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NEPIAHYH TOQN XAPAKTHPIZTIKOQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Comtess 200 mg emkaAvppévo Pe AETTO LUEVIO dtoKia

2. MOIOTIKH KAI ITIOXOTIKH XYNOEXZH
Kd&0e emkaivppévo pe hAemto vpévio diokio mepiéyet 200 mg evtakamovng.
"Exdoya pe yvoot dpdon

Kd&0e emkaivppévo pe hemto vpuévio diokio mepiéyet 0,53 mg AekiBivng ooyog, Kot 7,9 mg vatpiov g
CULOTATIKO T®V EKOOY®V.

IMoa tov TApn KoTdhoyo TV KOV, BA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Emwcoloppévo pe Aemtd vpévio diokio (diokio)
Kootavoypouv—mopTokail, ®OoedEg, QUEIKLPTO ETMKAAVUUEVO LE AETTO VUEVIO S10KI0 e TN AEEN
«COMT» yopayuévn oty o TAEVPA TOV.

4. KAINIKEX TIAHPO®OPIEX
4.1 OgpamevTikég gvociterg

H evraxandvn evdeikvotar mg tpdcsbetn aywyn xopnyoduevn poli pe to KAoGIKE 10100KEVAGHOTA
AePovtomag/Bevoepaliong N Aefovromac/kapPivionag, oe evilikeg acOeveic pe voco Parkinson ko
SLOKVUAVOELS TNG KIVNTIKOTNTOG KATA TO TEAOG TG 000NC, 01 0010t dgV gival duvatdv va
otafeponomBoidv e TOVG AVOTEP®D GLVIVAGLOVG,.

4.2 Aocoloyio kor TpOTOG YOPNYNONG

H evraxoandvn mpémetl va ypnoyLonoteital povo o€ cuvdvacuod pe Aefoviona/Pevoepalion M
AePovtoma/kapPfvtona. Or cuVTAYOYPUPIKEG TANPOPOPIES Yio CLTE T IO10GKEVAGLOTO TG
AePovtomag 1oHovV GTNV TAVTOYPOVT] YOPNYNOT TOVG LE TNV EVIOKATOV.

Aocoroyia

"Eva d1oxio tv 200 mg AapPdveton pe ke 66om Aefovtomoc/avactoréa viomag amrokapfoLuAdonc.
H péyiotn ocvvictmpevn 06on eivar 200 mg déka popéc nuepnoing, oni. 2.000 mg evrakandvng.

H evraxandvn evioyvet Tig dpacelg g Aefovtomag. Qg ek TOVLTOV, Y10 TOV TEPLOPIGUO TOV
VIOTOUVEPYIKAOV OVETIHOUNTOV EVEPYELDV TNG AEPOVTOTOC, T.). TNG SVOKIVIGING, TNG VAVTIONG, TOV
EUETOV KOl TOV YeLdUIoON eV, gival cuyva avaykaio 1 puOuLoT g docoroyiag AefovTOTas EVTOG
TOV TPOTOV NUEPDOV EMG TOV TPAOT®V ERSOUAd®V PETA TNV Evapén TG BepamevTiKng oywyng Le
evtakonovn. H nuepnoia 66om g Aefovionag mpénet vo petmveton katd nepimov 10% émg 30%
EMUNKOVOVTAG TO SIUCTILATO TTOV LEGOANPOVY OVAUESO GTIG XOPNYNOELS KOUT LEUDVOVTUS TNV
TocOTNTA TNG AefovTomag avd SO0, avaAoya LE TV KAVIKT KATAGTOCT TOL acfevoug.

Av dwokomel 1 BepomenTiKy oy@yn He evtaxomdv, givor avaykaio va puBuictel n docoroyio Tov
GAAOV OVTITOPKIVGOVIK®Y OEpATELTIK®V Ay®Y®V, W01iTEPA TNG AEPOVTOTOC, TPOKEUEVOL VO,
emtevyBel éva emapkég eMInEdO EAEYYOV TOV TAPKIVGOVIKOV CUUTTOUATOV.

H evraxandvn avédver t Prodabeocipotnta g Aefovionag and Ta KAUCIKA 10106KEVAC LT
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AePovtomag/Bevoepaliong elappd meptocdtepo (5-10%) amd 4Tl 6TV TEPITTOON TOV KAUGTIKAOV
WookevaopdTov Aefovionac/kappvionas. 'Etol, otovg acbeveig mov Aappdvouy ta kKAaotkd
Wlookevacpota Aefovionag/Pevoepaliong, OTav EEKVODY TNV AY®YT| [LE EVTOKOTOVT), LTOPEL VO
YPEWCTEL va Yivel o peyoddtepn peiwon g doomng Aefovionag.

Negpixn dvoliertovpyio,

H veppwn avendpkeio dev ennpedlet TIG QAUPUOKOKIVITIKEG OIOTNTEG TNG EVIUKATOVNG KOl OV
yperaletar kapio 606oAoYIKN TPOoGapuoYY. 201000, og acbeveig mov KAvouv aipokddapon, Ba Tpénet
va eEeTALETAL TO EVOEYOUEVO TNG EMUNKVVOTG TOV SOGTNHATOV TOL LEGOANPOVY OVAUESH OTIG
dradoyucég yopnynoeig (BA. mapdypaeo 5.2).

Hrotikn dvaleirovpyio
BA. mapdaypago 4.3.

Himawuévor
Agv amotteitor podion g d060A0YING TNG EVIOKATOVIG GTOVG NAIKIOUEVOLG,.

Haoudrazpiros minBoouos
H acpddeia kot 1 aroteleopatikomra tov Comtess o€ modid nAkiog katw Tov 18 eTmv dev £xouv
axoua tekunprmet. Aev vapyovv dabécia dedopéva.

Tpomog yopnynong
H evtaxandvn yopryeitat amd to otdpa Kot Toutdypova Le kdbe 0o Aefovtomog/kapPivTonas 1
kd0e 6001 Aefovtomoac/Pevoepaliong.

H evtaxoandvn pmopel va Anedet pe 1 yopig tpoen (PA. mapdypapo 5.2).
4.3 Avrevositeg

- YrepevoioOnoia ot HpacTiki 0vcia 1 6TO PLOTIKL 1) 0T GOy 1] G€ KATO0 0o TO EKO0Y0 TOV
avaPEPOVTOL GTNV TAPAYpa@o 6.1.

- Hratum dvoiettovpyia.

- DooypoUOKLTOA.

- Tavtdypovn xpnomn TG EVIAKOTOVNG LE [T EKAEKTIKOVG OVOGTOAEIG TNG LOVOOUIVOEEIDAONG
(MAO-A ot MAO-B) (m.x. eoatvellivn, Tpavoiiumpopivn).

- Tavtoypovn xpnon evog ekiektikov avactoréa MAO-A kot gvOc EKAEKTIKOD OVOGTOAEN
MAO-B «ot g evtaxarovng (BA. Tapdypapo 4.5).

- [Tponyovuevo 1otopikd KakonBovg vevponmtikod cuvopopov (NMS) Kovn pun TPOVHOTIKAG
papdopvorvong.

4.4 Ewwkég TPOELOOTOUGELS KOl TPOPVAAEELS KOTA TN p1ion

H papdopvorvon, devtepoyeviig oTic cofopés SuoKivnoieg 1 6To KakoMOeg VEVPOANTTIKO GHVOPOLLO
(NMS) éxer mapatnpnbei ondvio oe aobeveig pue voso Parkinson.

To NMS, cvumeptirapfoavopévev pafdopvorvong kot vrepBeppiog, yopaxtnpiletol omd KivnTikd
copnTOpoata (aKopyic, POKAOVOC, TPOHOG), OAANYES OTY VONTIKN Katdotaor (6mwg m.y. diéyepon,
oLYYLOT], KOU), vepBeppia, SUVGAEITOVPYIO TOL CVTOVOLOV VEVPIKOD GLGTIHHOTOC (ToyLKaPdia,
aotadNg aptnprokn Tieon) Kot avEnpuéva ETITESD KPEUTIVIVIG TNG POCPOKIVACNG GTOV 0p0. X
UEHOVOUEVES TEPIMTMOCELG, LOVO LEPIKA OO QLT TO CUUTTAOUATO, KU1 TO EDPNUATO UTOPEl va glvat
EULPOVT.

Ao edeyyOEVEG OOKIUEG OTIG OTOTEG 1] EVTAKOTOVT OLOKOTNKE OOTOLM, 00TE To NMS 001e N
papdopvorvon Exovv avapepbel o€ cuaYETION e TNV AyYT| HE evtakomovr). Katd tnv kukhlopopia
TOV QUPUAKOL GTNV ayopd, £xouv avaeepbel pepovouéveg teputtaoelg NMS, €101K0Tepa PETA A0
OOTOUN HEIOTN 1 SLOKOTY TG EVIAKATOVNG KOl GAL®Y TAVTOYPOVOV VIOTOUIVEPYIKDV
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(QOPLAKEVTIKGV TTPoiovTmv. Otav Bewpeital anapaitnTo, 1 KON TNG EVIOKATOVNG KOl GAANG
vromopvepyikng Oepamneiog Oa mpénet va yiveton 6Tad0KE Kot v oNpEia KA/ CUUTTOUATO
Tapovc1acfolv Tapd Tr 6TAd0KY OLUKOTN TNG EVTIAKOTOVNG, LITOPEL va lval omapaitnTn pio ovénon
g docoloyiag tng Aefoviomac.

H Bepaneio pe eviokambdvn TPENEL va YOPTYELTAL LUE TPOGOYT O aGOEVEIS e IoYOUIKT KapdtoKn
vdGo0.

AOY® TOL UNYoVIGpHoD dpAoNg TG, 1| EVIAKOTOVI UITOPEL Vo EXNPEACEL TO HETOPOMGUO TOV
(OPUOKEVTIKMV TPOTOVIWOV TOL TEPLEYOLV U0 OUAO KATEYOANG KOl VAL EVIGYDGEL TN OpAGCT] TOVG.
YUVETMG, M EVIOKATOVN TPETEL VAL YOPTYELTAL e TPOGOYT o€ acbeveic 6TOVG 0moiovg YopnyeiTat
OepamenTIKN Oy®YN LE QUPUOKEVTIKA TPOiOVTE Ta omoio petaforiloviat amd v KoteyoA-O-pebvi
tpovopepdon (COMT), dnwg yio Topaderypa 1 puutepOAn, 1 1IGOTPEVAALIV, 1 AdPEVAALiv, N
vopadpevaAivn, | viorapivn, n viofovtapiv, N GApa-pebuiviona kot ) amopopeivn (BA. exiong
Tapdypoeo 4.5).

H evtaxandvn yopnyeitoat Tdvtote cov CUUTANPOUATIKTY BEPOTEVTIKY] oywyn pe Aefoviona. Tvvenmg,
01 TPOPLAAEELG TTOL 1oYHOVV GTNV AY®OYT e AEPovVTOTa TPEMEL emiong va AneBohy vdYN Kot 6TV
aywyn pe evtaxkomovn. H evtakandvn avéaver t Prodabecipotnto g Aefovionag and ta KAAcUKd
Wookevacpota Aefovionag/Pevoepaliong kot 5-10% nepiocdtepo amd OTL GTNVY TEPINTOON TOV
KAOOIK®OV 10100KEVAGUATOV AELOVTOTAC/KAPPVTOTAG. AVTO EYEL OC AMOTEAEGUA Ol AVETIOOUNTES
VTOTOULVEPYIKEG EVEPYELEG VOl VAL EVOEXOUEVAS GLUYVOTEPEG OTAV 1) EVTAKOTOV TPOCTIOETAL OTN
Bepanevtikn aymyn Aepovionag/Pevoepaliong (BA. eniong mapdypopo 4.8). ['a va peiwbodv ot
avemBounteg evépyeleg Tov oyeTilovTal e TNV VIOTOUIVEPYIKT dpdon TG Aefovtomag, eival cuyva
amopaitnto vo puiiotel 1 600m AePOVTOTOC EVIOG TMV TPAOT®V NUEPDV £WG TOV TPOTOV ERdoUAdwOV
petd v Evapén Bepomeiog e EVIOKATOVT], COLPOVA LE TNV KALVIKT KOTAGTACTN TOL 060gvong (BA.
napaypdeovg 4.2 kot 4.8).

H evraxandvn umopei va emdevmcel Ty opfoctatiky VTOTOGCT TOL TPOKAAEITOL ATO TN AgfovTOmna.
H evraxoandvn mpémel va yopnyeitan pe mpocoyn o€ acbeveic mov Aapupdvouy AN QOPUOKEVTIKA
TPOTOVTA TOV UIOPEl Vo TPOKOAEGOVY 0pBOGTATIKY VTOTAGT).

2116 KMVIKEG LEAETES, O OVETLOVUNTEG VIOTAUIVEPYIKESG OVTIOPACELS, .. OLCKIVNGIA, NTAV O CUYVES
o€ aobevelg oTOVG OTOioVG YOPNYNOMNKAY EVTAKATOV KOl 0y®VICTEG VTOTOUIVNG (OTTmG
Bpopoxpountivn), celeyidivn 1 apavtadivi 6e cOYKPLON LE EKEIVOVG GTOVG 0TO10VG XopNYNONKe
EIKOVIKO QApUOKO Pe avtdv To cvvdvacud. Evoeyopévag va arartndet pobuion tov 6cewv tmv
GAAOV OVTITOPKIVGOVIK®Y POPUAKEVTIK®V TPOTOVT®V 0Tav apyicel 1 Oepameio pe eviakamovn.

H evtaxandévn oe cuvovacopo e AePoviona £xel GUGYETIOTEL [LE LITVNALL KO ETEIGOI0, OLPVIOLNG
évapéng vmvov oe acbeveig pe vooo Parkinson kot emopévamg yperdletal mpocoyn Katd Ty 0dnynon M
10 Yepopd pnyoavnudatov (BA. exiong Tapdypapo 4.7).

Ye aoBeveig mov Tapovoidovv didppola, cuVIGTATAL TaPaKoAoVON oY TOV Bdpovg dote v’ amopevyel
mBavn vrepfolikn| andiela Papovs. [Hopatetapévn 1 empévovca d1dppota ToLv TAPOVCIALETOL KOTA
TN (PNON NG EVIOKATOVNG UIOopEl v gival onpeio KOATIONG. Xe TEPINTOOT TAPUTETAUEVNG T
EMUEVOVOAG OEPPOLOG, TO PUPUAKEVLTIKO TPoidV Oa mpémet va, dlakomel kot va a&loAoynBodv 1
KaTdAANAN wTpikn Oepaneio Kot e€eTdoelc.

Ot acBeveic mpémel va EAEYYOVTAL TAKTIKA Y10 TV ELOAVICT] SATAPUYDV ELEYYOV TOV TOPOPUNCEDV.
Ot acBeveic kKot o1 PPOVTIOTEG TPEMEL VAL EVILEPMBOVY TMG CLUTTMOUOTO GUUTEPLPOPAS TOV
JTOPAY DY EAEYYOV TV TAPOPUNCEDY TEPIAAUPAVOUEVOV TABOAOYIKNG YopTOTAIEL0G, YEVETNOLOG
OpUNG AVENUEVNC, VIEPGEEOVAAIKOTNTOG, KATAVAYKAUCTIKOV dUTAVMV 1| AyOpdV, KPOUTAANG GorynTton
KOl KOTOVOYKOOTIKTG KOTAVIAMONG GAyNnTov UIopel va epeaviotody oe acbevelg og Bepaneia pe
AYOVIOTEG TNG VTOTApivNg Kov/n GAleg viomapvepyikég Oepamneieg 0nwg 1o Comtess 6 cuvovacoUo Le
™ Agfovtoma. Edv epoaviotouy TETo10 CUUTTOUATE GUVIGTATOL 1] a&loAdYNon TG Bepaneiag.



Ye aoBeveig mov Tapovoidlovv emdevodpevn avopetia, eEachévion kot peimon Papovg péca oe
OYETIKA PIKPO YPOVIKO dLdoTn e, O Tpémet va yiveTat pia YEVIKN W0TPIKN XTI O
CLUTEPTAAUPOVOUEVIG TNG NTTATIKNG AEITOVPYING.

To Comtess mepiéyet AexiBivn coylag. AcOeveig ol omoiot elvan vepevaichnTol 6To PLOTIKL ) 0T
cOYL0, OV TPEMEL VO, XPTGLULOTOLOVY VTO TO PUPUOKEVTIKO TPOTOV.

Av106 T0 PapUAKELTIKO TTPOiOY TEPIEYEL 7,9 mg vatpiov avd diokio. H péyiotn cuvictdpevn nuepnota
d0on (10 diokia) mepiéyel 79 mg vatpiov, Tov 16odvvapovy pe 4% e cuvictdpevng anod tov [I0Y
LEYIOTNG MUEPNOOG TPOSANYNG 2 g VATPIov HECH SLUTPOPNG, Y10 EVOV EVIAIKA.

4.5 Alnlemopdosic pe GAL0 QUPUOKEVTIKA TPOTOVTA Kol GALES pOPQPEG aAMAETIOpOONG

Agv &yl mopatnpnel aAAnAenidpaon Tng EVTAKATOVNG LE KAPPIVTOTO OTO GUVIGTMUEVO BEPATELTIKO
oynua. Aegv €xovv pehetn el PapUaKOKIVNTIKEG AAANAETIOPACELG LE T Pevaepalion.

e peréteg yopnynong epamnas d0cemv o€ vylelg eBedovtég, dev TapatnpnOnkay aAAnAemdpdoeig
OVALUESO GTNV EVTOKATOVT KO TNV WPV 1] OVAUESO OTNV EVTAKOTOVY KO T LOKAOBEUION.
Emiong, dev onueiddniay aAANAEMOPACELS OVALESH GTIV EVIOKATOVT Kol Tr] GEAEYIAIVI o8 peAéteg
XOPNYNOoNG EXaVOAAUPAVOLEV®V dOCEMV GE TOPKIVGOVIKOUS acbevels. QQoTt000, 1) gumepio omd TV
KAVIKT] (p1ION TNG EVIOKATOVIG GE GLUVOVAGUO E OPKETH PAPUOKEVTIKA TPOIOVTAL,
coumepAapPavopévay Tmv avacsTorémv MAO-A, ToV TPIKUKMKOV avTIKOTAOMTTIKOV, TV
OVOGTOAE®V TNG EMOVATPOCANYNG TNG VOPAOPEVAAIVNG OTTWG 1| SECITPAUIVN, 1] LOTPOTIALVY KoL T
BevAapa&ivn, Kot ToV QopUAKELTIK®V TPoTovTev Tov petoforilovror and v COMT (m.y. ovoieg
OV TEPLEYOVY KOTEYOAOUADN: PYUTEPOAT|, IGOTPEVAAIVT, AdpEVOLivY, VopadpevaAivn, vTomapivn,
vroPBovtapivn, dAea-pebvivtona, amopopeivn, kot Toposetivn) mTapapével Teplopiopévn. Xpeldleton
TPocoyn OTAV TETOLO QPOPLUKEVTIKG TPOTOVTO XPTCLLOTOLOVVTOL TOVTOYPOVA [E TNV evTakomovn (PA.
emiong mapaypdeovg 4.3 kot 4.4).

H evtaxandvn pmopel va ypnoyorondet pe oeheyihivn (évog exkiexticog MAO-B avactoréag), aAld
N NUEPNOL dOOT TNG GEAEYIAIVNG Oev TTpémel va vepPaivet Ta 10 mg.

H evraxandvn pmopei va oynpatilel ynAikég evoels e To 6idnpo 6To YaoTpevTEPIKd cminva. H
EVTOKOTOVT] KOl T0 OKELAGUATO G10NPoL Ba Tpémel va Aappdvoviat pe dapopd TovAd IoTOV
2-3 opov (PA. mapdypapo 4.8).

H evtaxoandvn decpeveton amd ) Béon cvuvdeong I g avBpmmivng aABovpivng n omoia deopevet Kot
SLpopa GAL POPUAKEVTIKE TPOTOVTA, GUUTEPIAAUPAVOUEVTG TNG StalemAUNG Kot TG
Povmpoaivng. Kivucég peréteg arinieniopaong pe S1alemdpn Kot Un oTEPOELIN OVILPAEYLOVMOT
(QOPLOKEVTIKA TPOiOVTO OV £xovVv dte€aybel. Zoppva pe HEAETES in Vitro, OMUOVTIKT LETATOMION
OgV aVOUEVETAL OTIG BEPUTEVTIKEG CUYKEVIPMOELS TOV (POPLUKEVTIKOV TPOIOVIMV.

AOY® NG GLYYEVELAG TNG, in Vitro, ue To KuToXpwpo P450 2C9 (BA. mapdypapo 5.2), | eviakamovn
umopel SuVNTIKG Vo TaPEUPEL GE POPLAKEVTIKG TPOTOVTA e LETAROMOUO EEAPTOUEVO OO AVTO TO
16oévlupo, 0Tmg 1 S-Papeapivn. Qo1dc0, o€ Hio LEAETT aAANAETIOpaoTg e VYieic €0eloVTEG, 1)
evtakoamovn dev alhaée Ta emineda 610 TAGGHA TG S-Pappapivng, evd 1 AUC g R-Bappapivng
avéNOnke Katd péco 6po 18% [Clog 11%-26%]. Ot tipég INR avénbnkav xatd péso 6po 13% [Clog
6%-19%]. Katd cvvéneia, cuviotdtot va yivetor Edeyyog Tov INR tipdv 6tav Eekiva ) yoprynon
evtakondvng o€ acbeveic mov Aapfdvovv Bappapivn.

4.6 Tovipétnra, kONoN Ko yorovyia

Kvnon

Agv TopatnpnOnke epeavig TepaToydvog dpacn 1 EMOPAGELS TPOTOYEVOVG EUPPLOTOEIKOTNTAG GE
peAéteg (omv Omov Ta eMimed EKOEONG OTNV EVIOKATOVY] NTAV CTILOVTIKA VYNAOTEPQ OO TOL
Oepanevtikd enineda €kBeong. Eneidn dev vdpyel eumeipio 6€ £YKVEG YUVAIKES, 1) EVTAKOTOV OV
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TPETEL VAL YPTCLLOTOIEITOL KOTA TN SIUPKELN TNG KONOTG.

OnAaopuog
e peréreg Lowv 1 eviakamovn orekkpidnke oto yaha. H acpdieio g eviakamovng ota fpéen eivar

dyvootn. Ot yvvaikeg dev mpénet vo ONAalovv katd tn didpketo g Bepaneiog Le evTaKomovn.
4.7 Emopacelg 6Ty tKavoTNTa 001Y101)G KOL YEPIGHOV U} AVILETOV

To Comtess o€ GUVOVAGHO L AePOVTOTO UTOPEL VOL EYEL P10 GTUAVTIKY| ENLOPAOT] TNV IKAVOTNTA
odMynong Kot yeptopov punyovnudtov. H evtaxardvn poll pe Aefovtona, pmopel va TpoKoAEcel
LaAn kot cvpmtopatikd opboctatiopod. [a avtdv Tov AdY0, GLVIGTATAL TPOCOYN KOTA TV 001yNon 1
TO YEPIOUO UNYOVILATOV.

Y& ao0eveig mov Aappdavouy evTaKkamovn 6€ GLVOVAGHO pe AEPOVTOTA Kot TapOoLGIALovY VITVNAiQ
Ka/1| Ene106010 opvidlag Evapéng vvov Tpémel va divetar 1) GLUPOVAT VA ATTEYOLY Ao TNV 0N YoM
N TNV EVAGYOANOT LE dPACTNPLOTNTEG OOV 1| OVETOPKNG EYPTYOPOT| Uropel va BEcel avtong 1 GAAOVG
o€ kivduvo cofapod TpavpaTicpod 1 Bavdatov (w.y. otav xepifovol pnyovnuato) g 0ToL TEToL
emovalopPavoueva enelcdola vroywpnoovy (PA. eniong napdypoeo 4.4).

4.8 AvemOOunteg evépyeleg

20voymn tov TpoPil acpaieiog

O1 o oVyvEG avemBoUNTEG EVEPYELEG TTOL TPOKOAOVVTOL OO T XPTOT| TNG EVIAKATOVNG oETILOVTaL
He TNV aENUEVN VIOTOUIVEPYIKT OpAoT) KOl TapOoLGLALOVTOL TIG TEPIGGOTEPES POPES GTIV APYN TNG
Oepanevtikng ayoyns. H peimon tng 66omg g Aefovtomog Peldver Tn PapuTnTo Kot T cuyvoTnTa
TV evepyelmv autov. H dAln peilov Katnyopia avemBountov evepyeldv ival T0, GUUTTOHOTO OO
TO YOOTPEVIEPIKO GUGTNLO, OTA OTOi0 GLUTEPIAAUPAVOVTAL VOUTiO, EUETOG, KOIAMOKO dAYOC,
duokotAotnTo Kot dtéppota. H eviakamdvn pnopel vo amoypopaticel To ovpo Tpocdidovtag Toug pid
KOPE-KOKKIVI] AOYP®OT], 0AAN TPOKELTAL Y10, AKIVOUVO QUIVOUEVO.

YuviBmg o1 avemBuuNTEG EVEPYELEG TTOV TPOKOAOVVTAL [IE TNV EVTAKOTOV ivol e £0G LETPLEC. €
KAMVIKEG LEAETEC O IO GLYVES AVETIOOUNTES EVEPYELEG TOV 0N YNCAV GTN S10KOTY TG BEPOmEVTIKNG
AY®OYNG UE EVTOKATOVN NTOV TO, YOOTPEVIEPIKA CLUUTTOMOTA (TT.). S1dppota, 2,5%) Kot ot avénuéveg
VTOTOUVEPYIKES OVETIOOUNTEG EVEPYELES TNG AefovTonag (TT.y. dvokivnaoieg, 1,7%).

Avoxwneia (27%), vavtia (11%), dSidppoia (8%), kothakd dryog (7%) ko Enpoctopia (4,2%)
avaPEPON KAV [LE CNUOVTIKG LEYOAVTEPT CLYVOTNTO KOTA TN ¥PNON TNG EVIOKATOVNG EVOVTL TOV
EIKoVIKOD Qoppaxov amd abpototikd dedopéva (pooled data) KAvik®v peketdv mov mepleAdpufovay
406 acbeveic mov eEAduPoavay To PAPHOKEVTIKO TPOTIOV Kot 296 acheveig Tov eEAduPavoy eikoviko

QAPLLOKO.

Mepikég and Tig avemBounteg evépyELlesg, OTMG 1) SLCKIVN GO, 1 VOLTIO Kol TO KOTMOKO GAY0g, Lopel
va glval o ovyvég oTig vymAdtepeg 86oelg (1.400 £wg 2.000 mg v npépa) amod OTL 6TIG
YOUNAOTEPEG OOGELC TNG EVIOKATOVIG.

Kotdhoyog tov ovemBountmv evepyEid o LopeN Tivaka

Ot Topakdto avemBounteg evépyeleg, mov Tapatifevtol axorlovbmg otov Ilivaka 1, £yovv
ovykevtpmBel kol amd KAMVIKEG HEAETEG e EVTOKATOVT] Kol otd TNV KUKAOQOPI TNG EVIOKATOVNG
GTNV ayopd.




Mivaxag 1. AvemOopnteg evépyeieg gappuakov™

Yootpikég dwotapayés

Xuyvég: Avmvia, yevdaichnoelg, ouyyvon, Eviova Gvelpa
[To\V omdvieg: Aéyepon
AWTapayéS TOV VEDPIKOD CUGTI|LATOG
[ToAv ovyvéc: Avoxivnoio
Yuyvég: Emdeivoon mapkiveoviopov, {aAn, ductovia, vrepkivnacio
Kapowakég orwatapoyéc**
2uyvég: [Teprotatikd 1oy apKnG Kapdlakng vOGoU EKTOG ERPPAYLLOTOG
ToV pvokapdiov (T.y. otnOAyyN)
Oy ovyvés: ‘Epeppayuna pookapdiov
AW0TapayES TOV YUGTPEVTEPIKOD GUGTI|ATOS
[ToAv ovyvéc: Noavtia
Yuyvég: Awgppota, Kothokd dAyog, Enpoctoptic, SUCKOIAMOTNTA, EUETOG
[To\v omdvieg: Avopetia
Mn yvooTtéc: Koiitida
AwTapayés TOL TATOG KAl TOV O QPOpmV
Xrdvieg: Mn @uG10A0YIKES SOKILOGIEG NTOTIKNG AEITOVPYiOG
Mn yvooTég: Hratitida pe yoloototikd svpiuata koping (BA. Tapdypapo
4.4)
AwTapayés TOV 0EPPATOS KL TOV VTOH6PLOV 16TOV
YIAvIEG: EpvOnuotmdeg 1 knAdoProatidddeg eEavompua
[ToAv omdvieg: Kvidwon
Mn yvootéc: ATOYpOUATICUOG SEPUATOG, TPLYMTOV KEPOUANG, TPOSHTOL KoL
VOYLOV
AW0TapaYES TOV VEQPAV KUl TOV 0VPOPOPOV 00DV
[ToAv ovyvég: ATOYpOUATIGUOC TV 0VP®V
Ievikég draTapayés Kol KOTUGTAGELS TG 000V (OPNYN oS
2uyvég: Konwon, avénuévn epidpwon, ttooelg
[To\V omdvieg: Meiwon Papovg
* Ot avemBounteg evépyeieg £xovv TaStvoundel cOUPOVA LLE TN CLYVOTNTA, OL TTO CLYVEG TPMTES,

YPNOLOTOIDVTOG TNV akOAoLON cOpuPaon: [Todd cuyvég (>1/10), cuyvég (=1/100 €wg <1/10),
oy ovuyvég (=1/1.000 émg <1/100), omdvieg (>1/10.000 éwg <1/1.000), TOAD oIAVIEG
(<1/10.000), un yvootég (dev pmopovv va extiumBovv pe faon to debécipa dedopéva, kabmg
dgv pumopotv va e&ayBov Eykvpot VTOAOYIGHOT ATd KAMVIKEG QOKIUEG 1] EMLONIMOAOYIKEG
UEAETEG).

o H ocuyvomta epedviong TV TEPICTUTIKAV ELPPAYUOTOS TOL LDOKAPSIO Kot GAA®DY
ocupupapdtov 1oyaukng Kapdtakng vocov (0,43% kat 1,54%, avtiototya) Tpoépyetal omd pio
avéivon 13 SmAG-TveAGV peret@v mov meptedauPavoy 2.082 acbeveic pe dakvpdvoelg
KIVNTIKOTNTOG KOTA TO TEAOG TNG dOGNG OV AdUPavoy eviakomovr.

Heprypaen emAeypévov ovemBOUNTOV EVEPYEIDV
H evtakoandvn oe GuvoLacuo e AEPOVIOTA £XEL GUGYETIOTEL |LE LELOVOUEVO TEPIOTOUTIKG,
VIEPPOAKNG VIVNATLNG KOTA TN SIAPKELX TNG MUEPOC KoL EXEIGON 0pVidlag Evapéng VTvov.

Awtapayéc eréyyov tov mapopuncemv: Ilaboroyim yaptonaiéia, yevetnola opun avénuévn,
VIEPGEEOVOAMKOTNTO, KATOVAYKUOTIKEG OUTAVEG 1 OYOPES, KPOUTAAT POyNTOV Kol KATUVAYKOOTIKY
KATOVAA®GT QaynTol UTopel va eupovioTovy o€ acbeveic o Oepameia pe ayovioTég TG VIomapivng
KoM dAAeg viomapvepyikég Oepamneiec Ommg to Comtess o€ cLVOVAGUO pe T AePfovtona (PA.
mopdypoeo 4.4).

"Exovv avageepbei pepovouéveg nepmtmoceic NMS petd amd amdtoun peioon 1 dtokom g
EVTOKOTOVIC KOl GAAWDV VIOTOUIVEPYIKOV OEPOTELDV.




"Exovv avaeeplel pepovopéveg mepintdoelg pofoopudivcng.

Avapopd mbavoroyoduevev avemBOUNTOV EVEPYELOV

H avagopd mbavoroyovpevov avemBounToy evepyeldy HETA omd T Xop1ynon adelog Kukiopopiog
TOV QUPUOKEVLTIKOD TPOTOVTOG givatl onpovTikn. Emitpénetl tn cuveyn mopakoiovdnon tng oyxéong
0PEALOVC-KIVOVVOL TOV (POPLOKEVTIKOD TPOIOVTOG. ZNTeital omd Tovg emayyeALaTieg vyeiog va
avaPEPOLY 0TTO1EGONTOTE THAVOLOYOVUEVES OVETIOOUNTEG EVEPYELES HECH TOV EOVIKOL GUGTIUATOG
avagopdg Tov avaypdeston oo [apdpmua V.

4.9 Ymnepoocolroyia

Agdopéva amd HETA TNV KVKAOQOPIa TEPIAAUPAVOLY HELOVMUEVEG TEPITTAOCEL VTEPOOGOAOYING OTOV
N avapepbeica vyMAOTEPN NuEPT oL docoroyia eviakamovng tay 16.000 mg. Ta o&éa cvpntodpota
KoL ONUELD GE VTG TIG TEPUTTMOCELS VITEPOOGOAOYING TEPLEAAUPAVAV GUYYVOT|, ELUTTOUEVT]
dpaocTnPOTNTA, VIVNALL, VITOTOVia, duoyp®ic dépUaTog Kot kKvidwor. H avtipetomion g o&elog
VIEPOOGOAOYIOG EIVOL CUUTTOUATIKY.

5. OAPMAKOAOI'IKEX IAIOTHTEX
5.1 ®@appokodvvomkEs 1016TNTEG
Ddappokobepamentikn kaTnyopic: GAAotl vionapvepywkol mapdyoves, kmdikog ATC: N04BX02.

H evraxoandvn avrkel o pio véa Bepamevtikn Kotnyopio, EKEV) TOV AVOCTOAE®V TNG KATEXOA-O-
pebvA tpavopepdong (COMT). Eivar évag avaotpéyipog, £101koc avactoréag COMT pe kuping
TEPLPEPIKT OPACT), O OTTOI0G TPOOPILETAL Y1 TAVTOYPOVN YOPNYNON UE WO100KEVAGHATA AgfOVTOTAS.
H evraxandvn peiovetl  petaforikn andieia g Aefovionag mpog 3-O-pebvivtona (3-OMD)
avaotéArovtog to éviopo COMT. Avto odnyel og vyniotepn AUC tng Aefovtonog. H mocdtnta g
AePovtomag mov glvan dabéoyun otov eyképaro avédvetal. H evtakamdvn cuvendg mapateivel Ty
KAMVIKT avTomdkpion otn Aefoviona.

H evraxandvn avaoctéirel to évivpo COMT kupimg otovg meppepikots 1otovg. H avaotodn g
COMT ota gpubpd aprocpaipio axolovdel 6TEVE T GLYKEVIP®OT TNG EVIOKATOVIG GTO TAAGHLAL,
YEYOVOG TOV VTOSNAMVEL GAPMG TNV AVASTPEYLUN VO™ TNG avaoToAng g COMT.

Khvucéc peréreg

e dvo dumhd-tvpAég neréteg pdong Il oe ovvoro 376 acbevov pe voco Parkinson kot pe
SOKVUAVOELS TG KIVITIKOTNTAG OTO TEAOG TNG d00oMS, 600nKe evtakamdvn 1 EIKOVIKO pdppoko podi
ue KaBe doom Aefovromag/avactoréa viomag amokapPfoividons. Ta arotedéopato divovtal oTtov
[Mivaka 2. Xtn pedém I, 1 kobnuepvi didpketo tov ON @atvopévov (mpeg) petpndnke amod ta
nueporoYa TV achevav kot otn pekét I n avoroyio g kabnueptvig dS18pKELOG TOV PAIVOUEVOD
ON.



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

Mivaxag 2: KaOnpepivi dwapkera tov ON @avopévov (Méon TiuitSD)

Meiétn I: KaOnuepivi owdpkera tov ON @awvouévov (peg)

Evtaxamrovn (n=85) Ewovik6 @appoxo Aw@opd
(n=86)
"Evapén 9,3+22 9,242.5
Epdoopaoda 8-24 10,742,2 9,4+2.6 1 h 20 min
(8,3%)

Clos 45 min, 1 h 56 min

Meiétn 1I: Avadroyio keOnuepivig dtapkerag Tov ON gavopévou (%)

Evtaxomovn (n=103) Ewovik6 @appoxo 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)

Clos» 0,93%, 7,97%

Yrpéav avtiotolyeg LEMOELG oTn dtdpkela Tov eatvopévav OFF.

Yt pekém I, n exarootiaia petafoin g ddpketog tov eavopévav OFF oe ouykpion pe v
évapén Nrav -24% oty opdda tng evrakomovng Kot 0% otnv opdda Tov EIKOVIKOD QUpPUAIKOL. X1
peiétn I, ta avtictorya mocootd Nrav -18% kan -5%.

52 ®@appoxkokiviTIKEG 1O10TNTES

Cevikd yopaKINPIGTIKA TNG HPACTIKNG OVGTag

Amoppoonon

Yrdpyovv peydles S10(pOPOTOUCELS TV POPLUKOKIVITIKAOV O10THTOV TNG EVINKATOVNG TOGO GTO
Kd0e PHELOVOUEVO ATOHO OGO Kot 0o ATOUO GE GTOUO.

H péyiom ovykévipmon (Cmax) 0T0 TAACUO EMTUYYAVETOL GUVIOWOS TEPITOV [ioL PO LETA T ANy
evog diokiov evtakamovng 200 mg. H ovcia veiototol extetapévo HETOPOMSUO TPpOTNG 610d0v. H
BrodraBecipudtnra g evtakamovng eivar tepimov 35% katdmy Aqyemg amd to otope. H mpdcinym
TPOPNG OV ennped el o€ KAmolo onuovTikd Babud v aroppdenon TG EVIOKATOVNG.

Karavoun

Metd v amoppdenon Ol TNG YOOTPEVIEPIKNG 000V, 1] EVIAKOTOVI] KOTAVELETAL TAYEMG GTOVG
TMEPLPEPIKOVG 16TOVG pe OyKo katavoung 20 Aitpa og otabeponompévn katdotaon (Vdss). [lepimov
92% ng 600mMG amopakpOVETAL KTA T ddpkela TG B-pdong pe Ppayeio nuiceia {on amofoing
30 Aertd. H ovvolikn| kdBapon g evraxandvng eivar mepimov 800 ml/min.

H evraxandvn decpevetal eupémg e TPOTEIVEG TOL TAAGLOTOC, KUPIOG LE AEVK®UATIVT. XTO
avOpodTIVO TAAGL, TO KAACUO UN-0eGUEVUEVTG EVTAKOTOVIG Elvat Ttepinov 2,0% 610 PAcua TV
0epUmEVTIKMOV CLYKEVTIPOCEMV. XTIC OEPATEVTIKEG GUYKEVTIPMOOELS, 1] EVTOKOTOVT d€V peTaTOmiLEL
GAdeg exTeEVMG deouevpéves ovaieg (.y. fapeapivn, caikvAkd o0&y, earvuiBovtalovn, 1
dwendun), obte PHETOTOMILETOL O KAMO10 OMUOVTIKO PaBUd 0md 0moladNmMOTE OO AVTES TIG OVGIES
oT1g OepamevTIKEG 1 LEYOADTEPES CVYKEVIPDGELG.

Bioueraoynuartiouog

Mo pukpn ToGOTNTO TG EVTAKATOVNG, TO (E)-100UEPEC, PeTATPENETOL G6TO (Z)-1c0uepég tg. To (E)-
oopepég avtimpoomnevel To 95% tng AUC g evtakandvne. To (Z)-ioopepéc kan iyvn dAlmv
LETAPOAMTOV QVTITPOSMTELOVY TO VITOAOUTO 5%.

Agdopéva amd in vitro PEAETEG OTOL YPNCLOTOMONKAY TOpAcKEVAGHATA 0nd AvVOPOTIVO NTOTUKE
piKpoompoto deiyvouy 0Tl 1 evtakomdvn avactéALel To kutoypopa P450 2C9 (ICso~4 uM). H
evtakamovn £0e1&e pkpn| 1 UNdEVIKY| ovaoTOAN Yo dAAOVG TOTTOVS TV 1ooevibuwv P450 (CYP1A2,




CYP2A6, CYP2D6, CYP2E1, CYP3A xot CYP2C19) (BA. mapéypago 4.5).

Amofoin

H amofoin g evtokamdvng yiveTal Kupimg SIAUEGOV UN-VEQPIK®Y HETAPOAIK®Y 0dMV. YToroyileTan
611 80-90% 11ng 060NG ameKKPiveTal OTA KOTPOAVA, TAPOLO TOL 0LTO dev Exel emPeParwbel otov
avBpomo. ITepimov 10-20% anexkpiverar ata ovpa. Movo iyvn Tng eVTaKamTOVIG AV vEDOVTAL OTA
o0pa ¢ AUeTAPANTN popen. To peyarvtepo puépog (95%) Tov TPoidvTog TOL amMEKKPIVETOL GTA OVPOL
etvar oulevypévo pe YAUKOUPOVIKO 0&D. ATd TOVg HETABOAITES TOV AVIVELOVTOL GTA 0VPa, LOVO
nepinov 1% &xel oynuatiortel pe o&eidmon.

X0opoKTNPIoTIiKA oTovg acbeveig

Ot OPHOKOKIVNTIKES IOIOTNTEG TNG EVIOKATOVNG EVal TapOHOLES TOGO GE VEapd ATope 0G0 Kol G
NAMKIopEVoLS. O petafoAioidg Tov PUPHOKEVTIKOD TPOTIOVTOG EXPPASVLVETAL O 0GOEVELG e N £0G
pétpro nratikn averdpkele (Katnyopia A ko B katd Child-Pugh), mov odnyel og avénpévn
CLYKEVTPMOT] TNG EVIOKATOVNG GTO TAAGUA TOGO GTI PACT] OTopPOPN oG OGO KOl TN PAoN
amoPoAng (PA. mapdypapo 4.3). H veppikn avendpkela dgv ennpedletl T QapUoKOKIVITIKY TNG
evtakonovne. Qo1060, 6ToVG 0.cbeveic o1 omoiol vtoPaiiovtan o€ arpokaBapor, uropet va e&eTacbel
éva peyaAdtepo Staotnua petad Tov 00GEWMV.

5.3 Ipoxivikd dedopéva yia TNV a6QILEL

Ta un KAvikd dedopéva 0ev OmoKaADTTOLV 110iTEPO Kivouvo Yo Tov GvBpmmo e facn Tig
OLUPATIKEG LEAETEC POPUAKOAOYIKNG ACPAAELNG, TOSIKOTNTOG ETOVOLOUPAVOLEVOVY OGEWDY,
YOVOTOEIKOTNTOAG KOt EVOEYOUEVNG KAPKIVOYOVOL OpAomg. e HEAETEC TOEIKOTNTOG
emovaiapPoavopevev 60cemv, mapotnpnonike avoipio Thova Ady® Tng 1010TNTaG TNG EVIOKATOVNG VA
oynuoatifel ynAd cvpmioxa pe 1o oidonpo. Ocov apopd TV TOEIKOTNTA GTIV OVOTAPAY®YIKY
KavoTTa, Topatnpninke peiwon tov Bapovg TV euPpomv kot o erappd kabvotépnon g
AVATTLENG TOV 00TMV G€ KOVIKAOVG € MIMEDD CLGTNUATIKNG EkBgong EVTOG TOL BEPOTEVTIKOV
g0pove.

6. @®APMAKEYTIKEX TIAHPO®OPIEX
6.1 Kotaroyog ekdoymv

Mvpnvag diokiov:

Kvttapivn pikpokpootadiikn
Kopuehdoln vatplodyog dtootovpodpeyn
[ToPdovn

Mayviolo oteatikod

EmcdAvyn Aemtov vueviov:
[ToAvfrvoraikoodn, puepikmg vopoAivbeica
TéAxng

[ToAvaiBvievoylvkoin

AexiBivn 6oy10g

Kitpwvo cidmpov o&eido (E 172)

EpvOpd c1dmpov o&eidio (E 172)

Trraviov dwo&eido (E 171)

6.2 AovppotoTnTeg
Agv gpappoletar.

6.3 Awdpkero Long
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3 xpovia.

6.4 Iowitepeg mpourders katd T @OAAEN TOV TPOTIOVTOG

To pappaxevtiKd avtd mpoiov dev amartel Wwaitepeg cuvONKes EOAAENG.
6.5 ®Vo1 KO GLOTUTIKA TOV TEPLEKTI

Ddrddeg Aevkég amd vynng mukvottog toivatbviévio (HDPE) pe Aevkd anapafiocta tdpato amod
noAvrpomvrévio (PP) mov mepiéyovv 30, 60, 100 1 175 Sioxia.

Mmropet vo, v KukAoPopoOV OAEG Ol GLOKEVAGIES.
6.6 Iowitepec mpo@uLAGEEIS améppLYNg

Kopia e1d1kn vroypémon yio omdppuy.

7. KATOXOZX THX AAEIAY KYKAO®OPIAX
Orion Corporation

Orionintie 1

F1-02200 Espoo

dwviavdia

8. APIOMOX(OI) AAEIAY KYKAO®OPIAX
EU/1/98/082/001-003

EU/1/98/082/005

9. HMEPOMHNIA ITPQTHX EI'KPIZHX / ANANEQXHY THX AAEIAX
Hpepounvia mpatng éykprong: 16 Xentepfpiov 1998
Hpepounvia tedkevtaiog avavémong: 3 Zentepppiov 2008

10. HMEPOMHNIA ANAOEQPHXHX TOY KEIMENOY

Aemtopepeic TANPOQOPIES Y10, TO TAPOV PAPUAKELTIKO TPOioV givor dtabéoipes 6Tov dIKTLOKO TOTO
tov Evponaikod Opyaviopod @appdkov: https://www.ema.europa.eu.

11
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ITAPAPTHMA 11

IMAPAXKEYAXTEX YIIEYOYNOI I'TA THN
AIIOAEEMEYZXZH TQN IMTAPTIAQN

OPOI'H HEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAI ATTAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H HEPIOPIZMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX

12



A. TTAPAXKEYAXTEX YIIEYOYNOI I'TA THN AITOAEXMEYXH TQN ITAPTIAQN

Ovopa kot d1e06vvon TV TOPUCKELACTMOV TOL E1VOL VITEVOVVOL Y10 TNV OTOOECLEVCT] TV TOPTIOWV

Orion Corporation Orion Pharma

Joensuunkatu 7

F1-24100 Salo

dwviavoia

Orion Corporation Orion Pharma

Orionintie 1

F1-02200 Espoo

dwviavdia

270 £VTLTTO PVUALO OONYLDV YPTONG TOV PAPHUOKEVTIKOV TPOTOVTOG TPEMEL VO VALY PAPETOAL TO OVOLLOL
Kot 1 d1evBvvon Tov TEPACKEVAGTH TOL Elval VITEHOLVOG Yo TNV ATOGECUEVOT| TG CYETIKNG TAPTISAG.

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

DoppoxevTikd TPOiOV Y10, TO OTOI0 AMOUTEITOL WTPIKT) GLVTOYT.

' AAAOI OPOI KAI AITAITHXZEIZ THX AAEIAY KYKAO®OPIAXZ

. Ex0éoe15 Teprookig mapaxorovOneng e ac@arsiag (PSURs)

Ot amortioelg yio v vrofoin t@v PSURS yia to ev Adym @appokevtikd tpoidv opilovial otov
KATAAOYO UE TIg Nuepounvieg avapopds g Evoong (katdioyog EURD) mov mopatifetatl otnv

napdypoeo 7, tov dpbpov 107y, Tng 0dnyiag 2001/83/EK kan kdbe emaxdAovdng emtkoipomoinong
OM®G OMNOCIEVETAL OTNV EVPOTATKT SIKTLOKT] TOAN Y10, TO. PAPHLOKAL.

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

. Yyé010 owoyeipiong Kivdvvov (ZAK)

Agv gpappolerar.
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ITAPAPTHMA 111

EIIIXHMANZXH KAI ®YAAO OAHI'TQN XPHXHX

14



A. EIIIXHMANXH
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KOYTI KAI ETIKETA ®IAAHX

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Comtess 200 mg emtkaAvuuéva Pe AETTO LUEVIO SIoKia
evtakamovn

[2. TYNOEIH XE APAXTIKH(EL) OYZIA(EX)

Kda0e diokio mepiéyel 200 mg evtakamovng.

[3.  KATAAOI'OX EKAOXON

[Tepiéyerl AexBivn odylog Kot vaTplo.

| 4. PAPMAKOTEXNIKH MOP®H KAI HIEPIEXOMENO

Kovti

30 emkaAvpupéva Pe AETTO LUEVIO dloKia
60 emkaAvpupéva Pe AETTO LUEVIO dLoKiaL
100 emuxorvoppévo pe Aemtd vUEVIO dloKia
175 emuolvoppéva pe Aemtd vUEVIO dloKia

Enixéra pralng

30 dokio
60 diokio
100 diokial
175 diokia

[5.  TPOHOX KAI OAOX(OI) XOPHTHEIHZ

Awpdote To OAAO 00T YLDV ¥PHONG TPV 0t TN XPNoT.
Ao oTOUATOC YPTOT).

6. EIAIKH ITPOEIAOINIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXIETAI *E OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na purdccetol og 0éon, tnv omoia dev PAETOLY Kat 6gv Tpoceyyilovy Ta Tadid.

[7. AAAH(EX) EIAIKH(EX) MPOEIAOIMOIHZH(EIZ), EAN EINAI ATTIAPAITHTH(EY)
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| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEYX XYNOHKEY OYAAEHX

10. TAIAITEPEX ITIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN ‘H TQN
YIHOAEIMMATQOQN ITIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Koot

Orion Corporation
Orionintie 1
F1-02200 Espoo
dwviavdia

Euxéra pralns

Orion Corporation

| 12. APIOMOZXZ(OI) AAETAY KYKAO®OPIAX

EU/1/98/082/001 30 emkaAvppUEVA [LE AETTTO DEVIO SloKial
EU/1/98/082/002 60 emkaAvppéva e AeTTO LEVIO SloKia
EU/1/98/082/003 100 emucoivppéva pe Aemtd vpEVio dokia
EU/1/98/082/005 175 emucodvppéva pe Aemtd vpévio diokia

| 13. APIOMOX ITAPTIAAX

[optida

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. IMAHPO®OPIEX XE BRAILLE

comtess 200 mg [udvo yio T0 KovTi]

17. MONAAIKOX ANATNQPIXTIKOX KQAIKOX — AIZAIAXTATOX ITPAMMQTOX
KQAIKAX 2D

17



A166146TaTOG YPUUU®OTOG KDOKOS (2D) Tov @épel Tov TEPIANPOEVTA LOVAOIKO OVOYVOPLOTIKO KOOIKO
[LOvo Yo To KovTi]

18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

[Lovo Yo To Kouti]:
PC {ap1Opog}

SN {ap1Bpog}
<NN {ap1Ouog}>
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B. ®YAAO OAHI'TQN XPHXHX
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®Yrho 0dnYLOV yprong: [Iinpoopiss yia Tov ypijoTy

Comtess 200 mg emkaivoppéva pe Aewtod VUEVIO OI6Kia
gvTakanovn

AwfaoTe TPOGEKTIKA 0AOKANPO TO GUALO 0ONYLAOV YP1|OIG TPV UPYICETE VA TAIPVETE GVTO TO

PaPROKO, OL0TL TEPLAUPPAVEL CNUAVTIKES TANPOPOPIES YA GUG.

- DdvrdEte avTd TO POAAO 0OM YLDV YpIoms. Towg ypelaotel va To dafdoete Eavd.

- Edv éxete mepartépm amopieg, pmTNGTE TOV Y1OTPO 1] TOV QOPLUAKOTOLO GG,

- H cvvtayn yio avtd to eaproko yopnynonKe amokAeloTikd yio oag. Agv TPENEL va SDCETE TO
Qapurako og aGAiovg. Mmopel va tovug Tpokarécetl PAGPN, kO Kot OTOV TO GUUTTMHOTO TNG
acBéveldg Toug etvar idta pe Ta d1Kd GoG.

- Edv mapatnpnoete kamola avemBountn evépyeia, EVLEPDOGTE TOV YIATPO 1] TOV (POPLOKOTOLO
caG. AVvTo 1oyVeL Kol yio KaOe mbavi| ovemBounTn evépyeia Tov eV AVOPEPETAL GTO TAPOV
@OALO odnyumV ypnons. BAéme mopdypago 4.

T epréyer o mapév @OAL0 00N YIOV

T etvon To Comtess ko Too ivar ) ypnom tov

T pénel va yvopilete Tpv mapete 1o Comtess

[Iog va mdpete T0 Comtess

[MBavég avemBounteg evépyeleg

[og va puidccete to Comtess

[epreydueva g cuokeLACING KOl AOITEC TANPOPOPIES

AN S

1. T eivan To Comtess kou o €ivan 1) p1)o1) TOV

Ta Comtess diokia TEPIEXOVY EVIAKATOVT] KoL YPTGLLOTOI00VTOL LE TN Agfovtoma yio T Bepamneia TG
véoov Tov Parkinson. To Comtess fon0d tn Aefovtomo otV avakoDQLoT TOV GCUUTTOUATOV TNG
vooov Tov Parkinson. To Comtess dev €yel kapio EXidPOOT] TV OVOKODPIOT] TOV CUUTTOUATOV TG
vooov Tov Parkinson ektog edv Aapfdveron pe  Agfoviona.

2. Tvnpéner vo yvopilete mprv mapete To Comtess

Mnyv wapete To Comtess

. o€ MEPIMTO®ON AAAEPYIOG OTNV EVIUKATOVT 1] GTO PLOTIKL 1] TN 6OYLA 1| G€ OTOL0ONTTOTE GALO
07t TO, GLGTATIKA AVTOL TOV PAPUAKOL (AVAPEPOVTAL BTNV TAPAYPOPO 6),

. 0€ MEPIMTMON TOL £XETE OYKO EMVEPPLIIOV (YVOOTO MG PULOYPOUOKVTOLO, TO YEYOVOG QVTO
umopel va 0v&NoeL Tov Kivouvo LVYNANG opTnploKng mieong),

. 0€ MEPIMTMOT TOL TAUPVETE GUYKEKPIUEVO OVTIKATOOATTIKG QAPLOKO (POTNOTE TOV YIOTPO M

TOV (OPLOKOTOLO GOG OV TO OVTIKATUOMITTIKG PAPLOKO TOV TAIPVETE UITopovV va Aapfdvovtal
pali pe to Comtess),

. o€ mepinTOon Tov £XETE NWOTIKY VOGO,

. 0€ MEPIMTMOT TOL TAPOVGIACATE TOTE [0 CTLAVIC OVTIOPOOT] O OVTIYVYWOTIKA QAPHOKO TOV
ovopdletar Kakonbeg vevpoinmtikd cuvopopo (NMS). BA. mapdypapo 4 IIiBavég avemBOunteg
EVEPYELEG Y10, TOL YOPOKTNPLOTIKA Tov NMS,

. 0€ MEPIMTM®OT TOL TAPOVGIACATE TOTE L0l CTAVIC, LVTKT dtoTapayn Tov ovopdaletol
papdopvorvon Kot 1 onoia dev TPOKANONKE and TPALUATIGUO.

pocdomoujosig Kot TPoPuvAGEeLS

Amevbuvleite ooV Y1I0TpO M TOV POPHOKOTOLO G0G TPy Tapete o Comtess:

. o€ MEPIMTMON TOL £lYATE TOTE KATO0 KOPIOKO EMEIGOOI0 1 oOoladNTOTE AAAY AN oM TNG
KopOLic,
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. 0€ MEPIMTMOT TOL TTAIPVETE PAPUOKO TO omoio pmopel va tpokaiécel LaAn 1| Tdomn AmoBupiog
(YounAn aptnploxn mieomn) 6TV ONKMOVESTE amd TNV KapEKAa 1] To KpePdrtt,

. 0€ MEPIMTMON IOV £XETE MAPOTETAUEVT O1APPOLN EVIUEPDOTE TOV YIOTPO GOG KAOMG avTd
umopel va glval onueio eAEYHOVIAG TOL KOOV,

. 0€ MEPIMTMON TOL £XETE O1APPOLL, GUVIGTATOL EAEYYOG TOL PAPOVS GOC MOTE VO ATOPVYETE TNV
mBavotnta vrepPoiikng anmdAglog Pdpovg,

. o€ mePINT®ON 7oL £xeTe aLEavVOUEVN AL TNG Opeéng, advvapio, EEAVTANCT Kot aTmAELD

Bapovg HéEca og GYETIKA PKPO YPOVIKO S1AcTN O, Oa TPpEMEL vaL YiveTon piol YEVIKY] 10TPIKN
EKTIUNON CLUTEPTAOUPAVOUEVIC TG NTATIKNG AELTOVPYIOG.

Evnuepdote oV Y10Tpd G0g €V £GEIC 1] 1] OIKOYEVELN/O PPOVTIGTIG GOG OOTICTMCETE TNV ELPAVIOT
TapOpUNoNg 1 EMBLING VoL CUUTEPLPEPETTE e TPOTOVS OYL SLVNDELS Yio €GAG 1| €dv dev umopeite va
avtiotabeite oty Tapopunon, 6EAnon M mepacud vo tpofeite o evépyeleg Tov pmopel vo PAdyovv
TOV €0VTO GOG N TOVG YOP® GOG. AVTEG 0L GUUTEPLPOPES OVOUALoVTaL SlaTapayEg EAEYYOL TV
TOPOPUNCEMY Kol uopel va teptlapfavouvy edioud ot yaptonaiéio, vIEPPOAIKT KATAVIA®ON
QayNTov 1N VIEPPOMKES SAMAVESG, U1 PUCIOAOYIKA avénpévn oeEovaiikn dtdbeomn 1 evacyoinon pe
VIEPUETPEG OKEWYELG 1) atoOnpaTa oe&ovaikol mepieyopévov. O y1otpodg 6og UIOPEl va YPELICTEL va
emava&loloynoet ) Bepaneio coc.

Kobmg to Comtess diokia Oa Aappdvovton poli pe dAlo pappoka Aefovionag, mapoakareicOs 6mmg
dlofdcete emiong To PUALO OINYIDV TOV PAPUAK®OV QVTMV TPOCEKTIKA.

H docoloyia dGAlov papudkov yo tn Oepaneio tng vocov tov Parkinson pmopet va ypelactel va
pvOotet 6tav Eexvnoete va maipvete Comtess. AkoAovOoTe TIC 00MYieg TOV GOg EdMGE 0 YLTPOG
GOC.

To Koakonbeg Nevpodnmtikd Xovdpopo (NMS) givor pio cofapr] 0AAd omdvia avtidpoorn o€ opiopéva
QappoKa, Kot propet vo eppaviotel waitepa 0tav To Comtess Kot GAha eappoka yio ) Oepomeio g
vooov Tov Parkinson dtokdntovtol amdTopo 1] HEMVETOL amdTopa 1 docoroyia. ['a Ta
yopaktnplotikd Tov NMS BA. [Tapdypapo 4 ITiBavég avemBiunteg evépyetec. O yatpog oag pmopel
va 60¢ GVUPOLAEYEL Vo dloKkOyeTe otadtakd T Bepaneio e Comtess Kot GALQ QAPLOKD Y10, TN
Oepaneio Tng vooov tov Parkinson.

To Comtess 6tav ypnotponoteitor pe ) Aefovtdna pmopel vo oag EPEL LIVNALL KoL LEPIKEG POPES
umopel va 6og Kavel va kopudote Eapvikd. Eav copfaivel autod, dev mpémetl va odnyeite 1 va
yewpileote epyareio n pnyaviuato (PA. «OdMyNnon Kot xEPopdg UNYavLATOVY).

Alho @appoxo kot Comtess

Evnuepaoote tov yiatpd 1 tov opuoKonold cog edv maipvete, Exete Tpdopato ndpet 1) pmopet vo
TAPETE AALA PAPUOKA. ZVYKEKPLUEVO, EVIIUEPMOTE TOV YIUTPO OOG EAV TOUPVETE KATO0 OO TO!
axolovba:

. PUUTEPOAT), IGOTTPEVOAIVY, AOPEVAALiIVT, VOpadpEVAAIvVT, VTOTAUiVY, VToBovTauivn, dApa-
pebvivtoma, amopopeivn,

. avTIKATAOMTTIKE GUUTEPIAAUPOVOUEVOV dECITPAIVIG, LOTPOTIAIVIG, BevAapativng,
napo&etivng,

. Bappapivn yio TV apoimor Tov aiplaTog,

. coumAnpopata odnpov. To Comtess pHmopel vo KAVEL TNV AToppOP1GT TOV GLOTPOL

dvuokorotepn. I'avtd to Adyo punv maipvete to Comtess Kol GUUTANPMUATE GLOTPOV
tavtdypova. To Comtess Kot To GUUTANPAOUATO GO POV TPEMEL Vo AapBdvovtat pe dtapopd
2-3 opov.

Kinon, Onhaopds ko yovipotnto

Mnyv ypnotponoteite To Comtess katd tn didpKeto TG KONong 1 edv Onidlere.

Edv eiote éyxvog 1 Onhalete, vouilete 0T1 pnopel va glote £ykvog 1 oxed1aleTe v AmoKTHOETE T,
{ntote TN GVUPOLAT TOV Y1OTPOD 1] TOV PAPUAKOTOLOD GAG TPV TAPETE ALTO TO PAPHOKO.
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0o ynon Ko YEPIOROS PN OV LATOY

To Comtess 6tav ypnotponoteitor poli pe Aefovtoma umopel vo LELOGEL TNV OPTNPLOKT COG TEST), TO
omoio umopei va cog kavel va awcBavieite Tdon yio Mwobupia ) (dAn. Na elote dwaitepa Tpocekticol
otav odnyeite N 6tav YEWPIleOTE EPYOAELID 1) UNYOVLOTOL.

Emiong, o Comtess dtav ypnoyonoleitor pe tn Aefovtono umopel va 6o pEpeL vIVNAL, 1] VO GOG
KAVEL LEPIKES POPEG VAL KOWUAOTE EQpVIKA.
Mnv odnyeite N ¥PNOYOTOLEITE PNYAVILOTO EGV ELPOVICETE TO, GUUTTOUATO AVTA.

To Comtess mepiéyel AekiBivn ooyLog Kol vaTpLo
To Comtess mepiéyet AexiBivn coyag. Edv elote adhepyicdg 610 P1oTiKL 1] 0T GOYL0, UNV
YPNOLOTOUCETE AVTO TO PAPUOKEVTIKO TPOTIOV.

To papuaxo avtod mepiéyxet 7,9 mg vatpiov (KOPLO GLGTATIKO LAYEPIKOV/EMTPATELIOV AAATOG) GE
k0 diokio. H péytotn cuvictdpevn nuepnota 86on (10 diokia) mepiéyet 79 mg vatpiov. Avtd
1600VVAEL Le TO 4% TNG CLVICTMUEVNG LEYIOTNG MNUEPTOLOG TPOCANYNG VATPIO [IE TNV SATPOPN Yol
évav eviAIKa.

3. og va wapete To Comtess

[Tédvtote va maipveTe TO PAPLOKO OVTO QVOTNPA COUPMOVE, LLE TIG 0N YIEG TOV YIATPOV T} TOL
pappakomolod cog. Edv éxete apeiporieg, p@tiote TOV Y1Tpd 1) TOV POPLOKOTOLO GO,

To Comtess Aappdaveton pali pe eappaxo mov nepiéyovv Aefovtdna (gite orevaouaTo
AePovtomag/kapPivtomag eite oxevdouata Aefovionac/fevoepaciong). Mropetl eniong va
¥pNOoLomoteite GAAa pdpuaxa yio tn Oepaneio tng vocov Tov Parkinson tavtodypova.

H ocvvictdpevn 66om tov Comtess givar éva dtokio Tov 200 mg pall pe kabs d6on Aefovionag. H
LEYIOTN cuvicT®ueVT 06on eivan 10 dtokia v nuépa, dnA. 2.000 mg Comtess.

Av kdvete alokdOapon yio VEQPIKT OVETAPKELL, O YIOUTPOG OOG UTOPEL VO GOG TTEL VO, AVENGETE TOV
YPOVO OVAUESO OTIG OOGELC.

IMo va avoiéete ) @8N Yo TpdTN Popd: avoilte To
OO, Kol LETE TECTE e TOV AVTiYEPE GaG TO
ocppdycua péypt avto va ondoet. BA. ewova 1.

Ewova 1

Xpnon o€ Tooa ko @1 povg
H eumneipio pe 1o Comtess o€ acheveic kbtm tov 18 etdv eivor Teplopiopévn. Emouévamg, n xpnon tov
Comtess og maudid 1 eprifovg dev pmopei va cuotnOei.

Edav wapete peyordtepn 66on Comtess aré TV Kavoviki

Yy mepintmon vrépPaocng g 60oNs, GVUPOLVAEVTEITE GUEGH TOV YLOTPO, TOV QUPLOKOTOLO GUGC, ) TO
TANGIECTEPO VOGOKOUELD.

Edv Eeydoete va mapete 1o Comtess

Av Egyaoete va mapete to diokio Comtess pali pe tn 600m TG AePovionag, TPEMEL Vo, GUVEYIGETE TNV

aywyn maipvovrog o enduevo diokio Comtess pali pe tnv enduevn 66om g AePovionac.

Mnyv mépete SmAN 3OGN Y1 VO AVOTANPOCETE TO d1oKio oV Egydoarte.
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Edv otapoatioete va maipvere To Comtess
Mnyv otapatiocete va taipvete To Comtess EKTOC oV GOG TO TEL O YLTPOS GOG.

Orav otapatdte To PApUAKO, 0 YIOTPOG GO UTOPEL VO YPENCTEL VO OvVATPOSUPUOGEL T1 d0G0A0YiN
TOV GAL®V QapudK®V cog Yo T Bepameio Tng vocov tov Parkinson. To va otopatioete andtopo To
Comtess kot to dAlo pappoka yio T Oepameio g vosov tov Parkinson pmopet vo odnynoet og
avemBounteg evépyeieg. BA. Tapdypaeo 2 Ilpoeidonomoelg Kot Tpo@uAGEELC.

Edv éxete mepiocOTEPES EPOTNCELG GYETIKA LE TN XPTION OLTOV TOV PUPUEAKOV, POTNCTE TOV Y10TPO M|
TOV POPLOKOTOLO GOG.

4. MBavéc avemBOuNTEG EVEPYELES

Onwg 6ha To pAppaKa, £TGL KOl AVTO TO PAPHOKO UTOPEL Vo TPOKAAESEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv Tapovoidlovtal oe OA0VG TV avlpmdTovE. ZvVHO®S o1 avemBOUNTES EVEPYELEG TTOV
npokorovvtal omd To Comtess givor Nmieg £0G PETPLEC.

Kdmoleg amod tig avemBounteg evépyeleg cuyva TPOKAAODVTOL Ao TNV AVENUEVT] OPACT] TG AYWOYNG
pe AePfovtoma kat givor mo ovyvég katd TNy Evapén tng Bepameutikng aymync. Edv eppavicete
TETOLEG OVEMOVUNTEG EVEPYELEG GTNV apyn TNG BepanevTikng aymyng ue Comtess, O Tpémet va
EMKOWMVIOETE UE TOV Y1TPpO 0ag Yia Thavr| Tpocaployn e docoroyiog g Aefovtomag.

IToAb cvyvéc (uropei va. exnpedoovy teptocdtepa and 1 oto 10 droua):

. Mn gheyyoueveg KIVAOELS Le SOLGKOAD TNV EKTEAEGT EKOVCL®V KIVIIoE®V (SvoKivnaeia),
. aicOnua adiobeciog (vavtia),
. aKivOUVOG OOYPOUUTIGHOG TMV 0VP®V YPMUATOS KACTUVOKOKKIVOV.

2uyvéc (umopel va emnpedcovy £mc 1 oto 10 drouna):

. Y nepPoiikég Kivnoelg (vepkivnoia), ETOEVOOUEVE GUUTTOUATO TG VOGO Tov Parkinson,
TOPUTEVOUEVEG LVIKEG KpauTeS (duoTovia),

. éueToc, d1appota, KotoKo dAyog, SuokotMoTnTa, ENpocTtopia,

. LaAn, Komwon, auénuévn epidpwon, TTOCELS,

. yevdaoOnoeig (6tav BAénete/axovte/acbdveste/popilete Tpdypato to omoio TNV
TPOYUATIKOTNTO dEV VITAPYOLV), adTVia, EvTova GVELPa, KOl GUYYVOT,

. KopOlOKA 1 apTNpLakd TeptotatiKd (). Tovog oto otniog).

Oy ovyvée (umopet va emnpedocovy £o¢ 1 oto 100 droua):
. ‘Epgpaypo tov pookapdiov.

2ravieg (umopel va ennpedoovy émg 1 ota 1.000 dropa):
. E&avOnparta,
. U1 PLGIOAOYIKE OTOTEAEGLOTO OOKIUOGIOG NATIKNG AELITOVPYIOG.

[ToAb ondviec (umopel vo exnpedcovy ¢ 1 ota 10.000 droua):

. Agyepon,

. pewmpévn 6peln, anmdAgio Bapovg,

. e&avomua.

Mn yvootéc (n ovyvétta dev umopei va ektiun0ei pe Bdon to dwebécipa dedopéva):

. DAreypovn 010 KOOV (KOMTION), PAEYLOVH GTO NTap (NTOTITION) LE KITPIVIGLO TOV OEPHOTOC
KOl TOV AEVKOV TOV LATIDV,

. OTOYPOUATIGUOG TOV OEPLOTOC, TOV TPLYMTOV TNG KEPAANG, TOV TPOGMITOV KOl TV VUYIDV.

Orov to Comtess yopnyeiton o€ vynAdTepeg dOGEIC:
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Ye dooeig twv 1.400 £émg 2.000 mg nuepnoimg, or akolovdeg avemBOuNTEG EVEPYELES €lval O GUYVES:

. AveEéleyKTeg KIVIOELS,
° vortia,
. KOWALOKO GAYOG.

AA\eG ONUOVTIKEC TAPEVEPYELEC TOV UTOPEL VO ELPAVIGTOVV:
. Orav to Comtess Aappdvetor pe Aefovtomo Pmopel omivia vo 60G TPOKUAECEL VTVIALL KOTA T1
dlpKeELn TNG MUEPOS KO VO GOG KAVEL VoL Koludote Eapvikd,

. To Kakdnbeg Nevponmrikd Xovdpopo (NMS) givon pio ondvia cofopn avtidpaon og
Qappoka yuo T fepomeio dtTapoy®dV TOL VELPIKOV cuoTHHATOG. Xapaktnpiletat and
duokapyicn, poikég cLOTAGELS, TPEUOVAD, SIEYEPCT) KOl GUYYLON, KU, VYNAT Beppokpacia
OMOUOTOG, KOPIaKo puBud avénpévo, kot aotadr aptnplokn mieon,

. po omdvia coPapn poikn dratapayn (papdopvodrvcn) n omoia Tpokaiei TOVO, gvoicOncia Kot
aOLVOLIC GTOVG PVEG Kol UTOPEL VoL 00N YTOEL GE VEQPPIKA TpoPAaTaL.

Mmropel va gupavicete Tic axoAovdeg avemBounteg evépyelec:
. Advvapio avtiotaong otny mopodpuncn va tpofeite oe gvépyela mov mbavov va givar
emPrafng, n onoia uropei va teprroppavet:
e duvartn mopopunon yio vaepPoiikn yoptora&io Topd TIg GoPapég TPOSMMIKEG N
OlKOYEVEINKES GCUVETELES,
® JLPOPOTONUEVO N ALENUEVO GEEOVOMKO EVOLOPEPOV KOl CUUTEPIPOPA LE 1W1aiTepT
avnovyio g €6dg 1 TOVG YOP® GaG, OTMG Y10 TAPASELYLA, avENUEVN oe&ovaiikn ddeo,
o avefédeykto VIEPPOMKEG ayOPEC 1) OATAVEG,
®  KpoITAAN aynTol (KOTOVAA®MOT HEYAA®MY TOGOTHT®Y PAYNTOV GE UIKPE YPOVIKA
SLCTNHOTO) 1 KOTAVOYKAGTIKY KATAVAA®GT GaynTol (KATOVAA®ON TEPIGGOTEPOV
@OYNTOL OO TO PLGLOAOYIKO KOl TEPLGGOTEPO OO OGO YPELALETAL Y1t VoL tKavorotn el n
metva 6ag).

Evnuepdote Tov Y10Tpo GOg €0V TOPOVGLAGETE KATOO OO OVTEG TIG CUUTEPLPOPES; Oal
ou{NTNOETE TPOTOVG XEIPICUOV 1| LEIMOTG TOV CUUTTOUATOV QVTAOV.

Ava@opd avemOOUNTOV EVEPYELOV

Edv mopotnpnoete Kamolo avemBountrn evEPYEL, EVIULEPDOTE TOV YIUTPO 1 TOV QPOPLOKOTOLO GUGC.
AVTO 1oyveL Kot Yo kKabe mhoavn avemiBountn eVEPYELN TOV OV UVAPEPETOL GTO TUPOV PUALO
oMyl ypnons. Mropeite eniong vo avaeépete avemBountec evépyeleg anevbeiag, LEG® TOV
€0VIKOV GVOTNUATOG AvaPOPAs Tov avaypdeeTol oto [apdpmua V. Mécm ¢ avagopdg
avemBounTOV evepyeldv pmopeite va fondNncete ot GLALOYN TEPIGGATEPWOV TATPOPOPIDV GYETIKA
LE TNV 0OPAAELN TOV TUPOVTOG POPUAKOV.

5. Ilocg va gurdooete To Comtess

To pappaxo avtd TPENEL VoL PLAGCGETAL GE LEPT] TOV OEV TO PAETOLV Kot dgV TO POAVOLY T TOdLdL.
Na pn xpnoUOTOIEITE AVTO TO PAPLOKO HETA TNV NHEPOUNVIL ANENG TOV AVOPEPETAL GTO KOVTL KOt
oTNV €TIKETA TNG OaANG. H nuepounvia Anéng etvar n teAevtaio nUEP TOV UNVE TTOL OVAPEPETOL
exel.

To pdppaxo avtod dev amartel Wwitepeg ovvONKes POAAENC.

Mnyv metdite @AppoKa 6To vePO TNG AMOYETEVONG. POTNGTE TOV QOpULOKOTOLO GOG Y10 TO MG VAL
TMETAEETE TA PAPLLOKO, TTOV OEV YPNCIUOTOLEITE Mo AvTd Ta PéTpa Ba fonBfcovy oty Tpoctacio Tov

nepPaAlovtog.
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6. Mepreyépeva TG GVOKEVLAGILNS KOl LOUTES TANPOPOPIES

T agpréyer to Comtess

- H dpaotikn ovoia givar n evrokandvn. Kébe diokio nepiéyet 200 mg evrakomovng.

- Ta GALC CLGTATIKA GTOV TVPT VA TOV SI0KIOL EIVaL KLTTOPIVN LIKPOKPLGTOAAIKY|, KAPUEAAOLN
VOTPLOVYOG SLOGTAVPOVUEVT], TOPLOOVN KOl LOYVI|Gl0 GTEATIKO.

- H emwcdAoym Aemtod vpeviov mepiéyel ToALVPIVOAUAKOOAN LePK®S LOpoALOEica, TAAKT,
ToALOBVAEVOYAVKOAN, AeK1Bivn 6OY1ag, KiTptvo o1dnpov 0&eidio (E 172), epuBpd odnpov
o&eidwo (E 172) xon titaviov d10éeidio (E 171).

Epg@évion tov Comtess kot TePLEYONEVA TNS GVOKEVAGIOG
To Comtess 200 mg emtkaAVUUEVA LE AETTO LUEVIO d1okia £ival XPOHIOTOS KOPETI-TOPTOKAAL, dtoKia
®OEdN UE yopayuévo otn pia mhevpd 1o «COMT». Eivan cuckevaouéva oe glaies.

Yrdapyovv téocepa SlapopeTikd peyedn ocvokevaciog (pidieg mov mepigyovv 30, 60, 100 1 175
dtokia). Mmopel va pnv KukAo@opovv OAEG 01 GUGKELUGIEG.

Karoyog Adsrag Kvkhogopiag
Orion Corporation

Orionintie 1

F1-02200 Espoo

dwviavdia

Hopookevactiig

Orion Corporation Orion Pharma
Joensuunkatu 7

FI-24100 Salo

dwviavdia

Orion Corporation Orion Pharma
Orionintie 1

F1-02200 Espoo

dwhavdia

INo omoladnmote TANPOPOPiN GYETIKA LE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKOAEITTE VO
amgvBuvleite oToV TOTIKO OvTITPOc®TOo Tov Katdyov g Adsiag Kukhopopiag:

Belgié/Belgique/Belgien Lietuva

Orion Corporation UAB Orion Pharma
Tél./Tel: +358 10 4261 Tel: +370 5 276 9499
Bbarapus 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
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Deutschland

Orion Pharma GmbH
Jirgen-Topfer-Stralie 46
22763 Hamburg

Tel: +49 40 899 689-0

Eesti
Orion Pharma Eesti OU
Tel: +372 66 44 550

EALGoo
Orion Corporation
TnA: +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 Pharma (Ireland) Ltd.

c/o Allphar Services Ltd.
Tel: +353 1428 7777

Island
Vistor hf.
Simi: +354 535 7000

Italia
Orion Corporation
Tel: +358 10 4261

Kvnpog
Orion Corporation
TnA: +358 10 4261

Latvija
Orion Corporation

Orion Pharma parstavnieciba

Tel: +371 20028332

Nederland
Orion Corporation
Tel: +358 10 4261

Norge
Orion Pharma AS
TIf.: +47 40 00 42 10

Osterreich
Orion Corporation
Tel: +358 10 4261

Polska
Orion Pharma Poland Sp. z o0.0.
Tel.: +48 22 8333177

Portugal
Orion Corporation
Tel: +358 10 4261

Romainia
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

To mapév pviro 0dNYLOV YprioNS avadepONKe Y10 TELEVTAIN POPE GTIG

Alleg Tyég TANPOYOPLAOV

Aemtopepeic TAnpoopies Yo To PAapLaKo avTd gival S100EG1LES GTOV SIKTLOKO TOTO TOL
Evponaikod Opyoviopod @apudrkmv: https:// www.ema.europa.eu.
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