAOTAIKT SIKTVOKT TOAT Y10 TO POPLLOKAL.

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

. Yoo owayeiprong Kivovvov (XAK)

Aev epapudletar.
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IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
YXTH XTOIXEIQAH XYXKEYAXIA

KOYTI KAI ETIKETA ®PIAAHX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Entacapone Orion 200 mg emtkaAvppéva pe AETTO LUEVIO dlokia
evrakamovn

[2. XYNOEXIH XE APAXTIKH(EX) OYZIA(EY)

Kd&0e diokio mepiéyet 200 mg evrakamovng.

[3. KATAAOI'OX EKAOXQN

[epiéyer AexiBivn ooY10G KOl VATPLO.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovrti

30 emkoAvUUEVA. L AETTO VUEVIO O1OKI0L
60 emkalvpupévo pe AeTTO LUEVIO O1oKIO
100 emucorlvppévo, pue AemTd VUEVIO dioKia
175 emucodvppéva e Aento vuévio diokio

Enxéra piadng

30 dwoxia
60 diokiol
100 diokial
175 diokio

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

Awpaote 10 QUALO 0INYIDOV ¥PNOTG TPV 0Td TN XPNOT).
Ao otONATOG YpIoN.

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Noa puidooetar o€ 0éom, TV omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tadid.

[7. AAAH(EZX) EIAIKH(EX) IPOEIAONOIHZH(ELY), EAN EINAI AAPAITHTH(EZ)

16




| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEYX @PYAAEHX

10. TAIAITEPEX TPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOIHOENTQN ®APMAKEYTIKOQN ITIPOIONTQN 'H TQN
YHOAEIMMATOQN ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

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

Kovti

Orion Corporation
Orionintie 1
FI1-02200 Espoo
Owlavoio

Enxéra piadng

Orion Corporation

| 12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/11/708/001 30 emKoOALVUUEVO UE AETTTO VUEVIO OloKiol
EU/1/11/708/002 60 emkaAvppéva pe AETTO LUEVIO dloKio
EU/1/11/708/003 100 emkalvppéva e AeTTo LUEVIO dloKia
EU/1/11/708/004 175 emxoloppévo pe Aemwtd VUEVIO dloKial

| 13. APIOMOX ITAPTIAAX

[Moprtioa

| 14. TENIKH KATATAZH I'lA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. NAHPO®OPIEX XE BRAILLE

entacapone orion 200 mg [uévo yia T0 KOLTi]

17. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AIXATAXTATOX T PAMMQTOX
KQAIKAX 2D

A160106T0TOC YPOUL®TOS KMdKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVASTKO aVoyVOPLOTIKO KOOIKO
[LOVO Y10 TO KOouTi]
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAT'NQXIMA AIIO
TON ANOPQITIO

[L6vo Yo To Kouti]:
PC {apOuoc}

SN {ap1Bpog}
<NN {ap1Ouog}>
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B. ®YAAO OAHI'TQN XPHXHX
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@) ooV ypions: [Iinpogopicg yia Tov yprioTn

Entacapone Orion 200 mg smkalvppéva. pe Aewtod vpuévio olokio
gvtakamovn

AW PaoTe TPOGEKTIKA OLOKANPO TO PUAAO 00N VIOV YPTONGS TPV UPYIGETE VU TAIPVETE AVTO TO

PaPROKO, OL0TL TEPLAUUPAVEL GNUAVTIKES TANPOPOPIES YIX GAS.

- dvrdEte avTd TO PUALO 0N YLDV Ypiong. Tows ypelaotel va to dfdcete Eavda.

- Edv éxete mepattépo amopieg, pOTNOTE TOV YLOTPO 1| TOV PAPLOKOTOO GOG.

- H cuvvtayn yio ovtd 10 @approKo xopnynonke amokAEIoTIKG Y10 60G. AgV TPEMEL VO SDGETE TO
QAappraKo o€ AAALOVG. Mmopel va TOVG TPOKAAEGEL BAAPT], AKOLO KO OTOV TO, GUUTTOUATO, TG
ac0éveldc Tovg eivat 101 e T, KA cag.

- Edv mapotmpfoete Kamoo avemBOUNT EVEPYELN, EVILEPDOTE TOV YIOTPO 1) TOV QUPUOKOTOLO
0aG. AT 1oyvet Kat Yo kKGO mhovi) avemBOUNTN EVEPYELD TTOV OEV OVAPEPETAL GTO TAPOV
@OALO 0dNYIDV Ypriong. BAEme mapdypago 4.

T epréyer To mapoév eOAL0 00N YLOV

T etvon To Entacapone Orion kot o ival 1 xpriomn Tov
T mpéner va yvopilete mpv mapete to Entacapone Orion
[og va napete to Entacapone Orion

[MBavég avemBounteg evépyeteg

[og va puidocoete to Entacapone Orion

[epreydpeva g cLOKEVAGIOG Kol AOUTEC TANPOPOPIES

ANl o e

1. T givan To Entacapone Orion kot 7wola gival 1 yp1 61 TOV

Ta Entacapone Orion d16Kio TEPLEYOVV EVTAKOTOVT KOl YPTGLLOTOIOVVTOL LE TN AEPOVIOTA YiaL TN
Oepameio T vocov tov Parkinson. To Entacapone Orion fon0d t Aefovtono oty avakovQiomn TV
ocLUTTOUATOVY TG VOGoL Tov Parkinson. To Entacapone Orion dev €yel kapia enidpacn oty
aVaKODQLON T®V CUUTTOUATOV TG VOGoL Tov Parkinson ektog edv Aappdveton pe tn Aefovtomna.

2. Tvnpéner va yvopilete mpiv wapete To Entacapone Orion

Mnyv napete To Entacapone Orion

. o€ MEPIMTOOTN aALEPYIOG OTNV EVTAKOTOVN 1 OTO PLOTIKL 1 0T 6dY1e 1] 0€ OTO10OMTOTE GARO
omd T0 GLOTATIKA VTV TOV PAPLLEKOL (AVAPEPOVTAL GTHY TaPaypaPo 6),

. o€ TEPIMTOOT OV £YETE GYKO EMVEPPLIIOVY (YVOGTO O PULOYPDULOKVTMLLO, TO YEYOVOS BVTO
umopel va av&Noet Tov Kivouvo vyning aptnplokng mieong),

. 0€ MEPIMTOOT TOL TOIPVETE CLUYKEKPIUEVA OVTIKATOOMITTIKG PAPUOKO (POTAOTE TOV Y1ATPO 1|

TOV (POPUOKOTOLO GOG OV T OVTIKATAOAMTTIKA PAPLOKE, TTOV TOIPVETE UTOPOLV VO, Aaufdvovtal
pali pe to Entacapone Orion),

. o€ MEPIMTOON OV EYETE NTATIKY| VOGO,
0€ TEPIMTOOT) OV TOPOVGLAGUTE TOTE LU0 CTAVIO, AVTIOPUGCT] GE AVTIYLYMTIKA QOPLLOKE TOV
ovoudletor kokonbeg vevponmrikd cvvopopo (NMS). BA. mapdypapo 4 ITibavég avemBounteg
EVEPYELES Y10 TA, XOPOKTNPLOTIKE TOL NMS,

. 0€ MEPIMTOOT TOL TOPOVCLAGOTE TOTE L0 GTLAVLO. LVIKT| SloTapay Tov ovoudleTot
pafdopvdAivcn Kot 1 ooia dgv TPOKANONKE Ao TPOVUOTIGHO.

[pocdomomoeis Ko TPOPVAAEELS
AmevBuvbeite 6ToV YioTpO M TOV PapUOKOTOLO GG TPV TapeTe To Entacapone Orion:

. 0€ MEPIMTOOT TOL ELYOTE TOTE KATOLO KAPSOKS EMEIGOS0 1 omoladNmotTe GAAN TAONGN TNG
KopOLaC,
. 0€ TEPIMTOOT) OV TOUPVETE PAPLLOKO TO 0TOi0 pmopel vo tpokaAréael (aAn 1 téon Awobvpiag

(xounAn aptnploxn mieon) 6Tav oNKOVESTE Ao TNV KOpEKAL 1] TO KpePdrt,
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. 0€ MEPIMTOOT) OV EYETE TOPATETAUEVT OLAPPOLL EVILEPDOTE TOV YIOTPO G0.G KAOMG anTd pmopel
va glvan onpeio pAEYHOVIG TOV KOAOV,

. 0€ TEPIMTOOT OV £YETE JAPPOLD, GUVIGTATOL EAEYYOG TOV PAPOVG GOG MOTE VO ATOPVYETE TNV
mBavotnTa vTePPOAKNG andAELNS fApoug,
. o€ TEPIMTOOT TOL £XETE AVEAVOUEVT] OTOAELR TNG OpeENG, advvapia, eEAVTANON Kot AT®AELD

Bapovg péca oe oeTIKA UIKPO Y¥POoVIKO dldotnua, O Tpémet vo, yiveTor pio YEVIKN 10TPIKT
EKTIUNGOT GLUTEPIAAUPAVOUEVTG TNG NTTOTIKAG AEITOVPYING.

Evnuepaote tov ylotpd cog eGv €0gig 1 1) OIKOYEVELN/O PPOVTIOTHG OO OUMIGTOCETE TNV ELPAVION
TOPOPUNONG 1 EMOLUING VO GUUTEPLPEPESTE UE TPOTOLS O)L GLVIDELS YO EGAC 1} AV dEV UmOPELTE VO
avtiotabeite oty Topopuncmn, 0EAnon 1 mepacud va tpoPeite oe evépyeleg mov pmopet va fAdyovy
TOV E0VTO GOG 1] TOVG YOP® COG. AVTEG Ol GUUTEPUPOPES OVOUALOVTOL SLATOPUYEG EAEYYOV TMV
TOPOPUNCEMVY Kol Uopel vo teptiapupdvouy e0ioud ot yoptomaiéio, vaepPoiiky] KaTavAA®GON
@oyNTov N VIEPPOAKEC SOmAVES, UN PLGIOAOYIKA avénuévn oeEovalkn d1Gbeon 1 evacyoinom ue
VIEPUETPEG OKEWYELS N alcOnpata ceEovaAtkod epieyopévovn. O yrotpdg 6oc Umopet va ypelactel va
emavo&lohoynoel  Bepaneio cagc.

KoBng ta Entacapone Orion diokia 8o Aapfdavovral poali pe aAio edppoxo Aefovionoc,
napokoieicte Onwmg drofdcete emiong To GUAAO 0OMNYLOV TOV PAPUAK®V VTMV TPOGEKTIKA.

H docoloyia dAlov pappdkov yuo ) Oepaneio Tng vosov Tov Parkinson pmopel va yperooctel va
pvOotel 6tav Eexwvnoete va maipvete Entacapone Orion. AkolovOnote Tig 0dnyieg mov cag £E6mae o
ytpdg Gog.

To Koakonbeg Nevpoinmrikd Zovopopo (NMS) eivor puo cofapn aArd omdvia avtidpoor o€ opiouéva
QapuoKa, Kot UTopel va eueovioTel 1dtaitepa dtav to Entacapone Orion kot GAAQ QOPUOKE Y10 TN
Oepomeio T vocov tov Parkinson diokdntovral andtope 1 peidvetal andtopa 1 docoroyio. [a ta
yopaktnpiotikd Tov NMS BA. Hapdypaeo 4 ITiBavég avemBOunteg evépyeieg. O yaTpdg cog pmopei
va 6og cupPoviéyet va dakoyete otadtakd T Bepomeia pe Entacapone Orion kot GAAQ GAPLLOKE. YO
) Bepameio tng vooov tov Parkinson.

To Entacapone Orion 6tav ypnoylomoteitot pe tn Aefovtona Pmopel vo oog @EPEL VTVNALL KOt LEPTKES
Qopéc umopel va cog kavel va kopdote Eapvikd. Edv couPaivel avto, dev mpémet va odnyeite N va
yepileote epyateia N unyovipata (PA. «OdyNGN Kol XEPIGUOC UNYOVIIULATOVY).

Alho @appoxo kot Entacapone Orion

Evnuepdote Tov yatpd 1 TOV @opUaKoTold cag edv maipvete, £xeTe TPOGPOTA TAPEL 1) UTOpEl vol
TAPETE AALA QAPUAKO. ZVUYKEKPIUEVE, EVILEPDOTE TOV YIATPO OOG EAV TOIPVETE KATOLO ald Ta
axoAovd:

. PUUTEPOAT], 10OTPEVAALIVT), 0dPEVOLIVY, VOpadpeVaALvT, VTOoTapivn, vioBovtapivn, dApa
uebvivtomna, amopopeiv,

. avtikatafntikd copmeptiapovouévey decumpapivng, LomTpoTidiving, Beviagpa&ivng,
mopo&etivg,

. Bappapivn yio v apaicon Tov aiptoTod,

. ocvpminpopata odnpov. To Entacapone Orion pmopel vo KAVEL TV 0oppOPn o™ TOV GLONPOL

dvuokorotepn. [V owtd 10 Adyo unv maipvete to Entacapone Orion kol GUUTANPOUATO GLOT|POV
tavtdypova. To Entacapone Orion Kot T0, GUUTANPOUOTO GLONPOV TPETEL VO AOUPAVOVTOL e
dapopd 2-3 opav.

Kinon, Onhaopoc ko yovipétnra

Mnyv ypnowonoteite to Entacapone Orion katd T didpketo TG kOMong 1 eav nhalete.

Edv eiote éyxvog 1 OnAdalete, vopilete 0TL pmopet va lote £yKvog 1) 6YeO1ALETE VO ATOKTAOETE T,
{ntote T GLUPOVAN TOL YIATPOL 1] TOV POPLAKOTOLOD GO TPLY TAPETE OVTO TO PAPLLOKO.

001ynon Ko YEPIGUOS POV RATOV
To Entacapone Orion 6tav ypnoyonoteiton pali pe Aefovtona Hmopel vor LEIMGEL TNV aPTNPLOKT] GOG
mieon, 10 omoio pmopel va, cog kdvel va acboveite téomn yio Amobvpia ) (odn. No eiote 1dwitepa
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TPOCEKTIKOL OTaY 0dnyeite 1| 6tav yepileote epyaleio 1| pnyovnULOTaL.

Emiong, o Entacapone Orion 6tav ypnoiponolgitol pe tn Aefovtone umopei va oag EpeL vvnAia, 1
VO GOC KAVEL LEPIKEC POPEC VO, KOYLAGTE EAPVIKA.
Mnyv odnyeite 1| XPNOLOTOIEITE UNYOVILLOTO EAV ELPOVICETE TO GUUTTOUOATA OVTAL.

To Entacapone Orion wepiéyel Aeki0ivn o0y10C Kol vaTPLo
To Entacapone Orion mepiéyet Aekifivn ooyiag. Edv eiote adlepykdg oto Qrotikt 1] 61N 6OYL0, pUnv
YPNOLLOTOUCETE OVTO TO POPLUAKEVTIKO TPOTOV.

To @apuaxo ovtd mepiéyel 7,9 mg vatpiov (kP10 GLGTUTIKO HoyEPIKOV/emiTpanéllov AANTOC) GE
kd0e diokio. H péyiom ovvictmpevn nuepnota 66om (10 diokia) mepiéyel 79 mg vatpiov. Avtd
oodvvaplel pe 1o 4% TG GUVIGTAOUEVIG LEYIGTIG NUEPTOLOG TPOCANYNG VATPIiov pE TV SoTporn yio
gvay EVIAIKOL.

3. o va tapete 1o Entacapone Orion

[Tédvtote va maipvete To PAPLOKO QVTO ALGTNPE COUPOVE, LLE TIG 0dNYIES TOV YLOTPOD 1] TOV
eoppakomolod oag. Eav éxete apeifories, potiote TOV Y10TpO 1 TOV QUPLOKOTOLO GOC.

To Entacapone Orion Aapfdvetor pali pue appoka mov nepéyovy Aefoviona (gite oKevaGHOTA
Aepovtomac/kapPvtonag site okevacpato AePovionac/Pevoepaciong). Mmopel emiong va
¥pnowonoleite Ao eappaka yio t Oepaneia tng vosov tov Parkinson tavtdypova.

H ocvvietdpevn d6on tov Entacapone Orion givot éva diokio tawv 200 mg poli pe kébe d6om
AePovtomac. H péyiot ocuvictodpevn 66om givar 10 diokia v nuépa, dni. 2.000 mg Entacapone
Orion.

AV KAVETE aLOKAOOPON Y10 VEQPIKT OVETAPKEL, O YIOTPOS GOG UTOPEL VO GOG TTEL VO AVENGETE TOV
APOVO OVAUEGO OTIC OOCELS.

[Na va avoitete T LaAN Yo Tp®TN Popd: avoilte to
OO, Kol LETE MECTE UE TOV avTiYEPA GOG TO
oppdyiopa LEypl avtod vo ondoel. BA. eikova 1.

Ewova 1

Xpion o€ Tao1d Ko Qjfovg
H eumepia pe to Entacapone Orion g acOeveis katm tov 18 etddv givarl meproptouévn. Emopévac,
yp1on Tov Entacapone Orion o€ modid 1 epnPoug dev umopei va cuotnOel.

Edv napete peyoardtepn 66on Entacapone Orion amd TV Kavoviki)
Yy nepintoon vaépPacnc g 606MG, GLUPOVAEVTEITE AUECT TOV YIATPO, TOV PAPUAKOTOLO GAG, 1] TO
TANGIEGTEPO VOGOKOLLELO.

Edv Eeydoete va mapete To Entacapone Orion

Av Egyaoete va Tapete to dtokio Entacapone Orion poli pe tn 6601 tng Aefovtonog, mpémet vo
ouvveyioete TNV aywyn maipvovtag To endpevo dtokio Entacapone Orion poli pe tnv endpevn d6om g
AePovtomag.

Mnyv mépete SITAR 600 Y10 VAL OVOTATPOGCETE TO S10KI0 TOL EEXACATE.

Ed&v otapatiosete vo naipvere 1o Entacapone Orion

Mnyv ctapathoete va maipvete to Entacapone Orion €KtOG 0V GOG TO TEL O YIATPOG OOG.
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Orav otapatdre To eAPLAKO, O YITPOS GOG UTOPEL VO YPELOCTEL VO OVATPOGOPUOCEL TN SOGOAOYia
TOV GAAOV eopUaKk®V oag Yo T Bepaneio Tng vocov tov Parkinson. To va otapoatioete andtopo 10
Entacapone Orion kot to dAlo @appoka yio tn Oepameio g vooov tov Parkinson pmopei vo odnynoet
oe avembounteg evépyeteg. BA. [Tapdypago 2 [Ipogidomooelg Kot TpoPLAGEELC.

Edv éxete mepiocdtepeg EpMTNGELG GYETIKA LLE TT] YPTOT CVTOV TOL PAPUAKOVL, POTNGTE TOV Y10TPO 1)
TOV PUPLLOKOTOLO GOG,.

4. IMBavig avemBounTES EVEPYELES

Onwg 6Aa 10 pAPLOKA, £TGL KOL 0VTO TO PAPLOKO UTOPEL VO, TPOKOAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot Ogv TOPOVGLALoVTaL G€ OAOVE TOVG avOp®ITOLE. ZVVHOWC 01 AVETIOVUNTEG EVEPYEIEG TTOV
nmpokaAovvtal and To Entacapone Orion gival (e £m¢ péTpiec.

Kdémoeg amd tig avemBountec evépyeileg cuyva TpokaAovvTaL amd Ty avénuévrn dpdon g aywyng He
AePovtoma kot glvar o cuyvég Katd v Evapén tng Oepamevtikng aywyngs. Edv eppavicete tétoteg
avemBounteg evépyeleg oty opyn s Bepamevtikng aymyng pe Entacapone Orion, Ba mpénet va
EMKOWVMVNGETE LLE TOV YOTPO oG Yio Thavi Tpooapuoyn g docoloyiag tng Aefovionac.

IToA0 cuyvéc (umopel vo ernpedcovy meptocdtepo omd 1 ota 10 droua):

. Mn eheyyOUEVEG KIVIIOELS [LE OVGKOAID GTNV EKTEAEGT] EKOVGLMOV KIVIGE®V (dvoKivnoia),
. aicOnpa adbeciog (vavtia),
. aKivOUVOG amOYPOUATICUOS TOV 0VP®Y YPOUATOS KAGTUVOKOKKIVOU.

2uyvéc (umopet va emnpedoovy £o¢ 1 ota 10 droua):

. YrepPoiikég Kivioelg (VepKIvNoia), ETOEVOVUEVO COUTTMUOTO TG VOoov Tov Parkinson,
TOPOTEWVOUEVEG LVIKES Kpaumeg (dvotovia),

. §UETOC, S1apPOLa, KOIAOKO AAYOC, duokotdidtnta, Enpootouia,
LaAn, KOTTmoT), aLENUEV EQIOPMOT|, TTAOGELS,

. yevdarotnoelg (0tov PAérete/axovte/aicOdveste/popilete Tpdypata to onoia 6Ty
TPOYUATIKOTNTO dEV LILAPYOLV), abmvia, EvTova OVELPa, Kol cOY Lo,

. KOPSLOKA 1| aPpTNPLOKE TEPIOTOTIKG, (T0.). TOVOG 6T0 6TN00C).

Oyt ovyvég (umopel va emmpedoovy €mc 1 ota 100 dtoua):
. "Epepaypo tov pookopdiov.

2ravieg (umopet va exnpedoovy € 1 ota 1.000 dropa):
. E&avOnparta,
. U1 QLGLOAOYIKA OTMOTEAECUATO SOKILOGTOG TOTIKAG AEITOVPYING.

oM omdvieg (umopei va ernpedoovy £m¢ 1 ota 10.000 dtoua):
. Aéyepon,

. UELUEVT OpeEN, ammdAELn BApovg,

. e€avomua.

Mn yvootéc (n cvuyvotnta 6sv numopel vo ektun el e Bdon to dwedécuo 6douéva):

. DAeypovi oto KOAOV (KOATION), PAEYLLOVH GTO AP (NTOTITION) LE KITPIVIGUO TOV SEPLLOTOC
KOl TOV AEVKOD TV LOTIDV,
. ATOYPOUOTIGIOG TOV SEPLOTOC, TOV TPLYWOTOD TNG KEPAANG, TOV TPOCMITOV KOl TMV VOYLDV.

Ortav to Entacapone Orion yopnyeitol o vynAOTEPES dOOELS:
Y docelg tov 1.400 éwc 2.000 mg nuepnoing, ot akdlovdeg avembOunTeG EVEPYELEG iVl TTLO GUYVEG:

. AveEéeyKTeg KIVIGELS,
. vowTia,
. KOWMOKO GAYOG.
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AA\eG ONUOVTIKEG TTOPEVEPYELEG TOV UTOPET VO EULPOAVIGTOVV:
. Orav to Entacapone Orion Aapfdveral pe AePovtomno Umopel omAvia Vo, 6o TPOKAAEGEL
VIVNAMO KoTd T S1APKELN TG NUEPOC KoL VO, GOG KAVEL VO, KOYLAGTE EAPVIKA,

. To Kakonfeg Nevpoinmrtiko ovopopo (NMS) givar po omavio coPapn avtidpoon o€ apLoKo
v TN Bgpoameio SaTapaydV TOL VEVPIKOD GLGTNHATOG. XapaktnpileTol amd dvoKayia,
UIKEG GUOTAGELS, TPEUOVAO, SIEYEPOT] KOl GVYYVOT|, KO, VYNAT Beppokpacio cdpHaTog,
Kapdlokd puoud avénuévo, katl actadn aptnplokn Ticon,

. po omdvia cofapn puikn dwtapayn (pafdopvorvcn) 1 oroia Tpokaiel TOVo, evaicOncio Kot
advvapio oTovug PHEG Kot UTOPEL v 0N Y1 OEL GE VEPPIKE TPOoPALaTAL.

Mmopet va. ELQaVIGETE TIG 0KOAOVOES aVETBVUNTEG EVEPYELEG:
. Advvapia avtictaong otny Topdpuncn va npoPeite oe evépyeto mov TOavOV va ivar
emPrapng, n onoia pmopel va meptiapPivet:
e dvvarti Topdpunomn yio vrepPoiikn yoptomaiio Tapd TG cofapic TPOSMMIKEG N
O1KOYEVELOKEC GUVETELEG,
®  J10pOPOTTONUEVO 1 LENUEVO GEEOVOAKO EVOLAPEPOV KOl GUUTEPLUPOPA LE 1O10iTEPT
avnovyia 6€ €6GC 1| TOVE YOP® GOG, OTMG Yo Tapdderypa, ovénuévn ceEovaiikn odbeon,
o ave&éheykto vepPolikéc ayopég 1 damdvec,
®  KPOTAAT PayNTOD (KOTAVOAMGT UEYOAMY TOGOTHTMOV QAYNTOV GE HIKPA YPOVIKA
SLoTNHOTO) N KOTAVOYKOOTIKT KOTAVIAMGT (oynTol (KATOVAA®MGCT TEPIGGOTEPOV

@oynNToL OO TO PLGLOAOYIKO KOl TEPIGGOTEPO AMO OGO YPEIALETOL Vi Vo, tkavomomBei 1
neiva, 6ag).

Evnuepaote tov yratpd 60og Qv TOPOVGIAGETE KATON OO QLTEG TIG CUUTEPIPOPEG; Bal
ocu(NToETE TPOTOVS YEPIGLOV N LEIWONE TOV CUUTTOUATOV OVTDV.

Ava@opd avemOuunTOV EVEPYELOV

Edv mapatmproete kKamoo avemBOunTn evépyela, EVIUEPDOTE TOV YIOTPO 1) TOV PUPLOKOTOLO GO,
AVTO 1oyvEL Kot Yo KAOe Thavi avemBountn VEPYELN TOL OEV AVAPEPETAL GTO TOPOV PVALO OONYIDV
ypnonc. Mmopeite eniong va avagépete avembounteg evépyeleg anevbeiag, Léow Tov eBvikod
GLGTAIOTOG OVOPOPAS TOV avaypapetat 6to [lapdptnua V. Mécm tng avaeopdg averbountov
evepyelmv pnopeite va fonbNoete 0T GLALOYN TEPIGCOTEP®V TANPOPOPIDV GYETIKA LE TNV OCPUAELL
TOV TOPOVTOG PAPUAKOL.

5. og va uiaccete To Entacapone Orion

To @apuako ovtd TPETEL VO PUAACCETOL GE LEPT) TOV OEV TO PAETOVV KoL O&V TO POAVOLV TA TTOdLA.

Noa un xpnoIHoToIEITE aVTO TO PAPUOKO UETE TNV NUEPOUNVI ANENG TTOVL AVOPEPETAL GTO KOLTI Kol
oTNV €TIKETA TNG PLAANG. H nuepounvia AMéng elvan n televtaio nuépa TOL PV TOV AVOPEPETOL EKEL.

To @apuaxo owtd dev amattel Wiaitepeg cuvOnKeg POAUENC.

Mnv metdite @APULAKA GTO VEPO TNG ATOYETEVONC. POTNoTE TOV QOpLOKOTOLd GOG Y1 TO TAS VO
TETAEETE TA PAPLLOKA TTOV OEV ¥PNOILOTOoLEite . AvTtd Ta pétpa Bo fondncovy ot Tpoctacio Tov
mepPdArrovtog.

6. Iepreyopeva TN GVOKELUGTUG KUL AOUTEG TANPOPOPIEg

T tepréyer to Entacapone Orion
- H dpaoctikn ovoia givar 1 evtakamovr. Kabe diokio mepiéyet 200 mg evtakamovng.
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- Ta @GAAa GVOTOTIKG GTOV TVPTVE. TOV JIOKIOL ElvaL KLTTAPIVI] PKPOKPVGTAAAIKT, KOPUEAAOLN
vaTpLoHY0g SLLGTAVPOVIEVT), TOROOVT] KOl LOYVI|Ol0 GTENTIKO.

- H emcdAvyn Aemtod vpueviov mepiéyel ToALPIVOANAKOOAN UEPIKMDS VOIPOALOEioH, TAAKN,
TOALOBVAEVOYAVKOAN, AekiBiv codylag, kitpvo odnpov o&eidio (E 172), epvBpd c1ompov
o&eido (E 172) ko tiraviov do&eidwo (E 171).

Ep@avion tov Entacapone Orion kol epieyOpeva. Tng 6VGKELAGIOG
To Entacapone Orion 200 mg emikodvppéva e Aento vpévio diokior eivot xpoUOTOg KopeTi-
TOPTOKOAL, d1oKi0 0OEWN HE yopaypévo otn pia Tievpd 10 «COMT». Elval cuckevaouéva o OLalec.

Yrdpyovv téccepa dopopeTikd peyédn cuckevaciog (pidieg mov mepiéyovy 30, 60, 100 1 175
dtokia). Mmopel va unv KukAo@opovV OAEG Ol GUCKELOGIES.

Kartoyog Adsrog Kvkhogopiag
Orion Corporation

Orionintie 1

FI1-02200 Espoo

dwvravdia

Hopoockevaotig

Orion Corporation Orion Pharma
Joensuunkatu 7

FI-24100 Salo

Ddwravoia

Orion Corporation Orion Pharma
Orionintie 1

FI1-02200 Espoo

dwavdia

IMo omoladnmote TANPOPOPIo. GYETIKA LLE TO TOPOV PAPUOKEVTIKO TPOIOV, TAPUKOAEIGTE VO
angvBuvleite otov Tomucd avtimpdswno Tov Katodyov g Adeag Kvihogopiag:

Belgié/Belgique/Belgien Lietuva

Orion Corporation UAB Orion Pharma
Tél./Tel: +358 10 4261 Tel: +370 5 276 9499
Bbbarapus Luxembourg/Luxemburg
Orion Corporation Orion Corporation
Ten.: +358 10 4261 Tél./Tel: +358 10 4261
Ceska republika Magyarorszag

Orion Corporation Orion Corporation
Tel: +358 10 4261 Tel.: +358 10 4261
Danmark Malta

Orion Pharma A/S Orion Corporation
TIf.: +45 8614 0000 Tel: +358 10 4261
Deutschland Nederland

Orion Corporation Orion Corporation
Tel: +358 10 4261 Tel: +358 10 4261
Eesti Norge

Orion Pharma Eesti OU Orion Pharma AS

Tel: +372 66 44 550 TIf.: +47 40 00 42 10
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EALGdo
Orion Corporation
Tel: + 358 10 4261

Espaiia
Orion Corporation
Tel.: +358 10 4261

France
Orion Corporation
Tél.: +358 10 4261

Hrvatska
Orion Corporation
Tel.: +358 10 4261

Ireland
Orion Corporation
Tel: +358 10 4261

Island
Vistor hf.
Simi: +354 535 7000

Italia
Orion Corporation
Tel: +358 10 4261

Kvnpog
Orion Corporation
TnA: +358 10 4261

Latvija
Orion Corporation

Osterreich
Orion Corporation
Tel: +358 10 4261

Polska
Orion Corporation
Tel.: +358 10 4261

Portugal
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel: +358 10 4261

Slovenija
Orion Corporation
Tel: +358 10 4261

Slovenska republika
Orion Corporation
Tel: +358 10 4261

Suomi/Finland
Orion Corporation
Puh./Tel: +358 10 4261

Sverige
Orion Pharma AB
Tel: +46 8 623 6440

Orion Pharma parstavnieciba
Tel: +371 20028332

To wapov @OALO 00N YLOV Yp1oNS avaBepnOnke Yo TELEVTOIO POPE GTIG
Aldeg TYég TANPOPOPLAOV

Aemtopepeic TANPOPOPIES Y1 TO PAPLOKO aVTO givol S1BEGIIEC GTOV JIKTLOKO TOTO Tov Evpmmaikod
Opyoviopov Gapudkmv: https://www.ema.europa.eu.
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