ITAPAPTHMA 1

HNEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Comtan 200 mg emKoAVUPEVA ILE AETTO VUEVIO SloKiaL

2.  TIOIOTIKH KAI ITIOXOTIKH XYNOGEXH
Ka6e emkaivppévo pe Aemtd vpévio diokio mepiéyet 200 mg evrakamovng.

"Exdoyo pe yvmotn dpaon

Kabe dokio mepiéyet 1,82 mg coxyapdlng, kot 7,3 mg vaTpiov ®G GLGTUTIKO TOV EKOOYMV.

IMa tov TAnpn KaTdhoyo TV ekdoywV, PA. Tapdypago 6.1.

3. ®APMAKOTEXNIKH MOP®H
Enucodvppévo pe Aemtd vuévio diokio

Kaotavoypouv—moptokaii, mogdég, AppikupTo EMKOAVUUEVO e AETTO DUEVIO S1oKI0 pE TN AEEN
«Comtany yopayuévr oTr e TAEVPA TOV.

4. KAINIKEX IIAHPO®OPIEX
4.1 OgpamevTiKég evoEiselg

H evroxamdévn evdeikvotatl og mpodchetn aywyn yopnyoduevn pnoll pe To KAUGIKA 10100KEVAGILOTOL
AePovtomag/Pevoepaliong N Aefoviomac/kapPivionag, oe eviikeg acBeveic pe vooo Parkinson ko
SLIKLUAVOELG TNG KIVITIKOTNTOG KATA TO TEAOG TG 0O0NC, 01 0Toiot gV gival duVATOV VoL
otafepomomnBovv e TOVG OVOTEP® GLVOLAGLOVG.

4.2 Aocoloyio kor TPOTOS YOPNYNONS

H evroxamdévn mpémel va ypnoyLonoteital povo o€ cuvdvacuod pe Aefoviona/Pevoepalion
AePovtoma/kapPvtona. Ot cuVTAYOYPAEIKEG TANPOPOPIES VIO OLTE Ta IO10CKEVAGHLOTA TNG
AePovtomag 1ohovVY GTNV TAVTOYPOVT] YOPTYNOT| TOVG LUE TNV EVIOKATOV.

Aocoloyia

"Eva d1oxio twv 200 mg Aappdvetar pe kdbe d6om Aefovionac/avactorén viomog arokapBoSuAdonc.
H péyiotn cvviotdpevn d6om eivar 200 mg déka popég nuepnoing, dnA. 2.000 mg evtakamdvng.

H evrokamdvn evicyvet Tig dpdcelg g Aefovtomag. ¢ EK TOVTOV, Y10l TOV TEPLOPICHO TOV
VTOTOULVEPYIKAOV OVETIHOUNTOV EVEPYEIDV TNG AEPOVTOTOC, T.). TG SVCKIVNGING, TNG VALTING, TOV
€UETOV KoL TOV YevdatoOnoewv, eivat cuyva avaykaio 1 poduion tng docoroying Aefoviomag eviog
TOV TPOTOV NUEPADV £MOG TOV TPOT®V ERSOUAd®V HETA TNV Evapén Tng BepamevTIKng ay®yng Le
evtokamovn. H nuepnoia 86om g Aefovionag mpénet vo petmvetor katd mepimov 10% émg 30%
EMUNKOVOVTAG TO SIUCTHUATO TOV LEGOAUPOVY OVALESH GTIG YOPTYNOELS KAUT LELDVOVTOG TNV
ToGOTNTA TNG AEPoVTOTOG avd 6OGT, AVAAOYO LLE TNV KAMVIKT KOTAGTOCT TOL 000EVOG.

Av dwokonel 1 OepamevTikn ay@yn e EvTakamovn, gival avoykaio va pubuotel 1 docoroyia TV
GAAOV OVTITOPKIVGOVIK®OV OEPATELTIKOV ay®Y®V, 110{TEPA TNG AEPOVIOTAS, TPOKEUEVOL VO
emtevyBel €va emapkég EMIMEDO EAEYYOV TOV TAPKIVGOVIKOV CUUTTOUATOV.



H evtoxandévn avéavet ) Prodabecipuotnto g Aefovtonag amd to KAUGIKA 1010GKEVACLATO
AePovtomag/Pevoepaliong erappd mepiocoTepo (5-10%) amd 6tTL oty TEPINT®ON TOV KAAGIKOV
wookevacpatov Aefovionag/kappvtonas. 'Etol, otovg acbeveic mov Aappdvovy ta Khaotkd
wiookevacpota Aefovtonag/Pevoepaliong, 6tav EEKvobV TNV Oy®YN LE EVTOKOTOVT), UTOPEL Vol
ypEWOTEL va yivel pia peyaidtepn peimon g 66ong Aefovionag.

Negpixn dvalertovpyio,

H veppu avendpkelo dev emnpedlet T1g POPUOKOKIVNTIKES IOIOTNTES TNG EVIOKATOVTG KOl OEV
yperaletan kapio S0c0A0YIKY Tpocapuoyn. 201000, o 0oBeveig Tov Kavouv aipokdBapon, Oa mpénet
va e€eTdleTOL TO EVOEYOLEVO TG EMUNKVVOTG TOV SLOGTNUAT®V TOV LEGOAUPOVV OVAUESH OTIG
dwadoyucég yopnynoeig (PA. mapdypaeo 5.2).

Hrozixn dvalerrovpyia
BA. mapdypago 4.3.

Himawuévor (265 etav)
Agv amaiteiton puOpion tng 0060 0Yi0g TNG EVIAKOTOVIG GTA NAKIOUEVO (TOUC.

Toudrazpixos minBoouoc
H aoopdireia kot n arotedecpatikdtra tov Comtan o modid nikiog K4t tov 18 etmv dev Eyouv

akopa tekunpumbel. Agv vapyovv Sabéoio dedopEva.

Tpomoc yopnynong

H evraxandvn yopnyeitor omd 1o oTtoOHA Kot TOVTOYXpova pe kbBe ddon Aefoviomac/kapPvTonag 1
Kkd0e 660m Aefovronac/Pevoepaliong.

H evrokandévn pmopei va Anoedel pe 1 yopic tpoen (BA. Tapdypagpo 5.2).
4.3 Avtevositeg

- YrepevoioOnoia ot 6paoTiki ovcio 1 6€ KATOW0 and T £KG0Y TOV AVOPEPOVTAL OTIV
Topaypaeo 6.1.

- Hratikn dvcoiettovpyio.

- DooypOULOKVTOLLA.

- Tavtdypovn xpNo” NG EVIOKATOVNG LE U1 EKAEKTIKOVS OVOCTOAELG TNG HOVOOULVOEEDAoNG
(MAO-A kot MAO-B) (m.%. @overlivn, TpOVOAKVTPOUIVN).

- Tavtoypovn ypron evog ekiektikov avactoréo MAO-A kot evOg EKAEKTIKOD OVAGTOAEN
MAO-B ko g evtaxonovng (PA. mapdypoeo 4.5).

- IIponyodpevo 1otopikd KakonBovg vevponmtikov cuvdpopov (NMS) Kaun pn TpOVHOTIKAG
papdopvorvonc.

4.4 FE101kég TPOEIOOTOMGELS KO TPOPVAAEELS KATA TN Yprion

H papdopvorvon, devtepoyevig oTic GoPapég SuoKIvNoies 1} 6T0 KaKOn0eg VEVPOANTTIKO GHVOPOLO
(NMS) éxer mapatnpnbei ondvio o acbeveig pe voco Parkinson.

To NMS, cvurmepirapfoavopévov papdopvorvong kot vrepBeppiog, yopaxtnpiletor omd KivnTikd
ocopntopate (aKapyio, PuOKAOVoS, TPOLOG), QAAAYES OTN VONTIKY KaTdoTaoT (OTmg ). O1€yepon,
GLYYLOT|, KOUW), vePBeppia, SVGAEITOVPYIN TOL CLTOVOLOV VEVPIKOD GLGTIHOTOC (TayvKapdia,
aoTodng aptnplokn mieon) kot avénuéva eTITEdD KPEATIVIVIG TG POCPOKIVACNS GTOV 0p0. X
LELOVOUEVES TEPIMTMCELS, LOVO LEPIKA OO QT TO, GUUTTOUATO KOUM T EVPNHOTO UTopel va ivart
EULPOVT.

Amo eleyyOeveg SOKIES OTIG OTOIEG 1) EVTAKOATOVT O10KOTTNKE amOTOU, 0UTE To NMS 001e 1)



papdopvorvon Exovv avapepbel oe cuoyETion pe TNV aymyn pe eviakamovr. Koatd v kukiogopio
TOV QAPUAKOL GTNV oyopd, £xovv avaeepbel pepovmpéveg tepimtooelg NMS, 101K0TeEpO PETA OO
amoToUN HEl®ON 1 SLOKOTY TNG EVIOKATOVNG KOl GAA®Y TAVTOYPOVOV VIOTUUIVEPYIKDV
QOPUAKELTIKOV TTPoidvTv. Otav Bempeitor amapaitnto, 1 S10KOTN TG EVIOKAUTOVNG KOt GAANG
vromopvepyikng Oepaneiog Oa wpémet va yiveton oTadlokd Kot v onUeia KOV GUUTTONATO
Tapovcacfodv Tapd Tr GTAdNKT OL0KOT TG EVIAKOTOVIG, LWITOPEL va lval omapaitnTn pio ovénon
g docoloyiag tng Aefoviomnag.

H Oepaneia pe eviakamdvn TpEmel va yopnyeitol e Tpocoyn o€ acheveic e 1oY 0K KopOloKn
vOGo0.

AbdY® oL PNYaVIGHoD dpdong TG, N EVIOKATOVN UTOPEL vV EXNPEACEL TO LETAPOAICUO TV
QOPUIKEVTIKOV TPOTOVTWOV TOL TEPLEYOLV Lid OUAOA KATEYOANG KOl VA EVIGYVCEL TN OpAGT) TOVC.
YUVETMG, 1| EVIOKATOVN TPETEL VoL yopnyeiTal pe Tpocoyn o€ acheveic oTovg omoiovg yopnyeitat
OepamenTIKn aymYN LE POPUOKEVTIKA TTPOoidvVTo To omoia petafolilovtor amd v KoteyoA-O-pebur
tpovoeepdon (COMT), 6mwg yio Tapdderypor 1 pLUTEPOAT, 1| 10OTPEVOAIVI, 1| AOPEVOAIVN, 1
vopadpevarivn, 1 viorapivn, 1 vioPovtapivn, n ahea-peduiviona kot 1 amopopeivn (PA. emiong
Tapdypoeo 4.5).

H evroxandvn yopnyeiton mévtote cov CuPTANPOUATIKY BEpanenTIKn aymyn pe Aefovtoma. XVVETMG,
01 TPOPLAAEELG TTOL 1GYHLOLY GTNV AYWOYN Le AePovTona Tpémel emiong va ANeOoHV vTOYN Kot TNV
ayoyn pe evraxomovn. H evtokanovn avéaver tn frodabesypotnta e Aefovtonag amd to KAOCIKA
wookevdopata Aefovtonag/Pevoepaliong katd 5-10% nepiocdTepo and OTL GTNV TEPITTMOOT] TOV
KAOGIKOV 10100KEVACUATOV AeLOVTOTAG/KapPVTOTAG. AVTO EYEL OG ATOTELECUA Ol AVETIHOUNTES
VTOTOULVEPYIKES EVEPYELEG VAL EIVOL EVOEXOUEVIOC GUYVOTEPES OTAV 1) EVIOKATOVH TPOoTIfETAL OTN
Bepamevtikn aymyn Aefovionag/Pevoepaliong (PA. emiong napdypoeo 4.8). I'a va peiwbodv ot
avemBounteg evépyeleg mov oyetilovtal e TNV vIomopvepyikn dpdon g Aefovtonac, ivar cuyva
amopaitnTo va pulotel ) 66om AePOVIOTOG EVIOS TOV TPAOTMV NUEPDV £MG TV TPOTOV ERd0UAdOV
petd v évapén Bepomeiog e EVTOKATOVT, GOUPOVO LLE TNV KAWVIKY Katdotaor Tov achevoic (BA.
Tapoypaeovg 4.2 kot 4.8).

H evrokamdévn pmopei va emdevdcel Ty ophooToTiKn VTOTACT TOL TPOKOAEITAL OO T AEPOVTONA.
H evroxandévn mpémetl va yopnyeitan pe mpocoyr| o€ acbeveic mov Aapfdvouy dAlo QopUOKEVTIKA
TPOTOVTA OV UTOPEL VO TPOKAAEGOLY 0pBOCTATIKT VTOTAGT).

2116 KMVIKEG LEAETES, O AVETIOOUNTES VIOTOUIVEPYIKEG EVEPYELEG, TT.). OLCKIVIGLA, MTAV O CGUYVES
o€ acbeveig oTOVG OTTOTIOVE YOPNYHONKAY EVTAKOTOVI KOl OY®VIGTEG VIOTOUIVIG (0T
Bpopoxpuntivn), cereythivn 1 apavtodivi oe cUYKpPLoN He EKEIVOVG GTOVG 0moiovg Yopnynonke
EIKOVIKO PApLOKO Pe avtdv To cuvdvaoud. Evdeyouévmg va anartnel pvbuion tov d6cemv Tov
ALV OVTITOPKIVGOVIKOV QUPHOKEVTIKOV TPOIOVI®MV 0TV apyicel  Oepaneia Le EVIOKAmOVT.

H evtokandévn og cuvdvacpo pe AePoviona £xel GLGYETIOTEL LE VITVNALL KOl ETEGOI0, PVIOLHG
évapéng vmvov og aobeveig pe voco Parkinson kot emopévmg yperdletal mpocoyn Katd trv 0dnynon M
T0 YEPOUO pnyavnuatov (BA. eriong mapdypapo 4.7).

Xe ao0eveig mov Tapovoidlovv diippola, cLVIGTATAL TaPaKoAoVON o™ Tov Pdpovg doTe v’ amopevyel
mBovn vepPolikn andieia fapovs. [lapatetapévn 1 eTpévovsa d1éppote Tov ToPoVCIAETOL KOTA
TN PNON TNG EVIUKATOVNG UTOPEL VO lvat onpelo KOATIONG. Xe TEPITTOOT TOPATETAUEVIG T
EMPUEVOVOAG SIEAPPOLOGC, TO PAPUOKEVTIKO TPoidv Ba mpémet vo, dlakomel Kot va a&toAoynfodv n
KATOAANAN wTpikn Oepaneio kKot eEeTdoelc.

Ot acBeveic mpémet va EAEYYOVTOL TOKTIKA Y10 TNV EUOAVICT] SLTOPAYDY EAEYXOV TMV TOPOPUNCEDV.
Ot acBeveic kal o1 PPOVTIOTEG TPEMEL VAL EVIUEPODOVV TMOG CUUTTMOUATO GUUTEPUPOPAS TOV
STOPAY DV EAEYYOL TMOV TOUPOPUNGEDV TEPIAAUPUVOUEVOV TADOAOYIKNG XOPTOTOIEING, YEVETIOOG
0pUNG AVENUEVNC, VITEPGEEOVAAKOTNTOG, KATAVAYKACTIKOV SOTAVMV 1] AyOp®dV, KPUTAANG GAyNTOD
KOl KOTOVAYKOOTIKNG KOTAVIAMONG GAyNnTov UIopel va ePpavioTody oe acbeveig oe Oepaneia pe
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AYOVIOTEG TNG VTOTOUIVIG KOUT GALEG vIoTapuvepyikég Oepamneieg 0nwg To Comtan 6g cuvoVAGUO pE
1 Agfovtoma. Edv eppaviotodv T€To10 GOUMTOUATE cLVIeTATOL 1) adloddynon g Bepaneiog.

Y& aoBeveig mov Tapovoidlovv emdevodpevn avopesia, eEachévion kot peiwon Papovg péca o
GYETIKA PKPO YPOVIKO dtdotno, Oa Tpénet va yiveton pio YEVIKY] W0TPIKT EKTIUNON
GLUTEPTAAUPAVOUEVTG TG NTOTIKNG AEITOLPYIOG.

Ta Sioxio Comtan wepiéyovv cakyapoln. Eropévag, ot acBeveig pe ondvia kKinpovouikd tpofinuota
dvoave&iog otn epovkToln, Kakn aroppoenotn YAVKOLNG-YohakTolng 1| avendpkelo coukpdonc-
LOOUOATAGCTG OEV TPEMEL VOL TAPOVY QVTO TO PAPLLOKO.

AT TO POPUAKELTIKO TPOTOV TEPIEXEL 7,3 mg vaTpiov avd diokio. H péyiot cuviotdpevn nuepiota
d0oom (10 dokia) mepiéyel 73 mg vatpiov, Tov 16oduvapovy pe 4% tng cvvictdpevng anod tov [IOY
LEYIOTNG NUEPNOLUG TPOSANYNG 2 g VOTPIov HEGH SLOTPOPNG, Vi EVAY EVAAIKAL.

4.5 AlMiemopdosic pe Ghio QUPUOKEVTIKA TPOIOVTA Kol GAAeg HOPPES aAINAETIOPAGG

Agv &yl mopatnpnel aAAnAenidpaoT Tng EVTAKOTOVIG LE KApPLVTOTO GTO GLUVIGTMWUEVO BEPATELTIKO
oynuo. Agv €govv peretnfel pappakokvnTikég aAnAemidpacels pe tn Pevoepalion.

e peléteg yopnynong epdmnas d0cemv og vylelg eBehovtég, dev Tapatnpnnkay aAANAETOPACELS
VAPESO GTNV EVTOKOTOV KO TNV WPV 1] OVAUESO OTNV EVTAKOTOV KO T1 LOKAOBEWION.
Eniong, 6ev onpetmdnioyv aAANAETIOPAGELG AVALESTH TNV EVIOKATOVT KOl T1) GEAEYIAIVY 08 PEAETEG
YOPNYNoNG EXAVOAAUPAVOLEV®V dOCEMV GE TOPKIVGOVIKOUS acbevels. QQoT000, 1 gumepio omd Ty
KAWVIKT] (p1ION TNG EVIOKATOVG G GLUVOVACUO LE OPKETH POPLOKEVTIKE TPOTOVTA,
GUUTEPIAAUPAVOUEVOV TV avaoTOAE®V MAO-A, TOV TPIKUKMKGV OVTIKATOOMITIKOV, TOV
OVOGTOAE®V TNG EMOVATPOCANYNG TNG VOPAOPEVAAIVIG, OTMOG 1) SECUTPULLIV, 1 LATPOTIALVY KoL M
Beviapaivn, Kol ToV PopUAKELTIK®OVY TPOTOVT®V Tov peTaforifovtal amd tnv COMT (m.y. ovoieg
IOV TIEPLEYOVV KOTEYOAOLADA: PYUTEPOAT), IGOTPEVAAIVY, AOPEVAALIVT), VOpadPEVAAIVT, VTOTOUIVY,
vtofovtapivn, Apa-pebvivtona, amopopeivn, kot Tapoetivn) Tapapével Teplopiopévn. Xpeldletal
TPOocoyN OTAV TETOLN POPLOKEVTIKG TPOTOVTE XPTCLLOTOIOVVTOL TOVTOXPOVA [LE TNV gvTakamovn (PA.
eniong mapaypdeovg 4.3 kot 4.4).

H evrokandévn pmopei va ypnoponombel pe oedeyihivn (évag exiextikog MAO-B avaotoléag), oAld
N nuepnoa 8001 g oeheyhivng dev pémetl va vepPaivetl ta 10 mg.

H evroxamdévn pmopei va oynuotilel ynAkég evoels e To 6idNpo 6TO YOoTpEVTEPIKO coAva. H
EVTOKOTOVN KOl T0 OKEVAGHOTA 511 poL Ba Tpémel va Aapfdvovtor pe dopopd TovAdyioToV
2-3 mpov (PA. Topdaypao 4.8).

H evraxandvn deopevetar omd ) 0€om cvuvoeong 11 g avOpmdmvng adfovuivng n omoia decuedel kot
SaQopa GALN POPUOKEVTIKG TPOTOVTA, GVUTEPIACUPBaVOUEVNG TG dtalemdung Kol TG
Ppovmpogaivne. Khvikég peréteg arinienidpaong pe dtalemdun Kot U oTePoEdN AVILPAEYLLOVOIN
QOPUOKEVTIKG TTPOiOVTO 0V £xovv dle€aydel. ZOpPvo ue WEAETEG in Vitro, GNUOVTIKY LETATOMION
dgV avVaUEVETOL OTIC OEPATEVTIKEG CLUYKEVTIPMOELS TV PUPUIKEVTIKMOV TPOTOVTOV.

AOY® T™NC GLYYEVELGG NG, in Vitro, ue To Kutoypouo P450 2C9 (BA. mapdypapo 5.2), | evtakoamovn
umopel SuVNTIKG va TaPEUPEL GE PUPUAKEVTIKG TPOTOVTO e LETAPOAMGUO EEUPTOUEVO OO QVTO TO
160éviupo, OTmg 1 S-Papeapivn. QoT000, oE o LEAETT OAANAETIOpaoNG Le vyieic e0elovTég, N
gvtokamovn dev arlate Ta enineda 610 TAdGH TG S-Papeapivne, evd 1 AUC g R-Bapeapivig
avéndnke katd péco 6po 18% [Cloy 11%-26%]. Ot tiuég INR avéndnkay katd péco 6po 13% [Cloo
6%-19%]. Katd cvvéneia, cuviotdtor va, yivetat Eleyyoc tov INR tiudv 6tav Egkiva n yoprynon
gvtokanovng o€ acbeveic mov Aapfavouy Bapeopivn.



4.6 Tovipéotra, kOO Ko yorovyia
Kvnon

Agv mopatnpnOnKe eLEavNg TEPATOYOVOG OpAcT) 1| ETOPACELS TPOTOYEVOLS EUPPLOTOEIKOTNTAG OE
peréteg Cmmv 6mov ta eminedo EKOEOTG GTNV EVIOKATOVH NTOV CNUAVTIKA VYNAOTEPO OO T
Bepanevtikd enineda EkOeong. Enedn dev vrdapyet eumeipio o€ £YKLEG YOVOIKES, 1) EVTOKOTOV OgV
TPETEL VO, YOPNYEITOL KOTA TN SIIPKELR TNG KON OTNG.

Onioopodg

e peréteg Lowv 1 evtakamovn anekkpinke oto YaAa. H acedielo g eviakamovng ota Bpéen gival
ayvaootn. Ot yvvaikeg dev mpénet vo OnAalovv katd ) didpketa g Oepaneiog pe evraxomovn.

4.7 Emdpacelg 6TV tkavoTTo 001Y101)G KOL (EPIGHOV UNYOVILATOV

To Comtan g GuVOLAGUO [LE AEPOVTOTO UTOPEL VO EYEL LLOL CTLLOVTIKT ETIOPACT GTNV TKOVOTNTA

001 yNoNG Kot yeptopod unyovnudrtov. H evtaxorovn pall pe Aefoviona, umopei va TpoKariécel
£aAn ka1 cvuntopatikd opootatiopd. ['a avtdév Tov Adyo, cuVIGTATAL TPOGOYN KATA TNV 0d1yNon 1
TO YEPIOUO UNYOVILATOV.

e aobevelg mov AapPdvouy eviakamovn o€ cuvovacud pe Aefovtona Kot Topovstalovy VITVNALL
KU/ ETEIGO10 apVvidlag Evapéng DIvov Tpémet va divetar | GLUPOVAN Va ATEYOLV IO TNV 00N YNoM
N TNV EVAGYOANOT LE OPUASTNPLOTNTEG OOV 1| OVETOPKNG EYPTYOPOT| Uropel va BEceL auTovg 1 GAAOVG
o€ kivduvo cofapod TpavpaTicpov 1 Bavdtov (w.y. 6ty xepilovial UnyaviuaTo) £mg 0ToL TETol
enovolapfoavopeva enelcodio vroywpnoovy (PA. emiong mapdypao 4.4).

4.8 AvemOOunteg evépyereg

20vVoy™ 1oL TPOQiA acQaleiog

O1 1o ovyvEG avemBOUNTEG EVEPYELEG TTOL TPOKOAOVVTOL OO TN XPTOT) TNG EVTAKOTOVNG oeTIlovTat
HE TNV ouENUEVT] VTIOTOLIVEPYIKT OpAcT] KOl TOPOLGLALOVTOL TIG TEPIGGOTEPES POPES TNV APy TNG
Oepamevtikng ayoyng. H peiwon tng 06omg tng Aefovtonag PeldveL Tn apdTnTa Kot T GuXvVOTNTa
TV evepyel®v avtmv. H dAAn peilov Katnyopia avemBountov evepyelmv ival To. GUUTTAOUOTO OO
TO YOOTPEVIEPIKO GVGTN LA, GTO OTTOI0 CUUTEPIAOUPAVOVTOL VAL Tia, EUETOC, KOIAMOKO GAYOG,
dvokothotnTo Kot didppota. H eviakamdvn pnopel va amoypouoticel o ovpa Tposdidoviag Toug Hio
KAPE-KOKKIVI] AOYP®OT, 0ALA TPOKELTAL Y10 AKIVOUVO (POIVOUEVO.

ZuvinBmg ot avemBounTeg EVEPYEIEG TOL TPOKOAOVVTOL LUE TNV EVTAKOTOVY Eval NTLEG £C PETPLES. XE
KAWVIKEG LEAETEG O1 TILO GLYVEG aVETIOOUNTES EVEPYELEG TOV OONYNOAY OTY| O10KOTT TNG BEPUTEVTIKNG
AY®OYNG LE EVIOKOTOVN NTOV TO YOOTPEVIEPIKA CLUTTOMOTA (T.). S1dppota, 2,5%) Kot ot avénuéveg
VTOTOULVEPYIKES OVETOOUNTEG EVEPYELEG TNG AefovTomog (Tt.y. dvokivnoieg, 1,7%).

Avcxwvnoia (27%), vavtia (11%), didppota (8%), kKothokd diyog (7%) ko Enpootopio (4,2%)
avaPEPONKAY [LE OTNUOVTIKG LEYOADTEPT] CLYVOTNTA KATA TN YP1ON TNG EVIUKATOVG EVOVTL TOV
€IKOVIKOVL papudrov amd abpolotikd dedopéva (pooled data) kKhvikdv peretdv mov mepreddpfoavoy
406 acBeveic mov eAuPavay To EOPUAKEVTIKO TPOTOV Kot 296 acbeveig Tov eEldpfavay eucoviko

QapLOKO.

Mepikég amd Tig avemBouunteg evEPYELEG, OTTMG 1) SLCKIVN G, 1] VOLTIO KO TO KOIALOKO GAYOG, UTopEl
va glvar o ouyveS oTig vymAdtepeg 86celg (1.400 £wg 2.000 mg v nuépa) amd OTL OTIG
YOUNAOTEPEG DOGELS TG EVIOKATOVIG.



Kotdloyoc tmv ovemfountmyv EVEPYEIDV GE LOPOT) TIVOKO

Ot TopakdTm avemBounTeg evépyeleg, Tov mapatifevial akolovbwg otov Ilivaka 1, £govv
oLYKevTpmBEl Kol amd KAMVIKEG HEAETEG e EVTOKATOVT] Kol 0O TNV KUKAOQOPIK TNG EVIOKATOVNG
o1V ayopd.

Mivaxkag 1* AvemOopnTeg evépyeleg QappuaKov

Yoyuatpikés dwatapayég

Zoyvég: Avmvia, yevdaiobnoelg, ohyyvomn, Eviovo dvelpa
IToA) omdavieg: Aéyepon
AWTapay£S TOL VEVPIKOV GUGTILATOS
IToAv ovyvég: Avockivnoio
Yuyvéc: Emdeivoon napkiveoviopov, (oA, ducetovia, vrepkvncio
Kapowukéc owatapayéc* ™
Zoyvég: [eproTatikd 1oy oUKNG KAPIHKTG VOGOU EKTOG ERPPAYILOTOG
TOV pvokapdiov (m.y. otndAyy”M)
Oy ovyvée: ‘Epgpaypo pooxoapdiov
AWTaPaYES TOV YUGTPEVTEPIKOD GLOTI|LATOG
IToAv ovyvég: Noavtia
Yuyvéc: Awdppota, Kothokd dAyog, Enpoctopio, SuoKOIMOTNTA,
€LETOG
[ToAd omavieg: Avopeéia
Mn yvootéc: KoAitida
AWTapay£S TOL NTATOG KAl TOV JOAQOp®V
Xrdvieg: Mn @ucloloyiKég SOKIHOGIEG NTATIKNAG AElToVpYiag
Mn yvooTtéc: Hrartitda pe yolootatikd svpipata koping (BA.
napdypoeo 4.4)
AWTapayES TOL OEPNATOS KAL TOV VTOOOPLOV 16TOV
ETAVIEG: EpvOnpatmdeg 1 knidoProtidmdeg eEavonuo
[ToAd omavieg: Kvidwon
Mn yvootéc: ATOYPOUOTIGHOG dEPHOTOC, TPLYOTOV KEPAANG, TPOCHTOV
KOl VUYLV
AWTAPAYES TOV VEPPOV KUl TOV 0VPOPOP@OV 00DV
IToAV ovyvég: Anoypopotiopidg Tmv ovpmv
Ievikég or0Tapayés KOl KUTAGTAGELS TI|G 000D YOPTYNONS
Zoyvég: Konwon, avénpévn epidpwon, TTOCELS
IToA) omdvieg: Meiwon Papovg

O avemBounteg evépyeieg Exovv Ta&tvoundel GOUPOVO e TN GLYVOTNTO, OL TTO GLYVEG
TPMTEG, YPNOLUOTOLDVTAG TNV aKkOAovOn cvpupaoct: [ToAd cvyvég (=1/10), cvyvég (=1/100 €wg
<1/10), oyt cvyvég (>1/1.000 éwg <1/100), omdvieg (=1/10.000 £wg <1/1.000), woAd omdVieS
(<1/10.000), pn yvootég (dev pmopovv va extiunfovv pe faon to dwabécipa dedopéva, kadmg
dev umopotv va e&ayBohv £ykvupot VITOAOYIGHOTL A0 KAMVIKEG SOKIUEG 1] EMONUOAOYUKEG
LLEAETEC).

o H cvyvomta euepdviong TV TEPIGTOTIKOV ELPPAYIOTOC TOV HVOKAPSIov Kot GAA®DY
ocupupopdtev woyukng Kapdtakng voocov (0,43% kot 1,54%, avtiototya) Tpoépyetal amd pia
avéivon 13 dmAd-tveAdv peretmdv mov meptelauPavay 2.082 acbeveic pe S10KVUAVGELG
KIVNTIKOTNTOG KOTA TO TEA0G TG 606G oL AduPavoy eviaKomdvr.

Teprypoen emAYUEVOV AVETOOLUNTOV EVEPYELDY

H evtokamdvn o€ cuvdLacpo e AefovTOna £xEL GUGYETIOTEL LUE UELOVOUEVO TEPIOTOTIKG,
VIEPPOMKNG VIVNALNG KOTA TN SLAPKELN TNG NUEPUS KOl EXELGOd apVidiag Evapéng vTvov.

Awtapayéc eEléyyov tov mapopuncemv: ITaboroyin yaptonaiéio, yevetnota opunq avénuévn,




VIEPGEEOVOMKOTITO, KOTOVAYKOGTIKEG OATAVEG 1) 0YOPEG, KPOUTTAAT GayNnTOD KOl KOTOVOYKOGTIKN
KATOVAA®ON GoynTod UTopel va eLeavicTovy o€ acbeveic o Oepameia pe ayovioTég TG viomapivng
Ko/ GAAeg viomapvepyikéc Oepaneieg 0nmg To Comtan o€ cuvdvacud pe ) Aefovtoma (PA.
Tapdypopo 4.4)

"Exovv avapepBel pepovopévee nepimtdoeig NMS petd omd amdtoun Leimon 1 1Ko TG
EVIOKOATOVNG KOl AAA®V VIOTOUIVEPYIKOV DEPATELDV.

"Exovv avapeplel pepovouéves nepintdocelg pafdopvdivonc.

Avopopd THovoAoyoOLEVOV aVETIOOUNTOV EVEPYELDV

H avagopd mbavoloyodpevmy avemfOunTmy evepyeldv Letd amd T yopnynon aoelog KukAopopiog
TOV QAPUAKEVTIKOV TPOTOVTOG gival onuovtiky. Exttpénet tn cuveyn mopakorovdnemn tng oxéonc
0PEAOVC-KIVODVOL TOL PUPUAKEVTIKOD TPOIOVTOC. Znteital omd TV EMAYYEMLOTIEC VYEIOG VOl
avagéPouvy omolecdnmote THAVOAOYOVUEVES OVETIOOUNTEC EVEPYELEC HECH TOV EOVIKOV GVOTNUATOG
ovoQopdc Tov avaypdaeetal oto [apdpnua V.

4.9 Ymepoooolroyia

Agdopéva amd PETA TNV KUKAOPOPia TEPILAUPEVOLV HELOVMUEVEG TEPITTOCELS VTEPIOGOAOYING OTOV
N avaeepbeioa vynAOTEPN MNUEPTOLO docoroyia eviakamovng Ntav 16.000 mg. Ta o&éa cupntdpoTa
KOl ONUEIN O€ AVTEG TIG TEPUTTOOELS VIEPSOGOAOYING TEPLEAGUPAVAY GUYYVOT|, ELOTTOUEVT
dpaotnpLOTNTA, LIVN AL, VITOTOVia, duoypOLic dépHaTog Kot Kvidwon. H aviyietomion g o&elog
VIEPOOGOLOYING EIVOL CUUTTOHOTIKT.

5. OAPMAKOAOI'IKEX IAIOTHTEX
51 ®@appokodvvopikés 1010TNTEG
Doppokobepamevtikn katnyopio: GAlotl viomapvepyucol mopdyovresg, kmdwog ATC: N04BX02.

H evroxamdvn avrkel og pia véa Bepamevtikny Katnyopia, EKEVN TOV aVOGTOAE®V TNG KATEYOA-O-
pebvd tpavoeepdonc (COMT). Eivar évag avaotpéyipog, edtkdg avaotoréag COMT pe kupimg
TEPLPEPIKT OPAGT], 0 000G TPOOPILETAL VIO TAVTOYPOVT] YOPTIYNON UE 10100KEVAGHATO AefOVTOTAS.
H evroxamdévn peridvet ) petaforkn anmieto tng Aefovtonag tpog 3-O-pebvivtona (3-OMD)
avaotéAiovtog to éviuopo COMT. Avtd odnyel og vymidtepn AUC g Aefovtomoc. H mocotta g
AePovtomag mov gival Sabéoiun otov eyképaro avéavetal. H evtakamdvn cuvendc napateivel tnv
KAWVIKY] avTomdkpion otn Aefoviona.

H evrokanoévn avactérrel o évivpo COMT kupimg otovg meprpepikots 1otovg. H avacstodn g
COMT ota gpufpd arpoceaipia okolovdel GTEVE T CLYKEVTIP®OT TNG EVIOKATOVNG GTO TAUCLLL,

YEYOVOC TOV VTOSNAMVEL GAPDG TNV OVASTPEYLUN (VO TG avacTtoing tng COMT.

Khvikéc nedéteg

e 800 dumha-tverég peréteg pdong Il oe ochvoro 376 acBevmv pe voso Parkinson ko pe
SLIKLUAVOELS TNG KIVITIKOTNTOG OTO TEAOG TNG d00MG, 000NKe evioKamdvn 1 EIKOVIKO ¢pdppoko poli
pe kaOe doom Aefovtomac/avacToréa viomag amokapPfoiurdonc. Ta anoteléspata divovtal oTov
[Mivoka 2. Xt pedét I, n kabnuepwvn didpkeia tov ON povopévov (Opeg) petpndnke amd ta
nueporoyla TV achevav kot otn perét I, n avaloyia g kadnpepivig S1GpKELNG TOL POIVOUEVOL
ON.


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

Hivaxag 2 KaOnuepwvi) svapkera tov ON garvopévov (Méon TiunjSD)

Megiétn I: KaOnuepivi owd

pkewr Tov ON @arvopévov (Opeg)

Evraxkamévny (n=85) Ewovik6 ¢appoxo Aw@opa
(n=86)
"Evap&n 9,3+£2.2 9,2+2.5
Epoopdoa 8-24 10,7£2,2 9,4+2.6 1 h 20 min
(8,3%)

Closy, 45 min, 1 h 56 min

Meiétn 11: Avadloyio kaOnpepy

Mg owapkelag Tov ON eawvopévov (%)

Evraxamovn (n=103) Ewovik6 ¢appoxo Aw@opa
(n=102)
"Evopén 60,0+15,2 60,8+14,0
Epoopdoa 8-24 66,8+14,5 62,8+16,80 4,5% (0 h 35 min)

Close, 0,93%, 7,97%

Yrnp&av avtiototyeg LE®OELG ot dtdpketla Tov patvopévav OFF.

X perét I, n exotootioio petafoirn g didpkelag twv eoawvopévov OFF oe ohykpion pe v
évapén Ntav -24% oy opdda g evrakondvng kot 0% otnv opdda Tov EIKOVIKOD QUPHAKOV. XT1
peAétn 11, o avtictorya mocootd nTov -18% wan -5%.

52 ®@appokokivTikéG 1016TNTEG

Tevikd yopoKINP1oTIKA TN OPUCTIKNG 0VGIOC

Amoppopnon

Yrépyovv LeyIAES S10POPOTOICELS TV PUPUOKOKIVIITIKAOV 1010THTOV TNG EVIOKATOVNG TOGO GTO
KG0e pHEPOVOUEVO ATOUO OGO Kot 0O ATOUO GE ATOUO.

H péyiom ovyxévipmon (Cimax) 6T0 TAACLLO EMTVYYAVETAL GUVIOMS TEPITOV Ha OPOL LETA TN Ay
gvog diokiov evraxomovng 200 mg. H ovsia veioctatol extetapévo HEToPoMSUd Tpdtng 610d0v. H
BrodwaBeoipudtnTa g evraxkoamovng eivar mepinov 35% katdmy ANyemg and to otopa. H mpocinyn
TPoONG dev emnpedlel o€ KATO10 ONUOVTIKO BafUd TV amoppoOPN o TNG EVIOKATOVIG.

Koaravoun

Metd v amoppdenon dia TG YUSTPEVIEPIKNG 0000, 1 EVIOKATOVT] KOTAVEUETOL TUXEMG GTOVG
TEPLPEPIKOVS 16TOVG pe OyKo katavoung 20 Aitpa og otabepomompévn katdotaon (Vdss). [lepimov
92% 1tng 660mMG amopakpOVETOL KOTA TN dtdpkela TG B-edong ne Ppayeio nuiceto {on amofoing

30 Aemtd. H ouvolkn kéBapon g evrakandvng eival mepinov 800 ml/min.

H evroxamdévn deopevetal evpémc e TPOTEIVEG TOL TAAGHOATOS, KUPIOG LE AEVKOUATIVT. XTO
avOpOTIVO TAGGL, TO KAACHA UN-0EGUEVUEVNG evTaKaTOVNG elvar Tepimov 2,0% 610 pAoua TV
OepamEVTIKOV GLYKEVIPOCEMV. XTIG OEPATEVTIKES GUYKEVIPAOGELS, 1 EVTOKATOVN dgV petatomilet
AAeg eKTEVAC deopevpéveg ovoieg (T.y. Pappapivn, carikviikd o&0, eavuifovtalovn, 1
dwlendun), ovte petoTomileTonl o€ KATO10 oNUavTIKO Pafid omd 0moladNTOTE Ao AVTEG TIG OVGIES
oT1g OepamenTikég N LEYOADTEPEG CLYKEVIPMGELC.

Bioueraoynuationoc
Mo pkp1] TOGOTNTO TG EVIOKATOVNG, TO (E)-100UEPES, LETUTPETETOL GTO (Z)-1oopuepég tg. To (E)-
oopepég avtimpoomnevel 10 95% g AUC g evtakanovng. To (Z)-couepég kot iyvn GAAw@v

LETABOATOV OVTITPOSHOTELOVY TO VIOAOUTO 5%.

Agdopéva amd in vitro PELETEG OOV YPNCILOTOMONKAY TOPUCKEVAGLATO OO AvOpMOTIVO NITOTIKA
piKpoompata dgiyvouv 0Tl 1 evtaKkamovn avactéAdel To kutoypope P450 2C9 (ICso~4 uM). H




evtokamovn £0e1&e puepn| 1 UNOEVIKT ovaoTOAN Yo dAAovg TUTTOVG TV 1ooevivpuwv P450 (CYP1A2,
CYP2A6, CYP2D6, CYP2EL, CYP3A xo1 CYP2C19) (BA. mapdypago 4.5).

Amofoin

H amooAn g eviakamdvng yiveTal Kupimg SIUUEGOV UN-VEQPIK®OV UETAPOAIK®Y 0dmV. YToAoyileTon
011 80-90% 11g 060NG OMEKKPIVETAL GTA KOTPAVO, TAPOLO TOL AVTO deVv £xel emPeParmbel otov
avBpomo. [lepimov 10-20% anexkpiveror oto ovpa. Movo iyxvn TG evTaKamdvNg oviyvedovTal GTa
o0pa ¢ apeTaPfAnn popon. To peyodvtepo pépog (95%) Tov TPoidVTOC MOV ATEKKPIVETOL GTO OVPOL
glvar oulevypévo pe YAuKkovpovikod o&d. Amd Toug LeTaBoAiteg TOV aviyvevOVTOL 6T 0VPa, LOVO
nepimov 1% &xel oynuatiotel pe o&eidwon.

XopoKTNPLoTiK 6Tove acheveic

O1 QOPUOKOKIVITIKES WO1OTNTES TG EVTAKOTOVNG Elval TAPOUOIEG TOGO GE VEUPH GTOO OGO KOl GE
nAkiopéva atopo. O PETOPOAMGHOG TOL PAPLAKELTIKOD TPOIdVTOC EMPBpadiveTal o aoeveig e
nmo £oc pérpla nratikn averdpkelo (Katnyopia A kot B katd Child-Pugh), mov 0dnyei og avénuévn
GLYKEVTIPMOT] TG EVIAKOTOVIG OTO TAAGO TOGO GT GACT) AToppOPNoNG OGO KOl GT1 PAOT)
amofoAng (PA. mapdypago 4.3). H veppikn| averdpkela dgv ennpedlel T QOPUOKOKIVITIKN TNG
evtokanovns. 2otd6c0, 6Tovg acbeveic o1 omoiot vtoPfailovtal og aipokadapon, propet va e&etacbel
éva LeyaADTEPO S1doTnua PETAED TOV 0OCEWMV.

5.3 IIpoxivikd dgdopéva 1o TNV d6QILELD

Ta pun KAviKd dedopéva dev OmOKaADTTOVV 1010{TEPO KivouVvo Yo Tov avBpmmo e faomn Tig
SLUPOTIKEG LEAETES PAPUAKOAOYIKNG ACPUAELNG, TOEIKOTNTOG ETOVOAOUPAVOUEV®Y OGEWDY,
YOVOTOEIKOTNTOG KO EVOEXOUEVNG KAPKLVOYOVOL OpAcomG. L€ UEAETES TOSIKOTNTOG
enovolopfavopevov 66cewmy, moapatnpnonke avopio TOova Aoy TG 1O1OTNTOG TNG EVIOKATOVNG VO
oynuatifel ynAkd copmroro pe 1o oidnpo. Ocov apopd TV TOEIKOTNTO GTIV OVOTAPOYMYIKN
wavotnTa, Topatnpiinke peiwon Tov Papovg TV ufpvwv Kot pio Eraepd kabvotépnon tng
AVATTLENG TOV 0GTOV G€ KOVIKAOVG G€ eMimed0 cLOTNHOTIKNG £kBeong EvTOg TOL BepamenTiKon
€0POVG.

6. ®APMAKEYTIKEX IAHPO®OPIEX
6.1 Kaotdloyog ekdoymv

TTvpnvog dtokiov

Kvttapivn ukpokpuotadig
Movvitoin

Koappehdoln vatplovyog d1ooTanpodey
"EAato @utikd vdpoyovopévo

Mayviclo oteatikod

EmwdAlvyn Aemtov vueviov

YrpopeAroln

IToAvcopPuod 80

IMokepoin 85%

Zaxyopoln

Zidmpov o&eidro kitpvo (E172)
Z1dmpov o&eidio epvbpo (E172)
Tiraviov dro&eidwo (E171)
Maoyvnolo oteatikd
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6.2 AocvppoatoTnTeg

Agv gpapuolerar.

6.3 Awgpkero {onfg

3 xpovia

6.4 Iowitepes mpo@uAdiers katd ™ @VAAE TOV TPOIGVTOG

To @oapuakevTIKO 0VTO TPOTOV dev amartel Waitepeg cuVONKeS POAAENC.
6.5 @Von Kol GVGTATIKA TOV TEPLEKTY)

Durikeg Agvkég amo vyning Tukvotntag tolvatbviévio (HDPE) pe Aevkd arapaficoto topata ond
moAvmporvAévio (PP) mov mepiéyxouvv 30, 60 1 100 diokia.

Mmropei va unv KukAo@opohv OAEG Ol GLOKELOGIES.
6.6 Iowitepec mpoPuLAGEEIS amOppIyYNg

Koapio e1d1kn vroypémon yio andppuym.

7. KATOXOZX THZ AAEIAYX KYKAO®OPIAX
Orion Corporation

Orionintie 1

F1-02200 Espoo

Dwravdia

8. APIOMOZX(OI) AAETAY KYKAO®OPIAX

EU/1/98/081/005-007

9. HMEPOMHNIA ITPQTHX ETKPIZHY / ANANEQYXHY THX AAEIAX
Hpepounvia mpotng éykpiong: 22 XentepPpiov 1998

Hpepounvia tehevtaiog avavémong: 03 Xerntepfpiov 2008

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepeic TANPOPOPIES Y10 TO TAPOV PAPUOKEVTIKO TPOIOV gival dtoBECES GTOV SIKTLAKO TOTO
tov Evponaikod Opyaviepod @appdkov: https://www.ema.europa.eu.

11


https://www.ema.europa.eu/

ITAPAPTHMA 11

IHAPAXKEYAXTHX YIIEYOYNOX I'TA THN
AIIOAEEMEYZXZH TQN ITAPTIAQN

OPOI'H HEPIOPIZEMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAT ATTAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H IEPIOPIZMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX

12



A. TTAPAXKEYAXTHX YIIEYOYNOX I'TA THN AITOAEXMEYXH TQN ITAPTIAQN

Ovoua kot 61e00vVo™N TOL TOPOCKELOAGTN TOL £ival VITELOHVVOC YO TNV ATOSEGUEVCT) TOV TAPTIOWV

Orion Corporation Orion Pharma
Joensuunkatu 7

F1-24100 Salo

dwravdia

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

DoppoKeLTIKO TPOIOV Y10, TO 0010 OMOLTEITOL WOTPIKT) GLVTOYT).

I AAAOI OPOI KAI AITAITHXZEIZ THX AAETAYX KYKAO®OPIAZ

. Ex0fcg1g meprodknc mapakorovOnong s acedirerog (PSURSs)

Ot amoutnoelg yio v vrofoin T@v PSURS yia to ev A0ym @appokevutikd tpoiov opilovrot
GTOV KOTAAOYO HE TIC Nuepounvieg avapopdg s Evaong (katdhoyog EURD) mov napatiBeton

otV mapdypoeo 7, tov dpBpov 107y, g odnyiag 2001/83/EK kot ka0 emakorovdng
EMKALPOTOINONG OTMG OMUOGIEVETOL OTNV EVPMITOTKN SIKTVOKT TUAT Y10l TO POPLLOKCL.

A.  OPOI'H HEPIOPIZEMOI ZXETIKA ME THN AX®AAH KAI AITIOTEAEEMATIKH
XPHIH TOY ®APMAKEYTIKOY ITPOIONTOX

. 2y£010 orayeipiong Kivovvov (ZAK)

Agv gpapuolerar.
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ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHT'TQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX ITIOY IIPEITEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KOYTI KAI ETIKETA ®IAAHX

1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Comtan 200 mg emKoAVUPEVA PLE AETTO VUEVIO SloKiaL
EVTOKOTOVN

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EX)

1 diokio mepi€yet 200 mg evroKamdvng.

3. KATAAOTI'OX EKAOXQN

[Tepiéyerl caxyapoln kot vatpro.

4. GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

30 emkaAvppEVa e AETTO LEVIO Slokia
60 emkaAvppéva e AemTd VEVIO Slokia
100 emucoivppéva pe Aemtd vpévio diokia

‘ 5. TPOITOX KAI OAOX(OI) XOPHTHXHX

Awpaote T0 POALO 0ONYLDV YPNONG TPV OO TN YPTOT).
Ao otoOUaTOG ApTIoN.

6. EJAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Noa pvAdccetor og 0¢om, TV omoia dev PAETOLY Kot dev Tpoceyyilovv Ta Taudid.

‘ 7. AAAH(EY) EIAIKH(EYX) TIPOEIAOITIOIHXH(EIX), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

EXP

9. EJAIKEYX XYNOHKEYX ®YAAEHX

16



10. TAIAITEPEX ITIPO®YAAZEIX I'TA THN ATIOPPIYH TQN MH
XPHEIMOIIOIHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

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

Kovtl

Orion Corporation
Orionintie 1
F1-02200 Espoo
Owiovdio

Enxéra
Orion Corporation

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/98/081/005 30 emkoAvppévo Pe AETTO LUEVIO dloKio
EU/1/98/081/006 100 emkodvppéva pe AemTd LUEVIO dloKia
EU/1/98/081/007 60 emkaAvppévo Pe AETTO LUEVIO dloKia

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. IAHPO®OPIEX XE BRAILLE

Comtan 200 mg [povo yio To KOuTi]

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

[novo Yo To Kovti]

A163106TOTOG YPOUL®TOS KOOGS (2D) mov pépet Tov TEPIANPOEVTA LOVASIKO OVAYVIOPLOTIKO
KOOKO.

17



18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

[novo Yo To Kovti]
PC {apBpog}

SN {ap1Bpoc}
<NN {ap1Ouog}>
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B. ®’YAAO OAHI'TQN XPHXHX
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®vrho oonYIOV xpiong: [Iinpoopisg Yo Tov ypioTy

Comtan 200 mg smkoloppéva pe Aentod VPEVIO S1oKi
gvtaxkomovn

AWPacTe TPOGEKTIKA 0AOKANPO TO PVALO 00N YAV YP1CNG TPV UPYICETE VU TAIPVETE AVTO TO

PAaPRAKO, OLOTL TEPLAAUPAVEL CNUAVIIKES TTANPOPOPIES Y10 GOC.

- DuraEte avTd To POALO 0dNYIDVY YpNong. Towg ypelaotel va To dafdoete Eava.

- Edv éyxete mepartépm amopieg, poTNOTE TOV YIOTPO 1] TOV GOPLAKOTOLO GOLG.

- H cvvtayn yuo avtd to pappako xopnyndnke amokAloTIKA Yio 60G. Agv TPENEL VO ODGETE TO
@apuako og dGAlovg. Mrmopei va Tovg TpokoAEcel BAAPT, 0KOUA KAl OTOV TO CUUTTMUOTO TNG
aoBéveldg Toug etvan ida pe T d1kd Gog.

- Edv mopatnprioete kdmola avemBounTn evépyeia, EVNUEPDOGTE TOV YIATPO 1] TOV POPLOKOTOLO
cag. Avtd 1oybel kot Yo Ka0e mhavr avemBOunTn eVEPYELD TTOL EV OVOPEPETAL GTO TAPOV
@OAAO 001 yI®V Ypnons. BAéme mopdypago 4.

T Tepréyer 1o Tapov UHLAO 00N YOV

T elvan to Comtan kon wota gfvan 1 xprion tov

T mpéner va yvopilete tpv mapete To Comtan

ITog va ndpete T0 Comtan

[TBavég avemBounteg evépyeteg

[Mwg va purdccete To Comtan

[Tepieydpeva TG GLOKELOGING KO AOITEC TANPOPOPIES

A

1. Th givar To Comtan kon o givat 1) (prjon TovV

Ta Comtan diokio TEPEYOVLV EVTOKATOVT KOl YPNOUYLOTOI00VTOL LE TN Agfovtona yio T Bepomeio g
vocov tov Parkinson. To Comtan Bon6d tn Aefovtona oTnv avoKoOPIoT) TOV GUUTTOUATOV TNG
vocov tov Parkinson. To Comtan dev €xel kapio enidpacn 6TV ovaKoHPION TOV CUUTTOUATOV TNG
vocov Tov Parkinson extog edv Aapfdaveron pe t Aefovtomna.

2. T ipéner va yvopilete mprv wapete To Comtan

Mnyv népete To Comtan

o o€ mepinTmon aAhepylog OTNV EVIOKATOVT 1| G€ OTOL0OMTOTE GAAO OO TO, GLGTAUTIKA CVTOL TOV
QoapudrKov (avaeépoviot oty Tapdypaeo 6),

. 0€ MEPIMTMON TTOV £YETE OYKO EMVEPPLIIOV (YVOOTO MG QPOIOYPOHOKVTMUA, TO YEYOVOS QLTO
umopei va av&noet Tov kivouvo vymAng apTnpLakng mieong),

. 0€ MEPIMTMON TOV TAIPVETE CLYKEKPLUEVE, OVTIKOTOOMTTIKA Appaka (POTNGTE TOV Y10TPO 1|

TOV (QOPUOKOTOLO GOG OV TO OVTIKATOOAMITTUCG PAPHLOKO TTOV TOIPVETE UTOPOVV Vo Adpfdvovtal
poli pe o Comtan),

. 6¢€ TEPIMTMOT OV £XETE NTATIKN VOGO,

. 0€ MEPIMTMON TOV TAPOVGLACATE TOTE L0 CTLAVLO. AVTIOPAOT GE AVTIYLYOTIKA QAUPLOKO TOV
ovopdgetor Kaxombeg vevpoinmtikd cvvopopo (NMS). BA. mapdypaeo 4 [TiBavég avemBounteg
EVEPYELEC YOl TO YOPAKTNPLOTIKE TOL NMS,

. 0€ MEPIMTMON TOV TAPOVGIACATE TOTE L0 CTAVLO, LVIKT| dtotapayf] Tov ovopdaletan
papdoopvodivcn Kot 1 oroia dev TpokANOnKe omd TPALUATIGUO.

Iposcdomou|oeig Kol TPoPLAGEELS
AmevBuvOeite atov yoTpd M TOV QApUOKOTO0 Go¢ TPty Tapete to Comtan:

o o€ MEPIMTMON 7OV £iy0TE TOTE KATO0 KAPSOKS EMEIGOS10 1 0o10dTOTE AAAN TAON O™ TNG
KapdLig,
o 0€ MEPIMTMON TOL TAIPVETE PAPLOKO TO OTol0 pmopel va Tpokarécetl {aAn N Tdon Amobupiog
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(xoumAn aptnplokn Teon) OTOV OTNKMOVESTE Ao TNV KapEKAM 1 TO KpePATL,

. 0€ MEPIMTMON OV £YETE MAPOTETAUEVT O1APPOLD. EVIUEPDOTE TOV YIATPO GaG KAOMG avTd
umopel va gival £€vogiEn eAeYHOVIG TOL KOAOV,

. o€ mePImT®mON 7oL £xeTe S14pPOL, GUVICTATOL EAEYYOG TOV PAPOVS GOC MOTE VO ATOPVYETE TNV
mOovOTNTO VTEPPOAIKNG ATMAELNG PApovg,

o o€ mepinTmon Tov £yete av&avopevn am®AELD TG 0peéng, advvapia, EAVTANGCT Kol AT®AEL

Bapovg péca oe oYeTIKA kPO xpoviKo dldotnua, o mpémet va yivetal pio YEVIK L0TPIKT|
EKTIUNON CLUTEPIAAUPOVOLEVIG TG NTATIKNG AEITOVPYING.

Evnuepdote tov y1atpd oag edv €0gig N 1) OIKOYEVELN/O PPOVTIOTIG GOG SOMIGTOCETE TNV ELGAVION
TapOpUNo”Ng 1 EMBLUING VO GUUTEPLPEPETTE LE TPOTOVS O)L LV BELS Yo €04G 1 €dv dev Pmopeite va
avtiotabeite otV Tapopunon, 0EAnon 1 nepacud va tpoPeite o evépyeleg mov pmopel vo PAdyovv
TOV €0VTO GAG 1] TOVG YOP® GaG. AVTEG Ol GUUTEPLPOPEG OVOUALoVTaL S10TAPOYEG EAEYYOL TMOV
TOPOPUNCEDVY KOl Uropel va mepthapfavouv ediopd ot yaptorar&io, veepPoiiki KOTAVIA®OOT
@oyNToL 1 LIEPPOAMKEG OUTAVESG, U1 PUCIOAOYIKA ovénuévn oe&ovaiikn dtdbeomn 1 evacyoinon ue
VIEPUETPESG OKEYELG | awcOnpoTa oe&ovaiikod Tepieyopévov. O Y1oTpodg oG UIOPEL VA YPELOCTEL VoL
enava&loroynoet ) Bepaneio coc.

Kabmg to Comtan diokio Oa Aappavovron poli pe dAle pappoko Aefovtonag, mapokaieicOe Ommg
dwufdoete emiong T0 PUALO OINYIDOV TOV PAPUAK®OV QVTMV TPOCEKTIK.

H docoioyio AoV papudkov yio tn Oepaneia tng vésov tov Parkinson pmopei va ypelaoctel va
puOotel 6tav Eekivioete va maipvete Comtan. Akolovdnote Tig 001yieg TOV Gag £d®GE O YTPOG
o0G.

To Kakonfeg Nevpoinntikd Zovdpopo (NMS) eivar pua cofopn aAhd ondvia avtidpacr 6€ opiouéva
QapuoKa, Kot propet vo eppaviotel Wwitepa 6tov To Comtan kot GAA0 papuoka yio T Oepaneio TG
vocov Tov Parkinson dtokdntovtol amdTopo 1] HEWMVETAL AmOTopa 1) docoroyia. [ Ta
YOpaKINPLoTIKA ToL NMS BA. mapdypapo 4 [TiBavég avemBounteg evépyeieg. O yraTpdg cog pmopet
va 60g cupPovAéyet va dtakoyete otadiokd tn Oepaneio pe Comtan kot GAAG QAPLOKO V1oL TN
Bepaneio Tng vooov tov Parkinson.

To Comtan 6tav ypnoiponoleital pe T Aefoviona punopet vo cog PEPEL LTV Kot HEPIKEG POPEG
umopel va 6og kavel va kopndote Eapvikd. Edv cupfaivel auto, dev mpémetl va odnyeite i) va
yewpileote epyareio N unyovipota (PA. «OdNyNnon Kot YEPIoCUOG UNYUVILATOVY).

Alro pappoka ko Comtan

Evnuepaoote tov yiotpd 1 Tov GopULoKOTod coc 0V TOIPVETE, EXETE TPOSPATA TAPEL 1] UTOPEL VO
TAPETE AALO PAPHOKO. ZVYKEKPIUEVA, EVILEPMOTE TOV YIOTPO GOG EGV TAIPVETE KATO0 0md TA
axorovba:

o PUUTEPOAT], IGOTPEVOALIVY, AOPEVAALIVT, VOPASPEVOALVT], VIOTOiVY], VTOBOVLTONivY, GAQO-
puebvAvtomna, amopoppivn,

o avTIKaToOMITIKG SVUTEPIAAUPOVOUEV®VY decumpopivng, LOTPOTIAivNG, Beviapasivng,
mapoetivng,

. Bappapivn yia TV apaimor Tov aipoTod,

. cuoumAnpopato odnpov. To Comtan pmopel vo KAVEL TNV amoppOEN G TOL GLONPOL

dvokorotepn. ' avtd to Adyo punv maipvete 1o Comtan Kol GUUTAPOUATA GLONPOV
tavtdypova. To Comtan Kot T0 GUUTANPOUATE GLOPOV TPETEL VAL AapPavovTat Le dopopd
2-3 opav.

Konon, Onhaopoc ko yovipoétnta

Mnv ypnoonoteite To Comtan katd tn d1dpKewo TG KONong N edv OnAdlere.

Edv eiote éykvog 1] Ondalete, vopilete 011 pmopel va elote £€ykvog 1 oxeO1ALETE VO OTOKTNOETE OO,
{nthote T cuuPovAr Tov Y1aTPoD 1) TOV PUPHOKOTOLOD GG TPV TAPETE CLTO TO PAPLOKO.
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0onynon K XEPLopds pnyovnpdTov

To Comtan 6tav ypnowponoteitorl pali pe Aefoviono Pmopel vor LEWOOEL TNV aPTNPLOKT GOG TEST], TO
omoio umopei va cog kdvel va atcBavOeite tdon yio Aimobopia 1) {oAn. Na giote 1d10itepa TpoceKTIKOL
otav odnyeite N 6tav xepileote epyaieia 1] UNYOVALLOTOL.

Eniong, 1o Comtan 6tav ypnoyomoteiton pe tn Aefovtomo umopel va cog eEpeL vvniio, 1 va Gog
KOVEL LEPTKEG POPEG VO KOYHATTE EAPVIKA.

Mnv odnyeite 1 YPNOYLOTOIEITE PNYAVALLOTO EAV ERPAVIGETE TO. GUUTTMOUOTO CUTA.

To Comtan epiéyel caxyapoln kot varpro

To Comtan mepiéyel €va odiyapo mov ovoudletal cakyapoln. Av o Yiatpog oag, Gog EVIUEPMCE OTL
éxete dvoave&io o OPIOUEVE GAKYOPA, ETIKOWVOVIOTE LLE TOV YIOTPO GOG TPV TAPETE OVTO TO
POPLOKEVTIKO TPOTOV.

To @dpuaxo avtd mepi€yet 7,3 mg vatpiov (KOPLO GUCTOTIKO HOYELPIKOV/EMTPATELIOL AANTOC) GE
Kké0e diokio. H péyiotn cuvictodpevn nuepnota 06on (10 dioxia) mepiéyet 73 mg vatpiov. Avtd
1ooduvapel pe 10 4% g CLVICTMUEVNC PEYIOTNG NIEPNOLUG TPOCANYNG VATPIOV [LE TNV SATPOPN Yidl
évav evijlka.

3. o va wapete To Comtan

[Tavtote va maipveTte T0 PAPHOKO AVTO AVGTNPE COUPOVO LE TIG 00N YIEG TOL YIATPOV 1 TOV
pappokomolod coc. Eqv éxete apeiporieg, pwtiote TOV Y1Tpd 1) TOV GOPUOKOTOLO GO,

To Comtan Aopfavetor pali pe eapuoka wov teplEyovyv Aefoviona (eite okevdopata
AePovtomag/kapPivronog eite okevdopato Aefovionac/Pevoepacions). Mmopel eniong va
ypMolLonoteite Ghia edppoka yio tn Oepaneia tng vosov Tov Parkinson tavtdypova.

H ocvvictdpevn 66om tov Comtan gival éva diokio Tov 200 mg pali pe kabs d6om Aefovionac. H
LEYLoTY cuvicT®uevn 06on etvan 10 dtokia v nuépa, dni. 2.000 mg Comtan.

Av KGvete a1plokaapon yio VEQPIKT OVETAPKELD, O YIOTPOG GG UTOPEL VO GOG TTEL VAL AVENGETE TOV
YPOVO OVAUESH OTIG dOGELS.

IMo vo avoi&ete ) eéAn Yo TpdTH Popd: avoitte To
OO, KOl LETE TEGTE LE TOV AVTiYEPE GOg TO
ocppaylopa péxpt avtd va omdoet. BA. euwcova 1.

Ewodva 1

Xpnon o€ Tadd Ko grjfovg
H eumepio pe 1o Comtan ¢ acOeveic kdto tov 18 etdv eivon meplopicpévn. Eropévac, n ypnon tov
Comtan ce maudid 1| eprifovg dev umopei va cuotnOei.

Edv mapete peyorvtepn 66on Comtan amé tTnv Kovoviki
YV mepintmon vrEpfacng e S0omG, CLUPBOVAEVTEITE GUEGO TOV YIUTPO, TOV (POPLOKOTOL0 GOG, 1| TO
TANGIEGTEPO VOGOKOLELD.

Edv Eeyboete vo wapete To Comtan
Av Egyaoete va mhpete To d1okio Comtan pali pe tn 660m ™G AePOVIOnAC, TPEMEL VO, GLVEYIGETE TNV
ayoyn moipvovtog o emduevo diokio Comtan pali pe tnv exduevn doom g Aefovionoc.

Mnv apete AN 366N Yo VoL AvaTANPOGETE TO diokio mov Eeydoarte.
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Eév otapoatiocete va maipvere To Comtan
Mnyv otapatioete va taipvete To Comtan, EKTOG 0V GOG TO TTEL O Y1TPOG GOLG.

Ortov otopatdte To PApUaKo, 0 YIOTPOG GOG LWITOPEL VO YPEINCTEL VO OVATPOGOPUOGEL TN H0G0A0YiN
TOV GALOV QapuiKov cog Yo TN Oepameio TG vocov tov Parkinson. To va otopatioete andtope To
Comtan kot to A o pappoka yio T Oepaneia tng vosov tov Parkinson pmopet va odnynoet o€
avemBounteg evépyeteg. BA. [Mapdypago 2 IIpogidomomoelg Kot TpopuAdEetc.

Edv éxete meplocOTEPES EPOTICELG GYETIKA LE TN XPNION OVTOV TOV PAPLEAKOV, POTAGTE TOV Y1OTPO 1|
TOV QUPLLOKOTOO GOG.

4. MBavég avemBOuNTEG evépyeLeg

Onwg 6ha Ta eApUOKa, £TCL KoL 0VTO TO PAPHOKO UTOPEL VoL TPOKAAESEL AVETIOOUNTEG EVEPYELES, OV
ka1 dgv Tapovotdovtol oe OAOVS TOVG avOp®TOLE. XVVIB®G Ol AveTBVUNTEG EVEPYELEG TTOVL
wpokaiovvtal ard To Comtan givor fmieg £mG LETPLEG.

Kdanoieg amod tig avemBounteg evépyeieg ocuyva TpokaAlodvTot amd TNV avENUEVN dpAcT TG UYWOYNG
pe Aefovtoma kot givor o cuyvég Kot v Evapén tng Bepomevtikng aymyne. Edv epepavicete
TETOLEC OVETBOUNTEG EVEPYELEG TNV apyn TNG BepamevTikng aywyng pe Comtan, Ba wpémet va
EMKOWVMVNOETE UE TOV YTPO 0aG Yia Thavn Tpocapoyn g docoroyiog g Aefovtonoc.

IToAb cvyvic (umopel va exnpedcovy teptocdTepa and 1 ota 10 droun):

o Mn gAheyyOUEVES KIVIOELS [LE OVOKOAIN OTIV EKTEAECT] EKOVGLOV KIviioe®V (dvoKivnoia),
o aioOnua adwbeciog (vavtia),
. aKivOLVOG ATOYPOHUOTIGLOG TOV OVPOV YPDUATOG KOGTOVOKOKKIVOD.

2uyvéc (umopet va ennpedoovy emc 1 oto 10 droua):

o YrepPorucég Kivnoelg (vepKivneia), ETOEVOOUEVE GUUTTOUATE TG VOGOL Tov Parkinson,
TOPOTEWVOUEVEG LVIKEG KpApTeS (duoTovia),

o €UEeTOC, d1appola, KOIMakd GAyog, Suokototnta, Enpoctopia,

o CaAn, kémwon, auénuévn epidpwon, Ttaon,

o yevdarcOnoelg (0tav Prénete/axovte/aobdveste/popilete mpdypato to oroia otV
TPAYUATIKOTNTA OEV VTAPYOLV), aDTTVia, EVTOVO OVELPO, KOl GUYYVOT),

o KapSOKA 1) apTNPLoKE TEPIGTATIKA (.Y, TOVOG 6T0 6TNH0G).

Oy ovyvég (uropet va emnpedoovy em¢ 1 oto 100 drouna):
. ‘Epepaypo tov pookapdiov.

2ravieg (umopel va ennpedoovy eg 1 ota 1.000 dropa):
o E&avOnuarta,
o L1 LGLOAOYIK( ATOTEAEGLOTO SOKIHOGING NTOTIKNG AEITOVPYING.

IToAb ondviec (umopel va exnpedcovy ¢ 1 ota 10.000 drouna):

. Aeyepon,

o pelopévn 6peén, anmiela Bapovg,

o eEavonpua.

Mn yvootéc (n ovyvétnta dev unopei va ektunBei pe Bdon to dtwbéoipa dedopéva):

o DLeypovn 610 KOOV (KOAITION), PAEYLOVH GTO NTTap (NTATITION) PE KITPIVIGHO TOV OEPLOTOC
K01 TOV AEVKOD TOV HOTIDV,

. UTOYPOUATICUOC TOV OEPUATOG, TOV TPLYMTOV TNG KEPAANG, TOL TPOGMTOV KOl TOV VUYUDV.
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Ortov o Comtan yopnysitoar o€ vynAodTEPES dOCELS:
Xe dooe1g Tov 1.400 £mg 2.000 mg nuepnoing, ot akoAovdeg avemBOUNTEG EVEPYELES glval O GUYVES:

o AveEEleyKTEC KIVIOELS,
° vowTia,
o KOWAL0KO GAYOG.

AM\eG ONUOVTIKEG TAPEVEPYELEG TOV UTOPEL VO ELOAVIGTOVV:
o Orav 1o Comtan Aappdaveton pe tn Aefovtona Pmopel omivia vo oag TPpokaAEcel VTVl KoTd
T S1apKELN TG NUEPOG KOL VO GO KAVEL VL KOYLAGTE EAPVIKA,

o To Koakonbeg Nevpoinntikd Xovdpopo (NMS) givar i ondvia cofapn avtidpaocn o€
@appoka yio T Bepomeio doTapoy®V TOV VEVPIKOV cuoTiuatog. Xapaktnpiletotl omd
dvokoapyia, poikég cLOTAGELS, TPEUOVAO, S1EYEPTT), GUYYLOT, KOUA, VYNAT Beppokpacia
OOUOTOC, Kapdlakd puiud avénpévo kot actadn aptnplokn wieon,

o po odvia coPfopn poikn datapoyn (papfdopvorvon) 1 oroia Tpokaiel Tovo, evatcbnacio Kot
aduvapio GTovG PVES Kol UTopel voL 00N YNoEL G€ VEQPPIKE TpoPAfpaTa.

Mmnopei vo gpoovicete Tic okolovfec avemBbuntec evépyetec:

. Advvapio avtiotaong otnyv mopdpuncn va tpofeite oe evépyela mov mhavov va givan
emPAraprig, n omoia umopei va meprhapPavet:

. duvartn mopdpunomn yio vaepPoiikn yaptora&io Topd TIG GoPapég TPOCMMIKEG N
OUKOYEVELOKEG GUVETELEC.

. SL0POPOTONLEVO 1] LENUEVO GEEOVOAIKO EVOLUPEPOV KOl GUUTEPLPOPA. LE 1d10iTEPT
avnovyia o€ GGG 1 TOLG YOP® GUG, OTMG Y10 TAPASELY LA, AVENUEVT GEEOVOAIKT
duBeom.

. avelédeykto VIEPPOMKEG OyOPEC 1) OUTAVEG,

. KPOUTAAT payntov (KoTavaAwmoT LeYOA®Y TOGOTHTOV GAYNTOV GE UIKPE XPOVIKA

SOTAUATO) N KATOVOYKOGTIKN KOTAVAAWDGT) GayNnTov (KATOVAA®MGOT TEPIGSOTEPOV
QayNToL OO TO PLGLOAOYIKO KOl TEPLGGOTEPO OO OGO YPEIALETAL Y1 VoL tKovorotnOel
N meiva cag).

Evnuepdote tov y10Tpd 600G GV TOPOVGIACETE KATOLO OO QVTEG TIG GVUTEPLPOPES; Bal
oL{NTNOETE TPOTOVG XEIPIOLOV 1 HEIDMONG T®V GUUTTOUATOV QVTOV.

Ava@opd avemOOunTOV EVEPYELOV

Edv mapotnpfoete Kamolo avemiBountr VEPYELQ, EVILEPDOTE TOV YIOTPO 1 TOV QUPLOKOTOLO GOC.
Av10 1oy0et kot yuo Kabe mhoavn avemBountn VEPYELN TOV OV OVAPEPETOL GTO TOPOV GUALO

00N YLdVY ¥pnomns. Mropeite emiong va avapépete avembounteg evépyeleg anevbeiag, LEC® TOV
€0VIKOU GVGTNUATOG AVaPOPAS TOL avaypdpeTol oto [Tapdptnuae V. Mécm g avapopdg
avemBountov evepyelmv pumopeite va fondnoete ot GLALOYN TEPIOCOTEP®V TANPOPOPLDY GYETIKA
LE TNV 0OQAAELD, TOV TOPOVTOC PAPUAKOV.

5. o va puiaocoete To Comtan

To @apuoko avtd TPENEL VO, PLAAGGETOL GE LEPT] TOV OEV TO PAETOLV Kot dgV TO POAVOLY TO TOdLA.
Noa pn xpnoHOTOLEITE AVTO TO PAPUAKO UETA TNV NUEPOUNVID ANENG TTOVL AVOPEPETHL GTO KOVTL Ko
oV eTKéTA NG PraAng. H nuepounvia Anéng eivar n televtaio nuépa Tov Pve TOL OVAPEPETUL
eKel.

To @dpuaxo avtod dev arartel Waitepeg cuvOnKes EOAAENG.

Mnv metdte pdppoka 6to vepod g amoyEtevonc. Potote tov gopprokorold cog yio To mmg vo,
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TETAEETE TA PAPLLOKE TTOVL OEV YpMoLonoleiTe o AvTtd T pétpa B fonbncovy oty mpoctacio Tov
nepPdAlovtog.

6. Mepreybpeva TG GVOKELAGINS KOl LOUTES TANPOPOPIES

T epréyer o Comtan

- H dpactikn ovoia givor 1 evtakamovn. Kébe diokio nepiéyet 200 mg evraxomndvng.

- Ta @GAAo cLOTOTIKG EIVOL KUTTAPTVI] IUKPOKPUGTUAALKTY, LOVVITOAN, KOPUEAAOLN vaTplohyog
SLOGTAVPOVHEVT), ELOLO PLTIKO VOPOYOVOLEVO, LOYVIOLO GTEOTIKO.

- H enwcdroym tov diokiov mepiéyel vrpopuedoln, moivcsopPikd 80, yhvkepoin 85%,
cakyopoln, ownpov o&eido xitpvo (E172), odnpov o&eidio epubpo (E172), titaviov dto&eidio
(E171) kot poyviolo oTeatiko.

Ep@davion Tov Comtan kot wepie)0puevo. TG GVOKEVOGING
To Comtan 200 mg emikaAvppéva Pe AETTO LUEVIO dloKia vl YPOUOTOG KAGTAVOU—TOPTOKAAL,
dwokia moedn pe ™ AéEN «Comtany» yopaypévn ot [o TAEVPA. ZVoKeELALOVTAL GE PLAAEG.

Yrdpyovv tpia Srapopetikd peyédn cvokevaciog (piaieg mov mepiéyovv 30, 60, 1 100 diokia).
Mmropei vo unv KukAo@opohv OAEG Ol GLOKELOGIES.

Kéroyog Adcrog Kvkiogopiag
Orion Corporation

Orionintie 1

F1-02200 Espoo

dwravdia

MopookevaocTi|g

Orion Corporation Orion Pharma
Joensuunkatu 7

F1-24100 Salo

dwravdia

IMo omoadnmote TANPOPOPIiN GYETIKA LE TO TAPOV POPLUAKEVTIKO TPOTIOV, TAPAUKOAEIGTE VO
amegvBuvOeite oTov TOoMIKO avTITPOS®TO Tov Katdyov g Adsiag Kukhopopiog:

Belgié/Belgique/Belgien Lietuva

Orion Pharma BVBA/SPRL Orion Corporation

Tél/Tel: +32 (0)15 64 10 20 Tel: +358 10 4261
Bbbarapus Luxembourg/Luxemburg
Orion Corporation Orion Pharma BVBA/SPRL
Tem.: +358 10 4261 Tél/Tel: +32 (0)15 64 10 20
Ceska republika Magyarorszag

Orion Pharma s.r.o. Orion Pharma Kft.

Tel: +420 234 703 305 Tel.: +36 1 239 9095
Danmark Malta

Orion Corporation Orion Corporation

TIf.: +358 10 4261 Tel: +358 10 4261
Deutschland Nederland

Orion Corporation Orion Pharma BVBA/SPRL
Tel: +358 10 4261 Tel: +32 (0)15 64 10 20
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Eesti
Orion Corporation
Tel: +358 10 4261

EALGda
Orion Pharma Hellas M.E.IL.E
TnA: +30 210 980 3355

Espaia
Orion Pharma S.L.
Tel: +34 91 599 86 01

France
Orion Pharma
Tél: +33 (0) 1 85 18 00 00

Hrvatska
Orion Pharma d.o.o.
Tel. +386 (0) 1 600 8015

Ireland
Orion Corporation
Tel: +358 10 4261

Island
Orion Corporation
Simi: +358 10 4261

Italia
Orion Pharma S.r.1.
Tel: +39 02 67876111

Kvzpog
Orion Corporation
TnA: +358 10 4261

Latvija
Orion Corporation
Tel: +358 10 4261

Norge
Orion Corporation
TIf: +358 10 4261

Osterreich
Orion Pharma GmbH
Tel: +49 40 899 6890

Polska
Orion Corporation
Tel.: +358 10 4261

Portugal
Orionfin Unipessoal Lda
Tel: +351 21 154 68 20

Romania
Orion Corporation
Tel: +358 10 4261

Slovenija
Orion Corporation
Tel: +358 10 4261

Slovenska republika
Orion Pharma s.r.o
Tel: +420 234 703 305

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

Sverige
Orion Corporation
Tel: +358 10 4261

To mapév @vLro 00NYIOV yprioNs avadempOnke yra TeElevTAIN POPA OTIG

Adreg INYEG TAPOPOPLAOV

Agntopepeic TANPoEOpies Yo To PApaKo avTo gival S1BEcIIES GTOV SIKTLOKO TOTO TOL

Evponaikod Opyaviopotd @apudkov: https://www.ema.europa.eu.
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