ITAPAPTHMA 1

NEPIAHYH TOQN XAPAKTHPIZTIKOQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levodopa/Carbidopa/Entacapone Orion 50 mg/12,5 mg/200 mg enucolvppévo pe AenTo vuéVio dlokio
Levodopa/Carbidopa/Entacapone Orion 75 mg/18,75 mg/200 mg emikalvppéva pe AETTO LUEVIO
dokia

Levodopa/Carbidopa/Entacapone Orion 100 mg/25 mg/200 mg gmucolvppévo pe Aentd vpévio diokia
Levodopa/Carbidopa/Entacapone Orion 125 mg/31,25 mg/200 mg emukolvoppévo pe Aentd vUEVIO
dokia

Levodopa/Carbidopa/Entacapone Orion 150 mg/37,5 mg/200 mg emikalvppéva pe AETTO LUEVIO
dokia

Levodopa/Carbidopa/Entacapone Orion 175 mg/43,75 mg/200 mg emukalvoppévo pe Aentd vUEVIO
dokia

Levodopa/Carbidopa/Entacapone Orion 200 mg/50 mg/200 mg emucodlvppévo pe Aentd vpéVio diokia

2. HOIOTIKH KAI ITIOXOTIKH XYNO®EXH

50 mg/12.5 mg/200 mg
Kd&0e diokio mepiéyel 50 mg AePfovionag, 12,5 mg kapPvtomag kot 200 mg evrakamovng.

"Exdoyo pe yvoot dpdon:
K0 diokio mepiéyet 1,2 mg caxyapolng.

75 mg/18.75 mg/200 mg
K0 diokio mepiéyel 75 mg Aefovionag, 18,75 mg kapPivronag kot 200 mg eviokamdvng.

"Exdoyo pe yvoot dpdon:
K0 diokio mepiéyet 1,4 mg caxyapolng.

100 mg/25 mg/200 mg
Kd&0e diokio mepiéyel 100 mg Aefovtomag, 25 mg kapPivromog Kot 200 mg evrakomdvng.

"Exdoyo pe yvoot dpdon:
K0 diokio mepiéyet 1,6 mg caxyapolng.

125 mg/31,25 mg/200 mg
Kd&0e diokio mepiéyel 125 mg Aefovronag, 31,25 mg kapPvtomag kot 200 mg evrakamovng.

"Exdoyo pe yvoot dpdon:
K0 diokio mepiéyet 1,6 mg caxyapolng.

150 mg/37.5 mg/200 mg
Kd&0e diokio mepiéyel 150 mg Aefovtonag, 37,5 mg kapPivronag kot 200 mg eviokamdvng.

"Exdoya pe yvootn dpdon:
K0 diokio mepiéyet 1,9 mg caxyapolng kot 2,6 mg votpiov ¢ cuoTaTikd £VOG EKOOYOV.

175 mg/43.75 mg/200 mg
Kd&0e diokio mepiéyel 175 mg Aefovromag, 43,75 mg kapPvtonag kot 200 mg evrakamovng.

"Exdoyo pe yvootn dpdon:
Kd&0e diokio mepiéyet 1,89 mg caxyapdling.

200 mg/50 mg/200 mg
Kd&0e diokio mepiéyel 200 mg Aefovtomag, SO mg kapPivromog Kot 200 mg evrakomdvng.




"Exdoyo pe yvoot dpdon:
K0 diokio mepiéyet 2,3 mg caxyapolng.

IMa tov TAfpn KoTdhoyo TV ekdOYwV, BA. Tapdypapo 6.1.

3. ®APMAKOTEXNIKH MOP®H
Emucoloppévo pe Aentd vpévio diokio (diokio)
50 mg/12.5 mg/200 mg

Koagekdkikva 1 ykpt{okdKKiva, oTpoyyuAd, KupTd, ETIKOAVUUEVO LE AETTO DUEVIO oKl ympPic
gykomi, eépovta v £vdelEn “LCE 50” ot o mievpd toug.

75 mg/18.75 mg/200 mg
Avorytoh KoQeKOKKIVOL YPOUATOG, OPAA emtkalvpupéva Pe AETTO DUEVIO dloKia pEpOVTA TNV EVOELEN
“LCE 75” o1t po TAgvupd TOVG,.

100 mg/25 mg/200 mg
Koagekokiva 1 ykpr{okokkiva, ofdA, emcoivppéva pe Aemtod LUEVIO dloKia ympic £YKOTmn, PEpovTa
v évdeitn “LCE 100” ot pia mievpd Tovg.

125 mg/31.25 mg/200 mg
Avorytoh KaQeKOKKIVOL YPOUATOG, OPAA eTtKaAvUUEVO e AETTO DUEVIO dLoKio PEPOVTA TNV EVOELEN
“LCE 125” omn pia mhevpd Tovg.

150 mg/37.5 mg/200 mg
Kogekokkva 1 ykp1{okOKKva, ETLUNKT EALELYOELDTN ETIKOAVUUEVO LE AETTO DUEVIO oKl YoPIg
gykomi, eépovta tnv €vdeiEn “LCE 150” ot o mhevpd Toug.

175 mg/43.75 mg/200 mg
Avorytoh KapekOKKIVOL YPOUATOG, OPAA, eTukoAvIpEVE Le AETTTO DUEVIO dloKia Y®pig eykom,
eépovta v évoeldn “LCE 175” ot o mievpd tovg.

200 mg/50 mg/200 mg
2K00POV KUPEKOKKIVOL YPMUATOC, OBAA, EMKAAVUUEVA [LE AETTO VUEVIO OloKia Y®PIG EYKOTN,
eépovta v évoeldn “LCE 200” ot po mievpd toug.

4. KAINIKEX ITIAHPO®OPIEX
4.1 OgpamevTiKég evoEilelg

To Levodopa/Carbidopa/Entacapone Orion gvdsikvuton yia tn Oepaneio evilikov acBevav pe voco
tov Parkinson kot S10KVUAVGELG TG KIVITIKOTNTOG 6TO TEAOG TG 00GNG, TOL OgV EXOLV
otabeponombei pe Bepanevtikn aymyn Aefovidnag/avactoréa g viona anokapBosvidong (DDC).

4.2 Aocoloyio Kol TPpOTOG YOpNYNONS

Aocoroyia

H Béitiomn nuepnola doom mpénet va kabopiletar e TpocsekTikn TitAomoinon g Aefovtona oe Kabe
acBevr]. H nuepfola d6on npémel va PerTiotomoteiton Kotd TpoTinon YPNOILOTOI®VTAG P omd TIC
entd Subéopeg mepiektikdtTeg diokiov (50 mg/12,5 mg/200 mg, 75 mg/18,75 mg/200 mg,

100 mg/25 mg/200 mg, 125 mg/31,25 mg/200 mg, 150 mg/37,5 mg/200 mg, 175 mg/43,75 mg/200 mg
1 200 mg/50 mg/200 mg Aefovionag/kopfvtonag/eviaKondvng).
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Oa mpénet va divovtar 0dnyieg otovg acbeveig dote va Aappdvouy povo Eva diokio
Levodopa/Carbidopa/Entacapone Orion avd yopriynon d6ong. AcOeveig mov Aappdvouv Aydtepo amd
70—-100 mg xopprvromog v nuépa givar o mbavo va eppavicovy vavtio kot épeto. [Tapdtin
eumelpio amd cVVOAIKN Muepn ol doomn peyarvtepn ond 200 mg KapPvtonag eivor Teplopiouévn, n
LEYLOTY GUVIGTOUEVT NUEPNOIL d0G0A0Yin evTakamovng ival 2 000 mg kot emopévmg 1 LEYLIOTH 060N
etvar 10 dwokia v nuépa o Tig meptektikotnteg Tov Levodopa/Carbidopa/Entacapone Orion

50 mg/12,5 mg/200 mg, 75 mg/18,75 mg/200 mg, 100 mg/25 mg/200 mg, 125 mg/31,25 mg/200 mg
kot 150 mg/37,5 mg/200 mg. Aéka dokia Levodopa/Carbidopa/Entacapone Orion

150 mg/37,5 mg/200 mg ival ica pe 375 mg kapPvtoémag TNV NUEPQ. ZOUPOVO LE QVTH TNV
nuepnota 86om KopPvtonag, n HEYLOTH GUVICTMUEVT NUEPNOLO OGN TOV
Levodopa/Carbidopa/Entacapone Orion 175 mg/43,75 mg/200 mg sivot 8 diokia TV nUéPA KAl TOV
Levodopa/Carbidopa/Entacapone Orion 200 mg/50 mg/200 mg givot 7 diokio TV nUéPAL.

YvvnBwg to Levodopa/Carbidopa/Entacapone Orion mpénel va ypnoylomoleitar o€ acbeveic o1 omoiot
vroPaAlovTol T CLYKEKPUEVT ETOYN o€ Bepaneia e avtioToryes S00ELg APOVTOTAC/ AVAGTOAEN
DDC ka1 gvtokamdvng Tumikng omelevfépmonc.

g va petafodv oty Oeparcio ue Levodopa/Carbidopa/Entacapone Orion ao0¢eveig oo Aopfiavovy
Oeparmevtinny aywyn ue 10100kevdouato. Agfoviomag/ovaororéa DDC (kopfiviomo 1 Pevaepalion) ko
O10KI0. EVIOKOTOVHG

a. AcBeveig Tov VTOPAALOVTAL T1 GLYKEKPIUEVT] ETOYN OE DEPUTEVTIKT AY®YN LE EVIOKATOVY KOt
AePovtoma/kapPvtona TumikNG omeAevBEpmaong o€ 00CEIS I0EG LE TIG TEPLEKTIKOTNTEG TOV SIOKIWV
tov Levodopa/Carbidopa/Entacapone Orion uropobv va petafaivovv dueca oto avtiotolyo diokio
Levodopa/Carbidopa/Entacapone Orion. ['a mapddetypa, évoag acBevig mov Aapupdvet Eva diokio
AePovtomag/kapPivtomag Tov 50 mg/12,5 mg pe éva diokio eviakamovng Tov 200 mg técoepIg PopEg
v Nuépa pmopel va Aappdavet éva diokio Levodopa/Carbidopa/Entacapone Orion twv

50 mg/12,5 mg/200 mg técoepig popéc TV NUEPA avTi TV cuvBY d6GE®V
AePovtomag/KapPvtoOmag Kot EVIAKOTOVIG.

p. Otav Eexwva Bepaneio pe Levodopa/Carbidopa/Entacapone Orion o€ acfeveic mov vropdAirovtot
TN GUYKEKPLUEVT EMOYY| O€ OEPATELTIKN AYOYN LE EVTAKOTOV KOl AEPovTOTa/KapPivTona o HOGELG
nov dev givan ioeg pe ta dokio Levodopa/Carbidopa/Entacapone Orion (50 mg/12,5 mg/200 mg 1
75 mg/18,75 mg/200 mg 1 100 mg/25 mg/200 mg 1 125 mg/31,25 mg/200 mg 1

150 mg/37,5 mg/200 mg 7 175 mg/43,75 mg/200 mg 1} 200 mg/50 mg/200 mg), n docoroyia Tov
Levodopa/Carbidopa/Entacapone Orion mpémet vo. TITAOTOLEITOL TPOCEKTIKG, Yol TN BEATIOTN KAWVIKNY
anokpion. Katd v évapén, 1o Levodopa/Carbidopa/Entacapone Orion npénet va puBuiletor dote
va ovTIoToLEl 660 TO SVVATOV KOAVTEPU GTN GLUVOALKT NUEPNGLL 06N AePovTonag 1 omoia
YPNOLOTOLEITAL TT] GUYKEKPLUEVT] ETOYN].

y. Otav Egxwvd 1 xopnynon Levodopa/Carbidopa/Entacapone Orion o€ acBgveic mov vropfdilovtar T
CULYKEKPIUEVT EMOYN O€ DEpAmELTIKN Ay®YT| e EVTaKATOV Kot Aefovtona/Pevaepalidon oe oynua
TUTIKNG omehevBépwaonc, Ba Tpémel va dokonTeToL 1 Yopnynon Aefovtomag/Pevoepaliong to
nporyovuevo Ppadv kot Ba mpénet va Eekvd 1 yopnynon tov Levodopa/Carbidopa/Entacapone Orion
10 emopevo mpwi. H doom évapéng tov Levodopa/Carbidopa/Entacapone Orion Oa wpémet va mapEyet
gite v 1010 TocOTNTO AePoVTOTOg gite EAAPPOS peyarvTepn (5—10%).

Hwg vo petafodv otn Ogpormeio ue Levodopa/Carbidopa/Entacapone Orion ocfeveic mov dgv
VITOPAALOVTOL TH CUYKEKPIUEV ETOXN GE OEPATEVTIKY QYWY UE EVIOKOTOVH.

Mrnopei va e&gtaotel n évapén g Oepanciog pue Levodopa/Carbidopa/Entacapone Orion og 806¢€1g
avtioTotyeg Tpog TNV TpEYovca Bepancia oe opiopévoug acbeveic e voco tov Parkinson kot
SLOKVUAVOELS TNG KV TIKOTNTOG OTO TEAOG TG 000G, 01 omoiot dev €yovv otabepomoindel e tnv
Tpéxovoa BepamevtiKn aymyr| Toug pe Aefovtdna/avactorén vionas amokapBosuidonc (DDC)
TUTIKNG omelevBépwonc. Qo1d60, dev cuvioTdtal apeor petafaon and Aefovtona/avactoréa DDC
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oto Levodopa/Carbidopa/Entacapone Orion cg acgveig pe Suokivncieg 1 TV omoimv 1 nuepnoo
d0om Aefovtomag eivar peyarvtepn and 800 mg. tovg ev AOy® aoBevelg GLUVIGTATAL EICAYWOYN TNG
OepamenTIKng Ay®YNG Le evTaKomovn ¢ Eexmpioty] Oepamevtikn aymyn (diokio evioKamdvng) Kot
pOBon ™G dooMG TG AePovTomac, av ivol amapaitnto, Tpv T petdfaocr 6to
Levodopa/Carbidopa/Entacapone Orion.

H evtaxandvn evioyvet tig dpaoceilg g Aefovtonmag. Emopévmg, evdéyetar va eivar amapaitnto,
Wwitepa o€ acheveic pe dvokivnoia, va pewwbdei n 66on g AePfovionag katd 10-30% gvidg tov
SOTNHATOG AO TIG TPADTES NUEPES MG TIG TPAOTES EROOUAdEG PHeTd TNV Evapén Tng Bepameiog pe
Levodopa/Carbidopa/Entacapone Orion. H nuepnoia d6om tng Aefovtonag pmopet vo petmbet
EMUNKOVOVTAG TO SIUGTLATO TTOV LEGOANPOVY OVAUESO GTIG XOPNYNOELS KOUT LEUDVOVTAS TV
TocOTNTA TNG AefovTomag avd dOor, avaAoya LE TV KAVIKY KATAGTOCT TOL acfevoug.

PoOuion twv doocewv kara ) diapxeio e Oepameiog

Orav anotteiton mepiocotepn Aefovtona, O mpémnel va eEetdleTon n mepintmon adENong e
ouyvoTNTOg TV docemV ka/n N xpnon Levodopa/Carbidopa/Entacapone Orion evoALoKTIKNG
TEPLEKTIKOTNTOG EVTOG TOV TANLIGION TV GLOTACEMV Y1d TG OOGELG.

Orav amotteitor Arydtepn AePoviona, 1) GUVOAIKN NUEPTCLA dOCT| TOV
Levodopa/Carbidopa/Entacapone Orion Oa wpénet va petmbel gite peudvovtag tn ouyvotnta Tng
XOPNYNONG EXUNKVLVOVTOG TO YPOVIKO SACTNUA HETAED TOV dOGEMV, EITE PEUDVOVTAS TNV
neplektikotnto Tov Levodopa/Carbidopa/Entacapone Orion o€ pia yopnynon.

Av ypnoyorotovvtal AL Tpoidva e Aefovtoma Tavtdypova pe Eva d1okio
Levodopa/Carbidopa/Entacapone Orion, 8o mpénet va akohovBodvTal o1 GUGTACELS GYETIKA LLE TN
péylotn do0oM.

dioxonn e Oepaneioc pe Levodopa/Carbidopa/Entacapone Orion: Av dtokonel 1 Ogpamevtikn
aywyn pe to Levodopa/Carbidopa/Entacapone Orion (Aefovtoma/KapPivtona/evakomdv) Kot o
acBevng petafel oe Bepoaneio Aefovionac/avactorén DDC ywpig evtakamdvn, glvar avaykaio va
pvOotel 1 doc0loYio TOV GAL®Y OVTUTUPKIVGOVIKMV BEPATEVTIKOV Oy@Y®V, 1O10HTEPA TNG
AePovtomag, TPOKEUEVOL va emTeLOel emapkég eMIMEGO EAEYYOV TOV TAPKIVOOVIKGV CUUTTOUATOV.

Hoidratpiroc tinBoouoc: H aopdieio Kot 1 0TOTEAECUATIKOTITO TOV
Levodopa/Carbidopa/Entacapone Orion o€ moudid nAkiog k4tm tov 18 eTdv dev £xovv axoun
tekunpuwel. Aev vapyovv dbécia dedopéva.

Hlawuévor: Aev omouteiton phOuon mg 66omng tov Levodopa/Carbidopa/Entacapone Orion 6tovg
NMKIOUEVOVC.

Hrozikn dvaleirovpyio: ZoviotdTon TPOceKTIKT yopnynor tov Levodopa/Carbidopa/Entacapone
Orion ot acBeveic pe o € PETPLO NIATIKY dvcAsrtovpyio. Mmopel va amatteitol peimon g
d0ong (PA. mapdypapo 5.2). ['a cofapn nratikn dvciettovpyio PA. mapdypoapo 4.3.

Negpirn dvaierrovpyio: H veppikn ducieitovpyia dev ennpedlel T QapUOKOKIVNTIKN TNG
evtakamovne. Aev €xovv avapepBel 10104TEPEG LEAETEG OYETIK LLE TN POPUOKOKIVITIKY TNG
AePovtomag Kot TG KapPvtomog o achevelg Le VEQPIKN avemdpKeLd, ETOUEVAC, 1) BepamevTiKn
aywoyn pe Levodopa/Carbidopa/Entacapone Orion Tpémel va yopnyeital TpoceKTIKA o€ 0oOevelg e
cofapn veppikn dvciettovpyio copmeptlapovopéveoy ekeitveov mov vrofdiloviol 6€ alpokabopon
(BA. mapdypago 5.2).

Tpoémog yopnynong
To kB¢ diokio Aappdvetar and otopATOg HEe | Y®Pic Tpoen (PA. Tapdypapo 5.2). Eva diokio mepiéyet
pio 500 BepamevTIKNG 0y@YNG KOt T SIOKI0 LTOPOVV VOl YOPTYOUVTOL LOVO OAOKANPAL.




4.3

4.4

Avtevositeag

YrepevoioOnoia oTig dpacTIiKEG 0VGIEG 1) € KATOL0 and Ta £KG0Y0 TOV OVOPEPOVTOL GTIV
Topaypapo 6.1.

Yofapn nratikn PAAPT.

IMuadkopo KAelotg Yoviag.

DooypOULOKVTOLLA.

Yvyyopnynon tov Levodopa/Carbidopa/Entacapone Orion pe pn ekAektucods ovooTOAELG TNG
povoapvo&elddong (MAO-A kot MAO-B) (m.y. pawveriivn, TpavoikuTpopivn).
Yvuyyopnynon He Evav ekKAeKTIKO avaotoréa MAO-A kot évav exiektikd avactoréo MAO-B
(BA. mapdaypago 4.5).

IIponyovpevo 1otopikd Kakonbovg Nevpoinmtucod Zuvopopov (KNX) ko pUn Tpavpotiknig
papdopvorvong.

E101kég Tpo£1domom6Els Kot TPOPUAAEELS KOTA TN Yprion

To Levodopa/Carbidopa/Entacapone Orion dev cuvictdtot yio tn Oepaneio eE@mupaudikmdv
AVTIOPACEMY TOV TPOKAAOVVTOL OO PAPLOKAL.

H Oepanevtikn ayoyn pe Levodopa/Carbidopa/Entacapone Orion wpénet va yopnyeitot pe
pocoyn o€ acbevelg pe woyaipukn kopdlonddeia, cofapn kapdiayyelakn tadnon 1
nvevpovoradeia, Ppoyyikd dodua, veppikn 1 EVOOKPIVOLOYIKN TAON O, 1IGTOPIKO TEXTIKOV
£€\KOVG 1| 10TOPIKO GTOCUMDV.

e 000gveig e 10TopIKd EPPPAYIOTOC TOV HVOKAPSIOV, 01 00101 £XOVV VITOAELUOTIKT KOATIKN
Kopupikn drapuyn 1 Kothokés appubuies, Oo mpénet va mapoakoiovdeitan 1 Kapdiakn Aettovpyia
LE WaitepT] TPOoOYN KOTA TN SLAPKELN TG TEPLOSOL TV PLOUICE®V TNG APYIKNG dOONG.

Olot o1 acBeveic mov vroPdrrovrar og Bepaneio pe Levodopa/Carbidopa/Entacapone Orion
TPENEL VO, TOPOKOAOVHOVVTOL TPOGEKTIKA GYETIKA [LE TNV OVATTLEN YOYIKOV OAAOYDV,
KATAOMYNG LE TACEL OVTOKTOVIOG Kol GAANG GOPapT|C OVTIKOWVMVIKIG CUUTEPLPOPAS. AcbOeveig
LE TPOYEVESTEPT 1| LITAPYOLGO YOYwon Ba Tpémetl va vrofdAloviol o€ OEpATELTIKN AY®@YN UE
TPOGOYN.

Tavtdypovn YOpYNCT OVTIWLYOTIKOV LE 1O10TNTEG AVAGTOANG TMV VTOJ0YEMV TG VTOTUUIVNG,
waitepa avtaymviotég TV vrodoyxémv D2, Oa mpénet va AapuPdvel ydpa e TPOGOYT| Kol O
acBevng va TapaKoAovOeital TPOoEKTIKA Yo TUYOV ATMAELD TNG OVTITOPKIVGOVIKNG dpdong M
eMOEIVOON TOV TUPKIVOOVIKOV CUUTTOUATOV.

AocBeveig pe ypdvio YAAOKOUA aVOIKTHG YoOViag pmropobv va vtoPdAloviol og Bepamevtiky
ayoyn pe Levodopa/Carbidopa/Entacapone Orion pe mpocoyn, apkel vo eEAEYYETOL KOAG 1)
€voopBiA e Ttigom Kal vo TopakoAovBeiTal TPooeKTIKA 0 acBevig Yo TVYXOV aALAYEG OTNV
evoopBdA o Tigom.

To Levodopa/Carbidopa/Entacapone Orion pmopel va mpokarécel opfoctatikn vrdtaon.
Enopévag, To Levodopa/Carbidopa/Entacapone Orion mtpémetl va yopnyeitat L Tpocoyr| 6€
acBeveig mov Aappdvouv GAAL POPUAKEVTIKA TPOIOVTA, TO OTTOl0 UTOPEL VO TPOKAAEGOVY
opbBootatikn voTao.

H evtoxamdévn og cuvdvacpo pe AePoVIOna £XEL GUGYETIOTEL [LE DITVNALL KOl ETELGOINL
aevidwoag Evapéne vmvov oe acbeveig pe voco Parkinson kot emopévmg ypetdletol Tpocoyn
KATA TNV 00N yNo” 1 TOV XEPIGUO punyovnudtev (BA. mtapdypoeo 4.7).

2116 KMVIKEG LEAETES, O AVEMIOOUNTEG VIOTOUVEPYIKEG OVTIOPACELS, T.)Y. OLCKIVNGIA, NTAV 1O
oLyVEC o€ aobeveic 6TOVG 0mOioVG YOPNYNONKAV EVTOKATOVN KOl AYOVIGTEG VIOTAUiIVIG (0T
Bpopoxpountivn), cereyihivi 1 apavtoadivi oe GUYKPLoN LE EKEIVOVG GTOVG 0oiovg YopNyNnonke
EIKOVIKO PAPHOKO LE 0vTOV TO cuvdvacud. Evdeyouévmg va arnartnfel pvBuion tov d6cewmv
TOV GAL®V OVTITOPKIVGOVIKOV POPUAKEVTIKMY TPOTOVTOV 6Tav vToKabicTaTol 1 aywyn pe
Levodopa/Carbidopa/Entacapone Orion ywo évav ac0gvi) mov dev vroBdAiletal, ot
GUYKEKPIUEVT EMOYN, OE Oepameio e EVTOKATOVT.

Papdopvorvon devtepoyevig o cofapég SuoKivnoieg 1| 6To KakoMOeg veupoAnNTTiKd chHVOpOouo
(KNX) éyer mopatnpnOei ondvia oe acbeveic pe vooo tov Parkinson. Enopévac, ka0e amdtoun
peimon Tov 06cewv 1 dlakomn g Aefoviona Ba mpénel va mapokolovdeital TPOoEKTIK,
witepa og acbeveic mov AapPdavovv emiong vevpoinmrikd. To KN, cupmeptiappavopévng

6



g pafoopvdivong Kot g vepBeppiag, yopaktmpileTar amd KvnTikd copmtopate (oKopyia,
LVOKAOVOG, TPOUOG), OAACYEC GTNV WOYIKT KUTAGTAON (7). O1€YEPGTT), GUYYXLOT, KOU),
vrepBeppiio, SLGAEITOVPYIC TOV AVTOVOLOL VELPIKOD GLOTHIATOG (TAYVKAPSid, 0GTAONG
apTnploKn Tieon) Kot avENUEVA ETITEDN KPEATIVOPMGPOKIVAOTG OPOV. XE LELOVMUEVEG
TEPIMTMOCELG, EVOEYETOL VAL Elval ELEOVT] LOVO LEPIKE OO OVTE TO, CLUTTMOUOTO KOUT TO
gvpnuata. H mpdun didyvoon givarl onuavtikn yio v KatdAAnAn avtipetonion tov KNZ. Mg
TNV oOTOUT S10KOTH TOV UVIUTUPKIVOOVIKOV TOPAyOvVImV £xel avapephel Eva cOVIpoUo Tov
powalet pe to Kakonbeg veupoAnmTiKd GHVIPOLO, TO 0010 TEPIAAUPAVEL POTKT akopyio, VYNAn
Bepurokpacio ToOv COUATOG, YUYIKEG OAAOYEG Kot abENOT TV EMITESOV TNG
KPEATIVOPMGPOKIVACNG 0pov. ATTO eAeyyOUEVES OOKIUES OTIG Omoieg EAafe Ydpa amdTOUN
SloKOTY| TNG evToKamovng, oute To KNX ovte 1 pafdopvdivon éxovv avapepbei oe cuoyétion
HE TNV oy@yn Le evtaxomovn. Ao tote mov €xel tebel oty ayopd 1 evraxoamdvn, £govv
avapepOei pepovopéveg mepurtmoeig KN, dwaitepa petd amd andtoun peimon 1 d10komn
YLPNONG TNG EVTAKATOVNG KO GAL®V TAVTOYPOVOV VIOTUUVEPYIKMV POPUAKEVTIKMY TPOTOVIMV.
Orav Bewpnbei aropaitnro, n avtikatdotacn tov Levodopa/Carbidopa/Entacapone Orion pe
Aepovtoma kot avactoréa DDC ywpig evtakamdvn 1 GAAn viomapwvepyikn Oepaneio Tpénet va
AdPel yopa pe apyd PHoTo Kot evogxeTat va givot amapaitntn po avénor ot d0on g
AePovtomag.

Av amortnBet yevikn avarsOnoio, n Oepaneia pe to Levodopa/Carbidopa/Entacapone Orion
umopei va cuveylotel yuo 660 S1dotnua o achevig emtpémetal va AapPavel vypd Kot
QOPUAKEVTIKA TPOTOVTO 0O TONATOS. AV 1 Bgpaneia TPEMEL Vo SLOKOTEL TPOCWPIVA, T
yopnynon tov Levodopa/Carbidopa/Entacapone Orion pmopei va Eavapyicel poig Ba givan
duvati N ANYn POPHOKEVTIKAOV TPOIOVI®V and GTOUATOG GTNV 1010 nuePNota 0601 OTWG
TPOTNYOVUEVEG.

Yuviotdrtol TEPLodKN aEloAdYNoN TG NTATIKNG, OLUOTOMTIKNG, KOPOIOYYEINKNG KOl VEQPIKNG
Aertovpyiog Katd tn didpkela mapatevopevns Oepaneiog pe Levodopa/Carbidopa/Entacapone
Orion.

Xe aobeveig mov Tapovcidlovv dlappola, GLUVIGTATAL TOPAKOAOVON oY TOV BiPOovg MOTE Vo
amoevyfet mbavr vepfoiikn anmdAieia Bdpove. [apatetapévn 1 empévovoa S1appota Tov
TOPOLGIALETOL KOTE TN YP1ON TNG EVIAKATOVNG UTOPEl va elvat onpeio KoAiTdag. Xe
TEPIMTOON TOPATETAUEVNC 1] EXUEVOLGOG O1APPOLAG, TO APk Ba TPEMEL va SloKOTEL Kot VoL
a&loroynBodv n kaTdAANAn wtpiky| Oepaneio ko eEetdoelc.

Ot acBeveic mpémet va eEAEYYOVTOL TOKTIKA Y10 TV ELOAVICT] dUTAPUYDV EAEYYOV TV
napoppunoewv. Ot aoBeveig Kol 01 PPOVTIOTEG TPETEL VO EVNUEPDOOHV TG CLUTTMO T
GUUTEPLPOPAS TOV SLOTAPUYDV EAEYYOL TV TAPOPUNGEDV TEPIAAUPUVOUEV®V TOHOAOYIKNG
yoptoma&iog, YEVETNOL0G OpUNG AVENUEVIG, VTTEPCEEOVLOMKOTNTOC, KATAVAYKAGTIK®OV S0mavay
N AyopoVv, KPUTAANG GorynToD Kol KOTOVOYKOOTIKNG KATAVAA®GNG (poynNTOD UTopEl va
eupavioTovv og acbeveig oe Bepameia e ay®VIOTEG TG VIOTOUIVIG Ko/ GAAES
vromopvepyikéc Bepaneieg mov mepiEyovv AeLOVIONO GUUTEPIAQUPAVOUEVOD TOV
Levodopa/Carbidopa/Entacapone Orion. Edv gpaviotodv T£T010 GUUTTOUATE CUVIGTATOL
a&lohdynon g Oepaneiog.

To XOvdpopo AmoppObuong g Ntomapivng (DDS) givon pia ebiotikn Sratapoyr mov odnyel
oTNV VIEPPOALKN YPNOT TOL POPLAKOL TOL EUPAVICETOL 08 PEPIKOVG aoBeveig mov EAafov
Oepaneia pe kapPrvrona/iefovtona. [pv and v vapén g Bepameiog, ol acbeveig kot ot
(QPOVTIOTEG TOVG TTPEMEL VO TPOEIGOTOIOVVTOL GYETIKA Le ToV THavO KIvOuvo EPOAVIoNS TOV
ouvopopov DDS (BA. emiong mapdypago 4.8).

Xe aoBeveig mov Tapovoidlovv emdevodpevn avopetia, eEacBévion kot peiwon Pépovg péca
O€ OYETIKG LUKPO YPOVIKO J1AcTNpa, B0 TPEMEL VO YIVETOL LD YEVIKT LOTPIKT) EKTIUNOT
GLUTEPTAAUPAVOUEVTG TG NTOTIKNG AEITOLPYIOG.

H AePovtona/xapPviona prnopel vo tpokarécel yevdmg 0eTikd amotélecua OToV
ypMnoonoteital pafdog HETpnong yio TNV e€€Taon e KETOVNG 6T 0VPO Kot 1] avTiOpaon ot
dev aAlalel pe Ppacpod tov detypotog twv ovpmv. H ypron pnebddwv o&etddong yAvkoing
pmopel va 0CEL WELOMG APV TIKG ATOTEAEGLATO Y10, YAVKOLoVpia.

To Levodopa/Carbidopa/Entacapone Orion mepi€yetl caxyopoln, Kot eropévmg ol aoBeveig e
omavio KAnpovopka tpoPAnuata dvoave&iog otn epovktoln, Kakn amroppoenon YAvkOnG-
YohokTOlNg N AVETAPKELDL COVKPAOTG-IGOUAATACTG OEV TPEMEL VO, TAPOVY OVTO TO PAPLLOKO.
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- To Levodopa/Carbidopa/Entacapone Orion 150 mg/37,5 mg/200 mg mepiéyet 2,6 mg vatpiov
avé dwokio. H péyiotn cuvictopevn nuepnota 06on (10 diokia) mepiéyetl 26 mg vatpiov, Tov
woduvapovv pe 1,3% g ovvictopevng amod tov [IOY péytotng nuepnoog TpocAnyng 2 g
vaTpiov PHECH SATPOPTS, Y10 EVOV EVIALKAL.

- To Levodopa/Carbidopa/Entacapone Orion 50 mg/12,5 mg/200 mg, 75 mg/18,75 mg/200 mg,
100 mg/25 mg/200 mg, 125 mg/31,25 mg/200 mg, 175 mg/43,75 mg/200 mg Ko
200 mg/50 mg/200 mg emkaAvpupéva pe Aemtd vpuévio diokia mepiéyel Arydtepo amd 1 mmol
(23 mg) vatpiov avd PEYIOTN GUVIGTOUEVT NUEPNOLL OGN, Eival avTd ToL ovopdlovpe
«glevbepo vatpiovy.

4.5 Alniemopdceirg pe GAho QUPUUKEVTIKA TPOIOVTA KoL GAheg popPEés alinleniopacg

AN avuimapkiveovike popuaxevtika rpoiovia: Méypt onpepa dev €xel vapéet Evoeitn
OAANAETIOPACE®V TTOV B0 OTEKAELOLY TNV TAVTOYPOVT YPTOT TVTKMV OVTUTUPKIVGOVIKDV
(QOPLOKEVTIKGV TTPoidvTeV pe T Bepaneia pe to Levodopa/Carbidopa/Entacapone Orion. H
EVTOKOTOVN 08 VYNAEG OOCELG EVOEXETAL VO, EXTPEACEL TNV AToppdPNoN NG KapPivionas. Qotdco,
dev &yel mapatnpnel arAnienidpaon pe TV KOpPWTONTA GTO GUVIGTAOUEVO BEPATEVTIKO GYN LA
(200 mg evtaxamovng émg 10 popég nuepnoimg). Ot aAniemidpdoelg petash eviaKomdvng Kot
oeleydivng éxovv diepevvn el oe peréteg emavarapfovopevov 60cemv e 0oBevelg e VOGO TOL
Parkinson mov vroPAnOnkav oe Oepaneia pe Aefovrona/avactoréa DDC kot dev mapatnpndnke
kopio aAAnienidopacn. Otav ypnowonoteiton pali pe to Levodopa/Carbidopa/Entacapone Orion, 1
nuepnoa 06om G cereyirivng dev mpénel va vrepPaivet Ta 10 mg.

Xpeldletol mpocoyr| 0TV XOpP1YoLVTAL Ol AKOAOVOES dPACTIKEG OVGIEG TAVTOYPOVA LE BEPATELTIKN
aywyn pe Aefovtomna.

Avriwmeptaoikd: ZOUTTOUATIKY 0pHOGTATIKN VIOTACT] UTOPEL VO ERPOAVIOTEL OTOV TTpocTifeTan
AePovtoma ot Bepamneia acbevov mTov oM Aappdvovy avtwreptocikd. Evoéyetat va amaitnOel
pOOION TV SOGEMY TOVL AVTIVTEPTAGIKOD TOPAyOVTa.

Avurarabiimtira: ‘Exoov avaepepdel ondvia avtidpdoels, 6T onoieg TepAaavovTol 1 vTEPTAoT)
Kot 1 SUGKIVNOIa, E TV TAVTOYPOVI XPNOT| TPIKVKAKAOV aVTIKOTAOMATIKAOV Kot
AePovtomag/kapPivtomag. AAANAETIOPAcELS PeTaED TNG EVIOKATOVNG KOl TNG WITPOUIVIG Kot HETOED
NG EVTOKATOVTG KOl TG LokAoPepiong éxovv diepeuvnfel o pekéteg epana 600mG o€ vYiElg
ebehovtég. Agv TopatnpnONKay EOPUAKOSVVOUIKES OAANAETIOPACEIC. Xe onpavTiKo aplOud acbevov
ue voco tov Parkinson €xet doBel Oepamevtikn aywyn cvvdvacpod Aefovidnag, kapPivronos Kot
EVTOKOATOVNG LE OPKETEG OPUCTIKEG OVGIES CLUTEPIAAUPOVOUEVOV TOV avaoToAéEmv MAO-A, Tov
TPIKVKAKOV avTIKOTAOMTTIKOV, TOV 0VAGTOAEWDY ETAVATPOCANYNG VOPUIPEVOAIVIG OTT®G 1
dECITPapiv, 1| LOTPOTIAIVY Ko 1) BEVAQQASivI KOl TOV QOPUAKEVTIKMY TPOTOVI®V TOV
petaforifovion amd tnv COMT (m.y. ovoieg pe Kateyolkn doun, tapoletivn). Agv £xovv
napotnpndet pappakodvvoptkéc oAANAETIOpAcElS. Q6TOC0, YPeldleTal TPOGOYN OTAV QVTA TaL
(OPLOKEVTIKG TPOTOVTA XPMCLLOTOL0VVTOL TaVTOYpova [ie To Levodopa/Carbidopa/Entacapone Orion
(BA. mapaypaeovg 4.3 kot 4.4).

AMeg dpaorirés ovaies: O1 AvVTAY®VIGTEG TOL VTOSOYEN TNG VIOTOUIVNG (). HEPIKE OVTIWLYOTIK KO
OVTIEUETIKA), 1 GOIVLTOTVY Kot 1) Tomafepivn pumopel va petdwoovy tn Oepamevtikn dpdon g
AePovtomag. AcBeveic mov AapPavouy avTd To POPUAKELTIKG TPoidvTa pali pe To
Levodopa/Carbidopa/Entacapone Orion Oa wpénet va mopakoAovfoOvTol TPOGEKTIKA Y10, TUXOV
OATMAELD TNG OEPATEVTIKNG OTOKPIOTG.

AOY® NG GLYYEVELNG TNG EVTAKOTTOVNG, in Vitro, Ue To Kutoypoua P450 2C9 (BA. mapdypapo 5.2), to
Levodopa/Carbidopa/Entacapone Orion pmopel Suvntikd vo Tapéupel o€ dpaoTiKEG 0VGiEG TV
omoiov o petafolopog e&optdtol amd avtod o 160EVELHo, OTT®G 1 S-Bapeapivn. QoTdc0, oL o
UEAETN aAANAeTidpaoTg Le vyieig eBelovtég, N evtakandvn dev aAlate Ta enineda g S-Papeapivng
o10 mAdopa, eved 1 AUC g R-Bappapiving avénbnke katd péco 6po kot 18% [Clo 11-26%]. Ot
Tipég INR avénbnkav katd péco 6po katd 13% [Clo 6—-19%]. Katd cuvénela, ocuviotdrol va yivetot
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éheyyog Tov Tiudv INR 6tav Eexva 1 yoprynon tov Levodopa/Carbidopa/Entacapone Orion og
acBeveig mov Aapfavouv Bapeapivn.

AMeg poppés allniemdpaocewv: Exeldn n AePoviona aviaywviletal pepikd apwvoléa, n omoppoenon
tov Levodopa/Carbidopa/Entacapone Orion pumopei va peiwbei og pepicong acbeveig mov eivat o
dlota e VYNAN TEPIEKTIKOTNTA TPOTEIVAOV.

H Aefovtona kor 1 evraxomdvn umopel va oynUaticovy ynAKES EVAGELG LE TO GidNpO GTO

YOO TPEVTEPIKO cANVA. ['a avtdv Tov AdY0o, To Levodopa/Carbidopa/Entacapone Orion kot to
W1ookevacoTa o1dnpov Ba Tpémel va Aappdvovtot pe dtapopd tovidyiotov 2—3 wpdv (BA.
Tapdypoeo 4.8).

Aedouéva. in vitro: H gvtakamovn deopevetal and t 0€on ovvdeong 11 g avBpomivng Aevkmpativng,
1 omoia deopevel emiong kol S1.opa AAAL PAPUAKEVLTIKA TPOIOVTO, CUUTEPIAAUPAVOUEV®Y TNG
dralendung kot g PovmTpoaivng. ZOUPOVO [e LEAETES in Vitro, OEV OVOUEVETOL GTLLOVTIKN
LETATOMION OTIG BEPATEVTIKEG CLYKEVIPMOELS TV PUPUIKEVTIKOV TPoidvTv. Katd cuvéneia, dev
éxervmap&el péypt onuepa EvoelEn TapOHOIOV AAANAETIOPACE®DV.

4.6 Tovipétyra, KONON KO Yorovyia

Kvnon

Agv vrdpyovv emapkn 6edopéva Ao T XPTOT TOV GLVIVAGHOD
AePovtomag/kapPvtomog/eviakamovng og £ykveg yuvaikeg. Meléteg oe {oa £yovv deilet
AVATOPUYOYIKY TOEKOTNTA TOV EEXOPLOTOV evdoemV (BA. Tapdypapo 5.3). O mbavodg kivouvog yuo
Tov dvBpomo ivar dyvootog. To Levodopa/Carbidopa/Entacapone Orion dgv mpémel va
YPNOYLOTOEITAL KATA TN OEPKELD TNG KONONG TOPE LOVOV OV TOL OQEAT Y10 TN UNTEPC VIEPTEPOVY TOV
SUVNTIKOV KIvdOVAV yia to EUPpuo.

OnAaouodg
H Aefovtona amekkpivetal oto unTpikod yaio. Yrapyovv evdei&elg 0t kataotéAdetal o Onlaouodg

katd tn ddpken Oepaneiog pe Aefovtona. ‘EraPe ydpa anékkpion kapPvTonog Kot EVIOKATOVNG GTO
vaha (v, aArA dev glval YvOOTO av AaUPAVEL YOPA OTEKKPIOT) OTO UNTPLKO YAAL TV avipormy. H
acQAAEd TNG AEPOVTOTAG, TNG KAPPLVTOTOC 1| TNG EVIOKATOVNG Yo TO VEOYVO dev gival yvooth. Ot
yovaikeg dev mpénet vo Onialovv katd tn didpketo g Bepaneiog pe
Levodopa/Carbidopa/Entacapone Orion.

Tovomo
Agv &povv mapatnpnOei avemBounteg avtidpacelc TN YOVILOTNTO GE TPOKAIVIKEG LEAETEC LIE TNV

evtakoamdvn, v kopPvtona 1 t Aefovtona oc povobepaneio. Agv €govv de&aybel peréteg
yovipuotntag og {da Pe T0 GLUVOVAGUO EVTAKOTOVNG, AEBOVTOTOS Kot KapPBLvTOToC.

4.7 Emdpaosig 6TV IKOVOTNTO 001]Y161)G KOl (EIPIGROV PN OVIIUATOV

To Levodopa/Carbidopa/Entacapone Orion pmopel va €xgl GnUovTIKN EXIOPACT GTNV KOVOTNTA
odMynong Kot xeptopov punyovnudtov. H Aefovtona, n kapPivtoma kot 1 eviakamdvn pali propei va
TPOoKUAEGOLV {AAN Kot GUUTTOUATIKO opBocTaTiopo. [a avtdv Tov Adyo, cuvieTdtol Tpocoy| Kotd
TNV 001 YNON 1 TOV YEPICUO PNYAVILATOV.

[Ipémer va divovtat 0dnyieg otovg acbeveig mov Aappdvovv Bepaneio pe
Levodopa/Carbidopa/Entacapone Orion kot mapovstdlovy vavnAio kov1| eneicodio opvidlag Evapéng
VIVOL VO AEXOVV OO TNV 00NYNoN 1 TNV EVACoYOANGCT LE SPACTNPLOTNTEG OTOL 1) AVETAPKNG
gypnyopon propet va B€cel vtovg 1 GAALOLS 6€ Kivouvo cofapod Tpavpatiopov 1 Bavdatov (.. otav
yewpilovral unyaviuata) £0g 6Tov TEToln ETaVOAAUPavOpEVa ETEIGO10 VTTOYWPTIGOLV (BA.
napdypoeo 4.4).

4.8 AvemOopnteg evépyeieg



a. Iepidnqyn Tov mpo@ik acParsrog

Ot ovyvotepa avapepoueveg avemBounteg evépyeteg pe 1o Levodopa/Carbidopa/Entacapone Orion
elvar dvokvnoieg, ol omoieg onueldvovtal o€ tepinov 19% twv acbevav, yootpevieptkd
counTopata, petasd ToV oToimv vautia Kol S1dppota, To oroia onueidvovtal o€ Tepimov 15% kot
12% tov acbevav, aviiotoiymg. Muikd, pvookeletikd GAyog Kot dAyog Tov GLVIETIKOD 16TOD, TO
omoio onueidvovtal o€ mepimov 12% tov achevdv Kabng eniong kot akivouvog Kaotavepudpog
SVOYPOUOTIGUOS TV 0VP®V (Ypmpatovpia) Tov onuewmvetal o€ mepimov 10% v acbevav. ZoPapd
cuupdvta yaoTpeviepikig apoppayiog (oxt cuyva) Kol ayyelooionua (omavia) £ovv EVIOTIGTEL Ao
T1G KAWVIKEG dokpég pe to Levodopa/Carbidopa/Entacapone Orion 1) TV evtaxKomovn 6 cuvovaouod
pe AgPfovtona/avactorén DDC. Me 1o Levodopa/Carbidopa/Entacapone Orion pumopei va onueiwfodv
Bapid nratitida pe Kuping YOAOSTATIKA YOPUKTNPLOTIKA, pafdopuoivot kot kKokon0eg vevpoAnmTikd
oLVOPOUO TAPOAO TOL eV EXOVV EVIOMIOTEL TEPIMTMOGELS OO TO OEGOUEVA TOV KAIVIKMV SOKIUDOV.

B. Katdroyog avemBopuntmv EVEPYELOV GE HOPOT TIVOKO,

Ot TopakdTo avemBounteg evépyeteg mov avapépovtat otov [livaka 1, £govv cvykevipwbel 1660 amod
To. GUVOOPOIGUEVH SEOOUEVE EVTEKA OUTAG-TUPADY KAMVIKOV SOKIU®V OTIG 0moieg EAafay HEPOG

3 230 acbeveig (otovg 1 810 yopnynbnke Levodopa/Carbidopa/Entacapone Orion 1 evtaxamovn o
ocuvdvaoud pe Aefovtoma/avactoréa DDC, kot otovg 1 420 yopnynonke e1Kovikd pApUOKO GE
ocuvdvaouo pe Aefovrona/avactoréa DDC 1 kafepyorivn og cuvdvacud pe Aefovtoma/avoctoréa
DDC), 660 kat and dedopévo. PeTd Ty Kuklopopia TG EVTOKATOVIG GTNV 0yopd yio. T XPp1oT TG o€
cuvdvaouo pe Aefovrona/avactoréa DDC.

Ot avemBounteg evépyeieg £xovv Ta&tvoundel cOUPOVA LLE TN CLYVOTNTA, OL TTO CLYVEG TPMTES,
YPNOLOTOIDVTOG TNV akOA0VON cuvOnkm: [ToAd cuyvég (> 1/10), cuyvég (> 1/100 éwg < 1/10), oyt
ouyvéc (>1/1 000 émg < 1/100), omdvieg (> 1/10 000 éwg < 1/1 000), ToA0 ordvieg (< 1/10 000), un
YVOOTEG (0eV pmopovv va ekTiunfovv pe Baon ta drabéoipa dedopéva, kabmg dev UTopovv va
e&ayBovv £yKupot VTOAOYIGHOL OO KAVIKEG SOKIUEG 1) ETLOTLMOAOYIKEG LEAETEG).

Mivaxag 1. AvemBounteg evépyeteg

A10TOPAYES TOV AUOTOINTIKOD KOl TOV AEUPIKOD COCTHHATOS
Yuyvéc: Avoyia

Oy cuyvéc: ®pouPomevia

Awarapoyés tov uerafolicuodv kot tns Opéyng

Yuyvég: Yopatikd Bapog petwpévo *, petopévn opeEn®

Yoratpikés oratapoyés

Suyvéc: Kotabiwym, wevdaiobnoelg, ocvyyvtik kKotdotaon™®, avouoio ovepa*, dyyoc,
ovmvio

Oyrovyvég:  Poyowon, diéyepon*
Mn yvootéc: AVTOKTOVIKT] GUUTEPLPOPE, ZVVOPOUO 0moppOOUIoNG TN VIOTOUIVIG

A1aTopoyés Tov vevpikov cooTIHATOS

[ToAv ovyvég:  Avoxkwvnoio®

Yuyvég: Emdewobdpevog mapkivooviopog (m.y. ppadvkivneio)*, tpopog, tayeio dtaxvpoven
OKIWVNTIKOV Kol YOPEIONOETOOIK®Y KIVIIoE®MVY KATA TN Bepamneia TG vOGOL TOV
Parkinson, dvctovia, ennpeacuévn dlovonTiky KOTAGTOoN (TT.). EXNPEACUEVT] VI,
avowr), vvniia, {aANn*, keparoiyia

Mn yvootéc:  Koakonbeg vevpoinmtikd cuvopopo™

OpOaluikés oratapoyés
Suyvéc: Opaon Bapmn
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Kaporaréc owarapoyés

Suyvéc: Emte1c0010 toyapikng kapdlomadeiog ektoc amd Epnepoyua pookapdiov (m.y.
omOayyn)**, avodporog Kapdtakog puouog

Oytovyvés:  Epepaypa pookapdiov**

Ayyeriarés drarapayés
2uyvég: OpBootatikn veoTacT, VIEPTION
Oy ovyvég: Ayoppayio TOL YOOTPEVTEPIKOD COANVO

A10TOPAYES TOV AVATIVEVGTIKOV GOGTHUATOS, TOV BWpaka Kol Tov uecobwpdkiov
Yuyvéc: Avomvola

A10TOPOyES TOV POGTPEVTEPIKOD CVOTIIUATOS

[Tolv ovyvég:  Adppowa™®, vavtio™

Yuyvég: Avokototnta®, éuetoc*, duomeyia, Kotlokd dAyog kol duspopia*, Enpootopio™®
Oyt ovyvég: KoXitda*, dvopayia

A10TOPOYES TOV NTATOS KAl TWV YOINPOPOY
Oy cuyvéc: Mn @ucloloyikég doKaoieg NIATIKNAG Aettovpyioc*

Mn yvootéc:  Hmotitida pe kupimg xoAooTatikd yopaktnptotikd (BA. Tapdypago 4.4)*

Arotopoyés Tov dEpuaTog Kat Tov VITOIGPIOv 16TOV

Yuyvég: E&GvOnpa*, vtepidpmoia
Oyt ovyvég: AvoypopaTIcHOl EKTOC TOV 0VP®V (.Y, OEPUATOG, OVUY®OV, LOAMMDY, 10pOTO)*
Xraviec: Ayyglooidnpa

Mn yvootég:  Kvidwon*

A10TAPOYES TOV HVOCKEAETIKOD GOGTIJUATOS KL TOV GUVOETIKOD 16TOV
[ToAV ouyvég:  Muikd, HLOCKELETIKO AAYOG Kot GAY0G TOL GLUVOETIKOD 16TOV*
Yuyvéc: Mvikoi oracpoi, apOpaiyio

Mn yvootéc:  Pafdopvorvon*®

A10TOpoyés TV VEPPOY KAl TWY 0DPOPOPOY 00@DY
[ToAv ovyvég:  Xpopotovpio™®

Yuyvég: Ovporoipmén

Oy ovyvéc: Koataxpdon obpov

T'evikég O1aTapoyés Kol KATAGTAGEIS THS 000V YOPHYNGHS

Suyvéc: OwpakiKd GAYOg, TEPIPEPIKO 010NN, TTOGELS, dlatapoyn otn fadion, e€acévion,
KOT®ON

Oy cuyvég: AlcOnuo kakovyiog

* AvemBOunTec evépyelec mov amodidovtal Kupime TNy eviokamdvn N eival mo cuyvég (Le dtapopd
oLYVOTNTOG TOVAYIGTOV 1% 6T d€dOUEVE KAIVIKDY OOKIU®OV) LLE TNV EVTOKATOV TOPA UE
Aepovtona/avactoréo DDC uévo. BA. mapdypoago vy.

**H cuyvotnto eLeavions ELQPAYIOTOC LDOKAPSIon Kot GAAMY EXEIGOSIMV 1OYALUKNG
kapdroradeiag (0,43% ko 1,54%, avtiotoiyme) Tpokvmtet omd pio ovéivon 13 SmAd-tveiov
UEAETOV oTIC oToieg cvppeteiyay 2 082 acheveic e SIUKVUAVOEIC KIVITIKOTNTOG TPOC TO TELOG TNG
d00MG, 01 OTTOI0L ETAPVAY EVIUKATOVT.

v. Ieprypopr] EMAEYREVOV AVETOOUNTOV EVEPYELDOV

AvemBdunteg evépyelec mov amodidovtal Kupime 6TV EvIoKamodvn )| eivol To cuyvég e v
evtakomdvn mTopd pe Aefovtona/avactoréa DDC uovo, onueidvovrol pe aotepicko otov [ivaxa 1
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™G mopaypapov 4.8B. Mepikég amd avtég Tig avemBounteg evépyeteg oyetilovtat pe TNV avénuévn
vTomopvepytkn dpdon (.. duoKivnoia, vauTio Kot EUETOC) Kot LPaviovTal To cuyva otV apyn
g Oepamneiog. H peiowon g d6omg g Aefovionag PeldVEL Tn PapdTnTa Kot T GLYXVOTNTO 0VTOV
TOV VIOTOUIVEPYIKAOV evepYEL®V. Alyeg avemBounteg evépyeleg elval yvmoTod 0Tt amodidovtal
amevfeiog ot SPACTIKY 0LGIO EVTAKATOVT), TEPIAAUPBAVOUEVOVY TNG SIAPPOLOS KoL TOV
KOoTAVEPLOPOL SVGYPOUATIGLOD TOV OVP®V. X& UEPIKES TEPIMTMOELS, 1) EVIOKATOVY] UTOPEL VoL
TPOKUAEGEL EMIOTG OVGYPOUATICUO T.X. TOV SEPLATOC, TOV VUYLV, TOV LOAADV KOl TOV 1OPATOL.
Aleg avemBounteg evépyeleg pe aotepioko otov [Mivaka 1 g mapaypdpov 4.8 &xovv onuavOet pe
Baomn gite v To cuyvn ELPEVIoT| TOVG (e d1aPopd cLYVOTNTOS TOVAd)IoTOV 1%) ot dedopéva TV
KAVIKQOV SOKIUMV He gVvTakamovn Tapd o€ avtd pe Aefovtoma/DDCI povo 1 T1g avapopic aopaAELNg
UEHOVOUEVOV TEPIOTATIKOV TTOL EANGONGAV LETE TNV KuKAOPOpPia TNG EVTAKATOVIG TNV 0yopdL.

Yroopol upaviomnkav ondvia pe Aefovtomo/KapPivtoma. QoTdOG0, ATIOAOYIKN GYECN UE TN
Oepaneio pe Aefovroma/kapPfvtona dev Exet amoderyDet.

Awtapayéc eréyyov tov mapopuncemv: ITaboroyikn yaptonai&io, yevetnoa opun avénuévn,
VIEPGEEOVOAMKOTITO, KATOVAYKUOTIKEG OUTAVEG 1 0YOPES, KPOUTAAT POy TOV Kol KATUVAYKOOTIKY
KaTovAA®Gn eoyntol umopel va upaviotovyv o€ acbeveic o€ Oepameio e ayovIoTEG TN VIOTAUIVIG
KoM GAAeg viomapvepyikég Oepaneiec mov mepiéyovy Aefoviona cuumepAauPavouévon Tov
Levodopa/Carbidopa/Entacapone Orion (BA. mapdypago 4.4).

To XHvdpopo AmoppHOuong tng Nromapivng (DDS) eivon pia eBiotikn dratoapayi mov
napovciiodnke oe pepikovg acbeveig mov Eafav Bepaneia pe kapPivrona/iefovrona. Ot
npooPePinuévorl acbeveic mapovstdlovv pio KOTAGTAON KOTOVOYKOOTIKNG U opOng xprong
VIOTOULVEPYIKOD POPUAKOV TEPAV TOV dOGEMV TOV EIVOL EMAPKELS Y10l TOV EAEYYO TOV KIVITIKOV
CUUTTOUATOV, TO, OTTOL0 UTOPEL OE PEPIKEG TEPUTTMGELS VO 00N y1|c0VV 68 GoPapéc duvokivnaieg (PA.
emiong mapdypapo 4.4).

H evtaxandévn oe cuvovacouo pe AePovIOTa £XEL CUGYETIOTEL UE LEPOVOUEVO TEPIOTOTIKE
VIEPPOAKNG VITVNATNG KOTA TN SLPKELN TNG NUEPOG Kot EXEITO0 0pvidlag Evapéng vTvov.

Avagopd mBavoroyoduevev avemBOUNTOV EVEPYEIOV

H avagopd mhoavoroyoduevmv averiBounT®V EVEPYELDY LETO A0 TN XOPNYNOT AdEWG KVKAOPOPTaG
TOV POPHOKEVTIKOV TPOTOVTOG eivar onpavtikn. Exttpénet ) cvveyn mapaxorovbnon g oyéong
0PEALOVC-KIVOVVOV TOV (OPLAKEVTIKOD TPOIOVTOG. ZNTElTaL 0md TOVG EMayyEAUATIES VYEING VA
avaPEPOLY 0TO1EGONTOTE THAVOLOYOVUEVEC OVETIOVUNTEG EVEPYELEC LECH TOV EOVIKOD GLGTNUATOG
ovapopds Tov avaypdeetal oto [apdpnua V.

4.9 Ymnepoocoroyia

Ta dedopéva amd petd v Kuklopopio ToOL TPOIOGVTOG TEPIAAUPAVOLY LEUOVMOUEVEG TEPUTTOCEL
VIEPOOGOLOYING OTIC OTOolES o1 avapepbeioeg VYNAOTEPES NUEPNOLEG 0OGELG AefovTOnag Kot
evtakamoévng nTav TovAdytotov 10 000 mg kot 40 000 mg, avtictoiyms. Ta o&éa cuunTTOHOTO Kot
onueio AVTOV TOV TEPIMTOCEDV VIEPOOGOA0YING TEPIEAGUPOVAY O1EYEPTT, CLYYVTIKY] KATACTOOT,
KOua, Bpadvkapdic, Kotkakn tayvkapdia, avarvor Cheyne-Stokes, Suoypopationd Tov dEpUaToC,
NG YADGGCOG KOl TOL EMITEPLKOTA Kol xpwpoTovpia. H aviipetonion oéeilag vrepdocoroyiog and
Oepaneio pe to Levodopa/Carbidopa/Entacapone Orion gival mapopota pe v o&gio vrepdocoroyia
amo Aefovtona. QoT0c0, 1 TLPL0Sivn dev Eivol ATOTELEGUATIKN MG TPOG TNV AVAGTPOPN TNG OpaoNg
tov Levodopa/Carbidopa/Entacapone Orion. Zvviotdrtal voonieia kai Oa mpénet va epapudlovran
YEVIKA DTOGTNPIKTIKG HETPA LE GpeoTt) TADGT) GTOUAYOL KOl Y0P YNOT EMAVAALUPOVOUEV®V HOCEWDY
evepyou avOpoka 61o emakdlovbo ypoviko ddotnua. Avtd uropei va emrayOveL Ty anofoin g
EVTOKOTOVNG, 1O10TEPA LELDVOVTOG TNV ATOPPOPNCT/EMAVATOPPOPNON TNG OO TO YOOTPEVIEPIKO
cwAva. H endpkela Tov avamveuostikold, KUKAOPOPIKOD Kot VEPPLUKOD GLUGTILLOTOG TPETEL VO,
napokolovdeital TpooekTikd Kol Vo EQaprofovTal KATAAANAO VTOGTNPIKTIKA PEGa. Oa Tpénet val
Eexwvnoetl mapokorovdnon pe HKI kot o acBevnic va mapakoiovbeitol TpocekTikd yio Tuxov
eppdvion appudidy. Av amartndet, Bo Tpémel va dobel n KatdAANAn Bepaneia yio TV OVIILETOTION
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TV appLO®V. O Tpénel va Anedel vToOYN N TEPITT®ON VO EYEL TAPEL 0 0IGOEVNG KOl AALES
dpaotikéc ovoieg mépav tov Levodopa/Carbidopa/Entacapone Orion. H a&ia tng arpokdBapong yia
TNV OVTILETOTION TNG VIEPSOGOA0YiNG OgV Elval YVmOTY.

5. ®APMAKOAOIIKEX IAIOTHTEZ
5.1 ®@oppokodVVOpIKEG LOIOTITES

DoppokobepamenTIKn KATIYOPio: OVTITOPKIVGOVIKG (APLOKO, VIOTO Kol Topaymyo Tng viomag,
kwdkdg ATC: NO4BAO3

ZOUQOVA [LE TNV TPEYOVGO KOTAVOTOT, T0 COUTTMUATA TG VOcoL Tov Parkinson oyetilovtot pe tnv
eldTton g viomapivng oto pafdwtd copa. H viorapivn de dtomepvd tov apoto-eyKeQaitkd
epayud. H Aefovtona, Tpodpopog TG VIOTAUIVIG, OLUTEPVA TOV OUOTO-EYKEPUALKO GPUYUO Kot
avakoveilel Ta cvuntdpato e vocov. Kabmg n Aefovtona petaforiletor o peydio fabud oty
TEPLPEPEL, LOVOV EVOL LUKPO TUNILOL oG OEGOUEVNG OOOTG POAVEL GTO KEVTIPIKO VELPIKO GUGTN O
otav yopnyeitor Aefoviona ywpig avactoreig petaforikdv eviOpmy.

H xapPwvrtona kot n Bevoepalion eivor mepipepikoi avaoctoreig tng DDC, ot omoiot peumvouy tov
TEPLPEPIKO PETAPOMOUO TNG AefoVTOnag GE VIOTaivY, Kol £TGL, VITAPYEL SLDECIUN OTOV EYKEPALO
neplocoTepn Aefovtona. Otav 1 amokapPoEvAinon g AePOVIOTOG LEWDVETOL LE TAVTOYPOVN
yopnynon evog avaotoréa DDC, propet va ypnopomombei xauniotepn 66om Aefovtonog Kot vo
pewmbel n enintoon averBuunTOV AvIdpaoemv OTMG 1) VOUTid.

Me v avaotoAn g anokapBo&uAidong and Evav avactoréa DDC, 1 kateyor-O-
pebvdtpavopepdon (COMT) yivetar n kOpla mepipepikn LeTAPOAIKT 000G KATAAVOVTOG TN LETATPOTN
g Aefovtonog o 3-O-pebvivtona (3-OMD), éva duvntikd emProfn petaforitn g Aefovtomag. H
evtakamovn etvat £vag avaoTpEYIRog, €101kog avactoréag COMT e kuping meprpepikn opact, o
omoiog mpoopiletan Yo TawTdOYpOVN Yopynomn e Aefovtona. H evtakamovn emPBpaddvel tnv amofoin
NG AEPOVTOTOG OO TNV KUKAOPOPIO TOV OHOTOG LE OMOTEAEGO L0 LENUEVT TTEPLOYT KAT® amd TNV
kapmoAn (AUC) o610 @oppakokivntiko Tpoeii tng Aefovtonac. Katd cuvémeia, 1 KAVIKY amoKpion
o€ kG0e 66om Aefovtomag evieiveTal Kol TapateiveTat.

H évdeign tov Bepamevtikov dpdcewv Tov Levodopa/Carbidopa/Entacapone Orion Paciletot o 600
dmAd-tvpAEg peréteg pdong LI, o cbvoro 376 acBevav pe voco Parkinson pe dtokvpdvoeig tng
KIVNTIKOTNTOG GTO TEAOG TG 000MNG, GTOLG 0TTOioLG d0ONKE evtaKamdVN 1 EIKOVIKO Qdppoko pali pe
kd0e doom Aefovromoac/avactoréa DDC. O kabnuepvog ypovog ON pe kot xopig eviakamovn
KOTOYPAPNKE GE KAT' 01KOoV UEPOAOYLO aTO TOVG aoBeEVEIS. TNV TPAOTN UEAETT|, 1] EVTAKOTOVN
avénoe to péco kabnuepwvo ypoévo ON katd 1 dpa kot 20 Aentd (Cl osy, 45 Aemtd, 1 dpa kon

56 Aemtd) omd TNV TN Evapéng. Avto avtiotolyovoe oe avénon 8,3% otnv avaioyio Tov
KkaOnpepivov ypoévov ON. Avtictorya, 1 peimon otov kabnuepvo ypdévo OFF fitav 24% otnv oudda
g evtakamovng kKot 0% oty opdda Tov EIKOVIKOD apudiov. TN de0Tepn HEAETN, 1| LECT) avOAOYi
kafnuepvov ypovov ON avénbnke xatd 4,5% (CI 95 0,93%, 7,97%) and v Tiun évapéng. Avtod
petappaletal og péon avénon 35 Aentwv otov nuepnoto xpovo ON. Avtictotya, o NUEPNGLOG XPOVOC
OFF peiodnke xotd 18% oty evtakandvn Kot Kotd 5% oto eikovikd edppoko. Emeidn ot opdocelg
TV dtokiov Levodopa/Carbidopa/Entacapone Orion givat 1c0d0vopeg e exeiveg ToOL d1oKIOV
evtakondvng 200 mg wov xopnyEiToL TOLTOYPOVA LE TO CKEVAGHOTO KapPLvTOmac/AefovTOmOG TUTIKNAG
amelevfépwong Tov S1atibevtal 6To EUTOPIO GE AVTIGTOLYES OOCELS, T OMOTEAEGUATO AVTA UTOPOVY
va ypnoononfovv yia vo teptypdyouy Tig dpdoelc kot tov Levodopa/Carbidopa/Entacapone Orion.

5.2 ®oppokoKivnTIKEG 1O10TNTES

LT eViKG, yapoxTnploTikd, TV OpacTiK®Wy ODGLWV

Amoppopnon/xaravour: YTAPYOUY OVGLAGTIKEG SLUPOPOTOUGELS TNG ATOPPOPNONE TNG AEfOVTOTOC,
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™G KopPvTOTOG Kot TNG EVIOKATOVNG TOCO o€ KAfE HEPOVMUEVO ATOUO OGO Kol 0O ATOHO GE ATOLO.
To6c0 1 Agfovtoma 660 Kot 1 EVTAKATOVI ATOPPOPAOVTOL Kot arofdiiovtal tayéms. H kapPivtoma
amoppoPatal kol amodAdeTot ELAPPAOC O apyd o cuyKplon Ue TN Agfovtoma. Otav yopnyeital
Eexoplotd yopic Tig GALeG dVO dpaoTIKEG 0VGiES, 1 ProdiabesiuoTnTa Yio ) Aefovtoma ivor 15—
33%, yio v kapPivtoma 40-70% ot yio Ty evraxomovn 35% petd omd pia 66om 200 mg wov
Aappdvetar ond otopatog. ['edpato Thovcla o€ PLeYEAn OVOETEPO AUIVOEEN EVOEXETOL VAL
KaOVGTEPT|IGOVV KOl VO LELDCOVY TNV amoppoenon s Aefovtonag. H tpogn dev emmpedlet oe
ONUOVTIKO Babpo Ty amoppoenon tng evraxkomovng. O dykog Katavoung 10co g Aefovtomag (Vd
0,36—1,6 I/kg) 600 kot g evrakandovng (Vdss 0,27 1/kg) eivon petpiog tikpdg evad dev vapyovy
dwbéotipa dedopéva yia TV KapPvtomna.

H Aefovtona deopevetal otic TpmTEIVES TOV TAAGHATOG LOVO 68 Pikpo Babud g tééng mepinov Tov
10-30% o 1 kapPivtono decpevetan katd 36% mepimov, VM 1) EVIUKOTOVY] OEGUEVETAL GE UEYAAO
Babuod otic tpmteiveg Tov mAdcopaTog (Tepimov 98%) — Kupimg otn Aevkopativ) Tov opov. e
0epamEVTIKEG CUYKEVTIPMGELS, 1) EVIOKATOV OV LETOTOTILEL AAAEG EKTEVDG OECUEVIEVEG OPUCTUKEG
ovoieg (m.y. Pappapivn, coikvAKo 0&V, eatvuiBovtalovn, 1 dwalendun), ovte petoTomileTon o
KAmo10 onuavtiKo fadpd and orolesdNmMOTE 0O AVTES TIG OVGIEG OTIC BEPATEVTIKEG 1] LEYAAVTEPES
GLYKEVTPOOELG.

Bioueraoynuariouog xai awofors: H Aefovtona petaforiletar og peydro Babuod og dtdpopoug
petafoiitec kot o1 600 Mo oNUAVTIKEG 0001 gival 1 amokapPoSuAinon amd Ty vidna
arokapfouracn (DDC) ko 1 O-pebBuiioon and v kateyor-O-pebvitpavopepdon (COMT).

H xapPwrtona petaforiletar o 600 kbplovg petaforiteg, ol omoiotl amekkpivovtal 6Ta 00pa MG
YAvkovpovidia kot pun culevypéveg evmoels. H availoint kapPvtoma avtiototyel 6to 30% g
GUVOMIKNG OEKKPLIONG HECH TV OVP@V.

H evraxoandévn petafoliletar oyeddv mAnpwg Tpv TNV amékkpion pEcm twv ovpov (10 éwng 20%) kot
g yoAng/xompdavov (80 éwg 90%). H xdpia petaforikn 06d¢ givar n yAvkovpovidimon g
EVTOKOTTOVNG KOl TOV OpOoTIKOD HETAPOAITN TNG, TOVL CiS-IGOUEPOVG, TOV AVTIGTOLKEL TEPimov oto 5%
NG GUVOAIKNG TOGOTNTUG OTO TAAGHLA.

H ocvvolikn kéBapon yia tn Agfovtoma eivor g kKAipaxog tov 0,55-1,38 Ikg/opa kot yio tnv
evtaxomdvn etvar g KAipokog tov 0,70 Vkg/dpa. O xpodvoc nuilmng amoPfoing (tiz) etvon 0,6—
1,3 dpeg ywo ™ Aefovtomna, 23 dpeg yio TNy KopPvtona kat 0,4—0,7 ®PEG Yo TNV EVIOKATOVT,
€KOOTN €K TOV OTTOI®V YopNyou eV EEXOPLOTAL.

AOY® TV GUVTOPOV XPpOVEVY NUEONG AToPoANG, dev AaUBAVEL YDPO TPAYIOTIKT) CUGCMPELCT
AePovtoOmag 1 EVIOKATOVNG KATA TNV EXAVOALUPOUVOUEVT XOPTYNOT).

Agdopéva amd in vitro PEAETEG OTOL YPNCLOTOMONKAY TOPAcKEVAGHATA OO AvVOPOTIVO NTOTUKE
UIKPOS®UATIO SELYVOLV OTL 1] EVTAKOTOVT OVAGTEAAEL TO KLTOYpoua P450 2C9 (IC50 ~ 4 uM). H
evtakoamovn £0e1&e LKpn 1 UNOEVIKT 0vaoTOAN Yo GAAOVG TOTTOVG TV 1ooevibuwv P450 (CYP1A2,
CYP2A6, CYP2D6, CYP2E1, CYP3A kot CYP2C19), BA. mapdypapo 4.5.

Xopoxtnplotike atovg acbeveic

Hlawuévor: Otav yopnysitot yopig KopPvtona Kol EVIOKATOVT, 1| AToppoenon g AePfovionag
elvar peyaAdvtepn kot 1 amofoin elvar fpadvTepn o€ NAKI®UEVOLS 0td OTL 6€ veapd dtopa. 26T000,
petd to cuvdvaoud KapPvtomag pe Aefovtona, n aroppdenon e Aefovtomag eivar TapopHole
HETAED TOV NAMKIOUEVOV Kol TOV veapov atopmv, aAld 1 AUC eakorovbel va givar 1,5 gopd
UEYOADTEPT GTOVG NAKIMUEVOLG AGY® TNG HEL®UEVNS Opdong TS DDC kot tng pukpdtepng kdbopong
AOY® yRpovong. Aev vtapyovy onuavtikég dtapopég otnv AUC tng KapPvtonag 1 TG EVIOKATOVNG
petald veapav (45-64 etdv) ko nAkiopévoy (6575 etav).

@vio: H Brodiabecipotnta g Aefovtomag eivar Katd mord vynAidTtepr oTIG YOVOIKES 0td OTL GTOVG
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avopec. XTig peréteg poppokokivntikng pe to Levodopa/Carbidopa/Entacapone Orion, 1
Brodrobecipdtnra g Aefovtonag ival vYnAOTEPT GE Yuvaikeg amd OTL G€ AVOPES, KUPImG AOY® TNg
dpopds 6To cOUATIKO BApog, Evd dev LITAPYEL S1OPOPE MG TPOG TO PVAO LE TNV KapPvtdma Kot Tnv
gvtakamovn.

Hrozikny dvaleirovpyio: O petafolopodg tng eviaxondvng emPpadoveral e acheveic e o mg
pétpo nratikn dSvciertovpyia (Katyopia A kot B xatd Child-Pugh), yeyovoc mov odnyel og
AVENUEVT CLYKEVTPMOT] TNG EVIOKATOVNG GTO TAAGUA TOGO GTN PACT| OTopPOPNoNG OGO KOl OT1)
@aomn amofoing (BA. mapaypdeovg 4.2 kot 4.3). Agv Egovv avapepbel 1010iteEpeg HEAETEG OYETIKA LE TN
(OPLOKOKIVITIKY TNG KapPivTomag kot tng Aefovtonog o€ acbeveig pe nratikn ducieitovpyia,
®0THG0, GUVIGTATOL TPOGEKTIKY] yoprynon tov Levodopa/Carbidopa/Entacapone Orion g acOgveig
LEe N £0G PETPL NTOTIKT OVGAELTOVPYIaL.

Negpirn dvaieirovpyio: H veppikn duchertovpyia dev ennpedlet T QOPUAKOKIVITIKN TNG
evtakamovne. Aegv €xovv avapepBel 10104TEPEG LEAETEG OYETIK LLE TN POPUOKOKIVITIKY TNG
AePovtomag Kot TG KapPivtomog o acbeveig e veppikn dvoiettovpyia. Q61660, 6TOVG 0.60eVEiC 01
omoiot vrroPdAiovion oe apokdbapon, icwg mpénet va e&eTacbel n mepintmon peyaldTEPOL
dotnpatog petald tmv 60cewv Tov Levodopa/Carbidopa/Entacapone Orion (BA. mopdypago 4.2).

5.3 Ipoxivikd dgdopéva yia TNV a6QaAiEL0

Ta pun KAwvikd dedopéva yio T Agfovtona, TV KapPvtodma Kol TNV EVIOKATOVI, 0TV EETAGTNKAY
LEHOVOUEVA 1| G GLVOVOCHO, OEV ATOKAAVTTOVVY 1310iTEPO Kivouvo Yia Tov dvBpwmo pe Baon Tig
OLUPATIKEG LEAETEC POPUAKOAOYIKNG AOPAAELNG, TOSIKOTNTOG ETOVOLOUPOVOLEV®VY OGEWDY,
YOVOTOEIKOTNTOG KOt EVOEXOLEVNG KAPKIVOYOVOU OpAomg. e HEAETEC TOEIKOTNTOG
emovalopPavopevemy 00GEMV e TNV EVTOKATOVY, Topatnpninke avaipio Tlavov Adym Tng 1010TNToG
NG EVTOKATOVNG va oynpatilel ynAkd copmioka pe to oidnpo. Ocov apopd v to&ikdTnTa TG
EVTOKOTOVIG OTNV OVATOPUY®YIKT 1KavoTNnTa, Topatnpiinke peimon tov Bapovg Tov epPpowy Kot
pio gEhappd kabootépnon g avaTTLENG TOV 0GTMOV GE KOVIKAOLG GE EMIMESO GLGTNATIKNG £KOEONC
€vTOg 10V BepamenTikov gvpovg. TOco 1 Aefovtoma 660 Kot 01 cuVOVACUOT KapPivtomag Kot
AePovtomag TpokdAecay SVCTAAGCIES TV CTALY VOV KOl CKEAETIKEG OLOTANGIEG O KOVIKAOLG.

6. @®APMAKEYTIKEX IAHPO®OPIEX
6.1 Kotaroyog ekdoymv

Mvpnvag diokiov:

Noatprovyog dtactavpovpevn KapueAiloln
2TEOTIKO LAYVG1l0

Apvlo apapocitov

Mavvitodn (E421)

Iopdévn K 30 (E1201)

Erucédoyn pe Aemtd vpuévio taov 50/12,5/200 mg, 100/25/200 mg kor 150/37,5/200 mg:
IMuokepoin (85 toig exatd) (E422)

YrpoueAroln

2TEOTIKO LAYVG1l0

IToAvcopPiko 80

Epv0pd 0&eidio tov oonpov (E172)

Zaxyapoln

Awo&eidio Titaviov (E171)

Kitpwvo 0&gidio tov odmpov (E172)

Emkdivyn pe Aemtd vuévio twv 75/18.75/200 me, 125/31.25/200 mg, 175/43,75/200 mg ko
200/50/200 mg:
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IMuokepoin (85 toig exatd) (E422)

YrpoueAroln

2TEOTIKO LAYVG1l0

IHoAvcopPikod 80

Epv0pd 0&eidio tov odnpov (E172)

Saxyapoln

Awo&eidio Titaviov (E171)

6.2 AovppotoTnTeg

Agv gpappolerar.

6.3 Awdpkero Long

3 xpovia.

6.4 Idwitepeg Tpo@uvrdéers katd v @OLAEN TOV TPOidVTOG
To pappaxevtiKd avtd mpoiov dev amartel Wwaitepeg cuVONKES POAAENG.
6.5 ®Vo1 KO GLOTUTIKA TOV TTEPLEKTI

®16An HDPE pe kieioyo acpaleiog yo ta wodid and PP.

Mey£é0n ovokevaciog tewv 50/12,5/200 mg, 100/25/200 mg ot 150/37,5/200 mg:
10, 30, 100, 130, 175 kot 250 diokia.

Meyébn ovokevaciog tov 75/18,75/200 mg, 125/31,25/200 mg, 175/43,75/200 mg kon
200/50/200 mg:

10, 30, 100, 130 xou 175 diokio.

Mmropei vo, v KukAoPopoOV OAEG 01 GUCKEVAGIES.

6.6 Iowitepec mpo@LAGEEIS amOppLYNg

Kd&0e aypnoiponointo gappokeutiko Tpoidv 1 VTOAELLN TPETEL VO OTOPPITTETOL COUPOVA [E TIC
KOTO TOTOVG IGYVOVGESG CYETIKEG OATAEELS.

7. KATOXOZX THX AAEIAY KYKAO®OPIAX

Orion Corporation

Orionintie 1

F1-02200 Espoo

dwviavdia

8. APIOMOI AAETAY KYKAO®OPIAX

50 mg/12.5 mg/200 mg
EU/1/11/706/001-006

75 mg/18,75 mg/200 mg
EU/1/11/706/007-011

100 mg/25 mg/200 mg

16



EU/1/11/706/012-017

125 mg/31.25 mg/200 mg
EU/1/11/706/018-022

150 mg/37.5 mg/200 mg
EU/1/11/706/023-028

175 mg/43.75 mg/200 mg
EU/1/11/706/034-038

200 mg/50 mg/200 mg
EU/1/11/706/029-033

9. HMEPOMHNIA ITPQTHYX ET'KPIXHYX/ANANEQXHY THX AAEIAX

Hupepounvia tpong €ykpiong: 24 Avyovetov 2011
Hpepounvia tekevtaiog avavémong: 26 Maiov 2016

10. HMEPOMHNIA ANAOEQPHXHX TOY KEIMENOY

Aemtopepeic TANPOQOPIES Y10, TO TAPOV PAPUOKEVLTIKO TPoidV givar dtaféoipes 6Tov dIKTLOKO TOTO
tov Evponaikod Opyaviopod @appdkov: http://www.ema.europa.eu.
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http://www.ema.europa.eu/

ITAPAPTHMA 11

HHAPAXKEYAXTHX(EY) YIIEYOYNOZX(OI) I'TA THN
AIIOAEEMEYZXZH TQN ITAPTIAQN

OPOI'H HEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI TH
XPHXH

AAAQOI OPOI KAI ATTAITHXEIX THX AAEIAYX KYKAO®OPIAX
OPOI'H HEPIOPIZMOI ZXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXH TOY ®APMAKEYTIKOY
IMPOIONTOX

18



A. TTAPAXKEYAXTHX(EX) YHHEYOYNOX(OI) I'TA THN AIIOAEXMEYXH TQN
IHAPTIAQN

Ovopa kot d1e00vven Tov TOPOCKELOGTY OV £ival VITELHVVOC Y10 TNV ATOSECUEVCT] TOV TOPTIOWV

Orion Corporation Orion Pharma
Joensuunkatu 7

FI1-24100 Salo

Owlavoio

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

DoppoKeLTIKO TPOIOV Y10, TO 0010 OTOUTEITOL LOLTPIKT) CLVTOYT.

' AAAOI OPOI KAI AITAITHXZEIZ THX AAEIAY KYKAO®OPIAXZ

. Ex0éoe15 Teprookig mapaxorovOneng e ac@aisiag (PSURs)

Ot amaitioelg yio v vrofoin twv PSURS yia to ev Adym @apuakevtikd tpoidv opilovial otov
KATAAOYO UE TG Nuepounvieg avapopdgs g Evmong (katdioyog EURD) mov mopatifetor otnv

napdypoeo 7, Tov dpbpov 107y, g odnyiag 2001/83/EK kot kdOe emaxdiovdng emtkopomoinong
OGS OMULOCIEVETAL OTIV EVPOTAIKT SIKTLOKT TOAN Y10 TAL PAPUOKOL.

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

. Y010 oroyeipiong Kivovvou (XAK)

Agv gpapuoletot.
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ITAPAPTHMA 111

EIIIXHMANZXH KAI ®YAAO OAHI'TQN XPHXHX

20



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

KEIMENO ETIKETAY ®PIAAHX KAI EEQTEPIKOY KOYTIOY

| 1. ONOMAZIA TOY PAPMAKEYTIKOY IIPOIONTOX

Levodopa/Carbidopa/Entacapone Orion 50 mg/12,5 mg/200 mg emucolvppévo. e Aentd vuévio dlokio
Aepovtoma/kapPvtona/evrakoamovn

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

Kda0e emcaivppévo pe Aemto vuévio diokio mepiéyel S0 mg Aefovtomag, 12,5 mg kapPivromog Kot
200 mg evtokamdvnc.

[3. KATAAOI'OX EKAOXOQN

[Tepiéyer coxyapoln.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovti

10 emkaAvppéva pe AeTTd LUEVIO SLoKiaL
30 emtkaAvUpEVOL LE AETTO LUEVIO dLoKiol
100 emuxorvoppévo pe Aemtd vUEVIO dloKia
130 emukoivoppéva pe Aemtd vUEVIO dloKia
175 emxoloppévo pe Aemtd vUEVIO dloKia
250 emkolvppéva pe AETTO LUEVIO dLoKioL

Etixéra

10 diokio
30 diokio
100 dwokial
130 diokia
175 diokia
250 diokio

[5.  TPOHOX KAI OAOX(OI) XOPHTHEIHZ

Awpdote To OAAO 00N YLDV ¥PNONG TPV 0t TN XPNOM.
Ao oTOUATOC YpTOT).

6. EIAIKH ITPOEIAOINIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na purdccetor og 0éon, tnv omoia dev PAETOVY Kat dgv Tpoceyyilovy Ta TAldd.

22



| 7. AAAH(EY) EIAIKH(EX) TPOEIAOIIOIHXH(EIYX), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AH

[1]

H

| 9. EIAIKEYX XYNOHKEY OYAAEHX

10. TAIAITEPEX ITPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TQN
YIHOAEIMMATQON ITOY IMTPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Kovti

Orion Corporation
Orionintie 1
F1-02200 Espoo
dwviavdia

Enxéro
Orion Corporation

12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/11/706/001 10 emucaivppévo pe AETTO DUEVIO dloKia
EU/1/11/706/002 30 emucoivppévo pe Aentd vuévio diokia
EU/1/11/706/003 100 emkaivppéva pe AemTd vuévio dlokio
EU/1/11/706/004 130 emkaivppéva pe Aemtd vpuévio diokio
EU/1/11/706/005 175 emkaivppéva pe Aemtd vpuévio diokio
EU/1/11/706/006 250 emkaivppéva pe Antd vpuévio diokio

13. APIOMOX ITAPTIAAX

[optida

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

levodopa/carbidopa/entacapone orion 50/12,5/200 mg [uovo yia to kovti]
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17. MONAAIKOX ANAT'NQPILTIKOX KQAIKOYX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106TOTOG YPUUU®TOS KDOKOS (2D) Tov @épel Tov TEPIANQOEVTI LOVOOIKO OVaYVOPLGTIKO
KOOWKO. [uovo yia to kovti]

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

[uovo yio. to Kovti]
PC {apOuoc}

SN {ap1Ouoc}
<NN {op1Ouog}>
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ENAEIZEIX ITIOY IIPEITEI NA ANATPA®ONTAI XTHN EEZQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KEIMENO ETIKETAY ®IAAHY KAI EEQTEPIKOY KOYTIOY

| 1. ONOMAZIA TOY PAPMAKEYTIKOY IIPOIONTOX

Levodopa/Carbidopa/Entacapone Orion 75 mg/18,75 mg/200 mg entkaAvpuéva Pe AETTO LUEVIO
dokia

Aepovtoma/kapPvtona/evtakoamovn

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

Kda0e emcaivppévo pe Aemto vuévio diokio mepiéyel 75 mg AePfovtonag, 18,75 mg kopPivtomog Kot
200 mg evtakamdvnc.

[3.  KATAAOI'OX EKAOXOQN

[Tepiéyer coxyapoln.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovri

10 emkaAvppéva pe AETTO LUEVIO SLoKIOL
30 emtkaAvUUEVOL LE AETTO LUEVIO dLoKioL
100 emxoivppévo pe Aemtd vUEVIO dloKia
130 emuoivoppévo pe Aemtd vUEVIO dloKia
175 emuxolvoppévo pe Aemtd vUEVio dloKia

Etixéra

10 diokio
30 diokio
100 diokial
130 diokia
175 diokia

[5.  TPOHNOX KAI OAOX(OI) XOPHTHEIHZ

Awpdote To OAAO 00T YLDV ¥PHONG TPV 0t TN XPNoT.
Ao oTtONATOC YpTION.

6. EIAIKH ITPOEIAOIIOIHXH XYMO®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na eurdccetol og 0éon, tnv onoia dev PAETOVY Kat dgv Tpoceyyilovy Ta Tandid.
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| 7. AAAH(EY) EIAIKH(EY) ITPOEIAONIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AH

[1]

H

| 9. EIAIKEX XYNOHKEY OYAAEHX

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

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

Koot

Orion Corporation
Orionintie 1
F1-02200 Espoo
dwviavoia

Enxéro
Orion Corporation

12. APIOMOZX(OI) AAETAY KYKAO®OPIAX

EU/1/11/706/007 10 emuoaivppévo pe AETTO DUEVIO dloKia
EU/1/11/706/008 30 emucaivppévo pe Aento vuéVio diokia
EU/1/11/706/009 100 emkaivppéva pe Amtd vuévio diokio
EU/1/11/706/010 130 emkaivppéva pe Aemtd vuévio dlokio
EU/1/11/706/011 175 emkaivppéva pe Aentd vpévio diokio

13. APIOMOX ITAPTIAAX

[aptida

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

levodopa/carbidopa/entacapone orion 75/18,75/200 mg [udvo yia to kovti]

17. MONAAIKOX ANAT'NQPILTIKOX KQAIKOYX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)
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A160146TATOG YPAUU®MTOS KDOKOS (2D) Tov @épel Tov TEPIANPOEVTA LOVASIKO OVOYVOPLGTIKO
KOOKO. [uovo yia to kovti]

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

[uovo yio. to Kovti]
PC {apOuoc}

SN {ap1Ouoc}
<NN {op1Ouog}>
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ENAEIZEIX ITIOY IPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KEIMENO ETIKETAY ®IAAHY KAI EEQTEPIKOY KOYTIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Levodopa/Carbidopa/Entacapone Orion 100 mg/25 mg/200 mg emikoivupévo. pe Aentd vuévio dokia
Aepovtoma/kapPivtona/evrakoamovn

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

Kda0e emkaivppévo pe Aemto vuévio dtokio mepiéyel 100 mg Aefovtonag, 25 mg kapPivromog Kot
200 mg evtokamdvnc.

[3. KATAAOI'OX EKAOXOQN

[Tepiéyer coxyapoln.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENQO

Kovti

10 emkaAvppéva pe AErTd LUEVIO SLoKiaL
30 emtkaAvUpEVOL LE AETTO LUEVIO dLoKiol
100 emxoivoppévo pe Aemtd vUEVIO dloKia
130 emukoivppéva pe Aewtd vUEVIO dloKia
175 emxoloppévo pe Aemtd vUEVIO dloKia
250 gmikolvupévo pe AemTO LUEVIO dLoKioL

Etixéra

10 diokio
30 diokio
100 diokial
130 diokia
175 diokia
250 diokio

[5.  TPOHOX KAI OAOX(OI) XOPHTHEIHZ

Awpdote To OAAO 00T YLDV ¥PNONG TPV 0T TN XPNoM.
Ao oTOUATOC YpTOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION ITPEIEI NA ®YAAXXETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na purdccetol og 0éon, tnv omoia dev PAETOLY Kot 6gv Tpoceyyilovy Ta TAldd.
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| 7. AAAH(EY) EIAIKH(EX) TPOEIAOIIOIHXH(EIYX), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AH

[1]

H

| 9. EIAIKEYX XYNOHKEY OYAAEHX

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

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

Kovti

Orion Corporation
Orionintie 1
F1-02200 Espoo
dwviavdia

Enixéra
Orion Corporation

12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/11/706/012 10 emukaivppévo pe AETTO DUEVIO dloKia
EU/1/11/706/013 30 emucoivppévo pe Aentd vuévio diokia
EU/1/11/706/014 100 emkaivppéva pe AmTd vUEVIO dlokiol
EU/1/11/706/015 130 emkaivppéva pe Aemtd vpuévio diokio
EU/1/11/706/016 175 emkaivppéva e Aemtd vpuévio diokio
EU/1/11/706/017 250 emkaivppéva pe Aentd vpévio diokio

13. APIOMOX ITAPTIAAX

[aptida

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

levodopa/carbidopa/entacapone orion 100/25/200 mg [uovo yia o kovti]
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17. MONAAIKOX ANAT'NQPILTIKOX KQAIKOYX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A166106TaTOG YPAUU®OTOS KDOKOS (2D) Tov @épel Tov TEPIANQPOEVTA LOVASIKO OVOYVOPLGTIKO
KOOWKO. [uovo yia to kovti]

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

[uovo yio. to Kovti]
PC {apOuoc}

SN {ap1Ouoc}
<NN {op1Ouog}>
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KEIMENO ETIKETAY ®IAAHY KAI EEQTEPIKOY KOYTIOY

| 1. ONOMAZIA TOY PAPMAKEYTIKOY IIPOIONTOX

Levodopa/Carbidopa/Entacapone Orion 125 mg/31,25 mg/200 mg emikoivppévo pe Aentd vuévio
dokia

Aepovtoma/kapPivtona/evrakoamovn

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

Kda0e emcaivppévo pe Aemto vuévio diokio mepiéyel 125 mg Aefovtonac, 31,25 mg kapPivtomog Kot
200 mg evtakamdvnc.

[3.  KATAAOI'OX EKAOXOQN

[Tepiéyer coxyapoln.

| 4. PAPMAKOTEXNIKH MOP®H KAI HEPIEXOMENO

Kovti

10 emkaAvppéva pe AErTd LUEVIO SLoKiaL
30 emtkaAvUUEVOL LE AETTO LUEVIO dLoKioL
100 emuxorvoppévo pe Aemtd vUEVIO dloKia
130 emxorvppévo pe Aentd vUEVIO dloKia
175 emuxolvoppévo pe Aemtd vUEVio dloKia

Etixéra

10 diokio
30 diokio
100 dwokial
130 diokia
175 diokia

[5.  TPOHOX KAI OAOX(OI) XOPHTHEIHZ

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

6. EIAIKH ITPOEIAOINIOIHXH XYM®OQNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na purdccetol og 0éon, tnv omoia dev PAETOVY Kat dev Tpoceyyilovy Ta Tatdid.
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| 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AH

[1]

H

| 9. EIAIKEYX XYNOHKEY OYAAEHX

10. TAIAITEPEX ITIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN ‘H TQN
YIHOAEIMMATQON ITOY ITPOEPXONTAI AIIO AYTA, EOOXON AIAITEITAI

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

Koot

Orion Corporation
Orionintie 1
F1-02200 Espoo
dwviavoia

Enixéra
Orion Corporation

12. APIOMOZX(OI) AAETAY KYKAO®OPIAX

EU/1/11/706/018 10 emuxoaivppévo pe AETTO DUEVIO dloKia
EU/1/11/706/019 30 emucoivppévo pe Aentd vuévio diokia
EU/1/11/706/020 100 emkaivppéva pe Aemtd vpuévio dlokio
EU/1/11/706/021 130 emkaivppéva pe Aemtd vpévio diokio
EU/1/11/706/022 175 emkaivppéva pe Aentd vpévio diokio

13. APIOMOX ITAPTIAAX

[optida

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

levodopa/carbidopa/entacapone orion 125/31,25/200 mg [uovo yia to kovti]

17. MONAAIKOX ANAT'NQPILTIKOX KQAIKOYX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)
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A160106TATOG YPAUU®OTOS KDOKOS (2D) Tov @épet Tov TEPIANPOEVTA LOVASIKO OVOYVOPLGTIKO
KOOWKO. [uovo yia to kovti]

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

[uovo yio. to Kovti]
PC {apOuoc}

SN {ap1Ouoc}
<NN {op1Ouog}>
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ENAEIZEIX ITOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KEIMENO ETIKETAY ®IAAHY KAI EEQTEPIKOY KOYTIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levodopa/Carbidopa/Entacapone Orion 150 mg/37,5 mg/200 mg entkaAvupuéva pe AETTO LUEVIO
dokia
Aepovtoma/kapPvtona/evtakoamovn

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

Kda0e emcaioppévo pe hAemto vuévio diokio mepiéyet 150 mg Aefovtomoac, 37,5 mg kopPfvTomog Kot
200 mg evtakamdvnc.

[3.  KATAAOI'OX EKAOXOQN

[Tepiéyet caxyapdln ko vatpio.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovti

10 emkaAvppéva pe AErTd LUEVIO SLoKiaL
30 emkalvpupéva pe AETTO LUEVIO dLoKia
100 emuxoivppévo pe Aemtd vUEVIO dloKia
130 emxoivppévo pe Aemtd vUEVIO dloKia
175 emxoloppévo pe Aewtd vUEVIO dloKia
250 gmikodlvupévo pe AETTO LUEVIO dLoKiaL

Etixéra

10 diokio
30 diokio
100 diokial
130 diokia
175 dwokia
250 diokio

[5.  TPOHOX KAI OAOX(OI) XOPHTHEIHZ

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

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

Na purdccetol og 0on, tnv omoia dev PAETOVY Kat 6gv Tpoceyyilovy Ta Tatdid.
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| 7. AAAH(EY) EIAIKH(EYX) TPOEIAOIIOIHXH(EIYX), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AH

[1]

H

| 9. EIAIKEX XYNOHKEY OYAAEHX

10. TAIAITEPEX ITIPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN ‘H TQN
YIHOAEIMMATQON ITOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Kovti

Orion Corporation
Orionintie 1
F1-02200 Espoo
dwviavdia

Enixéra
Orion Corporation

12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/11/706/023 10 emukoaivppévo pe AETTO DUEVIO dloKia
EU/1/11/706/024 30 emucalvppévo pe Aentd vUéVio dlokia
EU/1/11/706/025 100 emkaivppéva pe Amtd vpévio diokio
EU/1/11/706/026 130 emkaivppéva e Aemtd vuévio diokio
EU/1/11/706/027 175 emkaivppéva pe Aemtd vpuévio diokio
EU/1/11/706/028 250 emkaivppéva pe Aentd vpévio diokio

13. APIOMOX ITAPTIAAX

[oprida

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TAHPO®OPIEX XE BRAILLE

levodopa/carbidopa/entacapone orion 150/37,5/200 mg [udvo yia to kovti]
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17. MONAAIKOX ANAT'NQPILTIKOX KQAIKOYX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A166146TaTOG YPAUU®OTOS KDOKOS (2D) Tov @épel Tov TEPIANQPOEVTA LOVASIKO OVOYVOPLGTIKO
KOOKO. [uovo yia to kovti]

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

[uovo yio. to Kovti]
PC {apOuoc}

SN {ap1Ouoc}
<NN {op1Ouog}>
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KEIMENO ETIKETAYX ®IAAHY KAI EEQTEPIKOY KOYTIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levodopa/Carbidopa/Entacapone Orion 175 mg/43,75 mg/200 mg emkaAvppévo, pe Aemtd vuévio
dokia

Aepovtoma/kapPvtona/evtakoamovn

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

Kda0e emcaivppévo pe Aemto vuévio dtokio mepiéyel 175 mg Aefovtonag, 43,75 mg kapPivtomog Kot
200 mg evtakamdvnc.

[3.  KATAAOI'OX EKAOXOQN

[Tepiéyel caxyapdoln.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovti

10 emkaAvppéva pe AErTd LUEVIO SLoKiaL
30 emkalvpupéva pe AETTO LUEVIO dloKio
100 emuxoivppévo pe Aemtd vUEVIO dloKia
130 emxoivppévo pe Aemtd vUEVIO dloKia
175 emxolvoppévo pe Aentd vUEVIO dloKia

Etixéra

10 diokio
30 diokio
100 diokial
130 diokia
175 diokia

[5.  TPOHOX KAI OAOX(OI) XOPHTHEIHZ

Awpaote To OAAO 00T YLDV ¥PHONG TPV 0t TN XPNoM.
Ao oTOUATOC (pTIOT).

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

Na puraccetol og 0o, TV omoia dev PAETOVY Kat dgv Tpoceyyilovy Ta Tadid.
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| 7. AAAH(EY) EIAIKH(EYX) TPOEIAOIIOIHXH(EIYX), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AH

[1]

H

| 9. EIAIKEX XYNOHKEY OYAAEHX

10. TAIAITEPEX ITIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TQN
YIHOAEIMMATQON ITIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Koot

Orion Corporation
Orionintie 1
F1-02200 Espoo
dwviavoia

Enixéra
Orion Corporation

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/11/706/034 10 emkalvoppéva, pe AETTO DUEVIO O10KI0
EU/1/11/706/035 30 emkalvppéva, e Aemtd vpévio diokio
EU/1/11/706/036 100 emikolvppévo pe AETTO LUEVIO d1oKia
EU/1/11/706/037 130 emikolvppéva Pe AETTO VUEVIO dloKia
EU/1/11/706/038 175 emikolvpuéva pe AEmTO LUEVIO d1oKia

13. APIOMOX ITAPTIAAX

[oprida

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TAHPO®OPIEX XE BRAILLE

levodopa/carbidopa/entacapone orion 175/43,75/200 mg [uovo yia to kovti]

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)
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A160106TOTOG YPUUU®TOS KDOKOS (2D) Tov @épel Tov TEPIANQPOEVTA LOVASIKO OVOYVOPLGTIKO
KOOKO. [uovo yia to kovti]

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

[uovo yio, to Kovti]
PC {apOuoc}

SN {ap1Ouoc}
<NN {op1Ouog}>
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ENAEIZEIX ITIOY IPEITEI NA ANATPA®ONTAI XTHN EEZQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KEIMENO ETIKETAY ®IAAHY KAI EEQTEPIKOY KOYTIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levodopa/Carbidopa/Entacapone Orion 200 mg/50 mg/200 mg exikalvpupévo pe ATt LUEVIO dloKia
Aepovtoma/kapPvtona/evrakoamovn

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

Kda0e emcaioppévo pe Aemto vuévio dtokio mepiéyet 200 mg Aefovtonac, SO mg kopPfvromog Kot
200 mg evtokamovnc.

[3. KATAAOI'OX EKAOXOQN

[Tepiéyer coxyapoln.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovti

10 emkaAvppéva pe AErTd LUEVIO SLoKiaL
30 emkaAvpUpEVaL LE AETTO LUEVIO dLoKia
100 emxoivoppévo pe Aemtd vUEVIO dloKia
130 emxoivoppévo pe Aemtd vUEVIO dloKia
175 emxoloppévo pe Aemtd vuéEVio dlokia

Etixéra

10 diokio
30 diokio
100 diokial
130 diokia
175 diokia

[5.  TPOHOX KAI OAOX(OI) XOPHTHEIHZ

Awpdote To OAAO 00N YLDV XPNONG TPV 0td TN XPNoT.
Ao oTOUATOC YPTOT).

6. EIAIKH ITPOEIAOIIOIHXH XYMO®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI LE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na purdccetol og 0o, tnv ool dev PAETOVY Kat dgv Tpoceyyilovy Ta Tadid.

[7. AAAH(EX) EIAIKH(EX) MPOEIAOIIOIHZH(EIZ), EAN EINAI AITIAPAITHTH(EL)
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| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEYX XYNOHKEY ®OYAAEHX

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

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

Kovti

Orion Corporation
Orionintie 1
F1-02200 Espoo
dwviavdia

Enixéra
Orion Corporation

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/11/706/029 10 emucoivppévo pe AETTO DUEVIO dloKia
EU/1/11/706/030 30 emucadvppévo pe Aentd vuéVio dlokia
EU/1/11/706/031 100 emkaivppéva pe AemTd vuévio diokio
EU/1/11/706/032 130 emkaAvppéva pe Aemtd vuévio dlokio
EU/1/11/706/033 175 emkaivppéva e Aemtd vpuévio diokio

13. APIOMOX ITAPTIAAX

[optida

| 14. TENIKH KATATAZH I'TA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

levodopa/carbidopa/entacapone orion 200/50/200 mg [uovo yia to kovti]

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)
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A160106T0TOG YPUUU®MTOS KDOKOS (2D) Tov @épel Tov TEPIANPOEVTA LOVASIKO OVOYVOPLGTIKO
KOOKO. [uovo yia to kovti]

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

[uovo yio, to Kovti]
PC {apOuoc}

SN {ap1Ouoc}
<NN {op1Ouog}>
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B. ®YAAO OAHI'TQN XPHXHX
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@viro oonyLov piong: Iinpoeopics yia Tov ypiioty

Levodopa/Carbidopa/Entacapone Orion 50 mg/12,5 mg/200 mg emkaloppéva pe Aemtd vpévio
ookia
AePovtoma/KapPivtoma/evaKomndvn

AW PaoTe TPOCEKTIKA OLOKANPO TO PVALO 001 VLAV YP1IONGS TPLY UPYICETE VO, TOIPVETE VTO TO

QOapRaKo, O10TL TEPLAGUPAVEL oNUAVTIKES TANPOPOPIES Y10 GaC.

- DdvrdEte avTd TO POAAO 0dM YLDV Ypiomg. Towg ypelaotel va to dafdoete Eavd.

- Edv éxete mepartépm amopieg, pmTNoTE TOV Y1OTPA 1] TOV QOPLAKOTOLO GG,

- H cvvtayn yuo avtd to pappoko yopnyndnke amokAeloTikd yio 6og. Aev TPENEL VO, ODGETE TO
@apuako o€ GAlovc. Mmopei va toug Tpokarécetl PAAPT, Ao Kot OTOV TO CUUTTMOUOTO TNG
acBéveldg toug etvan id1a pe ta dikd Gog.

- Edv mopatnprioete kdmotla ovemBountn evépyeia, EVNUEPDGTE TOV YIATPO 1] TOV POPLUOKOTOLO
caG. Avtd 1oybel kot Yo KaOe Thavi] avemBounTn evéEpyeio IOV dEV OVOPEPETAL GTO TAPOV
@OAAO 00N y1®V Ypnons. BAéme mapdypago 4.

T epréyeL 1o Tapdv OLAO 00N YLOV:

Tt eivan To Levodopa/Carbidopa/Entacapone Orion kot 7oto givot 1) yp1on Tov
T pénel va yvopilete mpv mapete 1o Levodopa/Carbidopa/Entacapone Orion
[og va napete to Levodopa/Carbidopa/Entacapone Orion

[Mbavég avemBounteg evépyeleg

[og va purdcoete to Levodopa/Carbidopa/Entacapone Orion

[epieydueva TG cuokeLATTNG KOl AOITEC TANPOPOPIES

ANk L=

1. T givan To Levodopa/Carbidopa/Entacapone Orion kot oo givan 1) yp1io1n Tov

To Levodopa/Carbidopa/Entacapone Orion mepiéyel tpeig dpactikég ovoieg (Aefoviona, KapPvtdma
KOl EVTOKATOVT]) € €va ETIKOAVUUEVO e Aemto vuévio diokio. To Levodopa/Carbidopa/Entacapone
Orion ypnoponoteitor w¢ Oepaneio yio T voécso tov Parkinson.

H véco¢ tov Parkinson mpokalieitot amd yoapnid enineda piog ovciog Yoot o¢ VIOTAUivn 6ToV
eyképoadro. H Aefovtona av&avetl v mocdTa TG VIOTOUIVNG KOl ETOUEVMG LEUDVEL TOL CUUTTMLLOTO
g vocov tov Parkinson. H xapfivtona kot 1 evtakamovn PEATIOVOVY TIC OVTITAPKIVGOVIKEG OPACELS
g Aefovtomnoc.

2. Tvpémer va yvopilete mpy napete 10 Levodopa/Carbidopa/Entacapone Orion

Mnyv napere To Levodopa/Carbidopa/Entacapone Orion og nepintoon:

- aAdepyiog otn Aefovtona, otV KapPLvTOTA 1) OTNV EVIOKATOVT 1] G OTO00NTTOTE GAAO A0 TO.
GULOTATIKA OLTOV TOV POPLAKOV (OVAPEPOVTAL GTNV TAPAYPAPO 6)

- OV €YETE YAAOKOUA KAEIGTNG Yoviag (Hia opBaApikn dwatapoyn)

- OV €YETE OYKO TOL EMVEPPLOIOV

- OV TOPVETE KATOL QappaKka yio T Oepameio TG KatdOAlnyng (cuvOVacHODS EKAEKTIKMV
avactoréov MAO-A kot MAO-B, 1 un ekiextikotg avaotoreic MAO)

- 7oV giyote TOTE KoKONOEG vevponmTikd cuvdpopo (KNZ — npokeiton yio omdvia ovtidpaon o€
(APLLOKO TTOV YPTCLLOTOL0VVTAL Yio T Bgpaneio cofapmv YuyiK®V dlotapaydV)

- 7oV giyoTe TOTE PN TPAVHOTIKY pafdopvoivon (o oTavia HoiKn dtaTopoyn)

- 7oV €xete Papld Nratiky voco.

IIpogidomou|oelS KoL TPOPVAGEELS
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AmevBuvleite ooV yroTpd 1 TOV Pappakonold cag mpw tapete o Levodopa/Carbidopa/Entacapone

Orion eav £yete N giyote 610 TOPEABOV:

- KapdloK TPOSPoAn 1| omolesdnmote GAAEG TaBNoELg TG KapOldg, LeTta&d TV omoiwmv givor Kot
01 KapdloKES appubuies, 1| TOV AHOPOP®V aryyeimv

- GoBpa M omoladnmote GAAN TAONON TOV TVELHOVAOV

- Nnatikd TpdPANUa, TN Uropel va amoarteital pvopion g 66ong cog

- VEQPIKT VOoO 1] ToONGELG TOL GYeTI{OoVTaL [IE TIC OPUOVES

- €AKn oToUd oV 1| OTLOGUOVG

- 0€ MEPIMTMOTN TOL £XETE TAPAUTETAUEVT] OLAPPOLL EVILEPDGTE TOV YIOTPO GOG KaBDG pmopel va
elvar onpeio eAeyHovig Tov Tox€0g EVIEPOL

- OMOL0ONTOTE HOPPN COPAPNG WOYIKNG SLOTAPAYNG OTT®G Y™

- YPOVIO YAODK®UO OVOIKTIG YOVIOG, EXEWON eVOEYETUL VA YperdleTal pubuion tng 0606NG GoG Kot
Vo omotteiTan TapoKolovonon g wieong Tv opBaAludV Gog.

2vuPovigvteite TOV Y1TPO GOC EAV TOIPVETE EML TOV TAPOVTOC:

- AVTIYOYOTIKE PAPLKO (PAPUOKO TOV YPTCILOTOI0VVTIOL TNV AVTILETMTION TG WYOY®ONC)

- (APLLOKO TO OO0 UITOPEL VO TPOKOAECEL YOUNAT OPTNPLOKT TIECT] OTOV ONKMOVECTE OO TNV
kapéha 1 10 kpePdri. Oa Tpénel va yvopilete 6T To Levodopa/Carbidopa/Entacapone Orion
EVOEYETAL VO, EMOEIVACEL OVTEG TIG AVTIOPACELS.

2vuPovlevteite Tov yotpd 606 av Kotd T d1dpKela e Oeponeiog ue to

Levodopa/Carbidopa/Entacapone Orion:

- TopoTNPNoETE OTL 01 POEG 0aG Evat TOAD dxoumTol 1] ePEavifovy EVToveS GUGTACELG, 1| EGV
EUPAVICETE TPOWO, AVNOVYI0, GUYYVOT], TUPETO, TOYLTOALIN, 1 LEYAAES OLOKVLAVGELS OTNV
aptnpokn oag mieorn. Edv cuufel otionmote and 1o oveTEP®, EMKOIVOVI|GTE APECOG UE TOV
TWTpo 6Os.

- aloBavieite KoTAOAWYT, £XETE OKEYELC Y10 OVTOKTOVIO, 1] TAPAUTNPNOETE ACLVNOIOTEG AAAAYES
0TI GLUTEPLPOPE GOG

- MO TMOGCETE OTL GOG TAipVEL EaPViKA 0 VITVOG, 1 av acBdveste Evtovrn vtvnAia. Xe Tétoln
TePITTOOT OV TPEMEL VoL 0dnyeite N va ypnotponoteite epyaieia | pnyovipata (BA. exiong v
napdypoeo “OdMynomn Kot XEPIoUOG UNYovVNHAT®VY™).

- TapoTNPNOETE OTL AVeEELEYKTEG KIVIIGELS apyilouV 1 ETOEVAOVOVTAL LETA TNV EVapEN TNG
Mymc tov Levodopa/Carbidopa/Entacapone Orion. Edv cuppet avtd, o yiatpdg cog pmopet va
TPETEL VO, KAVEL OAAQYT] TNG 6OCTG TOL OVTITAPKIVGOVIKOD QUPUAKOL TOV TOIPVETE.

- TOPOTNPNOETE S1APPOLO: GLVISTATAL TaPAKOAOVON O™ TOV Bépovg cag Yo va amopevydel to
eVOEYOLEVO VITEPPOMKNG ATMAELNG fAPOVG

- TapaTNPNOETE TPo0dELTIKN avopesia, e§acBévion (advuvapio, e£AvTAnon) Kot ammAEln Bapovg
LEGO OE GYETIKA LKPO XPOVIKO O1ACTN LN, € TETOWN TTEPINTOOT, Oa Tpémel va eEgTaoTEl TO
EVOEYOLEVO JIEVEPYELOG HLOG YEVIKNG LUTPIKNG EKTIUNONG GUUTEPIAAUPAVOUEVNG TNG NTOTIKNG
Aertovpyiog.

- vioBete TNV avaykn vo otopatnoete ) xpnon tov Levodopa/Carbidopa/Entacapone Orion, BA.
v mapdypoeo “Edv otapatnoete va naipvete to Levodopa/Carbidopa/Entacapone Orion”.

Evnuepdote oV Yi0tpd Gog edv £6€iC 1] 1) OIKOYEVELY GOG/0 PPOVTIGTNG GOG OLOTICTMGEL OTL
TAPOLGIALETE CUUTTMOUATA 0150V TOL 001 YOV otV embBupia Yio HEYOADTEPEG OOGELS TOV
Levodopa/Carbidopa/Entacapone Orion kot GAA®V QOPUOKEVTIKMY TPOTOVTI®V TOL YPTCLOTOI0VVTOL
v ™ Bepoameio g vocov Parkinson.

Evnuepdote oV Y10Tpd Gog v £G€IC 1] 1] OIKOYEVELN/O PPOVTIGTNG GOG OLOTICTMGEL TNV ELPAVIOT
TapOpUNoNg 1 EMBLLNG VoL CUUTEPLPEPETTE e TPOTOVS OYL SLVNDELS Yio €04G 1| €dv dev umopeite va
avtiotabeite otV Tapodpunon, BEANoN N TEPASUO va TpoPeite oe evépyeleg mov umopel va fAdyouv
TOV €0VTO GOG N TOVG YOP® GOG. AVTEG 0L GUUTEPUPOPES OVOLLALOVTOL SLOTAPAXEG EAEYYOV TV
TOPOPUNCEMY Kol Uopel va tepthapfavouv ebioud ot yaptonaréio, vrepPoAlkn KATAVIA®ON
@aynTov 1N VIEPPOAKEG SAMAVES, U1 PUGIOAOYIKA cvénpévn oeEovaiikn didbeon 1 evacyoinon pe
VIEPUETPEG OKEWYELG 1) ctoOnpaTa oeEovaiukcol epieyopévov. O ylotpdg 6og UIOPET Vo YPELNCTEL va
emava&loloynoet ) Bepaneio coc.
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O y1atpog 060G UTOPEL VO KAVEL TOKTIKEG EPYUSTNPLOKEC EEETAGEIC KATE, TN OGPKELD LOKPOYPOVIG
Oepaneiog pe to Levodopa/Carbidopa/Entacapone Orion.

Av mpémel va vtoPAndeite o€ xepovpyikn enépPacn, Tapakareiote va meite otov yYoTpd cag OTL
ypnowonoteite to Levodopa/Carbidopa/Entacapone Orion.

To Levodopa/Carbidopa/Entacapone Orion dev GuvictdTon yia ypfion yia tn Oepaneio
eEOMUPUUISIKAOV CUUTTOUATOV (T.). OKOVGLEG KIVIGELS, TPEUOVAO, KO0 TOV LOOV KOl LOTKES
GLOTAGELS) TOV TPOKAAOVVTOL ATO GAAL PAPLOKAL.

oword ko Epnpor

H eumneipio pe 1o Levodopa/Carbidopa/Entacapone Orion g acOeveic nhikiog kdtm tov 18 etdv givar
neproplouévn. Emouévag, dev cuvictdton n ypnon tov Levodopa/Carbidopa/Entacapone Orion og
TooLd 1 epnPovug.

Al @dppoxa kot Levodopa/Carbidopa/Entacapone Orion

Evnuepaoote tov yiatpd 1 tov opuoKonold cog edv maipverte, Exete mpdopato ndpet 1) pmopel vo
népeTe GALA PAPLOKAL.

Mnyv ndpete 10 Levodopa/Carbidopa/Entacapone Orion €6v TaipveTE GUYKEKPYEVA PAPUAKO Y10 TV
OVTIHETOMIOT TG KaTdOAyng (cuvdvacpong eKAEKTIKOV avaotorémv MAO-A kot MAO-B, 1 un
eKAeKTIKOVG avactoAieig MAO).

To Levodopa/Carbidopa/Entacapone Orion gvoéyetatl va avénocel tn Spdon kot Tig avemBounteg

EVEPYELEC OPLOUEVOV QUPUAK®V. MeTald avt®dv mepthappdvovtat:

- (APLLOKO TTOV YPTCLUOTOLOVVTOL Y10, TNV OVTLUETOTION TNG KATAOAIYNG OTTmG pokAoPepion,
OULTPLTTIAVY, SECUTPALIVY], LOTPOTIALVY, Beviapadivn kot Tapoletivn

- PUUTEPOAT KO IGOTPEVAALVT TTOL YPTCLLOTOLOVVTOL Y10 TNV OVTLUETMTICT| AVOTVEVCTIKMDV
nancemv

- 0OPEVOAIVI] TOL YPTCILOTOIEITOL Y10 TV CVTLETMMIOT GOPAPDV OAAEPYIKMV AVTIOPACEDY

- vopadpevarivr, vromapivn kot SoBovtapLivn Tov ¥PNCLLOTOIOVVTOL Y1t TV VTLLETMOTIOT
KOPOOKOV TOBNCGEMV KO TNG YOUUNANG OPTNPLOKNG THECTG

- 0-HEBVAVTOTO TTOV YPTCILOTOIEITAL Y10 TNV AVTILETOTIOT TG VYNANG 0pTNPLOKNG TTECTG

- OTTOLOPPIVY TTOL YPNOYOTOLEITAL Y10l TNV AVTILETOTIOT TG VOsoL Tov Parkinson.

H dpdon tov Levodopa/Carbidopa/Entacapone Orion gvdéyetal va eEacbevioel amd opiopéva

QApLOKa. XTa QApUOKO aVTA TEPIAOUPAvovTaL:

- OVTOY®VIGTES VIOTAUIVIG TOV XPTCLLOTOLOVVTAL Yiol T BEpameio T@V VONTIKOV dlaTopoydV,
NG votiog Kol Tov ERETOV

- (OVVTOTVN TOV YPNCLULOTOLEITOL Y10 TV TPOANYT] TV CTACHUMY

- namoPepivn TOV YPNCIUOTOIEITOL Y0 T YOAAPOOT] TOV LVMV.

To Levodopa/Carbidopa/Entacapone Orion pmopel va KGvel SUGKOAOTEPT) TV ATOPPOPTGT) TOV
o101POL 0O TO YUOTPEVTEPIKO cANVA. 'l avtd 10 AdYO, UV TaipveTE TAVTOYPOVE, TO
Levodopa/Carbidopa/Entacapone Orion kot copnAnpopata sidnpov. To
Levodopa/Carbidopa/Entacapone Orion kol T0. GUUTANPOUOTO GIONPOV TPETEL VO, AAUPAVOVTOL e
dtpopd 2 €m¢ 3 mpmv.

To Levodopa/Carbidopa/Entacapone Orion pg Tpo@1] kot w016

Mmopeite va tapete 10 Levodopa/Carbidopa/Entacapone Orion pe 1 xwpig tpoeny. o peptkode
acOeveig, to Levodopa/Carbidopa/Entacapone Orion pmopei vo, unv amoppo@dtot Kodd, av Anedel
pali pe, N Alyo petd omd tpoen mhodolo o TPMTEIVES (OTMG KPETA, YAPLO, YOAOKTOKOUIKY
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TPOTOVTO, GTOPOVE Ko Kapvola). Zupfovievdeite Tov yloTpd GoC, v TGTEVETE OTL KATL TETOLO 10YVEL
Y10 60G.

Kdnon, Onraopoc ko yovipdtnto

Edv eiote éyxvog 1 Onralete, vouilete 0T1 pmopel va giote £ykvog 1 oxed14LETE VO OMOKTNOETE T,
{ntote TN GVUPOLAT] TOV Y1OTPOD 1] TOV PAPUAKOTOIOD GAG TPV TAPETE AVTO TO PAPLOKO.

Agv mpémeiva OnAdlete kotd ™ didpkela g Oepaneiog pe Levodopa/Carbidopa/Entacapone Orion.

001 ynon kKo EPLopog pnyavnpdTmy

To Levodopa/Carbidopa/Entacapone Orion pmopei vo PLEIDGEL TNV 0PTNPLOKT| GOG TEST LE
arotéleopa va vidbete okotodiviy 1 {dAn. Eropévag, va giote 1dwaitepa Tpocektikol 6tav odnyeite N
OTAV YPTCULOTOIEITE EPYOAELD 1] LUNYOVILLOTCL.

Av vimBete €vtovn vTvnAia, 1 oV, LEPIKES POPES, SLOMIGTMOCETE OTL GOg TAipVEL EQPVIKA O VTTVOG,
nepuévete péxpl va EUTVNGETE TEAEIG TPV 00N YNGETE 1 KAVETE OTIONTOTE TOL OMALTEL VO €l0TE OF
gypnyopor. Xe dpopeTIKN mepinTmon unopet va 0EceTe TOV £0VTO GOG 1) TOLG AAAOVG GE KivOuvo
cofapov TpavpoTicrod 1 Bavdtov.

To Levodopa/Carbidopa/Entacapone Orion wepiéyetl caxyoapoln

To Levodopa/Carbidopa/Entacapone Orion mepiéyetl coxyapdln (1,2 mg/diokio). Av o yiaTpog Gog,
o0G EVNUEPMTE OTL £YETE duoaveSia 6€ OPIOUEVA GAKYOPO, EMKOIVMOVINGTE LE TOV Y1TPO GOG TPV
TOPETE OVTO TO PAPLLAKO.

To pdappaxo avtod mepiéxel Myodtepo amd 1 mmol (23 mg) vatpiov avd PEYIGTN GUVIGTOUEV
nuepnota 8601, gival avtd Tov ovopdlovpe «eAebBepo vatTpiovy.

3. og va apete To Levodopa/Carbidopa/Entacapone Orion

[Tédvtote va maipveTe TO PAPLOKO OVTO QVOTNPA COUPMOVE, LLE TIG 0N YIEG TOV YITPOV T} TOL
poppakomolod cog. Edv éxete apeiporieg, p@THoTe TOV Y1ATPO 1) TOV POPLOKOTOL0 GOG.

Mo eviAKec Kot NMKIOUEVOLC:

- O ywtpog oag Ba cag mel akpPac ndéca diokia Levodopa/Carbidopa/Entacapone Orion va
naipvere kdbe nuépa.

- Mnyv yopilete  unv ondre ta d1okio 68 PIKPOTEPH KOUUATIOL.

- [Ipéner va maipvete povo éva diokio kébe popd.

- Avdloya pe 1o IO avTidpate 61N Bepaneia, 0 Y1OTPOS GOG UTOPEL VO 00G GLGTIHOEL LYNAOTEPN
N xapnAdtepn d6om.

- Edv maipvete diokia Levodopa/Carbidopa/Entacapone Orion 50 mg/12,5 mg/200 mg,
75 mg/18,75 mg/200 mg, 100 mg/25 mg/200 mg, 125 mg/31,25 mg/200 mg 1
150 mg/37,5 mg/200 mg, unv naipvete mepiocotepa and 10 diokio nuepnoing.

Munote pe tov yriTpd 1 Tov eapuaKkonold cag av Bempeite 6tL 1 dpdon Tov
Levodopa/Carbidopa/Entacapone Orion givat oA 1oyvpn 1 ToAD adOvapn, 1 av EREaviceTte TOovES
VETOOUNTEG EVEPYELEG.

Ewova 1

Mo va avoi&ete ™ @LaAN Yo TpdTN QPOpd: avoi&te 1o
OO, KOU GTY] CUVEYEW TECTE LE TOV avTiyelpd cog
ndveo o©T10 oepaylopo pExpt avtd vo omdoel. BA.
gwova 1.
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Edv mapete peyorvtepn 66on Levodopa/Carbidopa/Entacapone Orion a6 Tnv Kavoviki)

Av mdpete kot Adbog mepiocdtepa diokia Levodopa/Carbidopa/Entacapone Orion amd 0T Tpémel,
cuppovievdeite aUES®S TOV YATPO 1) TOV POPUOKOTOL0 GG, L€ TEPIMTM®ON VIEPSOCOAOYiNG UTopEl
va areBavleite cOyyvon 1 avnovyia, o kapdlakds cog puOUOG uropel va ival mo apyog 1 mo Tay S
07t0 TO KAVOVIKO 1) UTOPEL VO TOPOVCLOGTEL OAANYT] GTO YPDLO TOV dEPHOTOC, TNG YADCOAG, TMV
LOTUOV 1] TOV 0VP®V GG,

Edv Eeydoete va wapete To Levodopa/Carbidopa/Entacapone Orion
Mnyv mépete dmAn 360M Yo Vo, avaTAnp®OoeTe To d1okio Tov Egxdoarte.

Av pecorofel mve amd 1 dpa péypt v emduevn d6on cag:
[Mapte €va dioxio poiig to Bounbeite kot mhpte TO EMOUEVO OIGKIO TNV KAVOVIKT| DPO.

Av pecorafel AMydtepo omd 1 dpa puéypt Ty exduevn d0om Gog:
[Tapte €va diokio poiig to Bounbeite, mepiuévete 1 mpa, kol LETA TAPTE AALO £val diokio. MeTd amod
VT, CLVEYIOTE VO TAIPVETE KOVOVIKE TIG SOCELS.

[Tavta va aprvete vo TEPACEL TOLAAYIGTOV Lia ®po LeTAED TV AMye®V dioKimV
Levodopa/Carbidopa/Entacapone Orion yio va amo@bOyete mBavEG avemBounTeg eVEPYELEG.

Edav ctapatiocere va naipvete 1o Levodopa/Carbidopa/Entacapone Orion

Mnyv octopatnoete tn Ay tov Levodopa/Carbidopa/Entacapone Orion gdv dev 60 TO GUGTNGEL O
YWTPOG GOG. € QLT TNV TEPINTMON, 0 YIATPOG GOG EVOEXETAL VO TPETEL VO pLOULicEL TOL GALDL
OVTUTOPKIVGOVIKA GAPLOKE GOG, EI0IKA TN AePOVTOTA, Y10 VO VITAPYEL EMAPKNG EAEYYOG TOV
ocounTopdtov oag. Edv dwaxoyete andtopa to Levodopa/Carbidopa/Entacapone Orion kot ta
VTOAOITO AVTUTOPKIVGOVIKA PAPLLOKO, HTOPEL VO TPOKAN 0OV avemBounteg evEpyeLeG.

Edv éxete mepliocOTEPES EPOTICELG GYETIKA LE TN XPNON OLTOV TOV PUPUEAKOV, POTNOTE TOV Y1TPO M|
TOV POPLOKOTOLO GOG.

4. IMBavég avemBopnTeg evépysereg

Onwg 6ha To pApLOKa, £TGL KOl AVTO TO PAPHOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELES, OV
Kot dgv Tapovoidlovral og 6AoVG Tovg avOpmmove. [ToAléG amd Tic avemBounTeg evEpyeleg UTOpOLV
va katarpatviovv pe pvubuion g d6omng.

Edv ot didpketa tng Oepanciog pe Levodopa/Carbidopa/Entacapone Orion gppoaviotovy ta

TOPOKATO CUUTTOUNTO, EMKOLVOVI|GTE APECOS IE TOV YI0TPO 6OG:

- O1 pbdeg oag Exovv yivel TOAD AKOUTTOL 1] EUPOVILOVV £VTOVEG GLOTAGELS, £XETE TPEUOVAO,
avnovyio, GUYYLGoT, TUPETO, TAYVTOAULA, 1] LEYAAES OIOKVUAVOELG OTNV CPTNPLOKT GOG TIEDT).
Avtd pumopel va givar cuumtdpato Tov Kakoéndovg vevpoinmrikod cuvopopov (KN, pog
OTAVIOG GOPap1g aVTIOPUOTC GE PAPHOKN TOV YPTCLLOTOIOVVTOL Y1 TV AVTIULETOTION
STOPAY DV TOV KEVIPLIKOL VELPIKOD GLGTAKATOG) 1] TNG pafdopvorvong (oG oTaviog
cofapng HLIKNG SloTapayng).

- Alepyucn| avtidpaon, Ta onueio propei va mepthapPdvovy kvidwon (kvidmtikd eEavinua),
oayovpa, eEavinua, TpnéyLo 6To TPOCcWOTO, Gt XEIAN, OTN YA®GGA 1) GTO AQLULO, TPAYLLO TTOV
umopel va TPOKAAEGEL OUGKOAIN GTIV OVATVOT 1] GTNV KATATOGN.

ol ovyvég (umopet va. exnpedoovy epioootepo. amo 1 ota 10 droua):
- avelédeykteg Kivnoelg (dvokivnoia)
- aicOnuo adrabeoiog (vavtio)
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aKivOLVOg SLGYPOUATIGHOG OVP®Y GE KOAGTAVOKOKKIVO YPDLLOL
LiKog Tdvog
ddppota.

2VYVEG (umopet vo. exnpedoovy éwg 1 ota 10 droua):

LaAn M AmoBopio Ady® yopUnAng apInPlokng TeoNs, VYNAN apTnploKy Tieon

eMdeivon TOV SVUTTOUAT®V TG vOcov Tov Parkinson, {aAn, vrvniio

€ETOC, KOIMOKOG TOVOG Kot duopopia, aicOnua kKavcov, Enpootopio, SuoKOIAOTNTO
advvapio Tov acevovg va ko Bel, yevdaisOnoelg, cuyyvo, Un eucstoroyikd dvelpa (Letasd
TOV OTOIMV KOl EPLAATEG), KOVpOoN

YOYKEG AALUYEG — CUUTEPIAAUPAVOUEVOV TPOPANUAT®OV [UE TN UVIUT, GYYOLS Kol KATAOAYNG
(MBavmg pe oKEYELG ALTOKTOVING)

EMECOO10 KAPIKNG 1] ApTNPLOKNAG VOGOL (T.)Y. TOVOG GTOV BMPOKA), 0KAVOVIGTOS KAPOLOKOG
TaAUOG M pLOUOG

TO GLYVEC TTOGELS

Aoy avViIOo oL

avénpévn epidpwon, eavinuota

UUIKES KpAUTES, TPNELLO TOV KAT® AKP®V

Oopumn 6poon

avopio

pelmpévn 6peln, peimon copotikod Bapovg

TOVOKEPUAOG, TOVOG GTIC 0pHpMOELS

AOUMEELG TOL OVLPOTONTUKOD.

Oy ovyvég (umopet vo, ermnpedoovy éwg 1 oo 100 droua):

KopdloKn TPOSPoAn

ooppayic 6To EVTEPO

oAL0YEG GTOV aPOHO TOV ALLOGOOLPIMY TOL PTOPEL VO EYOVV MG OUTOTEAEGLO. ApLOppayia, U
(UOIOAOYIKE OTOTEAEGHOTO QOKILACIDV TNG TATIKNG Agttovpyiog

GTAGLOL

aicOnua avnovyiog

YUYOTIKE GUUTTOUATO

KoAiTd0 (PAeypovn oto oyl £viepo)

SUCYPOUOTICHOG EKTOC OO TO, OVPO. (). TOV SEPUATOG, TV VYLDV, TOV LOAADV, TOL 1OPDTO)
dVGKOAID OTNV KATATOGON

advvapio ovpnong.

Mn yvootéc (17 ouyvotyta dev pumopei vo. ektiunbet pe faon ta o100¢o110. dedouévay):

EmbBopio yio peydieg 6c¢eig tov Levodopa/Carbidopa/Entacapone Orion wov vepPaivouv ekeiveg
OV OTALTOVVTOL Y10, TOV EAEYYO KIVITIKOV CUUTTOUAT®OV, TOV VAL YVOGT ®G GOVOPOLO
amoppLOpong tng vromapivng. Mepucol acbeveig mapovoidlovv coPapég Un LGIOAOYIKEG AKOVGIEG
Kivnoelg (duokvnoieg), dStakvpdvoelg d1d0eong 1 GArec avemBounteg evépyeleg Hetd amd T Anym
peydiov d6cewv Tov Levodopa/Carbidopa/Entacapone Orion.

"Exovv avoopepbel eniong o1 mapakdt® avemBOunTes EVEPYELEC:

nratitido (pAEyYHOVH TOL TOTOC)
Qayovpa.

Mmrnopei va gppovicete Tic okoAovbec avembounTes evEpyelec:

Advvapio avtiotaong otny mopdpuncn va tpoPeite oe gvépyela mov mbavov va givar
emPrapfng, n onoia uropei va teptroppavet:

- duvartn mapopun o yio vrepPoiikn yapTomaiSio Tapd TIG GoPaPEG TPOCOMIKES Iy

OUKOYEVELNKES GUVETELEG

- SPOPOTOINEVO 1 LENUEVO GEEOVOAIKO EVOLOPEPOV KOl GUUTEPLPOPA LE 10104TEPT

avnovyio g €64 N TOLG YOP® GUG, OTMG Y1 TAPASELY LA, AVENUEVT GeEOVOAIKT
d1Beom
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- avelédeykteg vTepPOrKEG ayopE 1) SATAVEG

- KPOUTAAT GoynToL (KOTAVAA®GT) LEYGA®MY TOGOTNTMV QAyNTOV GE UIKPE YPOVIKE
SOTAUATO) 1| KATOVOYKOOGTIKT KOATAVAAWDGT) @ayntoy (KATOVAA®MGCT TEPIGGOTEPOV
(ayNToL OO TO PLGLOAOYIKO KOl TEPLGGOTEPO OO OGO YPELALETAL Y10 VOl IKOVOTTO0el 1
TEVA 00G).

Evnuepdote 1oV Y10Tp0 GOg €AV TOPOVGLAGETE KATOL0 amd OTEG TIC GVUTEPLPOPES, Do culnToeTe
TPOTOVE XEPIoUOD 1| UEIDONC TV CUUTTOUAT®OV CQVTOV.

Ava@opa avemOOUNTOV EVEPYELOV

Edv mopoatnpnoete kdmolo avemBountn evépyela, EVIUEPDCTE TOV YIOTPO 1| TOV PAPLOKOTOLO GOGC.
AVTO 1oyvet Kot Yo, kKabe mhavn avemiBountn eVEPYELN TOV OV UVAPEPETOL GTO TUPOV GUALO
odNyL®V ypnons. Mropeite eniong vo avagépete avembountec evépyeleg anevbeiag, LEGH TOV
€0VIKoV GVOTNUATOG AvaPOoPdgs TTov avaypdeeTol oto [apdpmua V. Mécm ¢ avagopdc
avemBountev evepyeldv pumopeite va fonbncete otn cLAAOYN TEPIGGATEPOV TANPOPOPIDV GYETIKA
LE TNV 0OPAAELN TOV TUPOVTOG POPUAKOV.

5. og va guraccete To Levodopa/Carbidopa/Entacapone Orion
To @dappaxo avtd Tpénel vo PLAACGETOL GE PEPT TOV OEV TO PAETOLV Kot dEV TO POAVOLVY Ta, TOLdLAL.

Noa pn yp1oLOTOIEITE AVTO TO PAPUOKO HETA TNV NLLEPOUNVIL ANENG TOV AVOPEPETAL OTI PLAAT Kol
o10 kovuti. H nuepopunvia Anéng sivar n tehevtoio nUEPQ TOL PAVA TOV OVOPEPETAL EKEL.

To @dapuaxo avtod dev amartel Waitepeg ouvONKeS POAAENG.

Mnyv metdite @AppoKa 6To vepod TG AmoYETEVONG 1] 0Ta O1KLoKE amoppippota. Potote tov
(POPLOKOTOLO GOG Y10 TO TMG VO TETAEETE T PAPLLOKA TTOV OEV YPTCILOTOLEITE Tl AVTA ToL pLETpa. Oal
BonOnoovv oty Tpoctacio Tov TEPPAAAOVTOG.

6. Iepreydpeva TG 6VOKELUGIOS KOl AOUTES TANPOPOPIES
Tv tepréyer o Levodopa/Carbidopa/Entacapone Orion

- Ot dpaoTtikég ovoieg Tov Levodopa/Carbidopa/Entacapone Orion givai  Agfovtona, m
KOPPIvTOTO KO 1) EVIOKATOV.

- Kd&Be dioxio Levodopa/Carbidopa/Entacapone Orion 50 mg/12,5 mg/200 mg nepiéyet S0 mg
AePovtomag, 12,5 mg kapPivronog kot 200 mg evroKandvng.

- Ta @GAAo GLGTOTIKG GTOV TLPNVA TOV S10KIOL Elval VOTPLOVY0G SLLGTAVPOVUEVT KAPUEALOLN,
OTEOTIKO HOyVio10, Apvdo apafoacitov, pavvitodin (E421) kot moPfvovn (E1201).

- Ta cvotaTikd otV eTKAALYT pe AemTd VPEVIO givar YAvkepoin (85 toig ekatd) (E422),
VIPOUEAAOLT, OTEATIKO Hayviolo, ToAvcopPikd 80, epuBpod o&eidio tov cdnpov (E172),
cakyopoln, dro&eidio titaviov (E171) ko xitpvo 0&gidio Tov adnpov (E172).

Epgévion tov Levodopa/Carbidopa/Entacapone Orion kol TEpeyOeva TG CVGKELAGING
Ta d1oxio Levodopa/Carbidopa/Entacapone Orion 50 mg/12,5 mg/200 mg eivat KapekoKKiva 1
YKP1LOKOKKIVA, GTPOYYVAL, KUPTA EMIKAAVUUEVA LE AETTO DUEVIO, YOPIC EYKOTT, PEPOVTA, TNV EVOEIEN

“LCE 50” ot pio tAevpd TOUC.

To Levodopa/Carbidopa/Entacapone Orion diatifeton og €61 dapopetikd peyédn cvokevasiog (10,
30, 100, 130, 175 1 250 dokia). Mmopel va unv KukAo@opohv OAEG Ol GLOKEVAGIES.

Karoyog Adswog Kvkrogopiog
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Orion Corporation
Orionintie 1
F1-02200 Espoo
dwviavdia

Hapaockevaotiig

Orion Corporation Orion Pharma

Joensuunkatu 7
FI-24100 Salo
Dwiovdio

INo omoladnmote TANPOPOPia GYETIKA LE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKUAEITTE VO

angvBuvheite otov Tomkd avtimpdcwno tov Katdyov e Adsiog Kvkiopopiog:

Belgié/Belgique/Belgien
Orion Corporation
Tél/Tel: +358 10 4261

Bbarapus
Orion Corporation
Ten.: +358 10 4261

Ceska republika
Orion Corporation
Tel: +358 10 4261

Danmark
Orion Pharma A/S
TIf: +45 8614 0000

Deutschland

Orion Pharma GmbH
Jirgen-Topfer-Stralie 46
22763 Hamburg

Tel: +49 40 899 689-0

Eesti
Orion Corporation
Tel: +358 10 4261

EALada
Orion Pharma Hellas M.E.IL.E
TnA: + 30210 980 3355

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Orion Corporation
Tel: +358 10 4261

Lietuva
Orion Corporation
Tel: +358 10 4261

Luxembourg/Luxemburg
Orion Corporation
Tél/Tel: +358 10 4261

Magyarorszag
Orion Corporation
Tel.: +358 10 4261

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Orion Corporation
Tel: +358 10 4261

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

Osterreich
Orion Pharma GmbH
Tel: +49 40 899 6890

Polska
Orion Pharma Poland Sp z.0.0.
Tel.: + 48 22 8333177

Portugal
Orion Corporation
Tel: +358 10 4261

Romania

Orion Corporation
Tel: +358 10 4261
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Ireland

Orion Corporation
Tel: +358 10 4261
Island

Vistor hf.

Simi: +354 535 7000

Italia
Orion Corporation
Tel: +358 10 4261

Kvnpog
Orion Corporation
Tnh: +358 10 4261

Latvija
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

United Kingdom (Northern Ireland)
Orion Corporation
Tel: +358 10 4261

To mapév pviro 0dNYLOV YprioNg avadepOnKe Y10 TELEVTAIN POPE GTIS

Alleg Tyég TANPOQOPLAOV

Aemtopepeic TAnpopopies Yo To PApLaKo avTo gival S100EGIUES GTOV SIKTLOKO TOTO TOL
Evponaikod Opyoviopov @apudimv: http://www.ema.europa.eu.
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@viro oonYLov piong: IIinpoeopics Yo Tov ypriioty

Levodopa/Carbidopa/Entacapone Orion 75 mg/18,75 mg/200 mg smkalvppévo, pne AenTé VUEVIO
ookia
Aepovtoma/KapPivtoma/evaKomdvn

AW PaoTe TPOGEKTIKA OLOKANPO TO GVAAO 001 VLAV YP1ONGS TPV UPYICETE VO, TAIPVETE VTO TO

QOapROKO, O10TL TEPLAOUPAVEL oNUAVTIKES TANPOPOPIES Y10 GaC,

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

- Edv éxete mepartépm amopieg, pmTNGTE TOV YIOUTPO 1] TOV QOPLAUKOTOLO GG,

- H cvvtayn yuo avtd to pappako xopnyndnke amokAIoTIKA Yio 60G. Aev TPENEL VO, SDGETE TO
@apuako o€ GAlovc. Mmopei va toug Tpokarécet PAAPT, Ao Kot OTOV TO CUUTTMOUOTO TNG
aoBéveldg toug etvan idwa pe ta d1kd Gog.

- Edv mopatnprioete kdmota ovemBountn evépyeia, EVLEPDOGTE TOV YIOTPO 1] TOV (OPLOKOTOLO
cag. Avtd 1oydet Kot yio kaOe mihavr avemBOunTn evEPYELD TTOL OEV OVAPEPETAL GTO TAPOV
@OAAO 0O yI®V Ypnons. BAéme mapdypago 4.

T epréyer 1o Tapdv @OLA0 00N YLOV:

Tt eivon To Levodopa/Carbidopa/Entacapone Orion kot 7oto givot 1) yp1on tov
T npénel va yvopilete mpv mapete to Levodopa/Carbidopa/Entacapone Orion
[og va ndpete to Levodopa/Carbidopa/Entacapone Orion

[Mbavég avemBounteg evépyeleg

[og va purdcoete to Levodopa/Carbidopa/Entacapone Orion

[epieydueva TG cLOKELAGTNG KO AOITEC TANPOPOPIES

ANk L=

1. Th givan To Levodopa/Carbidopa/Entacapone Orion kot towa givan 1) (pfion Tov

To Levodopa/Carbidopa/Entacapone Orion mepi€yet tpelg dpaotikég ovaieg (Aefovtona, kKapPfvtdna
KOl EVTOKOTOVT) O€ £val ETKOAVUUEVO e Aemtd vuévio diokio. To Levodopa/Carbidopa/Entacapone
Orion ypnoponoteiton w¢ Oepaneio yio T voéco tov Parkinson.

H vécoc¢ tov Parkinson wpokaieitot amd younid eninedo pog ovcicg yvootn @g VIoTapivn 6Tov
eyképadro. H Aefovtona av&avetl Tnv mocdTTa TG VIOTOUIVIG KOl ETOUEVMG LEUDVEL TOL GCUUTTMLOTO
g vocov tov Parkinson. H xapBivtoma Kot 1 evtakamovn BEATIOVOVY TIG OVIUTAPKIVOOVIKEG OPACELG
g Aefovtomnoc.

2. Tvpémer va yvopilete mpry napete 10 Levodopa/Carbidopa/Entacapone Orion

Mnyv napete To Levodopa/Carbidopa/Entacapone Orion og nepintoon:

- aAkepylag otn Aefovtona, oty KapPLvTOna 1 TNV EVIOKATOVT 1] G 0TO00NTTOTE GALO ATTO Ta.
GULOTATIKA QLTOV TOV POPLAKOV (OVAPEPOVTOL GTNV TOPAYPAPO 6)

- oV €YeTe YAAOKOUO KAEGTAG Yoviag (Lo opBaipikn doTapoyn)

- OV €YETE OYKO TOL EMVEPPLOIOV

- OV TOIPVETE KATOL0 QApHOKa Y1 T Ogpameia Tng KatdOAnyng (cVvOVACHODS EKAEKTIKMV
avactoréov MAO-A kot MAO-B, 1 un ekiexticotg avaotoreic MAO)

- Tov giyate ToTE KoKONOeg vevponntikd cuvdpopo (KNZ — npokeitan yio omdvia ovtidpaon o€
(APLLOKO TTOV YPTCLUOTO0VVTAL Yio. T Bgpaneio cofapmv yuyiK®v dotapaydv)

- 7oV giyoTe TOTE PN TPAVHOTIKY pafdopvoivon (Uie oTdvia HoiKn dtaTopoyn)

- 7oV €yete Popld Nratikn voco.

IIposgidomou|oelS Kol TPOPVAAEELS

AmevBuvleite otov yotpd f 1oV eapuakorold caoc tpw mhpete to Levodopa/Carbidopa/Entacapone
Orion gav &yete N elyote 6T0 TOPEADOV:
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KapdloK TPOSPoin 1 orolesdfmote GAAEG TaBNGELG TNG KaPAAG, LETAED T™V OTolMV Eivar Kot
01 KapdloKES appubpies, | T®V APOPOPOV ayyeimv

GoBpa M omoladnmote GAAN TAON O™ TOV TVELHOVAOY

NnaTiKd TPOPANUE, ETEWON Uropel va amarteitan pHOon g 66omng cag

VEQPIKT VOoO 1] ToONGELG TOL GYeTI{OoVTaL [IE TIC OPUOVES

€AKN 6ToUd OV 1| OTOGUOVG

0€ MEPIMTMON TOL £XETE MAPOTETAUEVT] O1APPOLL EVILEPDOTE TOV YIOTPO GOG KOOMG Umopel va
elvat onpeio eAeyHoVig TOL TOXE0G EVIEPOV

OMOL0ONTOTE HOPPN COPAPNG WOYIKNG SLOTAPAYNG OT®G Y™

YPOVIO YAODK®UO OVOIKTNG Y®VING, ENEON evOEYETOL va ypetaletar pHBuon g 66omg oag Kot
Vo omotteiTan TapoKoAovonon g wieong Tv opBaAludV cog.

2uuBovAevTEiTE TOV Y1OTPO GOC EQV TOIPVETE EML TOV TAPOVTOC:

AVTIYOYOTIKE PAPLKO (QAPUOKO TOV YPTCILOTOIOVVTOL TNV AVTILETMTION TG WYOY®ONC)
(APLLOKO TO OTTO10 UTOPEL VO TPOKOAEGEL YOUNAT PTNPLOKT TIECT] OTOV OTKOVECTE OO TNV
kapéia 1 1o kpePdri. Oa tpénel va yvopilete 6T To Levodopa/Carbidopa/Entacapone Orion
EVOEYETOL VO EMOEIVACEL QVTEG TIG UVTIOPACELS.

uupovievteite Tov yorrpd coc av Kot Tn didpkeia tne Oepaneiac pe to

Levodopa/Carbidopa/Entacapone Orion:

TapoTNPNOETE OTL O1 POEG OOG EVOL TOAD AKAUTTOL 1) EREAVI{OVY EVTOVEC GUGTAGCELG, 1] EGV
EUPAVICETE TPOWO, AVNOVYI0, GUYYVOT], TVPETO, TOYLTOALIN, 1 LEYAAES OLOKVLAVGELS OTNV
aptnpokn oag mieorn. Edv coufel otidnmote and 1o aveTéEP®, EMKOIVOVI|GTE APECOG UE TOV
TWTpo 6Os.

aloBavOeite KoTAOAWYT, £XETE OKEYELC Y10 VTOKTOVIO, 1] TAPATNPNOETE AGLVNOIGTEG CAAAYES
0TI GLUTEPLPOPE GaG

MO TMOGCETE OTL GOG TaipVeL Eapvikd 0 VIVOG, 1 av acBdveste Evtovn vtvnAia. Ze Té€toln
nepInT®ON OV TPEMEL v, 0dnyeite N va ypnotponoteite epyaieia | pnyovipata (BA. exiong v
Tapdypoeo “OdMynomn Kot XEPIoUOC UNYovNHAT®VY™).

TapoTNPNOETE OTL AVveEELEYKTEG KIVIIGELS apyilouV 1 ETOEVAOVOVTAL LETA TNV EVapEN TNG
Mymc tov Levodopa/Carbidopa/Entacapone Orion. Edv cupet avtd, o yratpdg cog pnopet va
TPEMEL VO, KAVEL OAAQYT] TNG OGS TOL OVTIITAPKIVGOVIKOD QUPUAKOL TOV TOIPVETE.
TOPOTNPNOETE SIAPPOLO: GLVICTATAL TOPAKOAOVON O™ TOV Bépovg Gag Yo va amopevydel to
EVOEYOUEVO VITEPPOMKNG ATMAELNG PAPOLG

TOPOTNPNOETE TPOOJELTIKY avopesia, e§acBévion (advvapia, £dvtinon) kot andAelo Bapovg
LEGO OE GYETIKA LKPO YPOVIKO O1ACTN LN, € TETOIN TEPIMTOOT, Oa Tpémel va, eEeTaoTEL TO
EVOEYOUEVO JIEVEPYELOG HLOG YEVIKNG LOTPIKNG EKTIUNONG GUUTEPIAQUPAVOUEVTG TNG NTOTIKNG
Aertovpyiog.

vioBete TNV avaykn vo otopatioete T ypnon tov Levodopa/Carbidopa/Entacapone Orion, BA.
v mapdypoeo “Edv otapatioete va naipvete to Levodopa/Carbidopa/Entacapone Orion”.

Evnuepdote T0v y10tpd Gog £dv €0€IC 1 1] OIKOYEVELD GOG/0 PPOVTICTNG GOG SLOMIGTMOCEL OTL
TOPOVCIALETE CUUTTMOUATA E01GHOD TOL 001 YOVV otV emMBLiN Yio LEYOADTEPEG OOGELS TOV
Levodopa/Carbidopa/Entacapone Orion kot GAA®V QOPUOKEVTIKMY TPOTOVTI®V TOL YPTCLULOTOI0VVTOL
v ™ Bepameio Tng vocov Parkinson.

Evnuepdote Tov y10Tpd Gog edv £6€iC 1] 1| OIKOYEVELD/O PPOVTIGTIG GOG OOTICTMGEL TNV ELPAVIOT
TapOpUnoNg M EMBLiNG VoL CUUTEPLPEPETTE e TPOTOVS OYL SLVNDELS Yo €04G 1| €dv dev umopeite va
avtiotabeite oty Tapodpunon, 6EAnon 1 mepacud vo tpofeite o evépyeleg Tov pmopel vo PAdyovv
TOV €00TO GOG N TOVG YOP® GOG. AVTEG 0L GUUTEPUPOPES OVOLALOVTAL SLOTAPAYEG EAEYYOV TV
TOPOPUNCE®Y Kol umopel va teptiapfavouvy ebioud ot yaptonaréio, vrepPoAlkn KATAVIA®ON
@aynNTov 1N VIEPPOMKESG SAMAVESG, UN PLVOIOAOYIKA avénpévn oeEovaiikn didbeomn 1 evacyoinon e
VIEPUETPEG OKEWYELG 1) ctoOnpaTa oe&ovaikol epieyopévov. O y1oTpdg 6og UIOPET Va YPELNCTEL va
emava&loloynoet ) Bepansio cac.
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O y10tpog 060G UTOPEL VO KAVEL TOKTIKEG EPYASTNPLOKEC EEETAGEIC KATE, TN O1GPKELD LOKPOYPOVIG
Oepaneiog pe to Levodopa/Carbidopa/Entacapone Orion.

Av mpémel va vtoPAndeite o€ xepovpyikn emépPacn, Topakareiote va weite otov yaTpd cag OTL
ypnowonoteite to Levodopa/Carbidopa/Entacapone Orion.

To Levodopa/Carbidopa/Entacapone Orion dev GuvigtdTon yio ypfon yio tn Oepameio
eEOMUPUUISIKOV CUUTTOUATOV (T.). OKOVGIEG KIVIGELS, TPEUOVAO, OKOUWYIO TOV LUV KOl LUTKES
GLOTAGELS) TTOV TPOKAAOVVTOL ATO AAAL QAPLOKOL.

Moo kar Epnpor

H eumneipio pe 1o Levodopa/Carbidopa/Entacapone Orion g acfeveic nAikiog kdtm tov 18 etdv givar
neproplopévn. Erouévag, dev cuvicatdtor 1 ypnon tov Levodopa/Carbidopa/Entacapone Orion og
TooLd 1 epnPovug.

Ao @dppoxa kot Levodopa/Carbidopa/Entacapone Orion

Evnuepaoote tov y1otpo 1 TOV QOPUOKOTOLO GG GV TOIPVETE, £XETE TPOCOATO TAPEL 1] LopEl val
TapeTE GALD PAPLOKAL.

Mnyv ndpete 10 Levodopa/Carbidopa/Entacapone Orion €6v ToipveTe GUYKEKPYEVA PAPLAKO VIO TNV
OVTIHETOMION TNG KATAOAyNG (cLVvILAGHOVG EKAEKTIKOV avaoToAémv MAO-A kot MAO-B, 1 un
eKAeKTIKOVG avaoToAeic MAO).

To Levodopa/Carbidopa/Entacapone Orion gvdéyetat va ovéncet tn Spdon kot Tig ovemBounteg

EVEPYELEC OPLOUEVAOV QOPUAK®V. MeTalD avt®dv mepthappdvovtat:

- (APLLOKO TTOV YPTCLUOTOLOVVTOL Y10, TNV OVTLLETOTION TNG KATAOAIYNG OTTmg pokAoPepion,
OULTPLTTIALVY, OECUTPALIVY, LOTPOTIALVY, Beviapadivn Kot Tapo&eTivn

- PUUTEPOAT KO IGOTPEVAALVT TTOL YPTCLLOTOLOVVTOL Y10 TNV OVTLUETMTICT| AVOTVEVCTIKMV
nabnceov

- 0OPEVOAIVI] TTOL YPTCILOTOIEITOL Y10 TV CVTLETMMIOT GOPAPDY OAAEPYIKMV AVTIOPACEWDY

- vopadpevaAivr, viomapivn kot 60BovTapLivr TOv YPNCLLOTOIOVVTOL Y1t TV VTLLETAOTIOT
KOPOOKOV TOBNCGEMV KO TNG YAUNANG OPTNPLOKNG TIECTG

- a-pEBVAVTOTO TOV YPTCIULOTOIEITAL Y10 TV AVTHETMMICT TG VYNANG OPTNPLOKNG TIEOTG

- OTTOLOPPIVI) TTOL YPNCUYLOTOLEITAL Y10l TNV AVTILETOTIOT TG VOsoL Tov Parkinson.

H dpdon tov Levodopa/Carbidopa/Entacapone Orion gvdéyetat va eEacbevicel amd opiopéva

QApLOKO. XTa QApUOKO aVTA TEPIAOUPAvOVTIL:

- OVTOY®VIGTEG VIOTAUIVIG TOV XPTCLLOTOOVVTAL Yiol T BEpameio T@V VONTIKAOV dlaTopoydV,
NG voTiog Kol ToL ELETOV

- (OVVTOTVN TOV YPNCLULOTOLEITAL Y10 TV TPOANYT TOV CTOCUDV

- namoPepivn TOV YPNCUOTOLEITAL Y10 TN YOAAPWOOT] TOV HVMV.

To Levodopa/Carbidopa/Entacapone Orion pmopel va KGvel SUGKOAOTEPT) TV ATOPPOPTGT) TOV
G1ONPOL OO TO YUOTPEVIEPIKO GOANVA. Il avtd T0 AdYO, UV TaipveETE TAVTOYPOVE, TO
Levodopa/Carbidopa/Entacapone Orion kot cupmAnpopata cidnpov. To
Levodopa/Carbidopa/Entacapone Orion kol T0. GUUTANPOUOTO GOTPOL TPETEL VO, AAUPAVOVTOL e
dtpopd 2 ¢ 3 mpmv.

To Levodopa/Carbidopa/Entacapone Orion pg Tpo@1] kot w0ot6
Mmnopeite va tapete T0 Levodopa/Carbidopa/Entacapone Orion pe 1 xwpig tpoen. o pepikode

acOeveic, o Levodopa/Carbidopa/Entacapone Orion umopet vo, unv amoppo@dtot kold, av Anedel
pali pe, N Alyo petd amd tpoen Thobolo o TPMTEIVES (OO KPEUTO, YAPLH, YOALUKTOKOMIK(,
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TPOTOVTO, GTOPOVS Ko Kapvola). Zupfovievdeite Tov yloTpd GOC, v TOTEVETE OTL KATL TETOLO 10YVEL
Y10 60G.

Kdnon, Onraopoc ko yovipdtnro

Edv eiote éyxvog 1 Onhalete, vouilete 0T1 pmopel va giote £ykvog 1 oxed1aleTe Vo AMOKTHOETE T,
{ntote TN cvUPoLAT TOV Y1OTPOD 1) TOV PAPHOKOTOIOD GG TPV TAPETE AVTO TO PAPLOKO.

Agv mpémeiva OnAdlete kotd ™ didpkela g Oepaneiog pe Levodopa/Carbidopa/Entacapone Orion.

001 ynon kKo EPLopog pnyavnpdTmy

To Levodopa/Carbidopa/Entacapone Orion pmopei vao PLEIDGEL TNV 0PTNPLOKT| GOG TEST LE
arotéleopa va vidmbete okotodivn 1 (dAn. Enopévac, va giote 1daitepa TpocekTikol 6tav odnyeite N
OTAV YPTCULOTOIEITE EPYOAELD 1] LUNYOVILLOTCL.

Av vimBete €vtovn vTvnAia, 1 oV, LEPIKES POPES, SLOTICTMCETE OTL GOg TAipVEL EQPVIKA O VTTVOG,
nepluévete PEYPL va EUTVNGETE TEALEIWC TPV 00N YNOETE 1] KAVETE OTIONTOTE TOV OMALTEL VO €l0TE OF
gypnyopor|. Xe dlopopeTIKN TepinT®mon unopet va BEceTE TOV E0VTO GOG 1) TOLG AAAOVG GE KivOuvo
cofapod TpavpaTicHob 1 Bavdtov.

To Levodopa/Carbidopa/Entacapone Orion wepiéyel caxyapoln

To Levodopa/Carbidopa/Entacapone Orion mepiéyet cokyapdln (1,4 mg/diokio). Av o yaTpog Gog,
o0G EVNUEPMTE OTL £YETE duoaveSia 6€ OPIOUEVA GAKYOPO, EMKOIVMOVINGTE LE TOV Y1TPO GOG TPV
TOPETE OVTO TO PAPLLAKO.

To pappaxo avtd mepiéyel Mydtepo amd 1 mmol (23 mg) vatpiov avd HEYIGTN GUVIGTOUEVN
nuepnoa 8601, ival avtd Tov ovopdlovpe «eAebBepo vatpiovy.

3. og va wapete To Levodopa/Carbidopa/Entacapone Orion

[Tédvtote va maipveTe T0 PAPULAKO QVTO QVOTNPA COUPOVE, LLE TIG 00N YIEG TOV YIATPOV T} TOL
pappakomolod cog. Eav éxete apeiPorieg, potnote ToV Y10TPO 1] TOV POPLOKOTOL0 GO,

Mo eviAikeg kKot NMKIOUEVOLC:

- O ywtpog oag Ba cag mel akppac toéca diokia Levodopa/Carbidopa/Entacapone Orion va
naipvete kabe nuépa.

- Mnyv yopilete  unv ondte ta d1okio 68 PIKPOTEPH KOUUATIOL.

- [Ipénet va maipvete povo éva diokio kdbe popd.

- Avdloya pe 10 IO avTidpate 61N Bepamneia, 0 YTpOS GO UTOPEL VO 00G GLGTIHOEL LYNAOTEPN
N xapnAdtepn d6om.

- Edv naipvete diokia Levodopa/Carbidopa/Entacapone Orion 50 mg/12,5 mg/200 mg,
75 mg/18,75 mg/200 mg, 100 mg/25 mg/200 mg, 125 mg/31,25 mg/200 mg 1
150 mg/37,5 mg/200 mg, unv naipvete nepiocodtepa and 10 diokio nuepnoing.

Munote pe tov yriTpd 1 ToV QapuoKoTold oog ov Bewpeite 6tL 1 dpdon Tov
Levodopa/Carbidopa/Entacapone Orion givat oA 1oyvpi 1 ToAD adOvapn, 1 ov ELEaviceTe TOavES
VETBOUNTEG EVEPYELEG.

Ewova 1

Mo va avoi&ete ™ @LaAN Yo TpdTN QPOpd: avoi&te 1o
OO, KOL GTY] GUVEYEW TECTE LLE TOV avVTixEpd oag
ndveo oT10 oepdylopo péxpt avtd vo omdoel. BA.
gwova 1.
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Edv mapete peyordtepn 666mn Levodopa/Carbidopa/Entacapone Orion a6 Tnv Kavoviki)

Av mapete katd Adbog mepiocdtepa diokia Levodopa/Carbidopa/Entacapone Orion amd 0T Tpémel,
cuppovievbeite auécS TOV YATPO 1) TOV POPUOKOTOLO 0OG. L€ TEPIMTM®ON VIEPOOCOAOYING UTOpEl
va areBavleite cOyyvon 1 avnovyia, o kapdlakdg cog pLOOG uropel va ival o apyog 1 mo Tay OGS
07t TO KAVOVIKO 1] WTOPEL VO TOPOVCIUGTEL OAANYT] GTO XPDOUO TOV SEPUATOC, TNG YADCOUS, TOV
LOTUOV 1] TOV 0VP®V GG,

Edv Eeydoete va wapete To Levodopa/Carbidopa/Entacapone Orion
Mnyv mépete dSumAn 360N Y10 VO AvOTANPAOCETE TO d1oKio Tov Egydoarte.

Av pecolafel mévo amd 1 dpa péypt v emduevn d6on cag:
[Mapte €va diokio poiig to Bounbeite kot mhpte TO EMOUEVO O1GKIO TNV KAVOVIKT| DPO.

Av pecorafel Mydtepo omd 1 dpa puéypt Ty exduevn d0om 6ogc:
[Tapte €va dioxio poiig to Bounbdeite, mepuévete 1 mpa, ko LETA TAPTE AALO €va diokio. MeTd amod
VT, CLVEYIOTE VO TAIPVETE KOVOVIKE TIG SOCELS.

[Tavta va apfvete vo TEPAGEL TOVAGYIGTOV pio ®pa PeTAED TOV AMye®V dioKiwmV
Levodopa/Carbidopa/Entacapone Orion yia va. amo@Oyete mavEG ovemBOUNTEG EVEPYELEG.

Edav ctopaticete va naipvere to Levodopa/Carbidopa/Entacapone Orion

Mnyv otopatnogte tn Ay tov Levodopa/Carbidopa/Entacapone Orion gdv dev 60 TO GUGTNGEL O
YWTPOG GOG. € QLT TNV TEPINTMON, 0 YIATPOG GOG EVOEXETAL VO TPETEL VO pLOULicEL TOL GALDL
OVTUTOPKIVGOVIKA PAPUAKA Gag, EO1KA Tr AefOVTOTA, Y10 VO VITAPYEL EMUPKNG EAEYYOG TOV
countopatov cag. Edv dwxoyete andtopa to Levodopa/Carbidopa/Entacapone Orion kot ta
VTOAOITA AVTUTALPKIVGOVIKA PAPLOKE, UTOPEL VO TPOKANO0UV avemBounteg eveépyeles.

Edv éxete mepliocOTEPEG EPOTNCELG GYETIKA LLE TN XPTION CLTOV TOV PUPUAKOV, POTNCTE TOV YOTPO 1|
TOV POPUUKOTTOLO GOG.

4. IMBavéig avemBopnTeg evépysieg

Onwg 6ha To pAppraKa, £TGL KOl AVTO TO PAPHOKO UTOPEL VoL TPOKAAESEL AVETIHOUNTEG EVEPYELES, OV
Kot 6gv Tapovotdlovral oe OAoVG Tovg avOpmmovc. [ToAlég amd Tic avemBounteg evépyeleg UTopovv
va katarpatviovv pe pvubuion g 66omng.

Edv ot dudpkeia g Oepaneiog pe Levodopa/Carbidopa/Entacapone Orion gppaviotovv ta

TOPOKATO CUUTTOUNTO, EMKOLVOVI|GTE APECOS ILE TOV YI0TPO GOG:

- O1 pbdeg oag Exovv yivel TOAD AKOUTTOL 1] ELPOVILOVV £VTOVEG GLOTAGELS, £XETE TPELOVAO,
avnovyia, GOYYLGoT, TVPETO, TOYVTOAUIA, 1] LEYAAEG OIUKVUAVGELG TNV APTNPLOKT COG TIECT).
Avtd pumopel va givar cuumtdpato Tov Kakondovg vevpoinmrikod cuvopopov (KN, pog
OTAVIOG GOPap1g aVTIOPUOTC GE PAPHOKO TTOV YPTGILOTOIOVVTOL Y1 TV OVTIULETOTION
STOPAYDV TOV KEVIPIKOV VELPIKOV GUCTHHATOSG) 1 TNG pafdopvoivong (o omdviag
cofapng HLIKNG SloTapayng).

- Allepyucn| avtidpaon, Ta onueio propei va mepthapPdvovy kvidwon (kvidmtikd eEavinua),
oayobvpa, eEavinpua, TprHéyLo 6To TPOCcWOTO, Gt XEIAN, OTN YA®GGA 1) 6TO AQLILO, TPAYLLO TTOV
umopel va TPOKAAEGEL OUGKOAIN BTNV OVOTVOT 1] GTNV KATATOGN.

ol ovyvég (umopet va. exnpedoovy epioootepo. amo 1 ota 10 droua):
- avelédeykteg Kivnoelg (dvokivnoia)
- aicOnuo adrobeciog (vavtio)
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aKivOLVOG SLGYPOUATIGHOG OVP®Y GE KAGTAVOKOKKIVO YPDLLOL
LiKog Tdvog
ddppota.

2VYVEG (umopet vo, exnpedoovy éwg 1 ota 10 droua):

LaAn M AmoBopio Ady® yopUnAng apTnPloKng TEoNS, VYNAN apTnPLoKy Tieon

emdeivoon T@v cuuntoudTev g vosov tov Parkinson, {aAn, vrvniio

€ETOC, KOIMOKOG TOVOG Kot duopopia, aicnuo Kavcov, Enpoctopia, SuGKOIAOTNTO
advvapio Tov acevovg va koynBel, yevdaisOnoelg, cuyyvo, Un eucstoroyikd dvelpa (Letald
TOV OTOI®MV KOl EPLAATEG), KOVpOoN

YOYKEG AALAYEG — CUUTEPIAAUPAVOUEVAOV TPOPANUAT®V [LE TN UVIHT, GYYOLS Kot KATAOAYMG
(MBavmg pe oKEYELG ALTOKTOVING)

EMECOO10 KAPIKNG 1] APTNPLOKNAG VOGOL (T.). TOVOG 6TOV BMPOKA), OKAVOVIGTOS KAPILOKOG
TaAUOG M pLOUOG

TO GLYVES TTAGELS

Aoy avViIOo oL

avénpévn epidpwon, eavinuata

UUIKES KpAUTES, TPNELLO TOV KAT® AKP®V

Oopumn 6poon

avopio

pelmpévn 6peln, peimon copotikod Bapovg

TOVOKEPUAOGC, TOVOG OTIC UpOpMOELS

AOUMEELG TOL OVLPOTONTUKOD.

Oy ovyvég (umopet vo, ermnpedoovy éwg I aro 100 droua):

KapdloKN TPOGROAN

ooppayic 6To EVtEPO

oALay€G 0TOV aPOUO TOV AILOCEAPIOY TOL UTOPEL VO £Y0VV (OC OTOTELEGLO OLOpPaLYia, LN
(PUOIOAOYIKG OTOTEALEGUATO SOKILACLOV TNG NTOTIKNG AEITOVPYiog

GTAGLOL

aicOnua avnovyiog

YUYOTIKE GUUTTOUATO

KoAlTId0 (PAeypovn oTo oy £vTEPO)

SUCYPOUOTIGUOG EKTOC OO TO. 0VPA (). TOV SEPUATOG, TV VOYLDY, TOV LOAADV, TOL 1OpDTO)
dVGKOAID OTNV KATATOGON

advvapio ovpnong.

Mn yvootéc (7 ouyvotyta dev pumopel vo. ektiunbet pe faon ta o100éo1u0. dedouévay):

EmbBopio yio peydieg 66c¢eig tov Levodopa/Carbidopa/Entacapone Orion wov vepPaivouv ekeiveg
OV OTALTOVVTOL Y10, TOV EAEYYO KIVITIKOV CUUTTOUATOV, TOV EIVOL YVOGT MG GOVOPOUO
amoppvlpuong tng vromapivng. Mepucoi acheveig Tapovoidlovv coPapég Un PuGLOA0YIKEG aKOVGIEG
Kivnoelg (duokvnoieg), dtakvpdvoelg d1d0eong N GAreg avemBounteg evépyeleg Hetd amd T ANym
peydiov d6cewv Tov Levodopa/Carbidopa/Entacapone Orion.

"Exovv avoopepbel eniong o1 mapakdtm avembounteg evEPYELEC:

nratitido (pAEyYHOVH TOL TOTOC)
Qayovpa.

Mmrnopei va. eppovicete TIc okoAovbec avembOunTes EVEPYELIES:

Advvapia avtictaong otny mopdpuncn va tpofeite oe gvépyela mov mbavov va givar
emPrapfng, n onolo propel va meptropPavet:

- duvartn mapopunon yio vepPoiikn yopToraiSio Tapd TIG GoPapPEG TPOSOMIKES 1y

OUKOYEVELUKES CLVETELEG

- SLPOPOTONEVO N AENUEVO GEEOVOALKO EVOLOPEPOV KOl GUUTEPLPOPA LE 1d10iTEPT

avnovyio € EGGG 1 TOLG YOP® GOGC, OTMG Y1 TaPASELY[La, aVENUEVT 6eEOVOAIKTY
d1Beom
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- avelédeykteg vTepPOrKEG ayopE 1) SATAVEG

- KPOUTAAT GoynToL (KOTAVAA®GT) LEYAA®Y TOGOTHT®Y PAyNTOV GE UIKPE YPOVIKA
SOTAUATO) 1 KATOVOYKOGTIKN KOTAVAAWDGT GayNnToy (KATOVAA®MGOT TEPIGGOTEPOV
(ayNToL OO TO PLGLOAOYIKO KOl TEPLGGOTEPO OO OGO YPELLETAL Y1 VOl KovoTotn el 1
TEvVa 0ag).

Evnuepdote Tov y10tpo G0¢ €0V TOPOVGLAGETE KATOL0, altd OVTEG TIC GUUTEPLPOPES, Do culnToeTe
TPOTOLE XEPIGUOV 1} LEIWONE TOV CUUTTOUAT®OV CVTOV.

Ava@opd avemOOpUNTOV EVEPYELOV

Edv moapotmpnoete kKamolo avemBountrn vEPYELX, EVIULEPDGTE TOV YIUTPO 1 TOV (POPLOKOTOLO GOG.
AVTO 1oyvet Kat Yo kKabe mhoavn avemiBountrn evEPYELN TOV OV UVAPEPETOL GTO TUPOV GUALO
ooNyL®V ypnons. Mropeite emiong vo avagépete avemiBounteg evépyeleg anevbeiag, LEGH TOV
€0vikov GUoTNUATOS avaPOoPas TTov avaypapeTol oto [apdpmua V. Mécm g avagopdg
avemBounTev evepyelmv pumopeite va fondncete ot cLAAOYN TEPIGGOTEPOV TATPOPOPIDOV CYETIKA
LE TNV 0OPALELD TOV TOPOVIOC QUPUAKOV.

5. ag va guraccete To Levodopa/Carbidopa/Entacapone Orion
To @appaKo avtd TPENEL VO, PLAGCCETAL GE PEPT] TOV OEV TO PAETOLV Kot dgV TO POAVOLY Ta TOLd1AL.

Na pn xp1oLOTOIEITE AVTO TO PAPLOKO HETA TNV NUEPOUN VL ANENG TOL AVOPEPETAL OTI PLAAT Kol
o10 xovuti. H nuepopunvia Anéng sivor 1 tedevtoio nUEPA TOL UV TOV AVOPEPETAL EKEL.

To pappaxo avtod dev amartel Waitepeg ouvONKes POAAENG.

Mnyv metdite @ApLoKa 6To VEPO TNG AMOYETEVOTG 1] 0TA OKLoKE amoppippota. Potote tov
(POPLLOKOTTOL0 GOG Y10l TO MG VO TETAEETE TOL PAPLLOKO TOV OEV YPNOLOTOLEITE Tl AVTd ToL pPéTpa Oa
BonOnoovv oty mpoctacio Tov TEPPAILOVTOG.

6. Iepreydpeva TS 6VOKELUGIOS KOl AOUTEG TANPOPOPIES
Tv tepréyer o Levodopa/Carbidopa/Entacapone Orion

- Ot dpaoTtikég ovoieg Tov Levodopa/Carbidopa/Entacapone Orion givai  Agfovtona, m
KOpPvTOTO KO 1) EVIOKATOV.

- Kd&Be dioxio Levodopa/Carbidopa/Entacapone Orion 75 mg/18,75 mg/200 mg mepiéyetl 75 mg
AePovtomag, 18,75 mg kapPivtomag kot 200 mg evtakamovng.

- Ta GAAo GLGTOTIKG GTOV TLPTVA TOV S10KIOL Elval VOTPLOVY0G SLLGTAVPOVUEVT KAPUEALOLN,
OTEOTIKO HOyVio10, Apvlo apafoacitov, pavvitoin (E421) ko mofdovn (E1201).

- Ta cvotaTikd oty emkKAAvy™ Le AenTd VUEVIO givar YAvkepOAn (85 Toig exatd) (E422),
VIPOUEAAOLT, OTEATIKO Hayviolo, ToAvcopPikd 80, epuBpod o&eidio tov cdnpov (E172),
cakyopoln kot d10&eidio Tiraviov (E171).

Epgévion tov Levodopa/Carbidopa/Entacapone Orion kot TEpieyOpeva TG GVGKELAGING

Ta dioxio Levodopa/Carbidopa/Entacapone Orion 75 mg/18,75 mg/200 mg givat avotytoh
KOPEKOKKIVOV YPOUATOS, OPAA emtkaivpupuéva pe Aemtd vuévio, eépovta v évoelén “LCE 75” ot
pia mhevpd toug.

To Levodopa/Carbidopa/Entacapone Orion 75 mg/18, 75 mg/200 mg Siatifetor og méVTE dL0pOopeTIKA

uey€tn ovokevaociag (10, 30, 100, 130 v 175 diokia). Mropei va unv kKukAopopolhy OAEG ot
GLGKEVAGIEG.
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Katoyog Adsrog Kukrogpopiag
Orion Corporation

Orionintie 1

F1-02200 Espoo

dwviavdia

Hapaockevaotiig

Orion Corporation Orion Pharma

Joensuunkatu 7
FI-24100 Salo
Dwiovdio

[No omoladMmote TANPOPOPIN GYETIKA LE TO TAPOV PUPUIKEVTIKO TPOTOV, TAPAKAUAEITTE VO
angvBuvleite otov TomKo avtimpdcwno tov Katdyov e Adsiog Kvkiopopiog:

Belgié/Belgique/Belgien
Orion Corporation
Tél/Tel: +358 10 4261

Bbarapus
Orion Corporation
Ten.: +358 10 4261

Ceska republika
Orion Corporation
Tel: +358 10 4261

Danmark
Orion Pharma A/S
TIf: +45 8614 0000

Deutschland

Orion Pharma GmbH
Jirgen-Topfer-Stralie 46
22763 Hamburg

Tel: +49 40 899 689-0

Eesti
Orion Corporation
Tel: +358 10 4261

EALada
Orion Pharma Hellas M.E.IL.E
TnA: + 30210 980 3355

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Lietuva
Orion Corporation
Tel: +358 10 4261

Luxembourg/Luxemburg
Orion Corporation
Tél/Tel: +358 10 4261

Magyarorszag
Orion Corporation
Tel.: +358 10 4261

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Orion Corporation
Tel: +358 10 4261

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

Osterreich
Orion Pharma GmbH
Tel: +49 40 899 6890

Polska
Orion Pharma Poland Sp z.0.0.
Tel.: + 48 22 8333177

Portugal
Orion Corporation
Tel: +358 10 4261



Hrvatska
Orion Corporation
Tel: +358 10 4261

Ireland

Orion Corporation
Tel: +358 10 4261
Island

Vistor hf.

Simi: +354 535 7000

Italia
Orion Corporation
Tel: +358 10 4261

Kvnpog
Orion Corporation
Tnhk: +358 10 4261

Latvija
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel: +358 10 4261

Slovenija

Orion Corporation
Tel: +358 10 4261
Slovenska republika
Orion Corporation
Tel: +358 10 4261

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

Sverige
Orion Pharma AB
Tel: +46 8 623 6440

United Kingdom (Northern Ireland)
Orion Corporation
Tel: +358 10 4261

To mapév pvAiro 0dNYLOV YprioNS avadepOnKe Y10 TELEVTAIN POPE GTIG

Alleg Tyég TANPOQOPLAOV

Aemtopepeic TAnpoeopies Yo To PApLaKo avTd gival S100ECIUES GTOV SIKTLOKO TOTO TOL
Evporaikod Opyoviopod Gapudrkmv: http://www.ema.europa.eu
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@viro oonyLov piong: Iinpoeopics Yo Tov ypriioty

Levodopa/Carbidopa/Entacapone Orion 100 mg/25 mg/200 mg emukaivppévo, pe Aentéd vpuévio
dwokia
Aepovtoma/KapPivtoma/evaKondvn

AW PaoTe TPOGEKTIKA OLOKANPO TO PVAAO 001 VLAV YP1ONGS TPV UPYICETE VO, TOIPVETE VTO TO

QOapPROKO, O10TL TEPLAOUPAVEL ONUAVTIKES TANPOPOPIES Y10 GaC,

- DdvrdEte avTd TO POAAO 0dM YLDV Ypiomg. Towg ypelaotel va to dafdoete Eavd.

- Edv éxete mepartépm amopieg, p@TNGTE TOV YATPO 1] TOV QOPLUAKOTOLO GG,

- H cvvtayn yuo avtd to pappako yopnyndnke amokAeloTikd yio 6og. Aev TPENEL VO, SDGETE TO
@apuako o€ GAlovc. Mmopei va toug Tpokarécetl PAAPT, Ao Kot OTOV TO CUUTTMOUOTO TNG
aoBéveldg toug etvar idwa pe ta d1kd cog.

- Edv mopatnpnoete kdmotla avemBountn evépyeia, EVNUEPDOGTE TOV YIOTPO 1] TOV (OPLOKOTOLO
caG. Avtd 1oybel kot Yo Ka0e Thavr avemBopunTn evEPYELD TOL EV OVOPEPETAL GTO TOPOV
@OAAO 001 yI®V Ypnons. BAéme mopdypago 4.

T epréyeL 1o Tapdv @OLA0 00N YLOV:

Tt eivon To Levodopa/Carbidopa/Entacapone Orion kot oo givar 1 yp1on tov
T npénel va yvopilete mpv mapete 1o Levodopa/Carbidopa/Entacapone Orion
[og va ndpete to Levodopa/Carbidopa/Entacapone Orion

[MBavég avemBounteg evépyeleg

[og va puidcoete to Levodopa/Carbidopa/Entacapone Orion

[epieydueva TG cLoKELAGTAG KO AOITEC TANPOPOPIES

ANk L=

1. Th eivan To Levodopa/Carbidopa/Entacapone Orion kot towa givor 1) (pfio1n Tov

To Levodopa/Carbidopa/Entacapone Orion mepiéyet tpelg dpaotikég ovaieg (Aefovtona, KapPvtdma
KOl EVTOKATOVT]) € £va ETIKOAVUUEVO e Aemtd vuévio diokio. To Levodopa/Carbidopa/Entacapone
Orion ypnoponoteitor w¢ Oepaneio yio T voco tov Parkinson.

H vococ¢ tov Parkinson mpokaieitot amd younid enineda piog ovoing yvooTh o VIOTAUivn 6ToV
eyképoadro. H Aefovtona av&avel tnv mocdtnTa TG VIOTOUIVNG KOl ETOUEVMG LEUDVEL TOL GUUTTMLOTO
g vocov tov Parkinson. H xapfivtona kot 1 evtakamovn BEATIOVOVY TIG AVIUTUPKIVOGOVIKEG OPACELG
g Aefovtomnoc.

2. Tvpémer va yvopilete npwy napete To Levodopa/Carbidopa/Entacapone Orion

Mnyv napete To Levodopa/Carbidopa/Entacapone Orion o€ nepintoon:

- aAkepylog otn Aefovtona, otV KapPLvTOTa 1 OTNV EVIOKATOVT 1] G OTO00NTTOTE GAAO A0 TO.
GULOTATIKA OLTOV TOV POPLAKOV (OVAPEPOVTOL GTNV TAPAYPAPO 6)

- OV €YETE YAAOKOUA KAEIGTNG Yoviag (Uio opBaApikn dtatapoyn)

- OV £YETE OYKO TOL EMVEPPLOIOV

- OV TOPVETE KATOL QpAppaKka yio T Oepameio TG KatdOAlnyng (GuvOVAGHODS EKAEKTIKMV
avactoréov MAO-A kot MAO-B, 1 un ekiexticotg avaotoreic MAO)

- 7ov giyate ToTE KoKONOeG vevpoinntikd cuvdpopo (KNI — npokeitan yio omdvia ovtidpaor o€
(APLLOKO TOV XPNOLoTolovVTAL Y10 T Bgpaneio cofapmv YuyiK®V dlotapoydv)

- 7OV giyaTe TOTE PN TPAVHOTIKY pafdopvorvon (Hia ohvia Hoikn dtaTopoyn)

- 7oV €yete Popld NratiKn voco.

IIposgidomou|oElS KoL TPOPVAGEELS
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AmevBuvleite ooV yroTpd 1 TOV Pappokonold cag mpw tapete o Levodopa/Carbidopa/Entacapone

Orion eav éyete N giyote 610 TOPEABOV:

- KopdloK TPOSPoAN 1| omolecdnmote dAAES TaBNOELS TNG KAPOLAG, LETAED TV omolmV givar Kot
01 KapdloKES appubuies, 1| TOV AHOPOP®V aryyeimv

- GoBpa M omoladNmote GAAN TAONON TOV TVELHOVAOV

- Nnatikd TpoPANLe, EXEON Uropel va amarteitan pHOon g 60ong oag

- VEQPIKT VOoO 1] ToONGELG TOL GYeTI{OVTaL [IE TIC OPUOVES

- €AKN GTOUAYOV 1| OTOGUOVG

- 0€ MEPIMTMOT TOL £XETE TAPAUTETAUEVT] OLAPPOLN EVILEPDGTE TOV YIUTPO GOG KaBDG pmopel va
elvat onpeio eAeypovig Tov To€0g EVIEPOL

- OMOL0ONTOTE HOPPN COPAPNG WOYIKNG SLOTAPAYNG OTT®G Y™

- YPOVIO YAODK®LO OVOIKTIG YOVIOG, EXEWON eVOEyeTa va xpelaletal pvubuion g 66ong oag Kot
Vo omotteitan TapoKolovonon g wieong twv opBaludv cog.

2vuPovigvteite TOV Y1TPO GOC EAV TOIPVETE EML TOL TOPOVTOC:

- OVTIYOYOTIKA GAPLOKO (PAPUAKO TOL YPNCUYLOTOIOVVTIOL GTNV AVTILETMTION TNG WYOYMONC)

- (APLLOKO TO OO0 UTOPEL VO TPOKOAEGEL YOUNAT APTNPLOKT THEST] OTOAV OTKMOVECTE OO TNV
kapéha 1 1o kpePdri. Oa Tpénel va yvopilete 6T To Levodopa/Carbidopa/Entacapone Orion
EVOEYETAL VO, EMOEIVACEL OVTEG TIG AVTIOPACELS.

2vuPovievteite Tov yoTpd coc av katd t didpkela e Beponeiog e To

Levodopa/Carbidopa/Entacapone Orion:

- TopoTNPNOETE OTL 01 POEG 0aG Eivat TOAD dxaumtol 1] epEavilovy EVTOoveG GUGTACELG, 1| EGV
EUPAVICETE TPOWO, AVNOVYI0, GUYYVOT], TVPETO, TOYLTOAULIN, 1 LEYAAES OLOKVLAVGELS OTNV
aptnploxn oag mieor. Edv cuufel otidnmote amd To oveTEP®, EMKOIVOVI|GTE APECOG IUE TOV
TWTpo 6Os.

- aloBavOeite KoTAOAWYT, £XETE CKEYELS Y10 VTOKTOVIA, 1] TAPOTINPNCETE ACLVNOIOTEG AAAAYES
0TI GLUTEPLPOPE GOG

- Mo TMOCETE OTL GOg TaipveL Eapvikd 0 VTVOG, 1 av acBdveste Evtovn vvnAia. Ze T€Toln
nepInT®ON dev TPEMEL VoL odnyeite N va ypnotponoteite epyaieia | pnyovipata (BA. exiong v
Tapdypoeo “Od1ynomn Kot XEPIoUOS UNYovNHAT®Y™).

- ToPUTNPNOETE OTL AVeEELEYKTES KIVIIGELS 0pyilovV 1 emdevdVOVTAL PHETA TNV Evapén Tng
Mymc tov Levodopa/Carbidopa/Entacapone Orion. Edv cupfet avtd, o yiatpdg cog pmopet va
TPEMEL VO, KAVEL OAAQYT] TNG SOCTNG TOL OVTITAPKIVGOVIKOD QUPUEIKOL TOV TOIPVETE.

- TOPUTNPNOETE SIAPPOLA: GLVICTATAL TOPAKOAOVON O™ TOV Bépovg cag Yo va amopevydel to
eVOEYOLEVO LITEPPOMKNG ATMOAELNG fAPOLG

- napaTnpoeTe TPoodevtikn avopeéio, eEacbévion (advvapio, e£dvtinon) Kot andAelo Bapovg
LEGO O GYETIKA LUKPO XPOVIKO O1ACTNUN. L€ TETOlN TEPINTOOT, Oa Tpémel va eEgTaoTEl TO
EVOEYOUEVO JIEVEPYELOG HLOG YEVIKNG IUTPIKNG EKTIUNONG GUUTEPIAAUPAVOUEVTG TG NTOTIKNG
Aertovpyiog.

- vioBete TNV avaykn vo otopatioete T ypnon tov Levodopa/Carbidopa/Entacapone Orion, BA.
v mapdypoeo “Edv otapatnoete va taipvete to Levodopa/Carbidopa/Entacapone Orion”.

Evnuepdote oV Y10Tpd G0g gV £0€IC 1] 1) OIKOYEVELY GOG/0 PPOVTIGTNG GOG OLOTICTMGEL OTL
TOPOVGIALETE CUUTTMOUAT E0IGHOD TOL 001 YOUV oMV emBLiN Y10 HEYOADTEPEG OOGELS TOV
Levodopa/Carbidopa/Entacapone Orion kot GAA®V QOPUOKEVTIKMY TPOTOVTOV TOL YPTCLOTOI0VVTAL
v ™ Bepameio Tng vocov Parkinson.

Evnuepdote 10V Y10tpd Gog £dv €0€IC 1] 1] OIKOYEVELD/O PPOVTIGTNG GOG OLUTICTMGEL TNV ELPAVIOT|
TapoOpUnoNg 1 EMBLiNG Vo CUUTEPLPEPETTE e TPOTOVS OYL SLVNDELS Yo €04G 1| €dv dev umopeite va
avtiotabeite otV Tapodpunon, BEANCN N TEWPASUO va TpoPeite oe evépyeleg mov umopet va fAdyouvv
TOV €0VTO GOG N TOVG YOP® GOG. AVTEG Ol GUUTEPUPOPES OVOUALOVTOL SLOTAPAYEG EAEYYOV TV
TOPOPUNCEMY Kol umopel va teptiapfavouy edioud ot yaptonaiéio, vIEPPOAIKT KATOVIA®ON
@aynTov 1N VIEPPOAKEG SAMAVES, U1 PUGIOAOYIKA avénpévn ceEovaiikn didbeom 1} evacyoinon pe
VIEPUETPEG OKEWYELG 1) atoOnpaTa oeEovaiukcol epieyopévov. O y1otpodg 6og UmoPEl Vo YPELOCTEL va
emava&loloynoet ) Bepaneio coc.
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O y1atpog 060G UTOPEL VO KAVEL TOKTIKEG EPYASTNPLOKEC EEETAGEIC KATE, TN OIGPKELD LOKPOYPOVIG
Oepaneiog pe to Levodopa/Carbidopa/Entacapone Orion.

Av mpénel va vtoPAndeite o€ yepovpyikn enépPacn, Topakareiote va weite oTov YaTpd 6ag OTL
ypnowonoteite to Levodopa/Carbidopa/Entacapone Orion.

To Levodopa/Carbidopa/Entacapone Orion dev GuvicgtdTol yio ypfon yio tn Oepameio
eEOMUPUUISIKAOV CUUTTOUATOV (T.). OKOVGIEG KIVIGELS, TPEUOVAO, OKOUYIO TOV LOOV KOl LUTKEG
GLOTAGELS) TOV TPOKAAOVVTOL ATO GAAL PAPLOKAL.

Moo kol Epnpor

H eumepio pe 1o Levodopa/Carbidopa/Entacapone Orion g aceveic niikiog kdtm tov 18 etdv eivar
neproplouévn. Erouévamg, dev cuviatdton ) ypnon tov Levodopa/Carbidopa/Entacapone Orion og
TooLd 1 epnPoug.

Al @dppoxa kot Levodopa/Carbidopa/Entacapone Orion

Evnuepaote tov yuotpo 1 Tov Qopprokonold odg e4v maipvete, Exete Tpdopato Tapet 1) pmopet vo
népeTe AALA PAPLOKAL.

Mnyv ndpete 10 Levodopa/Carbidopa/Entacapone Orion €dv ToipvETE GUYKEKPUYEVO PAPLAKO VIO TV
OVTIHETOMION TG KATAOAyng (cuvdvacpovg eKAEKTIKOV avaoTorémv MAO-A kot MAO-B, 1 un
eKAeKTIKOVG avaoToAieig MAO).

To Levodopa/Carbidopa/Entacapone Orion gvdéyetal va av&noet tn dpdon Kol Tig avemBounteg

EVEPYELEC OPLOUEVAOV QOPUAK®V. MeTalD avt®dv mepthappdvovtat:

- (APLLOKO TTOV YPTCLLOTOLOVVTOL Y10, TV OVTILETMTION TG KOTAOAWYNG OTTmg LokAoPepion,
OULTPVTTIAVY, SECUTPALIVY, LOTPOTIALVY], Beviapadivn Kot Tapoletivn

- PYUTEPOAT KO IGOTPEVAALVT TTOL YPTCLLOTOLOVVTOL Y10 TNV OVTLUETMTICT| AVOTVEVGTIKMDV
nancemv

- 0OPEVOAIVI] TOL YPNOCULOTOIEITAL Y10 TNV AVIHETMMICT GOPAPDOV UAAEPYIKMY AVTIOPACEWDY

- vopadpevarivn, vromapivn kot dofovtaptivn Tov ¥PNCLOTOIOVVTAL Y10 TV AVTLLETOTIOT
KOPOOKOV TOBNCEMV KO TNG YOUUNANG OPTNPLOKNG TECTG

- 0-HEBVAVTOTO TTOV YPTCLULOTOIEITAL Y10 TNV AVTILETOTIOT TG VYNANG 0PTNPLOKNG TECTG

- OTOLOPPIVI TTOL YPNCOTOLEITAL Y10l TNV AVTIUETOTIOT TG VOsoL Tov Parkinson.

H dpdon tov Levodopa/Carbidopa/Entacapone Orion evdéyetal va eEacbevicel amd opiopéva

Qapuoka. Xta eappoKo avtd teptiopupdavoval:

- OVTOY®VIGTES VIOTAUIVIG TOV XPTCLLOTOLOVVTAL Yiol T BEpameio T@V VONTIKAOV dlaTopoy®dV,
NG votiog Kol Tov ELETOV

- (OIVVTOTVN TTOV YPTCLULOTOLEITOL Y10 TV TPOANYT TV CTACHUMDV

- namoPepivn TOV YPNCUOTOIEITOL Y10 TN YOAAPMOOT] TOV LVMV.

To Levodopa/Carbidopa/Entacapone Orion pmopel va Kavel SUGKOAOTEPT) TV ATOPPOPTGT) TOV
o11PoL 0T TO YOOTPEVTEPIKO cANVA. ['l' avtd T0 AdYO, UV TaipvETE TAVTOYPOVE, TO
Levodopa/Carbidopa/Entacapone Orion Kot cupmAnpopata odnpov. To
Levodopa/Carbidopa/Entacapone Orion kol T0. GUUTANPOUOTO GOT|POV TPETEL VO, AAUPAVOVTOL e
dtpopd 2 g 3 mpmv.

To Levodopa/Carbidopa/Entacapone Orion pg Tpo@1] kot w016

Mmnopeite va tapete To Levodopa/Carbidopa/Entacapone Orion pe 1 xwpig tpoen. o pepikode
acOeveic, o Levodopa/Carbidopa/Entacapone Orion umopei vo, unv amoppo@dtot kold, av Anedel
pali pe, N Alyo petd amd tpoen mAovolo o TPMTEIVES (OTMG KPEUTA, YAPLO, YOAOKTOKOMIK
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TPOTOVTO, GTOPOVE Kol Kapvola). Zupfovievdeite Tov yloTpd Goc, v TOTEVETE OTL KATL TETOLO 10YVEL
Y10 60G.

Kdnon, Onlaopoc ko yovipdtnrto

Edwv eiote éyxvog 1 Onhalete, vouilete 0TL pmopel va glote £ykvog 1 oxed14LETE VO AMOKTNOETE T,
{ntote TN GLUPOLAT TOV Y1OTPOD 1] TOV PAPUAKOTOIOD GAG TPV TAPETE AVTO TO PAPLOKO.

Agv mpémeiva OnAdlete katd ™ didpkela g Oepaneiog pe Levodopa/Carbidopa/Entacapone Orion.

0o1ynon Ko EPLoROS pyavnpdTmy

To Levodopa/Carbidopa/Entacapone Orion pmopel vo PLEIDGEL TNV 0PTNPLOKT GOG TEST e
arotéleopa va vidmbete okotodivn 1 {dAn. Eropévag, va giote 1dwaitepa Tpocektikol 6tav odnyeite N
OTAV YPTCULOTOIEITE EPYOAELD 1] LUNYOVILLOTCL.

Av vimBete €vtovn vTvnAia, 1 oV, LEPIKES POPES, SLOTIGTMCETE OTL GOg TAipVEL EQPVIKA O VTTVOG,
neplpévete péypt va EUTVNGETE TEAEIWC TPV 00N YNGETE 1| KAVETE OTIONTOTE TTOV OMaLTEl Vo €l0TE OF
gypnyopor. Xe dpopeTIKN TepinTmon unopet va BEceTe TOV E0VTO GOG 1| TOLG AAAOVG GE Kivouvo
cofapov TpavpaTIcHob 1 Bavdtov.

To Levodopa/Carbidopa/Entacapone Orion wepiéyel caxyoapoln

To Levodopa/Carbidopa/Entacapone Orion mepiéyet coxyapdln (1,6 mg/dickio). Av o yaTpog Gog,
o0G EVNUEPMTE OTL £xeTe ducave&ia G OPICUEVA GAKYOPO, EMIKOWVMVIOTE LE TOV YIUTPO GOG TPV
TOPETE OVTO TO PAPLLAKO.

To pdappaxo avtod mepiéxel Myodtepo amd 1 mmol (23 mg) vatpiov avd PEYIGTN GUVIGTOUEV
nuepnoa 8601, ival avtd mov ovopdlovpe «eAebBepo vatTpiovy.

3. og va tapete To Levodopa/Carbidopa/Entacapone Orion

[Tédvtote va maipveTe T0 PAPLAKO QVTO QVOTNPA COUPOVE, LLE TIG 0O YIEG TOV YIATPOV T} TOVL
poppakomolov coc. Edv éxete apepiporieg, potote TOV Y10TPO 1] TOV GOPLOKOTOLO GOG.

Mo eviAKec Kot NMKIOUEVOLC:

- O ywatpog oag Ba cag mel akppag ndéca diokia Levodopa/Carbidopa/Entacapone Orion va
naipvete kabe nuépa.

- Mnyv yopilete  unv ondre ta d1okio 68 PIKPOTEPH KOUUATIOL.

- [Ipénet va maipvete povo éva diokio kdbe popd.

- Avaloya pe To IO avTidpate 61N Bepamneia, 0 YTPOS GO UTOPEL VO GG GLGTNOEL LYNAOTEPN
N xapnAdtepn d6om.

- Edv naipvete diokia Levodopa/Carbidopa/Entacapone Orion 50 mg/12,5 mg/200 mg,
75 mg/18,75 mg/200 mg, 100 mg/25 mg/200 mg, 125 mg/31,25 mg/200 mg 1
150 mg/37,5 mg/200 mg, unv naipvete nepiocdtepa and 10 diokio nuepnoing.

Munote pe tov yriTpd 1 ToV QopUaKonold cag av empeite 6TL 1 dpdon Tov
Levodopa/Carbidopa/Entacapone Orion givat oA 1oyvpn 1 ToAD adOvapn, 1 av EREaviceTte TOovES
VETBOUNTEG EVEPYELEG.

Ewova 1

Mo va avoi&ete ™ @LaAN Yo TpdTN QPOpd: avoi&te 1o
OO, KOlU GTY] GUVEYEW TECTE LE TOV avVTiXEPd oag
ndveo ot10 oepdylopo pExpt avtd vo omdoel. BA.
gwova 1.
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Edav mapete peyordtepn 666m Levodopa/Carbidopa/Entacapone Orion a6 Tnv Kavoviki)

Av mdpete katd Adbog mepiocotepa diokia Levodopa/Carbidopa/Entacapone Orion amd 0T Tpémel,
cuppovievdeite auES®OS TOV YATPO 1) TOV POPLAKOTOLO GOG. L€ TEPIMTMON VIEPSOCOAOYiNG UTOpEd
va areBavleite cOyyvon 1 avnovyia, o kapdlakdg cog pLOUOG uropel va ival mo apyog 1 mo Tay S
07t0 TO KAVOVIKO 1) UTOPEL VO TOPOVCLOCTEL OAANYT] GTO YPDLO TOV dEPUOTOC, TNG YADCOUS, TOV
LOTUOV 1] TOV 0VP®V GG,

Edv Eeyaoete vo mapete To Levodopa/Carbidopa/Entacapone Orion
Mnyv mépete dSumAn 360N Yo VO AVOTANPAOCETE TO d1oKi0 Tov Egydioarte.

Av pecolafel mhvo amd 1 dpa péypt Ty emduevn d6on cag:
[apte €va diokio potig to Bounbeite kot mhpte TO EMOUEVO OIGKIO TNV KAVOVIKT| DPO.

Av pecorafel AMydtepo omd 1 dpa puéypt Ty exduevn d0om Gog:
[Tapte €va diokio poiig to Bounbeite, mepiuévete 1 mpa, kot LETA TAPTE AALO €val diokio. MeTd amod
VT, CLVEYIOTE VO TAIPVETE KOVOVIKE TIG SOCELS.

[Téavta va aprvete vo TEPAGEL TOLVAGYIGTOV Uio ®pa PeTAsD ToV AMyemV dioKimv
Levodopa/Carbidopa/Entacapone Orion yia va amo@bOyete mBavEG avemBounTeg EVEPYELEG.

Ed&v ctapatioete vo naipvere To Levodopa/Carbidopa/Entacapone Orion

Mnv otopatioete tn Ay tov Levodopa/Carbidopa/Entacapone Orion gdv dev 60,G TO GUGTNGEL O
YWTPOG GOG. € QLT TNV TEPITTMON, 0 Y1ATPOS GOG EVOEXETAL VO TPETEL VO pLOUicEL TOL AALDL
OVTUTOPKIVGOVIKA PAPUAKA GOG, EWOIKA TN AePOVTOTA, Y10 VO VITAPYEL EMAPKNG EAEYYOG TOV
countopatov cag. Edv dwaxoyete andtopa to Levodopa/Carbidopa/Entacapone Orion kot ta
VTOAOITA AVTUTAPKIVGOVIKA PAPLOKE, UTOPEL VO TPOKAN 00UV ovemBoUNTEG EVEPYELEG.

Edv éxete mep1ocOTEPES EPOTNCELG GYETIKA LE TN XPTION CLTOV TOV PUPUAKOV, POTGTE TOV Y1OTPO 1|
TOV POPUUKOTTOLO GOG.

4. IMBavéic avemBounTeg evépyseieg

Onwg 6ha Ta eAppOKa, £TCL KoL 0VTO TO PAPLOKO UTOPEL VoL TPOKOAESEL AVETIBOUNTEG EVEPYELES, OV
Kot 6gv Tapovoidlovral og OA0VS Tovg avBpmdmove. TToAAEG amd Tig avemBouNTEG EVEPYEIEG UTOPOVV
va katarpativiovv pe pvbuion g d6omng.

Edv omn didprela e Bepaneiog pe Levodopa/Carbidopa/Entacapone Orion epgavictodv ta

TOPOKATO CUUTTOUNTO, EMKOLVOVI|GTE APECOS IE TOV YIOTPO GOG:

- O1 pbdeg oag Exovv yivel mToAD AKapUmTol 1 EPPaviCovy £VIOVEG GUOTACELS, £XETE TPEUOVAO,
avnovyia, GOYYLGoT, TUPETO, TOYVTOAUIA, 1] LEYAAEG OIOKVUAVCELG TNV CPTNPLOKT GOG TIEDT).
Avtd pumopel va givar cuumtdpato Tov Kakondovg vevpoinmrikod cuvopopov (KN, pog
OTAVIOG GOPap1g aVTIOPUOTS GE PAPLAKO TOL YPTCLLOTOLOVVTAL Y1 TV OVTIULETOTION
STOPUYDV TOV KEVIPIKOV VELPIKOV GUOTHUATOS) 1 TNG pafdopvorvong (Hog oTaviog
cofapng HLIKNG SloTapayng).

- Alepyucn| avtidpaon, Ta onueio propei va mepthapPdvovy kvidwon (kvidmtikd eEavinua),
oayobvpa, eEavinua, TprH&yo 6To TPOCHOTO, Gt XEIAN, OTN YA®GGA 1| 6TO AQLILO, TPAYLLO TTOV
umopel va TPoKOAEGEL SUGKOALD GTNV OVATVOT) 1] GTNV KATATOGN.

ol ovyvég (umopet va. exnpedoovy epioootepo. amo 1 ota 10 droua):
- avelédeykteg Kivnoelg (dvokivnoia)
- aicOnuo adrobeciog (vavtio)
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aKivOLVOG SLGYPOUATIGHOG OVP®Y GE KAGTAVOKOKKIVO YPDLLOL
LiKog Tdvog
ddppota.

2VYVES (umopet vo. exnpedoovy éwg 1 ota 10 droua.):

LaAn M AmoBopio Ady® yopUnAng apTnPloKng TEoNS, VYNAN apTnPLoKy Tieon

emdeivon TV cuuntOudTeV g vosov Tov Parkinson, {aAn, vrvniio

€ETOC, KOIMOKOG TOVOG Kot duopopia, aicnuo kKavcov, Enpoctopia, SuoKOIAOTNTO
advvapio Tov acevovg va ko Bel, yevdaisOnoelg, cuyyvo, Un eucstoroyikd dvelpa (Letasd
TV OTOI®V KOl EPLAATEG), KOVpOoN

YOYKEG AALAYEG — CUUTEPIAOUPAVOUEVOV TPOPANUATOV LE TN UVIUN, GYYOLS Kol KOTAOAYNG
(MBavmg pe OKEYELG ALTOKTOVING)

EMEICO010 KAPIIOKNG 1] APTNPLOKNAG VOGOL (T.)Y. TOVOG GTOV BMPOKA), OKAVOVIGTOS KAPILOKOG
TaAUOG M pLOUOG

TO GLYVES TTAGELS

Aoy OVIOo oL

avénpévn epidpwon, eavinuata

UUIKES KPAUTES, TPNELLO TOV KAT® AKP®V

Oopumn 6poon

avopio

pelmpévn 6peln, peimon copatikod Bapovg

TOVOKEPUAOG, TOVOG GTIC 0pHpMOELS

AOUMEELG TOL OVLPOTONTUKOD.

Oy ovyvég (umopet vo, ermnpedoovy éwg I aro 100 droua):

KapdloKN TPOSPoAn

opoppayic 6To EVtEPO

oAL0yEG GTOV apPBHO TOV ALLOGOOPIOY TOL UTOPEL VO, EYOVV MG OTOTEAEGLO. OLOppayia, U
(UOIOAOYIKE OTOTEAEGHOTO QOKILACIDV TNG TATIKNG Agttovpyiog

GTAGLOL

aicOnua avnovyiog

YUYOTIKE GUUTTOUATO

KoAlTId0 (PAeypovn oto oyl £viepPo)

SUGYPOUOTICHOG EKTOC OO TO. OVPA. (). TOV SEPUATOG, TOV VOYLDY, TOV LOAADV, TOL 1OpDTO)
dVGKOAID TNV KATATOON

advvaio ovpnong.

Mn yvootéc (17 ovyvotnTa dev umopel vo. extiunBsi ue foon ta diabéoiuo dedousva):

EmbBopia yio peydieg 66ceig tov Levodopa/Carbidopa/Entacapone Orion wov vepPaivouv ekeiveg
OV OTALTOVVTOL Y10, TOV EAEYYO KIVNTIKOV CUUTTOUAT®V, TOV VOl YVOOTN MG GOVOPOLO
amoppLOpong tng vromapivng. Mepucol acbeveig mapovoidlovv coPapég Un LGIOAOYIKEG AKOVGIEG
Kivnoelg (dvokvnoieg), dtakvpdvoelg d1d0eonc 1 dAreg avemBounteg evépyeleg Letd amd T ANym
peydiov d6cewv Tov Levodopa/Carbidopa/Entacapone Orion.

"Exovv avoopepbel eniong o1 mapakdt® avemBOunTes EVEPYELEC:

nratitido (pAEyYHOVH TOL TOTOC)
Qayovpa.

Mmrnopei v gppovicete Tic okoAovhec avembounTes evEpyelec:

Advvapio avtiotaong otnyv mopdpuncn va tpoPeite oe gvépyela mov mbavov va givar
emProfnig, n onola uropei va eptroppavet:

- duvartn mapopun o yio vrepPoiikn yapTomaiSio Tapd TIG GoPaPEG TPOCOMIKES Iy

OUKOYEVELUKES CLVETELEG

- SLPOPOTONUEVO 1] LENUEVO GEEOVOAIKO EVOLOPEPOV KOl GUUTEPLPOPA LE 1d10iTEPT

avnovyia o€ EGAG 1 TOLG YOP® GOG, OTMG Y10 TOPASELY LA, AVENUEVT GEEOVOAIKT
d1Beom
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- avelédeykteg vTepPOrKEG ayopE 1) SATAVEG

- KPOUTAAT GoynToL (KOTAVAA®GT) LEYGA®Y TOGOTNT®V QAyNTOV GE UIKPE YPOVIKA
SOTAUATO) 1] KATOVOYKOOTIKN KATAVAAWDGT] GayNnToD (KATOVAA®MGCT TEPIGGOTEPOV
(ayNToL OO TO PLGLOAOYIKO KOl TEPLGGOTEPO OO OGO YPELULETAL Y10 VOl IKOVOTTOtnOel 1
TEVA 00G).

Evnuepdote T0v y10tpo G0¢ €0V TOPOVGLAGETE KATOL0, 0O OVTEG TIC GUUTEPLPOPES, Do culnToete
TPOTOVE XEPIOUOD 1} LEIDMONE TOV CUUTTOUATMOV CVTOV.

Ava@opd avemOOpUNTOV EVEPYELOV

Edv moapoatnpnoete Kamolo avemBountrn vEPYELQ, EVILEPDOTE TOV YLOTPO 1| TOV PAPLOKOTOLO GOGC.
AVTO 1oyvel Kot Yo kabe mhavn avemiBountn eVEPYELN TOV OEV UVAPEPETOL GTO TUPOV GUALO
oMYV ypnons. Mropeite emiong vo avagépete avemiBounteg evépyeleg anevbeiag, LEGH TOV
€0vikoD GLGTNLATOS aVaPOPAS TToL avaypapeTor oto [apdpmua V. Méow ¢ avapopdc
avemBountev evepyeldv pumopeite va fondncete otn cLALOYN TEPIGGATEPOV TANPOPOPIDOV GYETIKA
LE TNV 0OPAAELN TOV TUPOVTOG POPUAKOV.

5. ag va guraccete To Levodopa/Carbidopa/Entacapone Orion
To pappaxo avtd TPENEL VO, PLAGCCETAL GE LEPT] TOV OEV TO PAETOLV Kot deV TO POGVOLY Ta TOLO1A.

Na pn xp1oUOTOIEITE AVTO TO PAPLOKO HETA TNV NUEPOUNViL ANENG TOV AVOPEPETAL OTN PLAAT Kol
o10 kovuti. H nuepopunvia Anéng sivor 1 tedevtoio nUEPA TOL PV TOV AVOPEPETAL EKEL.

To @appaxo avtod dev amartel Waitepeg cuvONKes EOAAENG.

Mnyv metdite @ApLoKa 6To VEPO TNG AMOYETEVOTG 1] 0TA OKLoKE amoppippota. Pomote tov
(POPLOKOTOLO GOG Y10 TO TMG VO TETAEETE T PAPLLOKA TTOV OEV YPTCILOTOLEITE Tl AVTA ToL pLETpa. Oal
BonOnoovv oty mpoctacio Tov TEPPAILOVTOG.

6. Iepreydpeva TS 6VOKELUGIOS KOl AOUTEG TANPOPOPIES
T epréyer o Levodopa/Carbidopa/Entacapone Orion

- Ot dpaoTtikég ovoieg Tov Levodopa/Carbidopa/Entacapone Orion givai  Agfovtona, m
KOpPvTOTO KO 1) EVIOKATOV.

- Kd&Be dioxio Levodopa/Carbidopa/Entacapone Orion 100 mg/25 mg/200 mg nepiéyet 100 mg
AePovtomag, 25 mg kapPivromag kKot 200 mg evraxamdvng.

- Ta @GAAo GLGTOTIKG GTOV TLPNVA TOV S10KIOL Elval VOTPLOVY0G SLLGTAVPOVUEVT KAPUEALOLN,
OTEOTIKO HOyVio10, Apvlo apafoacitov, pavvitoin (E421) kot mofdovn (E1201).

- Ta cvotaTikd oty entkaAvy™ pe Aemtd vpévio givar YAvkepoin (85 toig ekatd) (E422),
VIPOPEAAOL, OTEATIKO Hayviiolo ToAVGopPiko 80, epuBpd o&eidio Tov ownpov (E172),
cakyopoln, dto&eidio titaviov (E171) ko xitptvo 0&gidio Tov adnpov (E172).

Epgévion tov Levodopa/Carbidopa/Entacapone Orion kot TeEpieyOpeva TG GVGKELAGING
Ta dioxio Levodopa/Carbidopa/Entacapone Orion 100 mg/25 mg/200 mg givot KagekOKKIva 1)
vrprlokokKiva, ofaA, ETKaALUUEV LE AETTO DUEVIO, XPig eykon, pépovta TV évdeién “LCE 100”

o pio Thevpd Tovg.

To Levodopa/Carbidopa/Entacapone Orion diatifeton og €61 dapopetikd peyédn cvokevaciog (10,
30, 100, 130, 175 1 250 dokia). Mmopel va unv KukAo@opohv OAEG Ol GLOKELOGIES.

Katoyog Adsrwog Kvkrogpopiag
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Orion Corporation
Orionintie 1
F1-02200 Espoo
dwviavoia

Hapaockevaotiig

Orion Corporation Orion Pharma

Joensuunkatu 7
FI-24100 Salo
Dwiovdio

INo omoladMmote TANPOPOPIN GYETIKA LE TO TAPOV PAPUIKEVTIKO TPOTOV, TAPAKUAEITTE VO

angvBuvleite otov TomKo avtimpocwno tov Katdyov e Adsiog Kvkiopopiog:

Belgié/Belgique/Belgien
Orion Corporation
Tél/Tel: +358 10 4261

Bbarapus
Orion Corporation
Ten.: +358 10 4261

Ceska republika
Orion Corporation
Tel: +358 10 4261

Danmark
Orion Pharma A/S
TIf: +45 8614 0000

Deutschland

Orion Pharma GmbH
Jirgen-Topfer-Stralie 46
22763 Hamburg

Tel: +49 40 899 689-0

Eesti
Orion Corporation
Tel: +358 10 4261

EALada
Orion Pharma Hellas M.E.IL.E
TnA: + 30210 980 3355

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Orion Corporation
Tel: +358 10 4261

Lietuva
Orion Corporation
Tel: +358 10 4261

Luxembourg/Luxemburg
Orion Corporation
Tél/Tel: +358 10 4261

Magyarorszag
Orion Corporation
Tel.: +358 10 4261

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Orion Corporation
Tel: +358 10 4261

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

Osterreich
Orion Pharma GmbH
Tel: +49 40 899 6890

Polska
Orion Pharma Poland Sp z.0.0.
Tel.: + 48 22 8333177

Portugal
Orion Corporation
Tel: +358 10 4261

Romania

Orion Corporation
Tel: +358 10 4261
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Ireland

Orion Corporation
Tel: +358 10 4261
Island

Vistor hf.

Simi: +354 535 7000

Italia
Orion Corporation
Tel: +358 10 4261

Kvnpog
Orion Corporation
Tnh: +358 10 4261

Latvija
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

United Kingdom (Northern Ireland)
Orion Corporation
Tel: +358 10 4261

To mapdév @vAro 0dNYLOV YprioNS avadepOnKe Y10 TELEVTAIN POPE GTIG

Alleg Tyég TANPOQOPLAOV

Agmtouepeic TANPoQopiec Y10, To PApUaKo 0T gival dabféoiuec 610 dikTvakd T0To Tov Evporaikon
Opyoviopot @apudkmv: http://www.ema.europa.eu.
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@VYAro ooNYLOV 1 piong: ITAnpoopics yia Tov xprictn

Levodopa/Carbidopa/Entacapone Orion 125 mg/31,25 mg/200 mg emkaivppéva pe Aentod
vpévio ookia
Aepovtoma/KapPvtoma/evtaKomnovn

AW PaoTe TPOCEKTIKA OLOKANPO TO PVALO 001 VLAV YPIONGS TPLY UPYICETE VO, TOIPVETE VTO TO

QOapRoKo, O10TL TEPLAGUPAVEL oNUAVTIKES TANPOPOPIES YIa GaC,

- DdvrdEte avTd TO POAAO 0dM YLDV Ypiomg. Towg ypelaotel va to dafdoete Eavd.

- Edv éxete mepartépm amopieg, pmtoTE TOV Y1OTPO 1) TOV POPLOKOTOLO GG,

- H cvvtayn yuo avtd to eapparko yopnyndnke amrokAEIoTIKA Yio 60G. AeV TPENEL VO ODGETE TO
@apuako o€ GAlovc. Mmopei va toug Tpokarécetl PAAPT, Ao Kot OTOV TO CUUTTMOUOTO TNG
aoBéveldg toug etvan idwa pe ta dikd Gog.

- Edv mopatnprioete kdmola avemBOUnTn eVEPYELD, EVIUEPDOTE TOV YIALTPO 1] TOV PUPLOKOTOLO
cag. Avtd woybet Kot Yo kaOe mhovr avemBOunTn EVEPYELD TTOV EV OVAPEPETAL GTO TAPOV
@OAAO 001 YI®V Ypnons. BAéme mapdypago 4.

T epréyerL 1o Tapdv @OAAO 00N YLOV:

Tt eivon To Levodopa/Carbidopa/Entacapone Orion kot oo givat 1) yp1on tov
T npénel va yvopilete mpv mapete to Levodopa/Carbidopa/Entacapone Orion
[og va ndpete to Levodopa/Carbidopa/Entacapone Orion

[Mbavég avemBounteg evépyeleg

[og va purdcoete to Levodopa/Carbidopa/Entacapone Orion

[epieydueva TG cLOKELOGTAG KO AOITEC TANPOPOPIES

ANk L=

1. Th eivan To Levodopa/Carbidopa/Entacapone Orion kot towa givor 1) (pfio1n Tov

To Levodopa/Carbidopa/Entacapone Orion mepiéyet tpeig dpactikég ovoieg (Aefovtona, KapPivtoma
KOl EVTOKOATOVT) O€ £va ETIKOAVUUEVO e AemTo vuévio dtokio. To Levodopa/Carbidopa/Entacapone
Orion ypnoponoteitor w¢ Oepaneio yio T voco tov Parkinson.

H véco¢ tov Parkinson mpokaieitot amd younid enineda piog ovoing yvooTh 0 VIOTAUivn 6ToV
eyképoadro. H Aefovtona av&avetl v mocdnTa TG VIOTOUIVNG KOl ETOUEVMG LEUDVEL TO, CUUTTMOLOTO
g vocov tov Parkinson. H xapfivtona kot 1 evtakamovn BEATIOVOVY TIG OVIITAPKIVOOVIKEG OpACELG
g Aefovtomnoc.

2. Tvpémer va yvopilete mpy napete 10 Levodopa/Carbidopa/Entacapone Orion

Mnyv napete To Levodopa/Carbidopa/Entacapone Orion o€ ntepintoon:

- aAdepyiog otn Aefovtona, oTnV KapPLvTOTA 1) OTNV EVIOKATOVT 1] G OTO00NTTOTE GALO ATTO Ta.
GULOTATIKA QLTOV TOV POPLAKOV (OVAPEPOVTOL GTNV TOPAYPAPO 6)

- OV €YETE YAAOKOUA KAEIGTNG Yoviag (Lo o@BaApikn dtatapoyn)

- OV €YETE OYKO TOL EMVEPPLOIOV

- OV TOPVETE KATOL QpAppaKka yio T Oepameio TG KatdOAlnyng (GuvOVAGHODS EKAEKTIKMV
avactorév MAO-A kot MAO-B, 1 un exiekticoig avactoreic MAO)

- nov giyote ToTé KoKONBeg vevpoinntikd cuvdpopo (KNI — mpoxettar yio ondvia ovtidpaor o€
(APLLOKO TTOV YPTCLUOTO0VVTAL Yio T Bgpameio cofapmv YuyiK®V SlotapaydV)

- 7oV giyoTe TOTE PN TPAVHOTIKY pafdopvoivon (o oTavia HoiKn dtaTopoyn)

- 7oV €yete Popld Nratikn voco.

IIpogidomou)cels Kol TPOPVAGEELS
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AmevBuvleite oToV yroTpd 1 TOV Pappakonold oag mpw tapete o Levodopa/Carbidopa/Entacapone

Orion eav éyete N giyote 610 TOPEABOV:

- KapdloK TPOSPoAn 1 omolesdfmote GAAEG TaBNGELG TG KaPAAG, LETAED T™V OTolMV Eivar Kot
01 KapdloKES appubuies, | T@V AUOPOP®V ayyeimv

- GoBpa M omoladnmote GAAN TAONON TOV TVELHOVAOY

- NnaTiKd TPOPANUE, TN umopel va amorteitan pvOon g 66ong oag

- VEQPIKT VOoO 1] ToONGELG TOL GYeTI{OoVTaL [IE TIC OPUOVES

- €AKN 6TOUd OV 1| OTLOGUOVG

- 0€ MEPIMTMON TOL £XETE TAPOUTETAUEVT] O1APPOLN EVILEPDGTE TOV YIOTPO GOG KaBDG pmopel va
elvar onpeio eAeyHovig Tov ToE0G EVIEPOL

- OMOL0ONTOTE HOPPN COPAPNG WOYIKNG SLOTAPAYNG OTT®G Y™

- YPOVIO YAODK®UO OVOIKTIG YOVIOG, EXEWON VOEXETAL VA, xpeldletal pubuion tng 660oNG GoG Kot
Vo omotteiTan TapoKoAovnon g wieong twv opBaludv cog.

2vuPoviguteite TOV Y1TPO GOC EAV TOIPVETE EML TOL TOPOVTOC:

- AVTIYOYOTIKE PAPLKO (PAPUOKO TOV YPTCILOTOI0VVTIOL TNV AVTILETMTION TG WYOY®ONC)

- (APLLOKO TO OTTOI0 PTOPEL VO TPOKOAECEL YOUNAT OPTNPLOKT] THECT] OTAV OTKMOVECTE OO TNV
kapéha 1 To kpePdrtl. Oa Tpémel va yvopilete 6T1 To Levodopa/Carbidopa/Entacapone Orion
EVOEYETAL VO, EMOEIVACEL OVTEG TIG AVTIOPACELS.

2vuPovlevteite Tov y1otpd 606 0V KOTA T d1dpkela NG Bepameiog [ie TO

Levodopa/Carbidopa/Entacapone Orion:

- TopaTNPNOETE OTL 01 POEG 0aG Evat TOAD AKOUTTOL 1) EPEAVI{OVY EVTOVEC GUGTACELG, 1] EGV
EUPAVICETE TPOWO, AVNOVYI0, GUYYVOT], TUPETO, TOYLTOALIN, 1 LEYAAES OLOKVLAVGELS OTNV
aptnpokn oag migon. Edv cvufei otidnmote amd 1o aveTEP®, EMKOIVOVI|GTE APECOG IUE TOV
TWTpo 6Os.

- aloBavieite KoTAOAWYT, £xETE OKEYELC Y10 VTOKTOVIO, 1] TAPUTNPNOETE ACLVNOIGTEG AAAAYES
0TI GLUTEPLPOPE GOG

- Mo TMOCETE OTL GOG TalpVeEL EapviKd 0 VIVOG, 1 av acBdveste Evtovn vtvnAia. Ze Té€toln
TEPITTOOT OV TPEMEL VoL 0dNyeite N va ypnoiponoteite epyaieia | pnyovipata (BA. exiong v
Tapdypoeo “Od1ynomn Kot XEPIoUOS UNYovNHAT®Y™).

- TapoTNPNOETE OTL AVeEELEYKTEG KIVIIGELS apyilouV 1 ETOEVAOVOVTAL LETA TNV EVapEN TNG
Mymc tov Levodopa/Carbidopa/Entacapone Orion. Edv cvpfet avtd, o yiatpdc cog pmnopet va
TPEMEL VO, KAVEL OAANYT] TNG 6OGNG TOL OVTITAPKIVGOVIKOD QUPUAKOL TOV TOIPVETE.

- TOPOTNPNOETE SIAPPOLO: GLVICTATAL TOPAKOAOVON O™ TOV Bépovg cag Yo va amopevydel to
EVOEYOLEVO VTTEPPOMKTNG ATMAELNG fAPOVG

- TOPOTNPNOETE TPOOJELTIKY avopesia, e§acBévion (advvapia, e£dvTinon) Kot amdAelo Bapovg
LECO OE GYETIKA LKPO YPOVIKO O1ACTNUA. L€ TETOIN TEPIMTOOT, Oa Tpémel va eEgTaoTEL TO
EVOEYOLEVO JIEVEPYELOG HLOG YEVIKNG LUTPIKNG EKTIUNONG CUUTEPIAAUPOVOUEVIG TNG NTOTIKNG
Aertovpyiog.

- vioBete TNV avaykn vo otopatioete T ypnon tov Levodopa/Carbidopa/Entacapone Orion, BA.
v mapdypoeo “Edv otapatnoete va naipvete to Levodopa/Carbidopa/Entacapone Orion”.

Evnuepdote oV Y10Tpd G0g gdv £0€IC 1] 1) OIKOYEVELY GOG/0 PPOVTIGTNG GOG OLOTICTMGEL OTL
TAPOVCIALETE CUUTTONOTA E01GHOD TOL 081 YOVV otV emBupia Yio HEYOADTEPEG OOGELS TOV
Levodopa/Carbidopa/Entacapone Orion kot GAA®V QOPUOKEVTIKMY TPOTOVTI®V TOL YPTCLOTOI0VVTOL
v ™ Bgpameio Tng vocov Parkinson.

Evnuepdote 0V Y10Tpo G0g eV £GEIC 1] 1] OIKOYEVEL/O PPOVTIGTNG GOG OLOTICTMGEL TNV ELPAVIOT
TapOpUNoNg 1 EMBLING VO CUUTEPLPEPETTE [Le TPOTOVS OYL SLVNDELS Yio €04G 1| €dv dev umopeite va
avtiotabeite otV mapopunon, 0EAnon 1 nepacud va tpoPeite o€ evépyeleg Tov umopet va fAdyovv
TOV €0VTO GOG 1 TOVG YOP® GOG. AVTEG 0L GUUTEPLPOPES OVOLLALOVTAL SLaTAPA)EG EAEYYOL TV
TOPOPUNCEMY Kol Uopel va tepthapfavouv ebioud ot yaptonaréio, vrepPoAlkn KATAVIA®ON
@ayNTov 1N VIEPPOMKESG SAMAVESG, UM PUCIOAOYIKA avénpévn oeEovaiikn didbeomn 1 evacyoAnon pe
VIEPUETPEG OKEWYELG 1) atoOnpaTa oe&ovaiukol epieyopévov. O y1oTpodg oG UIOPEL Va YPELOCTEL va
emava&loloynoet ) Bepaneio coc.
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O y1otpog 060G UTOPEL VO KAVEL TOKTIKEG EPYUSTNPLOKEC EEETAGEIC KATE, TN OGPKELD LOKPOYPOVIG
Oepameiog pe to Levodopa/Carbidopa/Entacapone Orion.

Av mpénel va vtoPAnOeite og yepovpyikn enépPacn, Tapakoreiote va weite otov yaTpd cag OTL
ypnowonoteite to Levodopa/Carbidopa/Entacapone Orion.

To Levodopa/Carbidopa/Entacapone Orion dev GuvigtdTon yio ypron v tn Oepaneio
eEOMUPUUISIKAOV CUUTTOUATOV (T.). OKOVGIEG KIVIGELS, TPEUOVAO, OKAUWYIO TOV LOOV KOl LUTKEG
GLOTAGELS) TOV TPOKAAOVVTOL ATO GAAL PAPLOKAL.

Moo kol Epnpor

H eumeipio pe 1o Levodopa/Carbidopa/Entacapone Orion g acfeveic nAikiog kdtm tov 18 etdv givar
neproplouévn. Erouévag, dev cuviotdton n ypnon tov Levodopa/Carbidopa/Entacapone Orion og
TooLd 1 epnPoug.

Al @dppoxa kot Levodopa/Carbidopa/Entacapone Orion

Evnuepaoote tov y1otpo 1 TOV QOPUOKOTOL0 GG GV TOIPVETE, EYETE TPOGPATO TAPEL 1] Uopel val
napete GAAA QApLOKAL.

Mnyv népete 10 Levodopa/Carbidopa/Entacapone Orion €dv ToipveTe GUYKEKPIUEVO GAPLLOKO, VIOl TNV
OVTIHETOMION TG KaTdOAyng (cuvdvacpong eKAEKTIKOV avaotoréwv MAO-A kot MAO-B, 1 un
eKAeKTIKOVG avaoToAeic MAO).

To Levodopa/Carbidopa/Entacapone Orion gvoéyetot va avénoet T dpacT Kot TiG ovemBoUNnTeg

EVEPYELEG OPIOUEVAOV QOPUAK®V. MeTald avt®dv mepthappdvovat:

- (APLLOKO TTOV YPTCLUOTOLOVVTOL Y10, TNV OVTLUETOTION TNG KATAOAIYNG OTTmG pokAoPepion,
OULTPVTTIAVY, deCUTPapLivn, LompoTiAivy, Beviapadivn kot Tapoletivn

- PUUTEPOAT KO IGOTPEVAALVT TTOL YPTCLLOTOLOVVTOL Y10 TNV OVTLUETMTICT| AVOTVEVGTIKMDV
nancemv

- 0OPEVOAIVI] TOL YPTCILOTOIEITOL Y10 TV CVTLETMMIOT GOPAPDV OAAEPYIKMV AVTIOPACEDY

- vOpadpEVAAIVT], VTOTapiv Kol 60BOVTALLVY) TOV YPNCLLOTOLOVVTOL Y10 TV CVTLLETMOTIOT
KOPOOK®OV TOBNGEDV KO TNG YAUNANG OPTNPLOKNG THECTG

- a-HEBVAVTOTO TOV YPTGILOTOIEITAL Y10 TNV AVTIUETOTIOT TG VYNANG 0PTNPLOKNG TECTG

- OTTOLOPPIVI) TTOL YPNCUYLOTOLEITAL Y10l TNV AVTILETOTIOT TG VOsov Tov Parkinson.

H dpdon tov Levodopa/Carbidopa/Entacapone Orion gvdéyetal va eEacbevicel amd opiopéva

Qappoka. Xto appoKe outd teptiapupdavoval:

- OVTOY®VIGTES VIOTAUIVIG TOV XPTCLLOTOLOVVTAL Yiol T BEpameio T@V VONTIKOV dlaTopoydV,
NG voTiog Kol TOL ELETOV

- (OVVTOTV TTOV YPTCLUOTOLEITOL Y10 TV TPOANYT TV CTACHUMV

- namaPepivn TOV YPNCUOTOIEITOL Y10 TN YOAAPMOOT] TOV LVDV.

To Levodopa/Carbidopa/Entacapone Orion pmopel va KAveL SUGKOAOTEPT) TV ATOPPOPTGT) TOV
G1OMPOL OO TO YUOTPEVTIEPIKO GOANVA. Il avtd T0 AdYO, Unv TaipveTE TAVTOYPOVE TO
Levodopa/Carbidopa/Entacapone Orion Kot cupmAnpopata odnpov. To
Levodopa/Carbidopa/Entacapone Orion kol T0. GUUTANPOUOTO GOTPOL TPETEL VA, AAUPAVOVTOL e
dtpopd 2 €m¢ 3 mpmv.

To Levodopa/Carbidopa/Entacapone Orion pg Tpo@1] kKot w0T6

Mmopeite va tapete 10 Levodopa/Carbidopa/Entacapone Orion pe 1 xwpig tpoeny. o peptcoie
acbOeveic, o Levodopa/Carbidopa/Entacapone Orion umopeti va, unv amoppo@dtot kold, av Aneoel
pali pe, N Alyo petd amd tpoen Thodolo og TPMTEIVES (OTMG KPELTA, WAPLH, YOAUNKTOKOMIK
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TPOTOVTO, GTOPOVE Kot Kapvdla). ZupfovAevdeite Tov yloTpd Goc, v TGTEVETE OTL KATL TETOL0 10YVEL
Y10 60G.

Kdnon, Onlaopoc ko yovipdtnrto

Edv eiote éyxvog 1 Onhalete, vouilete 0T1 pmopel va giote £ykvog 1 oxed1aleTe Vo AMOKTHOETE T,
{ntote TN GVUPOLAT TOV YLOTPOD 1] TOV PAPUOKOTOIOD GAG TPV TAPETE AVTO TO PAPLOKO.

Agv mpémeiva OnAdlete katd ™ didpkela g Oepaneiag pe Levodopa/Carbidopa/Entacapone Orion.

001 ynon kKo EPLopog pnyavnpdTmy

To Levodopa/Carbidopa/Entacapone Orion pumopel v PLEIDGEL TV 0PTNPLOKT| GOG TEST LE
arotéleopa va vidbete okotodivn 1 (dAn. Eropévag, va giote 1dwaitepa Tpocektikol 6tav odnyeite N
OTAV YPTCULOTOIEITE EPYOAELD 1] LUNYOVILLOTCL.

Av vimBete €vtovn vTvnAia, 1 oV, LEPIKES POPES, SLOTICTMOETE OTL GOg TAlpVEL EQPVIKA O VTIVOG,
nepluévete PEYPL va EuTvNoeTe TEAEIMG TPV 00N YNOETE 1] KAVETE OTIONTOTE TOV OOLTEl Vo €l0TE OF
gypnyopon. Xe dpopeTIKN mepinTmon unopet va 0EceTe TOV £0VTO GOG 1) TOLG AAAOVG GE KivOuVo
cofapod TpavpaTicHob 1 Bavdtov.

To Levodopa/Carbidopa/Entacapone Orion wepiéyel caxyoapoln

To Levodopa/Carbidopa/Entacapone Orion mepiéyet coxyapdln (1,6 mg/diokio). Av o yiaTpog Gog,
o0G EVNUEPMTE OTL £YETE duoaveSia 6€ OPIOUEVA GAKYOPO, EMKOIVMOVINGTE LE TOV Y1TPO GOG TPV
TOPETE OVTO TO PAPLLAKO.

To pappaxo avtd mepiéxel Myodtepo amd 1 mmol (23 mg) vatpiov avd HEYIGTN GUVIGTOUEVN
nuepnoa 8601, eival avtd Tov ovopdlovpe «eAebBepo vatTpiovy.

3. og va apete To Levodopa/Carbidopa/Entacapone Orion

[Tédvtote va maipveTe T0 PAPUOKO OVTO OVOTNPA COUPMOVE, LE TIG 0ONYIEG TOV YIATPOV T} TOL
Qoppakomolov coc. Edv éxete apeiforieg, p@tiote TOV Y1Tpd 1) TOV POPLOKOTOLO UG,

Mo eviAKec Kot NMKIOUEVOLC:

- O ywtpog oag Ba cag mel akppac noéca diokia Levodopa/Carbidopa/Entacapone Orion va
naipvere kibe nuépa.

- Mnyv yopilete  unv ondre ta diokio 68 PIKPOTEPH KOUUATIO.

- [Ipéner va maipvete povo éva diokio kébe popd.

- Avdloya pe 10 Tog avtidpate 61N Bepaneia, 0 YTPOS GOG UTOPEL VO 00G GLGTIHOEL LYNAOTEPN
N xapnAdtepn d6om.

- Edv naipvete diokia Levodopa/Carbidopa/Entacapone Orion 50 mg/12,5 mg/200 mg,
75 mg/18,75 mg/200 mg, 100 mg/25 mg/200 mg, 125 mg/31,25 mg/200 mg 1
150 mg/37,5 mg/200 mg, unv naipvete mepiocodtepa and 10 diokio nuepnoing.

Munote pe tov yriTpd 1 ToV QapuoKoTold cog ov Bewpeite 6TL 1 dpdon Tov
Levodopa/Carbidopa/Entacapone Orion givat ol 1oyvpi 1 ToAD adOuvapn, 1 ov EPLEaviceTe TOovES
aVETBVOUNTEG EVEPYELEG.

Ewova 1

Mo va avoi&ete ™ @LaAN Yo TpdTN QPOpd: avoi&te 1o
OO, KOL GTY] GUVEYEW TECTE LLE TOV avVTixEpd oag
ndveo oT10 oepaylopo pExpt avtd vo omdoel. BA.
gwova 1.
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Edav mapete peyardtepn 66om Levodopa/Carbidopa/Entacapone Orion a76 Tnv Kavoviky

Av mdpete katd Adbog mepiocdtepa Siokia Levodopa/Carbidopa/Entacapone Orion amd 0T Tpémel,
cuppovievbeite auEcS TOV YATPO 1) TOV PAPUAKOTOL0 GOG. L€ TEPIMTMON VIEPOOCOAOYING UTOpEd
va areBaveite cOyyvon 1 avnovyia, o Kapdlakdg cog pLOUOG umopel va ival To apyog 1 mo Tay OGS
07t0 TO KOVOVIKO 1) UTOPEL VO TOAPOVCIUGTEL OAANYT] GTO YPDLO TOL SEPLOTOC, TNG YADCOUG, TMV
LOTUOV 1] TOV 0VP®V GG,

Edv Eeydoete va wapete To Levodopa/Carbidopa/Entacapone Orion
Mnyv mépete dmAn 360N Yo Vo, avaTANpOCETE TO d1oKio Tov Egydoarte.

Av pecolafel mhvo amd 1 dpa péypt v emduevn d6on cag:
[Mapte €va diokio poiig to Bounbeite kot mhpte TO EMOUEVO O1GKIO TNV KAVOVIKT| DPO.

Av pecorafel Mydtepo omd 1 dpa puéypt Ty exdpevn d00m GOC:
[Tapte €va dioxio poiig to Bounbeite, mepuévete 1 mpa, kol LeTd TAPTE GALO €val diokio. MeTd amod
VT, CLVEYIOTE VO TAIPVETE KOVOVIKE TIG SOCELS.

[Téavta vo apfvete vo TEPAGEL TOVAGYIGTOV Lo ®pa LETAED TOV MYE®V d1oKiwmV
Levodopa/Carbidopa/Entacapone Orion yio va amo@bOyete mBavEG avemBOUNTEG EVEPYELEG.

Edav ctapatiocere va naipvete To Levodopa/Carbidopa/Entacapone Orion

Mnv otopatnoete tn Ay tov Levodopa/Carbidopa/Entacapone Orion gdv dev 60,G TO GUGTNGEL O
YWOTPOG GOG. € QLTNHV TNV TEPITTMON, 0 Y1ATPOG GOG EVOEXETAL VO TPETEL VO pLOUICEL TO GALDL
OVTUTOPKIVGOVIKA QAPLOKA GOG, EOIKA TN AePOVTOTA, Y10 VO VITAPYEL EMAPKNG EAEYYOG TOV
cuountopdtov cag. Edv dwaxoyete andtopa to Levodopa/Carbidopa/Entacapone Orion kot ta
VTOAOITO AVTUTOPKIVGOVIKA PAPLLOKO, HTOPEL VO TPOKAN 0OV avemBounteg eVEPYELEG.

Edv éxete mepliocOTEPES EPOTNCELG GYETIKA LLE TN XPNON OLTOV TOV PUPUAKOV, POTNGTE TOV Y1OTPO 1|
TOV POPUUKOTTOLO GOG.

4. IMBavéic avemBopnTeg evépyseieg

Onwg 6Aa To pApLHOKa, £TGL KO AVTO TO PAPUOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, OV
Kot 6gv Tapovoidlovral oe 6AoVG Tovg avOpmmove. [ToAlég amd Tic avemBounTeg evEpyeleg UTOPOLV
va katarpatviovv pe pvubuion g 66omng.

Edv ot didpkeia g Oepaneiog pe Levodopa/Carbidopa/Entacapone Orion gppavicotovy ta

TOPOKATO CUUTTOUNTO, EMKOLVOVI|GTE APECOS ILE TOV YIOTPO GOG:

- O1 pbdeg oag Exovv yivel TOAD AKOUTTOL 1] ELPOVILOVY £VTOVEG GLOTAGELS, £XETE TPEUOVAO,
avnovyio, GOYYLGOT, TVPETO, TOYVTOAUIA, 1] LEYAAEG OIOKVUAVGELG TNV APTNPLOKT COG THET).
Avtd pumopel va givatl cuumtdpaTo ToL Kakondovg vevpoinmrikod cuvopopov (KN, pog
OTAVIOG GOPap1g aVTIOPUOTC GE PAPHOKO TOV YPTGLLOTOIOVVTOL Y10 TV OVTIUETOTION
STOPAYDV TOV KEVIPIKOV VELPIKOV GUGTNHATOSG) 1 TNG pafdopvoivong (Lo omaviag
cofapng HLIKNG SloTapayng).

- Alepyuc avtidpaon, Ta onpeio uropei va tepthapPdvovy kvidmwon (kvidmtikd eEavinua),
oayovpa, eEavinua, TpnéyLo 6To TPOcWOTO, GTa XEIAN, OTN YA®GGA 1) GTO AQLULO, TPAYLLO TTOV
pmopel va TPOKAAEGEL OUGKOAID GTNV OVATVOT 1] GTNV KATATOGN.

o\ ovyvég (umopet vo. exnpedoovy epioootepo. amo 1 ota 10 droua):
- avelédeykteg Kivnoelg (dvokivnoia)
- aicOnuo adrbeciog (vavtio)
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aKivOLVOG SLGYPOUATIGHOG OVP®Y GE KAGTAVOKOKKIVO YPDLLOL
LiKog Tdvog
ddppota.

2VYVEG (umopet vo. exnpedoovy éwg 1 ota 10 droua):

LaAn M AmoBopio Ady® yopUnAng apTnPloKng TEoNS, VYNAN apTNpLoKy Tieon

emdeivon TV cuuTTOUAT®V TNg vosov Tov Parkinson, {aAn, vrvniio

€LETOC, KOIMOKOG TOVOGS Kot duopopia, aicnuo kKavcov, Enpoctopia, SuGKOIAOTNTO
advvapio Tov acevovg va ko Bel, yevdaisOnoelg, cuyyvo, Un eucstoroyikd dvepa (Letald
TOV OTOI®MV KOl EPLAATEG), KOVpOoN

YOYKEG AALUYEG — CUUTEPIAAUPAVOUEVEOV TPOPANUAT®V [E T UVIHT, GYYOLS Kol KATAOAMYNG
(MBavmg pe oKEYELG AVTOKTOVING)

EMEICOO10 KAPIKNG 1] APTNPLOKNAG VOGOL (T.)Y. TOVOG GTOV BMPaKa), 0KAVOVIGTOS KAPILOKOG
TaAUOG M pLOUOG

TO GLYVEC TTOGELS

Aoy avViIOo oL

avénpévn epidpwon, eavinuata

UVIKES KpAUTES, TPNELLO TOV KAT® AKP®V

Oopumn 6poon

avopio

pelmpévn 6peln, peimon copotikod Bapovg

TOVOKEPUAOG, TOVOG GTIC 0pHpMOELS

AOUMEELG TOL OLPOTONTLKOD.

Oy ovyvég (umopet vo, ermnpedoovy éwg 1 aro 100 droua):

KapdloKN TPOGROAN

ooppayic 6To EVTEPO

oAL0YEG OTOV aPOUO TOV ALILOCOUPIOY TTOL UTOPEL VO, EYOVV MG OMOTEAEGLO. CpLOppayia, U
(PUOIOAOYIKA OTOTEAEGUATO SOKIUAGLAOV TNG NTOTIKNG AEITOLPYiag

GTAGLOL

aicOnua avnovyiog

YUYOTIKE GUUTTOUATO

KoAiTId0 (PAeypovn oto oy £viepo)

SUCYPOUOTICHOG EKTOC OO TO, OVPO. (TT.). TOV SEPUATOG, TOV VOYLDY, TOV LOAADV, TOL 1OpDTO)
dVGKOAlD OTNV KATATOON

advvapio ovpnong.

Mn yvaotéc (n ovyvotnto dev umopel vo ektundet pe faon ta drobioiua dedousva):

EmBopia yio peydieg 66ce1g tov Levodopa/Carbidopa/Entacapone Orion mwov vrepPaivouv ekeiveg
OV OTALTOVVTOL Y10, TOV EAEYYO KIVNTIKOV CUUTTOUAT®V, TOV VoL YVOOTN MG GOVOPOLO
amoppvOuong tng vromapivng. Mepikoi acBeveig mapovcidlovv coPapég un PLGIOAOYIKEG AKOVGIEG
Kivnoelg (duokvnoieg), dStakvpdvoelg d1d0eong 1 GALec avemBounteg evépyeleg LeTd amd T ANym
peydiov d6cewv Tov Levodopa/Carbidopa/Entacapone Orion.

"Exovv avoopepbel eniong o1 mapakdto avemBounteg evEPYELEC:

nratitido (eAeyHOVH TOL NTOTOC)
Qayovpa.

Mmrnopei va gppovicete T okolovbec avembdunTec evépyelec:

Advvapia avtiotaong otnyv mopdpuncn va tpoPeite oe gvépyela mov mBavov va givar
emPrapfng, n onoia uropei va teptroppavet:

- duvatn TapOPUNoT Yo VITEPPOAIKT YopTOTOE N TAPA TIG GOPAPES TPOCOTIKES 1)

OUKOYEVELOKES GUVETELEG

- SLOPOPOTONLEVO 1] LENUEVO GEEOVOAIKO EVOLOPEPOV KOl GUUTEPLPOPA LE 1d104TEPT

avnovyio g €64 N TOLG YOP® GOG, OTMG Yo TAPASELY LA, AVENUEVT] GeEOVOAIKTY
d1Beom
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- avelédeykteg vITeEPPOMKEG AyOpES 1) SATAVEG

- KPOUTAAT PoynToL (KOTAVAA®GT) LEYGA®Y TOGOTNT®V QAyNTOV GE UIKPE YPOVIKA
SOTAUATO) 1| KATOVOYKOOTIKN KATOVAA®DOT) @ayntoy (KATovAA®MGCT TEPIGGOTEPOV
(ayNToL OO TO PLGLOAOYIKO KOl TEPLGGOTEPO AO OGO YPELLETAL Y1 VoL tKovoTotn el 1
TEVA 00G).

Evnuepdote 10V Y10Tpo G0G 0V TOPOVGLAGETE KATOL0 OO OVTEG TIC GUUTEPLPOPES, Do culnToeTe
TPOTOLE XEPIGUOV 1} LEIDMONE TOV CUUTTOUATOV CVTOV.

Ava@opd avemOOpUNTOV EVEPYELOV

Edv mopoatnpioete kdmotla ovemBountn evépyela, EVIUEPDOGTE TOV YIATPO 1 TOV QUPLOKOTOLO GUGC.
AVTO 1oyvel Kot Yo, kKabe mhavn avemiBountn EVEPYELN TOV OEV UVAPEPETOL GTO TUPOV GUALO
odNyL®V ypnons. Mropeite eniong vo avagépete avembounteg evépyeleg anevbdeiag, LEGH TOV
€0vikov GVoTNUATOG avaPOoPds Tov avaypaeeTor oto [apdpmua V. Méow ¢ avapopdic
avemBounTev evepyeldv pumopeite va fondncete ot GLALOYN TEPIGGATEPOV TATPOPOPIDV GYETIKA
LE TNV 0OPALELD TOV TOPOVTOC PUPUAKOV.

5. I ag va guraccete To Levodopa/Carbidopa/Entacapone Orion
To @dappaxo avtd TPEMEL VO PUAACCETAL GE PEPT] TOV OEV TO PAETOLV Kot dgV TO PBAVOLVY Ta TOLd1AL.

Na pn xp1OLOTOIEITE AVTO TO PAPUAKO UETA TNV NUEPOUN VIO ANENG TOVL AVOPEPETAL TN PLAAT Kol
o10 xovuti. H nuepopunvia Anéng sivar ) tehevtoio nUéEPA TOL VA TOV AVOPEPETAL EKEL.

To pappaxo avtod dev amartel Waitepeg ouvONKeS POAAENG.

Mnyv metdite @ApLoKa 6To VEPO TNG AMOYETEVONG 1] 0TA OIKLOKE amoppippota. Potote tov
(POPLLOKOTOLO GOG Y10 TO MG VO TETAEETE TOL PAPLLOKO TOV OEV YPTNCLOTOLEITE Tl AT ToL pLETpa Oal
BonOnoovv oty Tpoctacio Tov TEPPAIAovTOG.

6. Iepreydpeva TS 6VOKELAGIOS KOl AOUTEG TANPOPOPIES
T tepréyer o Levodopa/Carbidopa/Entacapone Orion

- Ot dpaoTtikég ovoieg Tov Levodopa/Carbidopa/Entacapone Orion givai n Agfovtona, m
KOpPvTOMTOL KO 1] EVIOKATOV.

- Kd&Be dioxio Levodopa/Carbidopa/Entacapone Orion 125 mg/31,25 mg/200 mg nepiéyet 125 mg
AePovtomag, 31,25 mg kapPvtonag kot 200 mg evrakamovng.

- Ta GAAo GLGTOTIKG GTOV TLPT VA TOV S10KIOL Elval VOTPLOVY0G SGTAVPOVUEVT KAPUEALOL,
OTEOTIKO PayVio10, Apvlo apafoacitov, pavvitodin (E421) kot mofvovn (E1201).

- Ta cvotaTikd oty eTtKaAvy™ pe Aemtd VEVIO givor YAvkepoAn (85 toig ekatd) (E422),
VIPOPEAAOLN, OTEATIKO Hayviiolo ToAvGopPiko 80, epuBpd o&eidio Tov owdnpov (E172),
cakyopoln kot d10&eidio Titaviov (E171).

Epgévion tov Levodopa/Carbidopa/Entacapone Orion kot TEpieyOpeva TG GVGKELAGING

Ta dioxio Levodopa/Carbidopa/Entacapone Orion 125 mg/31,25 mg/200 mg ivat avorytov
KOPEKOKKIVOV YPOUOTOG, OPAA emtkaivpupuéva pe Aemtd vuévio, pépovta v évoelén “LCE 125” om
pia TAgvpd Toug .

To Levodopa/Carbidopa/Entacapone Orion 125 mg/31,25 mg/200 mg dwatifeton g mévte dopopeTikd

uey€tn ovokevaciog (10, 30, 100, 130 v 175 diokia). Mropei vo unv KukAopopolhy OAEG ot
GLGKEVAGIEG.
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Katoyog Adsrwog Kukrogpopiag
Orion Corporation

Orionintie 1

F1-02200 Espoo

dwviavdia

Hapaockevaotiig

Orion Corporation Orion Pharma

Joensuunkatu 7
FI-24100 Salo
Dwiovdio

INo omoladnmote TANPOPOPiN GYETIKA LE TO TAPOHV PAPUIKEVTIKO TPOTOV, TAPAKAUAEITTE VO
angvBuvheite otov Tomkd avtimpdcwno tov Katdyov e Adsiog Kvkiopopiog:

Belgié/Belgique/Belgien
Orion Corporation
Tél/Tel: +358 10 4261

Bbarapus
Orion Corporation
Ten.: +358 10 4261

Ceska republika
Orion Corporation
Tel: +358 10 4261

Danmark
Orion Pharma A/S
TIf: +45 8614 0000

Deutschland

Orion Pharma GmbH
Jirgen-Topfer-Stralie 46
22763 Hamburg

Tel: +49 40 899 689-0

Eesti
Orion Corporation
Tel: +358 10 4261

EALada
Orion Pharma Hellas M.E.IL.E
TnA: + 30210 980 3355

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Lietuva
Orion Corporation
Tel: +358 10 4261

Luxembourg/Luxemburg
Orion Corporation
Tél/Tel: +358 10 4261

Magyarorszag
Orion Corporation
Tel.: +358 10 4261

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Orion Corporation
Tel: +358 10 4261

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

Osterreich
Orion Pharma GmbH
Tel: +49 40 899 6890

Polska
Orion Pharma Poland Sp z.0.0.
Tel.: + 48 22 8333177

Portugal
Orion Corporation
Tel: +358 10 4261



Hrvatska
Orion Corporation
Tel: +358 10 4261

Ireland

Orion Corporation
Tel: +358 10 4261
Island

Vistor hf.

Simi: +354 535 7000

Italia
Orion Corporation
Tel: +358 10 4261

Kvnpog
Orion Corporation
Tnhk: +358 10 4261

Latvija
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel: +358 10 4261

Slovenija

Orion Corporation
Tel: +358 10 4261
Slovenska republika
Orion Corporation
Tel: +358 10 4261

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

Sverige
Orion Pharma AB
Tel: +46 8 623 6440

United Kingdom (Northern Ireland)
Orion Corporation
Tel: +358 10 4261

To mapév pvAiro 0dNYLOV YprioNS avadepONKe Y10 TELEVTAIN POPE GTIG

Alleg Tyég TANPOQOPLAOV

Agntouepeic TANPoPopiec Yo To PAPUOKO 0VTO gival S100EG1IEC GTOV SIKTLOKO TOTO TOL
Evponaikod Opyoaviopuod ®apudkmv: http://www.ema.europa.eu
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@viro oonYLov piong: Iinpoeopics Yo Tov ypriioty

Levodopa/Carbidopa/Entacapone Orion 150 mg/37,5 mg/200 mg emkalvppéve, pne AETTé DUEVIO
ookia
Aepovtoma/KapPivtoma/evaKomndvn

AW PaoTe TPOCEKTIKA OLOKANPO TO PVALO 001 VLAV YP1IONGS TPV UPYICETE VO, TAIPVETE VTO TO

QOapROKo, O10TL TEPLAGUPAVEL oNUAVTIKES TANPOPOPIES YIa GaC,

- DdvrdEte avTd TO POAAO 0ONYIOV Ypong. Towg ypelaotel va To dafdoete Eavda.

- Edv éxete mepartépm amopieg, potoTE TOV Y10TPO 1) TOV POPLOKOTOLO GOG.

- H cvvtayn yuo avtd to pappako xopnyndnke amokAEIoTIKA Yio 60G. AgV TPENEL VO ODGETE TO
@apuako og dGAlovc. Mmopei va toug Tpokoarécetl PAAPT, Ao Kot OTOV TO CUUTTMOUOTO TNG
aoBéveldg toug etvar idtol pe T d1kd Goc.

- Edv mopatnprioete kdmola avemBOunTn evépyeln, EVNUEPDOGTE TOV Y1ATPO 1] TOV (POPLOKOTOLO
cag. Avtd 1oybet Kot Yo kaOe mhovr avemBOunTn EVEPYELD TTOV EV OVAPEPETAL GTO TAPOV
@OAAO 001 yI®V Ypnons. BAéme mopdypago 4.

T epréyer 1o Tapdv @OLA0 00N YLOV:

1. Tt eivon To Levodopa/Carbidopa/Entacapone Orion kot oo givot 1) yp1on tov

2. T npémel va yvopilete Tpv mapete to Levodopa/Carbidopa/Entacapone Orion

3. [og va napete to Levodopa/Carbidopa/Entacapone Orion

4, [Mbavég avemBounteg evépyeleg

5. [og va puidcoete to Levodopa/Carbidopa/Entacapone Orion

6. [epieydueva TG cLOKELOGTNG KO AOITEC TANPOPOPIES

1. Th givan To Levodopa/Carbidopa/Entacapone Orion kot towa givor 1) (pfio1n Tov

To Levodopa/Carbidopa/Entacapone Orion mepiéyet tpeig dpaoctikég ovaieg (Aefovtona, KapPvtdma
KOl EVTOKATOVT]) € £va ETIKOAVUUEVO e Aemtd vuévio dtokio. To Levodopa/Carbidopa/Entacapone
Orion ypnoponoteiton w¢ Oepaneio yio T voéco tov Parkinson.

H vécoc¢ tov Parkinson mpokaieitot amd younid eninedo pog ovcicg yvooTn @g VIOoTapivn 6Tov
eyképadro. H Aefovtona av&avel v mocdTnTa TG VIOTOUIVNG KOl ETOUEVMG LEUDVEL TOL GUUTTMOLOTO
g vocov tov Parkinson. H xapfivtona kot 1 evtakamovn BEATIOVOVY TIG OVIITAPKIVOOVIKEG OPACELG
g Aefovtomnoc.

2. Tvpémer va yvopilete npry napete To Levodopa/Carbidopa/Entacapone Orion

Mnyv napete To Levodopa/Carbidopa/Entacapone Orion og nepintoon:

- aAdepyiog otn Aefovtona, oty KapPLvTOTA 1) OTNV EVIOKATOVT 1] G OTO00NTTOTE GALO ATO Ta.
GLOTATIKA OLTOV TOV POPLAKOV (OVAPEPOVTAL GTNV TAPAYPAPO 6)

- OV €YETE YAUOKOUA KAEIGTNG Yoviag (Lo opBaApikn dtatapoyn)

- OV €YETE OYKO TOL EMVEPPLOIOV

- OV TOPVETE KATOL QAppaKa yio T Oepameio TG KatdOAlnyng (uvOVAGHODS EKAEKTIKMV
avactoréov MAO-A kot MAO-B, 1 un ekiextikotvg avaotoreic MAO)

- Tov giyate TOTE KoKONOeG vevpoinntikd cuvdpopo (KNI — npoxettar yio ondvia avtidpaor o€
(APLLOKO TTOV YPTCLLOTO0VVTAL Yio T Oepamneio cofapmv YuyiK®V dotapaydV)

- 7oV giyoTe TOTE PN TPALHOTIKY pafdopvoivon (e ordvia Loikn dteTopoyn)

- 7oV €yete Popld Nratikn voco.

IIposgidomou|oElS KoL TPOPVAGEELS

AmevBuvleite otov yotpd f 1oV eapuakorold caoc tpw mhpete to Levodopa/Carbidopa/Entacapone
Orion gav &yete N elyote 6T0 TOPEADOV:
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KapdloK TPOSPoAN 1| omolesdnmote dAAEG TaBNoELg TG Kapdldg, LeTtald TV omoimv givar Kot
01 KapdloKES appubuies, 1| TOV AHOPOP®V aryyeimV

GoOpa M omoladmote GAAN TAON O TOV TVELHOVAOV

NnaTiKd TPOPANUE, TN Umopel va amorteitan pvOpon g 66ong oog

VEQPIKT VOoO 1] ToONGELG TOL GYeTI{oVTaL [IE TIC OPUOVES

€AKN 6ToUd OV 1| OTOGUOVG

0€ MEPIMTMOTN TOL £XETE TAPAUTETAUEVT] OLAPPOLL EVILEPDGTE TOV YIUTPO GOG KaBDG pmopel va
elvar onpeio eAeyHoVig TOL TOXE0G EVIEPOV

OMOL0ONTOTE HOPPN COPAPNG WOYIKNG SLOTAPAYNG OT®G Y™

YPOVIO YAODK®OL OVOIKTIG YOVIOG, EXEWON VOEYETOL VA ypelaletal pvbpon g 660nG oag Kot
Vo omotteitan TapoKoAovnon g tieong tv opBaludv cog.

ZUUPOVAEVTEITE TOV YIOTPO GOC EQV TTOIPVETE EML TOV TAPOVTOC:

OVTIYOYOTIKE PAPLOKO. (PAPUOKO TOV YPNCULOTOLOVVTINL GTNV AVTILETMTION TNG WYOYMONC)
(APLLOKO TO OTTO10 UTOPEL VO TPOKAAEGEL YOUUNAT APTNPLOKT THECT] OTOAV OTNKMVECTE OO TNV
kapéia 1 1o kpePdri. Oa tpénel va yvopilete 6T To Levodopa/Carbidopa/Entacapone Orion
EVOEYETAL VO EMOEIVADCEL OVTEG TIG OVTIOPAGELS.

ZuUBOoVALVTEITE TOV Y1OTPO GOC OV KOTA TN dibpKeln e Bepameiog e to

Levodopa/Carbidopa/Entacapone Orion:

ToPOTNPNOETE OTL Ol POEG OOG EIVOL TOAD AKAUTTOL 1) EREAVILOVY EVTOVEC GUGTACELG, 1] EGV
EUPAVICETE TPOWO, AVNOVYI0, GUYYVOT], TVPETO, TOYLTOAULIN, 1 LEYAAES OLOKVLAVGELG GTNV
aptnpokn oag mieon. Edv cvufei otidnmote amd to oveTEP®, EMKOIVOVI|GTE APECOG UE TOV
TWTpo 6Os.

aloBavOeite KoTAOAWYT, £XETE CKEYELS Y10 OVTOKTOVIO, 1] TAPUTNPNCETE ACLVNOIOTEG AAAAYES
0TI GLUTEPLPOPE GaG

SmoTMCETE OTL 60G Taipvel Eapvikd o VIVog, N av acBdveste Evtovn vvniia. e Tétola
nepinT®OoN dev mPEMEL voL odnyeite N va ypnotponoteite epyaieia 1 pnyovipata (BA. exiong v
Tapdypoeo “Od1ynomn Kot XEPIoUOS UNYovNHAT®Y™).

TapaTNPNOETE OTL AVveEELEYKTEG KIVIIOELS apyilovV 1] EMOEVAOVOVTOL LETA TNV Evapén TNG
Mymc tov Levodopa/Carbidopa/Entacapone Orion. Edv cuppet avtd, o yratpdg cog pumopet va
TPEMEL VO, KAVEL OAAQYT] TNG OGNS TOL OVTITAPKIVGOVIKOD QUPUAKOL TOV TOIPVETE.
TOPOTNPNOETE SLAPPOLO: GLVICTATAL TOPAKOAOVON O™ TOV Bépovg cag Yo va amopevydel to
EVOEYOUEVO VITEPPOMKNG ATMAELNG PAPOLG

napaTnpoeTe TPoodevtTikn avopeéio, eEacbévion (advvapio, e£GvTinon) Kot amdAEL BApovg
LECO OE GYETIKA LKPO YPOVIKO O1ACTN LN, L€ TETOlN TEPIMTOOT, Oa Tpémel va eEgTaoTEl TO
EVOEYOLEVO JIEVEPYELOG HLOG YEVIKNG LUTPIKNG EKTIUNONG GUUTEPIAAUPAVOUEVNG TNG NTOTIKNG
Aertovpyiog.

vioBete TNV avaykn vo otopatioete T ypnon tov Levodopa/Carbidopa/Entacapone Orion, BA.
v mapdypoeo “Edv otapatnoete va naipvete to Levodopa/Carbidopa/Entacapone Orion”.

Evnuepdote oV Y10Tpd G0g gV £G€IC 1] 1] OIKOYEVELY GOG/0 PPOVTIGTNG GOG OLUTICTMGEL OTL
TOPOVCIALETE CUUTTOUATA E01GHOD TOL 001 YOVV otV embupia Yio HEYOADTEPEG OOGELS TOV
Levodopa/Carbidopa/Entacapone Orion kot GAA®V QOPUOKEVTIKMY TPOTOVTI®V TOL YPTCLOTOL0VVTAL
v ™ Bepameio Tng vocov Parkinson.

Evnuepdote 0V Y10Tpd Gog £dv €0€IC 1] 1] OIKOYEVELD/O PPOVTIGTNG GOG OLUTICTMGEL TNV ELPAVIOT|
TapOpUNoNg 1 EMOLLING VO CUUTEPLPEPETTE [Le TPOTOVS OYL SLVNDELS Yo €04G 1| €dv dev umopeite va
avtiotabeite otV mapodpunon, BEANCN 1 TEPAcUd va Tpofeite o€ evépyeleg Tov umopet va, Adyouv
TOV €0VTO GOG N TOVG YOP® GOG. AVTEG 01 GUUTEPUPOPES OVOLLALOVTAL SLaTAPAXEG EAEYYOL TV
TOPOPUNCE®Y Kol uopel va tepthapfavouv ebioud ot yaptonaréia, vrepPoAlkn KATAVIA®ON
@ayNTov 1N VIEPPOMKESG OATAVES, U1 PUCIOAOYIKA avEnpévn ceEovaiikn didbeon 1| evacyoinon pe
VIEPUETPEG OKEWYELG 1) ctoOnpaTa oe&ovaikol epieyopévov. O y1otpodg oG UIOPEL Vo YPELOCTEL va
emava&loloynoet ) Bepaneio coc.
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O y10tpog 060G UTOPEL VO KAVEL TOKTIKEG EPYASTNPLOKEC EEETAGELC KATA TN OAPKELD LOKPOYPOVIG
Oepaneiog pe to Levodopa/Carbidopa/Entacapone Orion.

Av mpémel va vtoPAndeite o€ yepovpyikn enépPacn, Tapakoreiote va weite otov yaTpd cag OTL
ypnowonoteite to Levodopa/Carbidopa/Entacapone Orion.

To Levodopa/Carbidopa/Entacapone Orion dev Guvictdtol yio ypfion yio tn Oepaneio
eEOMUPUUISIKOV CUUTTOUATOV (T.). OKOVGLEG KIVIGELS, TPEUOVAO, KO0 TOV LOOV KOl LUTKEG
GLOTAGELS) TOV TPOKAAOVVTOL ATO AAAL PAPLOKAL.

Moo kar Epnpor

H eumneipio pe 1o Levodopa/Carbidopa/Entacapone Orion g acOeveic nhikiog kdtm tov 18 etdv eivar
neproplopévn. Erouévag, dev cuvictdton n ypnon tov Levodopa/Carbidopa/Entacapone Orion og
TooLd 1 epnPovug.

Ao @dppoxa kot Levodopa/Carbidopa/Entacapone Orion

Evnuepaote tov yiotpd 1 Tov opUaKonold odg e6v moalpvete, Exete TpOGQATO TAPEL 1] pmopel vo
népeTe GALA PAPLOKAL.

Mnyv ndpete 10 Levodopa/Carbidopa/Entacapone Orion €dv TaipveTE GUYKEKPIUEVO PAPLOKO. VIO TNV
OVTIHETOMION TG KaTdOAyng (cuvdvacpovg eKAEKTIKOV avaotorémv MAO-A kot MAO-B, 1 un
eKAeKTIKOVG avaoTtoAeic MAO).

To Levodopa/Carbidopa/Entacapone Orion gvoéyetal va av&noet T dpacoT Kot TiG ovemBounTeg

EVEPYELEC OPLOUEVAOV QOPUAK®V. MeTald avt®dv mepthappdvovat:

- (APLLOKO TTOV YPTCLUOTOLOVVTOL Y10, TNV OVTILETAOTION TNG KOTAOAYNG OTTmg LokAoPepion,
OULTPVTTIAIVY, OECUTPALIVY, LOTPOTIALVY, Beviapadivn Kot TapoleTivn

- PUUTEPOAT KOl IGOTPEVAALVT TTOV YPTCLULOTOLOVVTOL Y10 TNV OVTLUETMICT| AVOTVEVCTIKMV
nadncemv

- 0OPEVOAIVI] TOL YPNOULOTOLELTAL Y10 TNV AVIETMOTIOT GOPAPOV OAAEPYIKDV OVTIOPACEWDY

- vopadpevarivr, vomapivn kot dofovtaptivn Tov ¥PNCLOTOIOVVTOL Y10 TV AVTLLETMOTIOT
KOpOOKOV TOBNCEMV KO TNG YAUNATNG OPTNPLOKNG TIECTG

- a-HEBVAVTOTO TOV YPTCLLOTOIEITAL Y10 TNV AVTIUETOTIOT TG VYNANG 0PTNPLOKNG TECTG

- OTTOLOPPIVY) TTOL YPNCYOTOLEITAL Y10 TNV AVTIUETOTIOT TG VOsoL Tov Parkinson.

H dpdon tov Levodopa/Carbidopa/Entacapone Orion evdéyetal va eEacbevicel amd opiopéva

QapuroKa. Xto appoKa autd Teptiapupdavoval:

- OVTOY®VIGTEG VIOTAUIVIG TOV XPTCLOTOLOVVTAL Yiol T BEpameio T@V VONTIKOV dlaTapoy®dV,
NG votiog Kol Tov ERETOV

- (OVVTOTVN TTOV YPTCLULOTOLEITOL Y10 TV TPOANYT] TV CTACHUMDV

- Tamafepivn TOV YPTCILOTOIEITOL Vi TN YOAAPOOT] TOV LVDV.

To Levodopa/Carbidopa/Entacapone Orion pmopel va Kvel SUGKOAOTEPT) TV ATOPPOPTGT) TOV
G1ONPOL OO TO YUOTPEVTIEPIKO GOANVA. 'l avTd T0 AdYO, Unv TaipveTe TAVTOYPOVE, TO
Levodopa/Carbidopa/Entacapone Orion Kot cupmAnpopata odnpov. To
Levodopa/Carbidopa/Entacapone Orion kot T0. GUUTANPOLOTO GOT|POL TPETEL VA, AAUPAVOVTOL e
dtpopd 2 ¢ 3 mpmv.

To Levodopa/Carbidopa/Entacapone Orion pg Tpo@1] kon w016
Mmnopeite va mapete T0 Levodopa/Carbidopa/Entacapone Orion pe 1 yopig tpo@n]. [ peptkong

acOeveic, o Levodopa/Carbidopa/Entacapone Orion umopei vo, unv amoppo@dtot kold, av Anedel
pali pe, N Alyo petd omd tpoern Thobolo oe TPMTEIVES (OTMG KPELTA, WAPLH, YOLOKTOKOMIK
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TPOTOVTO, GTOPOVE Kol Kapvdla). ZupfovAevdeite Tov yloTpd GoC, v TGTEVETE OTL KATL TETO10 1oYVEL
Y10 60G.

Kdnon, Onlaopoc ko yovipdtnrto

Edwv eiote éyxvog 1 Onralete, vouilete 0TL pmopetl va giote £ykvog 1 oxed10LETE VO OMOKTNOETE T,
{ntote TN GLUPOLAT TOV Y1OTPOD 1] TOV PAPUAKOTOIOD GAG TPV TAPETE AVTO TO PAPLOKO.

Agv mpémeiva OnAdlete katd ™ didpkela g Oepamneiag pe Levodopa/Carbidopa/Entacapone Orion.

001 ynon Ko EPLOROS PN AV LATOV

To Levodopa/Carbidopa/Entacapone Orion pumopel vo LELOGEL TNV OPTNPLOKN COG TEST e
arotéleopa va vidbete okotodivn 1 {dAn. Eropévag, va giote 1d1aitepa TpocekTikol 6tav odnyeite N
OTAV YPTCULOTOIEITE EPYOAELD 1] LUNYOVILLOTCL.

Av vimBete €vtovn vTvnAia, 1 oV, LEPIKES POPES, SLOTIGTMCETE OTL Gag TaipveEL EQPVIKA O VTTVOG,
nepluévete PEYPL va EumvNoete TELEIMC TPV 001 YNOETE 1] KAVETE OTIONTOTE TOV OALTEL VO €l0TE OF
gypnyopon. Xe dpopeTIKN mepinTmon unopet va 0EceTe TOV £0VTO GOG 1) TOLG AAAOVG GE KivOuVo
cofapov TpavpoTIcHoD 1 BavdTtov.

To Levodopa/Carbidopa/Entacapone Orion wepiéyel caxyapoln ko vatpro

To Levodopa/Carbidopa/Entacapone Orion mepiéyet cakyapdln (1,9 mg/diokio). Av o yiaTpog Gog,
o0G EVNUEPMTE OTL £YETE duoaveSia G€ OPIOUEVA GAKYOPO, EMKOIVMOVINOTE LE TOV YIOTPO GOG TPV
TOPETE OVTO TO PAPLLAKO.

To pdappaxo avtod mepiéyet 2,6 mg vatpiov (KOPLO GLCTATIKO LAYEPIKOV/EMTPOTELIOV AAATOG) GE
k0 diokio. H péytotn cuvictdpevn nuepnota 66om (10 diokia) mepiéyet 26 mg vatpiov. Avtd
wodvvapel pe 1o 1,3% tng ocuvieTdpevN g LEYIOTNG NUEPNOLOG TPOGANYNG VOTPIOV e TNV S10TPOPN
Yo évav EVIAIKAL.

3. og va tapete To Levodopa/Carbidopa/Entacapone Orion

[Tédvtote va maipveTe T0 PAPLOKO OVTO OVOGTNPE COUPOVO. LE TIG 0dNYIEG TOV YITPOV T} TOL
Qoppakomolod cog. Eav éxete apeiPorieg, potiote TOV Y1Tpd 1) TOV GOPUOKOTOL0 GO,

Mo evAAkec Kot NMKIOUEVOLC:

- O ywtpog oag Ba cag mel akppag ndéca diokia Levodopa/Carbidopa/Entacapone Orion va
naipvere kb nuépa.

- Mnyv yopilete  unv ondre ta d1okio 68 PIKPOTEPH KOUUATIOL.

- [Ipéner va maipvete povo éva diokio kébe popd.

- Avaloya pe To IO avTidpate 61N Bepamneia, 0 YTPOS GO UTOPEL VO GOG GUGTNOEL LYNAOTEPN
N xapnAdtepn d6om.

- Edv naipvete diokia Levodopa/Carbidopa/Entacapone Orion 50 mg/12,5 mg/200 mg,
75 mg/18,75 mg/200 mg, 100 mg/25 mg/200 mg, 125 mg/31,25 mg/200 mg 1
150 mg/37,5 mg/200 mg, unv naipvete mepiocdtepa and 10 diokio nuepnoing.

Munote pe tov yriTpd 1 ToV QapuoKonold cog ov Bewpeite 6TL 1 dpdon Tov
Levodopa/Carbidopa/Entacapone Orion givol ol 1oyvpn 1 ToAd adVuvapn, 1 ov EREaviceTe TOovVES
VETBVUNTEG EVEPYELEG.

. , , . , Ewéva 1
Mo va avoitete ™ eIAN Y TpOTN Qopd: avoilte to
OO, KOL GTY] GUVEYEW TECTE LE TOV AVTiYEPd oag
ndveo oT10 oepaylopo péxpt avtd vo omdoel. BA.
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gwova 1.

Eév napete peyordtepn 06on Levodopa/Carbidopa/Entacapone Orion o6 Tnv Kavovikij

Av mapete katd AdBog mepiocotepa dtokia Levodopa/Carbidopa/Entacapone Orion amd 6t mpémet,
ovppovievbeite auESmS TOV YIOTPO 1 TOV QOPLOKOTOL) GOG. L€ TEPITTM®OT VIEPOOCOAOYING UTOpPEl
va atoBovOeite cOyyvon N avnovyia, o kapdlokdc cog pLOUOG uropel va gival o apyoc N o Tay ¢
a7t0 TO KAVOVIKO 1) LWITOPEL VO TOPOVGCLOCTEL OAANYT GTO YPDLLO TOV SEPLOTOC, TNG YADCOAG, TMV
LOTLOV 1] TOV 0VP®V GO,

Edv Egyaoete va napete 10 Levodopa/Carbidopa/Entacapone Orion
Mnyv wépete SmAn 366N Yo VO, AvaTANPOCETE TO d1oKi0 oV Egydoarte.

Av pecolofei mdvo arnd 1 dpo uéypt v exduevn 66om cogc:
[apte €va diokio pwolig to Boundeite kot whpTe TO ETOUEVO O1GKIO TNV KAVOVIKT] DPO.

Av pecohafei Myotepo amd 1 dpa péypt Ty emduevn 061 6ac:
[apte éva diokio poiig to Bvunbeite, mepuévete 1 mpa, kol LeTd TAPTE GANO €val dlokio. MeTd amod
0T, CLVEYIOTE VO TAIPVETE KAVOVIKE, TIC SOCELS.

[Tavta vo, aprvete vo TEPAGEL TOLAAYIGTOV Uio dPo HeTAED TV AMYE®V dloKimv
Levodopa/Carbidopa/Entacapone Orion yio va, amo@bOyete mavig avembBOunTeg eVEPYELEG.

Edv otapatioete va naipvere to Levodopa/Carbidopa/Entacapone Orion

Mnv ctapatioete T Myn tov Levodopa/Carbidopa/Entacapone Orion gdv dev 60¢ TO GUGTNHGEL O
YWITPOG GOG. € OVTHY TNV TEPITTMON, 0 YIATPOC GOC EVIEXETAL VO TPEMEL Vo pLOUicEL TOL GANDL
OVTITOPKIVGOVIKA QAPUOK(A GOG, EWOIKA TN AePOVTOTA, Y10, VO VITUPYEL EMAPKNG EAEYYOG TOV
ocvpntopdtov cag. Edv owakoyete andtoua to Levodopa/Carbidopa/Entacapone Orion kot to
VITOAOITA AVTITOPKIVGOVIKA QAPLOKE, UTOPEL VO TPOKANO0HV avemBounteg evEpyElEG.

Edv éxete meplocOTEPEC EPOTNOELS CYETIKA LE TN XPNON CLTOV TOV PUPUAKOV, POTACTE TOV YLOTPO 1|
TOV QOPLLOKOTOLO GOG.

4. MBavég avemBOuNTEG EVEPYELES

Onmg 6Aa Ta PAPUOKE, £TCL KOL VTO TO QAPLOKO UTOPEL VO TPOKAAEGEL AVETIOVUNTEG EVEPYELES, OV
Kot 6gv Tapovoidlovral oe OA0VG Tovg avOpdmovg. TToAAEG amd TIC avemBOUNTEG EVEPYEIEG UTOPOVV
va katampativiodv pe pvbuion g 66omng.

Edv ot didpketo g Oepanciog pe Levodopa/Carbidopa/Entacapone Orion gpgoavietoiv ta

TOPOKATO COUTTAOUOTO, ETVKOIVOVIIGTE OPUECMS LE TOV YU TPO GUG:

- O1 pubeg oag Exovv yivel moAd dkapuntol 1 epeaviCovv £vioveg GLOTAGELS, £XETE TPEUOVAO,
avnovyia, GOYYLOT), TUPETO, TAYVTOALLN, 1] LEYAAES OIOUKVUAVGELG OTNV OPTNPLOKT GOG TIECT).
Avtd pmopel va gival GuUTTOUOTO TOL KakonBovg vevpoinmtikod cuvopouov (KN, pog
oTaviog GoPapng avTidpUceC G€ PAPLOKO TOV YPTCLLOTOIOVVTOL Y10 TV OVTILETOTION
SLTOPAYDY TOV KEVIPIKOD VELPIKOD GLGTAATOG) 1| TS pafdopvorvong (Lo OTAvVIoG
cofupng HVIKNG SLoTapaync).

- Alepyikn avtidpao, Ta onueio uropei va mepthappdvouy kvidmon (kvidmtikd eEavinua),
oayovpa, eEavinuo, TpHEo o6To TPOCHOTO, 6T XEIAN, TN YADGGW 1| GTO AQLULO, TPAY LA, TTOV
UTOPEl VoL TPOKAAEGEL OVGKOAID GTNV OVOTVOT) 1] GTNV KATATOGN.
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o\ ovyvég (umopet vo, exnpedoovy wepioootepo. amo 1 ota 10 droua):
- avelédeykteg Kivnoelg (dvokivnoia)

- aicOnuo adrobeciog (vavtio)

- aKivouvog SVGYPOUATIGHOG OVP®Y GE KAGTAVOKOKKIVO YPDLLOL

- LiKog Tdvog

- ddppota.

2VYVEG (umopet vo. exnpedoovy éwg 1 ota 10 droua):

- LaAn 1 AmoBopio Ady® YoUnANg apTNPLOKNG TECTG, VYNAN apTNPLoKy TiEoT

- eMdeivon T®V SVUTTOUAT®V TNg vOcov Tov Parkinson, {dAn, vavniio

- €ETOC, KOIMOKOG TOVOG Kot duopopia, aicOnua kKavcov, Enpootopia, SuGKOIAOTNTO

- advvapio Tov acBevovg va ko Bel, yeudacOnoelg, cuyyvo, U PLSIOA0YIKA dvelpa (LeTa&D
TV OTOIMV KOl EPLAATEG), KOVpaoN

- YOYIKEG AALUYEG — CUUTEPIAAUPAVOUEVOV TPOPANUATOV LE TN UVIUN, GyYOLS Kol KOTAOAYNG
(MBavmg pe oKEYELG ALTOKTOVING)

- EMEICOO10 KAPIIKNG 1] APTNPLOKNAG VOGOL (T.). TOVOG 6TOV BMPOKA), 0KAVOVIGTOG KAPILOKOG
TaApOS M pLOUOG

- TO GLYVEC TTAGELS

- Aoy aviIOo Lo

- avénpévn epidpwon, eavinuata

- UUIKES KpAUTES, TPNELLO TOV KAT® AKP®V

- Oopumn 6poaon

- avopio

- pelmpévn 6peln, peimon copotikod Bapovg

- TOVOKEPAAOGC, TOVOG GTIC 0pHpMCELS

- AOUMEELG TOL OVPOTONTUKOD.

Oy ovyvég (umopet vo, emnpedoovy éwg 1 aro 100 droua):

- KapdloKN TPOGROAN

- ooppayic 6To EVTEPO

- oAL0YEG GTOV aPOHO TOV ALLOCOAPIOY TTOL UTOPEL VO, EYOVV MG OTOTEAEGLO OLOppayia, Un
(UOIOAOYIKE OTOTEAEGHOTO QOKILACIDV TNG TATIKNG Agttovpyiog

- OTAGLOL

- aicOnua avnouyiog

- YUYOTIKE COUTTOUATO

- KoAiTId0 (PAeypovn oto oyl £viepo)

- SUGYPOUOTICHOG EKTOC OO TO. OVPA. (). TOV SEPUATOG, TV VYLDV, TOV LOAADV, TOL 1OPDTO)

- dVGKOAID OTNV KATATOGON

- advvapio ovpnong.

Mn yvootéc (17 ovyvotnta dev umopel vo. extiunBsi ue foon ta oiabéoua dedousva):

EmbBopio yio peydieg 66ce1g tov Levodopa/Carbidopa/Entacapone Orion wov vepPaivouv ekeiveg
OV OALTOVVTOL Y10, TOV EAEYYO KIVITIKOV CUUTTOUAT®V, TOV V0L YVOOTN G GUVOPOLO
amoppvlong tng vromapivng. Mepucol acbeveig tapovoidlovv coPapég un PuGLOA0YIKEG AKOVGIEG
Kvnoelg (duokvnoieg), dtakvpdvoelg 180eonc 1| dALeg avemBounteg evépyeleg PeTd amd T ANym
peydrov d6cewv Tov Levodopa/Carbidopa/Entacapone Orion.

"Exovv avoopepbel eniong o1 mapakdt® avemBOunTes EVEPYELEC:
- nratitida (eAeyHoV TOV NITATOG)
- Qayovpa.

Mmopei va gpoavicete Tic axoAovbeg ovemBounTeg evEpyelec:

- Advvapio avtiotaong otny mopdpuncn va tpoPeite oe gvépyela mov mbavov va givar
emPrafng, n onoia uropei va eprroppavet:
- duvartn mapoOpUN o Yo vITEPPOAKT YopTOTAEIL TAPA TIG GOPAPES TPOCOTIKES 1)
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OUKOYEVELUKES GUVETELEG

- SLPOPOTONLEVO 1] LENUEVO GEEOVOAIKO EVOLOPEPOV KOl GUUTEPLPOPA LE 10104TEPT
avnovyio o€ EGAG 1 TOLG YOP® GOGC, OTMG Y10 TaPAdELY LA, aVENUEVT 6eE0VLOAIKT
d1Beom

- avelédeykteg vepPorKEG ayopE 1} OATAVEG

- KPOUTAAT PoynToL (KOTAVAA®GT) LEYGA®MY TOGOTNTMV QAyNTOV GE UIKPE YPOVIKA
SOTAUATO) 1| KATOVOYKOGTIKN KOATAVAAWDGCT) GayNnTov (KATOVAA®MGCT TEPIGGOTEPO
(oyNToL OO TO PLGLOAOYIKO KOl TEPLGGOTEPO OO OGO YPELALETAL Y10 VO KOvOTTotnOel 1
TEVA 00G).

Evnuepdote 1oV Y10Tpo 60g GV TOPOVGLAGETE KATOLN OO 0VTEG TIC GVUTEPLPOPES, Do culnToete
TPOTOVE XEWPIoUOD 1} LEIMONE TOV CUUTTOUATOV CQVTOV.

Ava@opd avemOOuUNTOV EVEPYELOV

Edv mopoatnpnoete kdmolo avemBountn evépyela, EVIUEPDCTE TOV YIOTPO 1| TOV PAPLOKOTOLO GOGC.
AVTO 1oy0et kot Yo kKabe mThoavn avemiBountn evEPYELN TOV OEV UVAPEPETOL GTO TUPOV GUALO
oMyl ypnons. Mropeite emiong vo avagépete avemiBounteg evépyeleg anevbeiag, LEGH TOV
€0vikov GVOTNUATOG avaPOoPas Tov avaypdeeTor oto [apdpmua V. Méow ¢ avapopdig
avemBounTeV evepyelmv pmopeite va fondNncete ot GLALOYN TEPIGGATEPOV TATPOPOPIDV GYETIKA
LE TNV 0OPAAELN TOV TUPOVTOG POPUAKOV.

5. og va guraccete To Levodopa/Carbidopa/Entacapone Orion
To @dappaxo avtd TPEMEL VoL PUAGCCETAL GE PEPT] TOV OEV TO PAETOLV Kot dgV TO PBAVOLVY T TOLO1A.

Na pn ¥p1oILOTOIEITE AVTO TO PAPLOKO HETA TNV NUEPOUNVIL ANENG TOV AVAPEPETAL GTI] PLAAT Kol
o10 xouti. H nuepopunvia Anéng sivar n tehevtoio nUEPA TOL PV TOV AVOPEPETAL EKEL.

To papuaxo avtod dev amartel Waitepeg ouvONKes POAAENC.

Mnyv metdite @ApLoKa 6To vePO TNG AMOYETEVOTG 1] 0TA OKLoKE amoppippota. Potote tov
(POPLOKOTOLO GOG Y10 TO MG VO TETASETE TOL PAPLLOKO TOV OEV YPNOULOTOLEITE Tl AVTA ToL pLETpa. Oa
BonOnoovv oty Tpoctacio Tov TEPPAIAOVTOG.

6. Iepreyopeva TS 6VOKELAGIOS KOl AOUTEG TANPOPOPIES
Tv epréyer o Levodopa/Carbidopa/Entacapone Orion

- O1 dpaotikég ovoieg Tov Levodopa/Carbidopa/Entacapone Orion givat n Aefovtona, M
KopPLvTOmO KO 1) EVIOKATOV.

- Kd&Be dioxio Levodopa/Carbidopa/Entacapone Orion 150 mg/37,5 mg/200 mg nepiéyet 150 mg
AePovtomag, 37,5 mg kapPivronog kot 200 mg evroKandvng.

- Ta GALe CLGTATIKA GTOV TVPT VA TOV J10KIOL Elval VOTPLOUY0G S1GTALPOVUEVT KapUeALOLN,
oTEATIKO LOyVio10, GpoAo apafocitov, pavvitodn (E421) kot mofddvn (E1201).

- Ta cvotaTikd oty enikaAvy pe Aentd vEVIO givar YAvkepoAn (85 toig ekatd) (E422),
VIPOPEAAOLT, OTEATIKO Hayviolo, ToAvcopPikd 80, epubpd o&eidio tov cdnpov (E172),
cakyopoln, dro&eidio titaviov (E171) ko xitpvo 0&gidio Tov adnpov (E172).

Epgévion tov Levodopa/Carbidopa/Entacapone Orion kot TeEpieyOpeva TG GVGKELAGING
Ta dioxio Levodopa/Carbidopa/Entacapone Orion 150 mg/37,5 mg/200 mg givon kapekoKKiva 1

YKPLOKOKKIVOL EMUN KT EAAENYOEION EMKAAVUUEVE LE AETTO VUEVIO, YOPIG EYKOTT, PEPOVTA TNV
évoegn “LCE 150” ot pia mevpd tovg.

86


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

To Levodopa/Carbidopa/Entacapone Orion diatifetor og €61 dapopetikd peyédn cvokevasiog (10,
30, 100, 130, 175 1 250 dokia). Mmopel va unv KukAo@opohv OAEG 01 GLOKELOGIES.

Kartoyog Adsrog Kvkrogpopiag
Orion Corporation

Orionintie 1

F1-02200 Espoo

dwviavoia

Hapaockevaotiig

Orion Corporation Orion Pharma
Joensuunkatu 7

FI-24100 Salo

dwviavoia

INo omoladnmote TANPOPOPIN GYETIKA LE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKOAEITTE VO
angvBuvleite otov TomKo avtimpdcwno tov Katdyov e Adsiog Kvkiopopiog:

Belgié/Belgique/Belgien Lietuva

Orion Corporation Orion Corporation
Tél/Tel: +358 10 4261 Tel: +358 10 4261
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
Deutschland Nederland

Orion Pharma GmbH Orion Corporation
Jirgen-Topfer-Stra3e 46 Tel: +358 10 4261

22763 Hamburg
Tel: +49 40 899 689-0

Eesti Norge

Orion Corporation Orion Pharma AS
Tel: +358 10 4261 TIf: +47 40 00 42 10
E\LGda Osterreich

Orion Pharma Hellas M.E.IL.E Orion Pharma GmbH
TnA: + 30210 980 3355 Tel: +49 40 899 6890
Espaiia Polska

Orion Corporation Orion Pharma Poland Sp z.0.0.
Tel: +358 10 4261 Tel.: +48 22 8333177
France Portugal

Orion Corporation Orion Corporation
Tél: +358 10 4261 Tel: +358 10 4261
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Hrvatska
Orion Corporation
Tel: +358 10 4261

Ireland

Orion Corporation
Tel: +358 10 4261
Island

Vistor hf.

Simi: +354 535 7000

Italia
Orion Corporation
Tel: +358 10 4261

Kvnpog
Orion Corporation
Tnh: +358 10 4261

Latvija
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel: +358 10 4261

Slovenija

Orion Corporation
Tel: +358 10 4261
Slovenska republika
Orion Corporation
Tel: +358 10 4261

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

Sverige
Orion Pharma AB
Tel: +46 8 623 6440

United Kingdom (Northern Ireland)
Orion Corporation
Tel: +358 10 4261

To mapév pvAiro 0dNYLOV YprioNS avadepOnKe Y10 TELEVTAIN POPE GTIG

Addreg INYES TANPOPOPLOV

Agntouepeic TANPOoQopiec Y10 To PAPLOKO 0VTO gival S100EGILEC GTOV SIKTLOKO TOTO TOL
Evponaikod Opyoaviopuod ®apudkmv: http://www.ema.europa.eu
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@viro oonYLov piong: Iinpoeopics Yo Tov ypriioty

Levodopa/Carbidopa/Entacapone Orion 175 mg/43,75 mg/200 mg emkaivppéva pe Aentod
vpévio ookia
Aepovtoma/KapPivtoma/evarKomndvn

AW PaoTe TPOCEKTIKA OLOKANPO TO PVALO 001 VLAV YP1ONGS TPLY UPYICETE VO TAIPVETE VTO TO

QOapPROKO, O10TL TEPLAGUPAVEL ONUAVTIKES TANPOPOPIES Y10 GaC,

- DdurdEte avTd TO POAAO 0ONYIOV Ypong. Towg ypelaotel va To dafdoete Eavd.

- Edv éxete mepartépm amopieg, potoTe TOV Y10TPO 1) TOV POPLOKOTOLO GG,

- H cvvtayn yuo avtd to pappako xopnyndnke amokAeloTikd yio 6og. Aev TPENEL VO ODGETE TO
@apuroko o€ GAlovc. Mmopei va toug TpokaAécel BAAPT, oKOU KAl OTOV TO CUUTTMOUOTO TNG
acBéveldg toug etvan id1a pe ta dikd Gog.

- Edv mopatnprioete kdmola avemBounTn evépyeia, EVNUEPDOGTE TOV YIOTPO 1] TOV QOPLOKOTOLO
caG. Avtd 1oybel kot Yo Ka0e Thavr avemBopunTn evEpPYELD TOL OEV OVOPEPETAL GTO TAPOV
@OAAO 001 Y1V Ypnons. BAéme mapdypapo 4.

T epLéyerL 1o Tapdv OLA0 00N YIOV:

1. Tt eivon To Levodopa/Carbidopa/Entacapone Orion kot oto givat 1) yp1on tov

2. T npénel va yvopilete mpv mapete to Levodopa/Carbidopa/Entacapone Orion

3. [og va napete to Levodopa/Carbidopa/Entacapone Orion

4, [MBavég avemBounteg evépyeleg

5. [og va puidcoete to Levodopa/Carbidopa/Entacapone Orion

6. [epieydueva TG CLOKELOGTING KO AOUTEC TANPOPOPIES

1. Th geivan To Levodopa/Carbidopa/Entacapone Orion kot oo givar 1) (pfion tov

To Levodopa/Carbidopa/Entacapone Orion mepiéyel tpeig dpaoctikég ovaieg (Aefovona, KapPvtdma
KOl EVTOKOATOVT) O€ £val ETIKOAVUUEVO pe AemTo vuévio diokio. To Levodopa/Carbidopa/Entacapone
Orion ypnoponoteitor w¢ Oepaneio yio T voéco tov Parkinson.

H véc0o¢ tov Parkinson mpokalieitot amd yoapunid eninedo piog ovoiag YVOoTh O VIOTAUiv) GTOV
eyképoadro. H Aefovtona av&avel Tnv mocdTnTa TG VIOTOUIVNG KOl EMOUEVMG LEUDVEL TOL GUUTTMLOTO
g vocov tov Parkinson. H xapBivtona kot 1 eviakamovn BEATIOVOVY TIG OVIITAPKIVOOVIKEG OPACELG
g Aefovtomnoc.

2. Tvpémer va yvopilete npwy napete To Levodopa/Carbidopa/Entacapone Orion

Mnyv napete To Levodopa/Carbidopa/Entacapone Orion og nepintoon:

- aAdepyiog otn Aefovtona, otV KapPLvTOTA 1) OTNV EVIOKATOVT 1| G€ OTO00MTOTE GAAAO OO TO.
GULOTATIKA QLTOV TOV POPLAKOV (OVAPEPOVTAL TNV TAPAYPApO 6)

- OV €YETE YAAOKOUA KAEIGTNG Yoviag (Uio opBaApikn dtatapoyn)

- OV £YETE OYKO TOL EMVEPPLOIOV

- OV TOPVETE KATOW0 PAPHOKA Y1 T Ogpameia Tng KOTAOAWYTG (GUVILAGHOVS EKAEKTIKMV
avactorév MAO-A kot MAO-B, 1 un exiekticoig avactoreic MAO)

- Tov giyate ToTE KoKONOeG vevpoinntikd cuvdpopo (KNI — npoxettar yio omdvia ovtidpaon o€
(ApLLOKO TTOV XPMoLoTolovVTAL Y10 T Bgpameio cofapmv YuyiK®V datapoydv)

- 7oV giyoTe TOTE PN TPALHOTIKY pafdopvoivon (Hia ohvia PHoikn dtatopoyn)

- 7oV €xete Pfapld NTatikn voco.

IIposgidomou|oElS KoL TPOPVAGEELS
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AmevBuvleite ooV yroTpd 1 TOV Pappokonold cag mpw tapete o Levodopa/Carbidopa/Entacapone

Orion eav éyete N giyote 610 TOPEAOOV:

- KapdloK TPOSPoAN 1| omolesdnmote dAAEg TaBNoELg TG Kapdldg, Leta&d Twv omoimv ivor Kot
01 KapdloKES appubuies, 1| TOV AHOPOP®V aryyeimv

- GoBpa M omoladnmote GAAN TAON O™ TOV TVELHOVAOY

- Nnatikd TpoPANLe, TN Uropel va amorteitan pHOpon g 60ong cag

- VEQPIKT VOoO 1 ToONcELg Tov oyeTilovVTal e TIC OPUOVES

- €AKN oTOoUd 0V 1| OGOV

- 0€ MEPIMTMOT TOL £XETE TAPAUTETAUEVT] OLAPPOLN EVILEPDGTE TOV YIUTPO GOG KaBDG pmopel va
glvar onpeio AeyHOVIG TOV TOYE0G EVIEPOV

- OTOLOONTOTE POPPN COPAPNC YOYIKNG dATOPAYNS OTMG WOY®ON

- YPOVIO YAUDKMOUO OVOIKTHG YOVIOG, EXEWON evoEyeTan va yperaletal pubuion g 66ong cog Kot
Vo omotteitan TapoKoAovnon g wieong twv opBaAludv cog.

2vuPovigvteite TOV Y1TPO GOC EAV TOIPVETE EML TOL TOPOVTOC:

- AVTIYOYOTIKE QAP (PAPUAKO TOL YPNCUYLOTOIOVVTIOL GTNV AVTILETMTION TNG YOYMONC)

- (APLLOKO TO OTTOI0 UITOPEL VO TPOKOAECEL YOUNAT OPTNPLOKT TIECT] OTAV OTKMOVECTE OO TNV
kapéxia 1 o kpePdri. Oa npénel va yvopilete 6T To Levodopa/Carbidopa/Entacapone Orion
EVOEYETOL VO EMOEIVACEL AVTEG TIG AVTIOPACELS.

2vuPovievteite Tov Y10Tpd GOG OV KOTA TN d1dpKela TG Bepomeiog e To

Levodopa/Carbidopa/Entacapone Orion:

- ToPOTNPNOETE OTL Ol POEG OOG EVOL TOAD AKAUTTOL 1) EREAVILOVY EVTOVEC GUGTACELG, 1| EGV
EUPAVICETE TPOWO, AVNOVYI0, GUYYVOT], TUPETO, TOYLTOAUIN, 1| LEYAAES OLOKVLAVGELS OTNV
aptnpokn oag migon. Edv cvufei otidnmote amd To oveTEP®, EMKOIVOVI|GTE APECOG IUE TOV
TWTpo 6Os.

- aloBavieite KoTAOAWYT, £XETE CKEYELS Y10 VTOKTOVIO, 1] TAPUTNPNOETE ACLVNOIGTEG AAAAYES
0TI GLUTEPLPOPE GOG

- MO TMOGCETE OTL G0G TalpVEL EapviKd 0 VITVOG, 1 av acBdveste Evtovn vvnAia. Xe T€Toln
nepInT®ON dev TPEMEL v, odnyeite N va ypnoiponoteite epyaieia | pnyovipata (BA. exiong v
Tapdypoeo “Od1ynomn Kot XEPIoUOS UNYovNUAT®Y™).

- TopoTNPNOETE OTL aveEELEYKTEG KIVIIOELS apyilouV 1] EMOEVAOVOVTAL LETA TNV EvapEn TG
Mymc tov Levodopa/Carbidopa/Entacapone Orion. Edv cupfei avtd, o yiatpdc cog pmopet va
TPEMEL VO, KAVEL OAAQYT] TNG OGS TOL OVTIITHPKIVGOVIKOD QUPUEIKOL TOV TOIPVETE.

- TOPOTNPNOETE SAPPOLO: GLUVICTATAL TAPAKOAOVON O™ TOV Blpovg cag Yo va amopevydel to
EVOEYOUEVO VITEPPOAIKNG UTOAELNG fAPOVG

- TapaTNPNOETE TPo0deLTIKN avopeéia, eEacBévion (advvapia, e£GvTAnon) Kot amdAelo Bapovg
LECO OE GYETIKA LUKPO YPOVIKO O1ACTNUN. L€ TETOIN TEPINTOOT, Oa Tpémel va eEeTaoTEL TO
EVOEYOUEVO JIEVEPYELOG HLOG YEVIKNG LOTPIKNG EKTIUNONG GUUTEPIAAUPAVOUEVTG TNG NTTOTIKNG
Aertovpyiog.

- vioBete TV avaykn vo otopatinoete tn ypnon tov Levodopa/Carbidopa/Entacapone Orion, BA.
v mapdypoeo “Edv otapatioete va taipvete to Levodopa/Carbidopa/Entacapone Orion”.

Evnuepdote Tov Y10Tpd G0g gdv £0€IC 1] 1) OIKOYEVELY GOG/0 PPOVTIGTNG GOG OLOTICTMGEL OTL
TaPoLCIALETE CUUTTONOTA 010D TTOV 031 YOVV oTnVv emfupia Yio HEYOADTEPEG OOGELS TOV
Levodopa/Carbidopa/Entacapone Orion kot GAA®V QOPUOKEVTIKMY TPOTOVT®V TOL YPTCLOTOI0VVTAL
v ™ Bepameio Tng vocov Parkinson.

Evnuepdote 10V Y10tpd Gog £dv €0€IC 1] 1] OIKOYEVELD/O PPOVTIGTNG GOG OLUTICTMGEL TNV ELPAVIOT|
TapOpUNoNG 1 EMBLLING VO CUUTEPLPEPETTE e TPOTOVS O)L SLVNDELS Yo €04G 1| €dv dev umopeite va
avtiotabeite otV mapopunon, BEANCN 1 TEWPASUO va TpoPeite oe evépyeleg mov umopet va, fAdyouv
TOV €0VTO GOG N TOVG YOP® GOG. AVTEG 0L GUUTEPLPOPES OvopalovTal SlatapayEg EAEYYOL TV
TOPOPUNCEMY Kol uopel va teptlapfavouv ebiopd ot yaptonaréia, vrepPoiikn KoTOVIA®ON
@aynNTov 1N VIEPPOAKEG SAmAVES, U1 GUGIOAOYIKA avénpévn oeEovaiikn didbeomn 1} evacyoAnon ue
VIEPUETPEG OKEWYELG 1) ctoOnpaTa oeEovaiukcol epieyopévov. O y1otpodg 6og UmoPEl va ¥PELICTEL va
emava&loloynoet ) Bepaneio coc.
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O y1atpog 060G UTOPEL VO KAVEL TOKTIKEG EPYUSTNPLOKEG EEETAGEIC KATE TN OLAPKELD, LOKPOYPOVIG
Oepaneiog pe to Levodopa/Carbidopa/Entacapone Orion.

Av mpénel va vtoPAndeite o xelpovpyikn enéuPaon, Topakareiote va weite 6ToV YTpd 0ag OTL
ypnowonoteite to Levodopa/Carbidopa/Entacapone Orion.

To Levodopa/Carbidopa/Entacapone Orion dev GuvictdTot yio ypfon yio tn Oepaneio
eEOMUPUUISIKAOV CUUTTOUATOV (T.). OKOVGLEG KIVIGELS, TPEUOVAO, OKOUWIO TOV HOOV KOl LUTKES
GLOTAGELS) TOV TPOKAAOVVTOL ATO GAAL PAPLOKAL.

Howora kot Eenpor

H eumneipio pe 1o Levodopa/Carbidopa/Entacapone Orion g aceveic nhikiog kdtm tov 18 etdv eivar
neproplouévn. Erouévag, dev cuviotdton n xpnon tov Levodopa/Carbidopa/Entacapone Orion og
TooLd 1 epnPoug.

Al @dppoxa kot Levodopa/Carbidopa/Entacapone Orion

Evnuepaote tov yiatpd 1 Tov opuoKonold cog ebv Taipvete, Exete Tpdopato ndpet 1 pmopet vo
népeTe AALA PAPLOKAL.

Mnyv ndpete 10 Levodopa/Carbidopa/Entacapone Orion €6v TaipveTe GUYKEKPUYEVO PAPLAKO VIO TV
OVTIHETOMION TNG KOTAOAYNG (cVvdLacHovg EKAEKTIKOV avaoTorémv MAO-A kot MAO-B, 1 un
eKAeKTIKOVG avaoToAeic MAO).

To Levodopa/Carbidopa/Entacapone Orion gvoéyetal va av&noet T dpacom Kot Tic ovemBounTeg

EVEPYELEC OPLOUEVAOV QOPUAK®V. MeTald avt®dv mepthappdvovtat:

- (APLLOKO TTOV YPTCLUOTOLOVVTOL Y10, TNV OVTILETOTION TNG KATAOAYNG OTTmG LokAoPepion,
OULTPLTTIAVY, SECITPAUIVY, LOTPOTIATYY], BevAapadivn kot Tapoletivn

- PUUTEPOAT KO IGOTPEVAALVT TTOL YPTCLLOTOLOVVTOL Y10 TNV OVTLUETMTICT AVOTVEVCTIKMDV
nancemv

- 0OPEVOAIVI] TTOL YPNOYLOTOLEITAL Y10 TNV AVTHETMMICT GOPAPDOV OAAEPYIKMY AVTIOPACEDY

- vopadpevarivr, vomapivn kot dofovtaptivn Tov YPNCLOTOIOVVTAL Y10 TV AVTLLETOTIOT
KOPOOK®OV TOBNGEDV KO TNG YAUNANG OPTNPLOKNG TIECTG

- 0-HEBVAVTOTO TTOV YPTCIUOTOIEITOL VIOl TNV GVTIHETMICT TG VYNANG OPTNPLOKNG TIEOTG

- OTTOLOPPIVI TOL YPNGLOTOLEITOL Y10 TNV AVTIUETOTION TG VOGoL Tov Parkinson.

H dpdon tov Levodopa/Carbidopa/Entacapone Orion evdéyetal va eEacbevicel amd opiopéva

Qappoka. Xta eappoKa avtd teptiopupdavoval:

- OVTOY®VIGTEG VTOTAUIVIG TOV XPTCLLOTO0LVTAL Y10l T BEpomeio TV VONTIKOV SaTopoy®dV,
NG votiog Kol Tov ERETOV

- (OIVVTOTVN TTOV YPTCLULOTOLEITOL Y10 TV TPOANYT TV CTACHUMDV

- namaPepivn TOV YPNOUOTOLEITAL Y10 TI YOAAPWOOT] TV HLMV.

To Levodopa/Carbidopa/Entacapone Orion pmopel va Kavel SUGKOAOTEPT) TNV ATOPPOPTGT) TOV
o101POL 0O TO YUOTPEVTIEPIKO GOANVA. Il avtd T0 AdYO, UV TaipVETE TAVTOYPOVE, TO
Levodopa/Carbidopa/Entacapone Orion kot copnAnpopata sidnpov. To
Levodopa/Carbidopa/Entacapone Orion kol T0. GUUTANPOUOTO GOT|POL TPETEL VA, AAUPAVOVTOL e
dtpopd 2 €m¢ 3 mpmv.

To Levodopa/Carbidopa/Entacapone Orion pg Tpo@1] kKot w0T6

Mmnopeite va tapete T0 Levodopa/Carbidopa/Entacapone Orion pe 1 xwpig tpoen. o pepikode
acbOeveic, To Levodopa/Carbidopa/Entacapone Orion umopei vo, unv amoppo@dtot kold, oav Anedel
pali pe, N Alyo petd amd tpoen mhodaolo o TPMTEIVES (OTMG KPELTA, WAPLO, YUAOKTOKOMIK
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TPOTOVTO, GTOPOVE Kol Kapvdla). ZupfovAevdeite Tov yloTpd GoC, v TGTEVETE OTL KATL TETOL0 10YVEL
Y10 60G.

Kdnon, Onlaopoc ko yovipdtnrto

Edv eiote éyxvog 1 Onralete, vouilete 0T1 pmopet va glote £ykvog 1 oxed1aleTe Vo AmOKTHOETE T,
{ntote TN GLUPOLAT TOV Y1OTPOD 1] TOV PAPUAKOTOIOD GAG TPV TAPETE AVTO TO PAPLOKO.

Agv mpémeiva OnAdlete katd ™ didpkela g Oepaneiog pe Levodopa/Carbidopa/Entacapone Orion.

0o1ynon ko EPLopdg pnyovnpdTmy

To Levodopa/Carbidopa/Entacapone Orion pmopei v LEIDGEL TNV 0PTNPLOKT GOG TEST LE
arotéleopa va vidbete okotodivn 1 {dAn. Enopévac, va giote 1dwaitepa TpocekTikol 6tav odnyeite N
OTAV YPTCLUOTOLEITE EPYUAELD 1] UMY OV LLOTCL.

Av vimBete €vtovn vTvnAia, 1 oV, LEPIKES POPES, SLOTICTMCETE OTL Gag TaipveEL EQPVIKA O VTTVOG,
nepluévete PEYPL va EuTVNoeTe TEAEIMG TPV 00MNYNOETE 1) KAVETE OTIONTOTE TOV AlALTEl Vo €loTE OF
gypNYyopoT|. Xe dPOPETIKN TEPInT®ON Umopel va BEceTE TOV E0VTO GOG 1) TOLG AAAOVG GE Kivduvo
cofapod TpavpaTicHob 1 Bavdtov.

To Levodopa/Carbidopa/Entacapone Orion mepiéyer caxyapoln

To Levodopa/Carbidopa/Entacapone Orion mepiéyetl coxyapoln (1,89 mg/diokio). Av o yiatpog oag,
o0G EVNUEPMTE OTL £xeTE duoaveSio G OPICUEVO GAKYOPO, EMKOWVMVIOTE LE TOV YIUTPO GOG TPV
TOPETE OVTO TO PAPLLAKO.

To pdappaxo avtod mepiéxel Myodtepo amd 1 mmol (23 mg) vatpiov avd HEYIGTN GUVIGTOUEVN
nuepnoa 8601, ival avtd Tov ovopdlovpe «elebBepo vaTpiovy.

3. og va tapete 10 Levodopa/Carbidopa/Entacapone Orion

[Tédvtote va maipveTe T0 PAPLOKO OVTO OVOTNPA COUPOVE, LE TIG 0ONYIEG TOV YITPOV 1| TOL
Qoppoakomolov coc. Edv éxete apeiporieg, potote TOV Y10TPO 1] TOV GOPLOKOTOLO GO,

Mo eviAKec Kot NMKIOUEVOLC:

- O ywtpog oag Ba cag mel akppag moca diokio Levodopa/Carbidopa/Entacapone Orion va
naipvere kibe nuépa.

- Mnyv yopilete  unv ondre ta diokio 68 PIKPOTEPH KOUUATIA.

- [Ipénet va maipvete povo éva diokio kdbe popd.

- Avdloya pe To IO avTidpate 61N Bepamneia, 0 YTPOS GOG PUTOPEL VO GG GLGTNOEL LYNAOTEPN
N xapnAdtepn d6om.

- Edv maipvete diokia Levodopa/Carbidopa/Entacapone Orion 175 mg/43,75 mg/200 mg, unv
TO{PVETE TEPLGGOTEPQ OO & JIOKIN AVTIG TNG TEPLEKTIKOTNTAG NLLEPNCILMG.

Munote pe tov y1aTpd 1 Tov poapuakorold caog av empeite 6tL 1 dpdon Tov
Levodopa/Carbidopa/Entacapone Orion givotl Told 1oyvpn 1 ToAd advuvapn, 1 ov ERLEavicete TavEg
VETBOUNTEG EVEPYELEG.

Ewova 1

Mo va avoi&ete ™ @LaAN Yo TpdTN QPOpd: avoi&te 1o
OO, KOL GTY] GUVEYEW TECTE LE TOV avVTiYEpd oag
ndveo ot10 oepdyopo péxpt avtd vo omdoel. BA.
gwova 1.
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Edv mapete peyoarvtepn 66on Levodopa/Carbidopa/Entacapone Orion a6 Tnv Kavoviky

Av mdpete kot Adbog tepiocdtepa diokia Levodopa/Carbidopa/Entacapone Orion amd 0T Tpémel,
cuppovievdeite aUES®S TOV YATPO 1) TOV POPUOKOTOLO 0aG. L€ TEPINTMON VIEPSOGOAOYING PTOopEl
va areBovOeite cOyyvon 1 avnovyia, o kKapdlakds cog pLOOG uropel va ival To apyog 1 To Tay S
07t TO KAVOVIKO 1] WTOPEL VO TOPOVCIUGTEL OAANYT] GTO XPDOUO TOV SEPUATOC, TNG YADCOUS, TOV
LOTUOV 1] TOV 0VP®V GG,

Edv Eeydoete va mwapete To Levodopa/Carbidopa/Entacapone Orion
Mnyv mépete dSumAn 360N Yo Vo AvOTANPOCETE TO d1oKio Tov Egydoarte.

Av pecolafel mhvo amd 1 dpa péypt v emduevn d6on cag:
[apte €va diokio poiig to Bounbeite kot mhpte TO EMOUEVO O1GKIO TNV KAVOVIKT| DPO.

Av pecorafel Mydtepo and 1 dpa puéypt Ty exdpevn d0om Gogc:
[Tapte €va dioxio poiig to Bounbdeite, mepuévete 1 mpa, kol HeTd TAPTE GALO €val diokio. MeTd amod
0T, CLVEYIOTE VO TAIPVETE KOVOVIKE TIG SOCELS.

[Tévta va aprvete vo TEPAGEL TOVAAYIOTOV pio ®pa. LETAED TV MYE®V dloKiwmV
Levodopa/Carbidopa/Entacapone Orion yio va amo@bOyete mBavEG avemBOUNTEG EVEPYELEG.

Edav otapotioete va naipvere To Levodopa/Carbidopa/Entacapone Orion

Mnyv otopatioete tn Ay tov Levodopa/Carbidopa/Entacapone Orion €dv 0V 60 TO GUGTNGEL O
YWTPOG GOG. € QLT TNV TEPINTMON, 0 YIATPOG GOG EVOEXETAL VO TPETEL VA pLOUIcEL TO GALDL
OVTUTOPKIVGOVIKA QAPLOKA GOg, EWOIKA TN AePOVTOTA, Y10 VO VITAPYEL EMAPKNG EAEYYOG TOV
cuopntopatov cag. Edv dwaxoyete andtopa to Levodopa/Carbidopa/Entacapone Orion kot ta
VTOAOITO AVTUTAPKIVGOVIKA PAPLOKE, UTOPEL VO TPOKANO0UV avemBoUnTEG EVEPYELEG.

Edv éxete meplocOTEPES EPOTNOELG GYETIKA LLE TN XPNION ALTOV TOV PUPUEAKOV, POTNCTE TOV Y1OTPO M|
TOV POPUUKOTOLO GOG.

4. IMBavéig avemBopnTeg evépyseieg

Onwg 6Aa o pApLHOKa, £TGL KO AVTO TO PAPHOKO UTOPEL Vo TPOKAAEGEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv Tapovoidlovral oe 6AoVG Tovg avBpmmovg. TToAAEG amod Tig avemBounteg evépyeleg UTopovV
va katarpatviovv pe pvbuion g d6omng.

Edv ot dudpkeia g Oepanciog pe Levodopa/Carbidopa/Entacapone Orion gpupaviotovv ta

TOPOKATO CUUTTOUNTO, EMKOLVOVI|GTE APECOS ILE TOV YIOTPO GOG:

- O1 pbdeg oag Exovv yivel TOAD AKaUTTOL 1] EUPOVILOVV £VTOVEG GLOTAGELS, £XETE TPEUOVAO,
avnovyia, GOYYLGoT, TUPETO, TOYVTOAUIA, 1] LEYAAEG OIOKVUAVCELG GTNV APTNPLOKT GOG TIECT).
Avtd pmopel va glvar cupmtdpato Tov Kakondovg vevpoinmrikod cuvopopov (KN, pog
oTaviog GoPapng avTidpaoNG G€ PAPHOKO TOV YPTCLLOTOIOVVTOL Y10 TV OVTIUETOTION
STOPUYDV TOV KEVIPIKOV VELPIKOV GUOTHUATOG) 1 TNG pafdopvoivong (Hog omdviag
cofapng HLikNG StoTapayng).

- Alepyucn| avtidpaon, Ta onueia propei va mepthapPdvovy kvidwon (kvidmtikd eEavinua),
oayobvpa, eEavinua, TpnéyLo 6To TPOcWOTO, Gt XEIAN, OTN YA®GGA 1| GTO AQLILO, TPAYLLO TTOV
umopel va TPOKAAEGEL OUGKOAIN BTNV OVATVOT 1] GTNV KATATOON.

ol ovyvég (umopet va. exnpedoovy epioootepo. amo 1 ota 10 droua):
- avelédeykteg Kvnoelg (dvokivnoia)

- aicOnuo adrobeciog (vavtio)

- aKivOLVOG SLGYPOUATIGHOG OVP®Y GE KAGTAVOKOKKIVO YPDLLOL
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- LuiKog TdVog
- ddppota.

2VYVES (umopet vo. exnpedoovy éwg 1 ota 10 droua.):

- LaAn M AmoBopio Ady® yopUnAng apTnPLoKng TESNS, VYNAN apTNpLoKy Tieon

- eMdeivon TV cuuUTTOUAT®V TNg vosov Tov Parkinson, {aAn, vrvniia

- élEeTOC, KOIMOKOG TOVOGS Kot duopopia, aicnuo Kavcov, Enpootopia, SuGKOIAOTNTO

- advvapio Tov acbevovg va ko Bel, yevdacOnoelg, cuyyvon, PN PLSLOA0YIKA dvelpa (LeTa&Dd
TOV OTOI®V KOl EPLAATEG), KOVpOoN

- YOYIKEG AALAYEG — CUUTEPIAAUPAVOUEVAOY TPOPANUAT®V [LE TN UVIHT, GYYOLS Kot KATAOAYMG
(MBoavmg pe OKEYELG AVTOKTOVING)

- EMECOO10 KAPIIKNG 1] APTNPLOKNG VOGOL (T.)Y. TOVOG 6TOV BMPOKa), 0KAVOVIGTOS KAPOLOKOG
TaAUOG M pLOUOG

- TO GLYVES TTAGELS

- Aoy Gvioo Lo

- avénpévn epidpwon, eavinuata

- UUIKES KPAUTES, TPNELLO TOV KAT® AKP®V

- Bopumn 6poaon

- avopio

- pelmpévn 6peln, peimon copotikod Bapovg

- TOVOKEPOUAOGC, TOVOG OTIC apOpMOELS

- AOUMEELG TOL OVLPOTONTUKOD.

Oy ovyvég (umopet vo, ermnpedoovy éwg 1 aro 100 droua):

- KapdloKN TPOGPOAN

- ooppayic 6To EVTEPO

- oAL0yEG OTOV OPOUO TOV ALLOCOAPIOY TTOL UTOPEL VO, EYOVV MG OMOTEAEGLO. dpLoppayia, U
(PUOIOAOYIKG OTOTEALEGUATO SOKILACIOV TG NTOTIKNG AEITOLPYig

- OTAGLOL

- aicOnua avnouyiog

- YUYOTIKE CUUTTOUATO

- KoAlTId0 (PAeypovn oto oy £viepPo)

- SUCYPOUOTICHOG EKTOC 0O TOL 0VPa (TT.). TOV SEPUATOG, TV VOYLDV, TOV LOAADV, TOL 1OpDTO)

- dVGKOAIL OTNV KATATOON

- aduvvapio ovpnong.

Mn yvootéc (17 ovyvotnTa dev umopel vo. extiunBsi ue foon ta diabéoiua dedousva):

EmbBopio yio peydieg 66ce1g Tov Levodopa/Carbidopa/Entacapone Orion wov vrepPaivouv ekeiveg
OV OTALTOVVTOL Y10, TOV EAEYYO KIVNTIKOV CUUTTOUAT®V, TOV VOl YVOGT MG GOVIPOLO
amoppvOuong tng vromapivng. Mepucoi acbeveig Tapovoidlovv coPapég Un PLGIOAOYIKEG AKOVGIEG
Kivnoelg (dvokvnoieg), dtokvpdvoelg 01d0eonc 1| dAleg avemBounteg evépyeleg LeTd amd T ANym
peydiov d6cewv Tov Levodopa/Carbidopa/Entacapone Orion.

"Exovv avoopepbel eniong o1 mapakdtm avembounteg evEPYELEC:
- nratitdo (eAeyHovY| TOV NTATOG)
- Qayovpa.

Mmopei va gpeavicete Tic akdAovbeg ovemBounTeg eVEPYELEC:
- Advvapia avtictaong otnv mopdpuncn va tpofeite oe gvépyela mov mbavov va givar
emProfng, n onoia uropei va teprroppavet:
- duvartn mapopuUnomn o vepPorikn yopTomaSio Tapd TIG GOPAPES TPOCOTIKES 1)
OUKOYEVELNKES CLVETELEG
- SLPOPOTONLEVO 1] LENUEVO GEEOVOAIKO EVOLOPEPOV KOl GUUTEPLPOPA UE 1d10iTEPT
avnovyia o€ €6AG 1 TOLG YOP® GUG, OTMG Yo TOPASELY LA, AVENUEVT 6eEOVOAIKTY
d1beom
- avelédeykteg vepPorKEG ayopE 1) SATAVEG

94



- KPOTAAT GoynToL (KOTAVAA®GT) LEYGA®Y TOGOTNT®V QAyNTOV GE UIKPE YPOVIKA
SOTAUATO) 1| KATOVOYKOGTIKN KOTAVAAWDGT GayNnTov (KATOVAA®MGOT TEPIGGOTEPO
(ayNToL OO TO PLGLOAOYIKO KOl TEPIGCOTEPO ATO OGO YPELALETOL Y10 VoL KOVOTTONOEl 1
TEvVa 00g).

Evnuepdote 1oV Y10Tpo 60g €0V TOPOVGLAGETE KATOL0 OO 0TS TIC GVUTEPLPOPES, Do culntoete
TPOTOLE XEPIGUOV 1] LEIWONE TOV CUUTTOUAT®OV CVTOV.

Ava@opd avemOOpUNTOV EVEPYELOV

Edv mopotnproete kamolo avemBountn evéEpyeLd, EVILEPDCTE TOV YIOTPO 1 TOV POPLOKOTOLO GOGC.
AVTO 1oy0et kat yuo Kabe moavn avemBountn evEPYELN TOV OV UVAPEPETOL GTO TOPOV GUALO
odNyL®V ypnons. Mropeite emiong vo avagépete avemiBounteg evépyeleg anevbeiag, LEGH TOV
€0vikoV GVOTNUATOS AVaPOPAS TToL avaypapeTol oto [apdpmua V. Mécm ¢ avagopdg
avemBountev evepyeldv pumopeite va fondncete otn cLALOYN TEPIGGATEPOV TANPOPOPLDV GYETIKA
LE TNV 0OQAAELD. TOV TOPOVTOC POPUAKOV.

5. og va guraccete To Levodopa/Carbidopa/Entacapone Orion
To pdppaxo avtd TpEnel va PLAGCGETOL GE PEPT TTOV OeV TO PAETOLY Kot deV TO POGVOLVY T TALOIA.

Na pn xp1OILOTOIEITE AVTO TO PAPLOKO HETA TNV NULEPOUN VL ANENG TOV AVAPEPETAL OTI PLAAT Kol
o10 kovuti. H nuepounvia Anéng sivar n tehevtoio nUEPA TOL PRV TOV AVUPEPETAL EKEL.

To pappaxo avtod dev amartel Waitepeg ouvONKeS POAAENG.

Mnyv metdite @AppoKa 6To vEPO TNG AMOYETEVOTG 1] 0TA O1KLaKA amoppippota. Potote tov
(POPLOKOTOL0 GOG Y10l TO MG VO TETAEETE TOL PAPLLOKO TOV OEV YPNOYLOTOLEITE Tl AVTd ToL pPéTpa Oa
BonOnoovv oty Tpoctacio Tov TEPPAAAOVTOG.

6. Iepreyopeva TG 6VOKELAGIOS KOl AOUTEG TANPOPOPIES
Tv tepréyer o Levodopa/Carbidopa/Entacapone Orion

- Ot dpaotikég ovoieg Tov Levodopa/Carbidopa/Entacapone Orion givai n Agfovtona, M
KOPPIvTOTO KO 1) EVIOKATOV.

- Kd&Be dioxio Levodopa/Carbidopa/Entacapone Orion 175 mg/43,75 mg/200 mg nepiéyet 175 mg
AePovtomag, 43,75 mg kapPvtonag kot 200 mg evtakamovng.

- Ta @GAAo GLGTATIKG GTOV TLPTNVA TOV SI0KIOL Elval VOTPLOVY0G S1LGTAVPOVUEVT KAPUEALOL,
OTEOTIKO HOyVio10, Apolo apafoacitov, pavvitoin (E421) ko mofdovn (E1201).

- Ta cvotaTikd otV eTKAAVYT Le AemTO VEVIO givar YAvkepoAn (85 toig ekatdv) (E422),
VIPOUEAAOLT), OTEATIKO Hayvolo, ToAvcopPikd 80, epuBpod o&eidio tov adnpov (E172),
cakyopoln kot d10&gidto titaviov (E171).

Epgévion tov Levodopa/Carbidopa/Entacapone Orion kot TeEpieyOpeva TG GVGKELAGING

Ta dioxio Levodopa/Carbidopa/Entacapone Orion 175 mg/43,75 mg/200 mg givol avotrytov
KOPEKOKKIYOV YPOUATOC, OPGA, ETIKOADUUEVO UE AETTO DUEVIO Y®PIG EYKOTN PEPOVTO TNV EVOEIEN
“LCE 175” ot pia mievpd tovg.

To Levodopa/Carbidopa/Entacapone Orion 175 mg/43,75 mg/200 mg dwatifeton og mévte SlopopeTikd

uey€tn ovokevaociag (10, 30, 100, 130 v 175 diokia). Mropei vo unv KukAopopolv OAEG ot
GLGKEVAGIEG.

Kartoyog Adsrog Kvkrogpopiog
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Orion Corporation
Orionintie 1
F1-02200 Espoo
dwviavoia

Hapaockevaotiig

Orion Corporation Orion Pharma

Joensuunkatu 7
FI-24100 Salo
Dwiovdio

[No omoladnmote TANpoPopia oYETIKA UE TO TAPOV PUPUIKEVTIKO TPOTOV, TAPAKOAEISTE VO

angvBuvleite otov TomKo avtimpdcwno tov Katdyov e Adsiog Kvkiopopiog:

Belgié/Belgique/Belgien
Orion Corporation
Tél/Tel: +358 10 4261

Bbarapus
Orion Corporation
Ten.: +358 10 4261

Ceska republika
Orion Corporation
Tel: +358 10 4261

Danmark
Orion Pharma A/S
TIf: +45 8614 0000

Deutschland

Orion Pharma GmbH
Jirgen-Topfer-Stralie 46
22763 Hamburg

Tel: +49 40 899 689-0

Eesti
Orion Corporation
Tel: +358 10 4261

EALada
Orion Pharma Hellas M.E.IL.E
TnA: + 30210 980 3355

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Orion Corporation
Tel: +358 10 4261

Lietuva
Orion Corporation
Tel: +358 10 4261

Luxembourg/Luxemburg
Orion Corporation
Tél/Tel: +358 10 4261

Magyarorszag
Orion Corporation
Tel.: +358 10 4261

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Orion Corporation
Tel: +358 10 4261

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

Osterreich
Orion Pharma GmbH
Tel: +49 40 899 6890

Polska
Orion Pharma Poland Sp z.0.0.
Tel.: + 48 22 8333177

Portugal
Orion Corporation
Tel: +358 10 4261

Romania

Orion Corporation
Tel: +358 10 4261
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Ireland

Orion Corporation
Tel: +358 10 4261
Island

Vistor hf.

Simi: +354 535 7000

Italia
Orion Corporation
Tel: +358 10 4261

Kvnpog
Orion Corporation
Tnh: +358 10 4261

Latvija
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

United Kingdom (Northern Ireland)
Orion Corporation
Tel: +358 10 4261

To mapdv @OALo 00N LAV YprioNg avedepOnKe Y10 TELEVTAIN POPE GTIG

Alleg Tyég TANPOQOPLAOV

Aentouepeic TANPOPopiec Y10 TO PAPLOKO 0VTO gival S100EGIEC GTOV SIKTLOKO TOTO TOL
Evponaikod Opyoviopuod ®apudxmv: http://www.ema.europa.eu
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@viro oonYLov ypiong: Iinpoopicg yia Tov ypriioty

Levodopa/Carbidopa/Entacapone Orion 200 mg/50 mg/200 mg emkaivppéva pe AEwto vpévio
ookia
Aepovtoma/KapPivtoma/evaKomndvn

AW PaoTe TPOCEKTIKA OLOKANPO TO PVALO 001 VLAV YP1ONGS TPV UPYICETE VO, TOIPVETE VTO TO

QOapROKo, O10TL TEPLAGUPAVEL oNUAVTIKES TANPOPOPIES Y10 GaC.

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

- Edv éxete mepartépm amopieg, poToTE TOV Y10TPO 1] TOV QOPLAKOTOLO GOG.

- H cvvtayn yuo avtd to papparo yopnyndnke amokAloTIKd Yio 6oG. Aev TPENEL VO, SDGETE TO
@apuako og dGAlovg. Mmopei va toug Tpokorécetl PAAPT, Ao Kot OTOV TO CUUTTMOUOTO TNG
aoBéveldg toug etvar idtol pe T d1kd Goc.

- Edv mopatnprioete kdmola avemBOUnNT EVEPYELD, EVIUEPDOTE TOV YIATPO 1) TOV POPLOKOTOLO
caG. Avtd 1oybel kot Yo Ka0e Thavr avemBOunTn eVEPYELD TTOL OEV OVAPEPETAL GTO TOPOV
@OAAO 0O yI®V Ypnons. BAéme mapdypago 4.

T epréyer 1o Tapdv @OLA0 00N YLOV:

1. Tt eivon To Levodopa/Carbidopa/Entacapone Orion kot 7oto givor 1) yp1on tov

2. T npémel va yvopilete Tpv mapete 10 Levodopa/Carbidopa/Entacapone Orion

3. [og va napete to Levodopa/Carbidopa/Entacapone Orion

4, [Mbavég avemBounteg evépyeleg

5. [og va puidcoete to Levodopa/Carbidopa/Entacapone Orion

6. [epieydueva TG cuoKELAGTNG KO AOITEC TANPOPOPIES

1. T geivan To Levodopa/Carbidopa/Entacapone Orion kot towa givar 1) (pfion tov

To Levodopa/Carbidopa/Entacapone Orion mepi€yet tpelg dpaotikég ovaieg (Aefovtona, kKapPfvtdna
KOl EVTOKATOVT]) € €va ETIKOAVUUEVO e AemTo vuévio diokio. To Levodopa/Carbidopa/Entacapone
Orion ypnoiponoteitor wg Oepaneio yio T voéco tov Parkinson.

H vococ tov Parkinson mpokaldeitot amd younid enineda piog ovoiog YvooTn o VIOTAUiv) 6ToV
eyképadro. H Aefovtona av&avel v mocdnTa TG VIOTOUIVNG KOl ETOUEVMS LEWDVEL TO. GUUTTMOLOTO
g vocov tov Parkinson. H xapfivtona kot 1 evtakamovn BEATIOVOVY TIC OVTITAPKIVOOVIKEG OPACELG
g Aefovtomnoc.

2. Tvpémer va yvopilete npry napete To Levodopa/Carbidopa/Entacapone Orion

Mnyv napete To Levodopa/Carbidopa/Entacapone Orion o€ mepintoon:

- aAlepylog otn Aefovtomna, oty KapPLvTOna 1 OTNV EVIOKATOVT] 1| G€ 0TO00NTTOTE GAAO ATTO Ta.
GULOTATIKA QLTOV TOV POPLAKOV (OVAPEPOVTOL GTNV TOPAYPAPO 6)

- OV €YETE YAUOKOUA KAEIGTNG Yoviag (Lo opBaApikn dtatapoyn)

- OV £YETE OYKO TOL EMVEPPLOIOV

- OV TOIPVETE KATOW0 PApPHOKA Yl T Ogpameia Tng KatdOAnyng (cVVOLAGHODS EKAEKTIKMV
avactoréov MAO-A kot MAO-B, 1 un ekiexticotg avaotoreic MAO)

- 7ov giyate TOTE KoKONOeG vevpoinntikd cuvdpopo (KNI — npokettar yio omdvia ovtidpaor o€
(APLLOKO TOV XPTOLLoTo0vVTAL Yio. T Bgpameio cofapdmv YoyiK®V datapoydv)

- 7oV giyoTe TOTE PN TPALHOTIKY pafdopvoivon (o oTavia oK dStaTapoyn)

- 7oV €yete Popld Nratikn voco.

IIposgidomou|oElS KoL TPOPVAGEELS

AmevOuvleite oTov yotpd N 1oV @apuakorold coc tpw mhpete to Levodopa/Carbidopa/Entacapone
Orion gav &yete N elyote 6T0 TOPEADOV:
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KapdloKn TPoSPorn 1 omolesdnmote GAAEG TaBNoELg TG KapIdG, LeTAED TV OTolV givar Kot
01 KapdloKES appubuies, 1| TOV AHOPOP®V aryyeimV

GoBpa M omoladnmote GAAN TAONON TOV TVELHOVAOV

NnaTiKd TPOPANUa, TN uropel va amatteitan pHOon g d6ong cag

VEQPIKN VOoO 1] TaNGELG ToL oYeTiloVTaL [IE TIC OPUOVES

€AKN 6ToUd OV 1| OTOGUOVG

0€ MEPIMTMOTN TOL £XETE TAPAUTETAUEVT] OLAPPOLL EVILEPDGTE TOV YIUTPO GOG KaBDG pmopel va
elvat onpeio eAeyHovig TOV TOXE0G EVIEPOL

OTMOLOONTOTE POPPN COPAPNC WOYIKNG SLATOPUYNG OTMG YW

YPOVIO YAODK®UO OVOIKTNG Y®VING, ENEON evOEYETOL va ypetaletar pHBuon g 66omg oag Kot
Vo omotteitan TapakoAovinon g tieong tov opBaludv cog.

2UUBOVAEVTEITE TOV YIOTPO GOC EQV TTOIPVETE EML TOV TAPOVTOC:

OVTIYOYOTIKE PAPLOKO (PAPULAKO TOL YPNCUYLOTOIOVVTIOL GTNV AVTILETMTION TNG WYOY®ONC)
(APLLOKO TO OTTO10 UTOPEL VO TPOKAAEGEL YOUUNAT APTNPLOKT THECT] OTOAV OTNKMVECTE OO TNV
kapéha 1 To kpePdrtl. Oa tpémel va yvopilete 6T To Levodopa/Carbidopa/Entacapone Orion
EVOEYETAL VO EMOEIVACEL QVTEG TIG AVTIOPACELS.

uupovievteite Tov yorrpd coc av Kot Tn didpkeia tne Oepaneiac pe to

Levodopa/Carbidopa/Entacapone Orion:

TapoTNPNoETE OTL 01 POEG 0aG Eivat TOAD dKoumTol 1] EREavifovy EVTOVES GUGTACELS, 1] EGV
EUPAVICETE TPOWO, AVNOVYI0, GUYYVOT], TUPETO, TOYLTOAUIN, 1 LEYAAES OLOKVLAVGELS OTNV
aptnpokn oag migon. Edv couPei otidnmote amd to ovoTEP®, EMKOIVOVI|GTE APECOG IUE TOV
TWTpo 6Os.

aloBavieite KoTAOAWYT, £XETE CKEYELC Y10 OVTOKTOVIO, 1] TAPUTNPNOETE AGLVNOIOTEG AAAAYES
0TI GLUTEPLPOPE GaG

MO TMOGETE OTL GOG TalpVeL Eapvikd 0 VIVOG, 1 av acBdveste Evtovn vvnAia. Ze Té€Toln
nepInTOON dev TPENEL VoL 0dNyeiTe N va ypnotponoteite epyaieio 1| pnyovipata (BA. exiong v
Tapdypoeo “Od1ynomn Kot XEPIoUOS UNYovNHAT®Y™).

TapoTNPNoETE OTL AVveEELEYKTEG KIVIIOELS apyilovV 1] EMOEVAOVOVTAL LETA TNV EVapEn TNG
Mymc tov Levodopa/Carbidopa/Entacapone Orion. Edv cuppet avtd, o yratpdg cog pumopet va
TPETEL VO, KAVEL OAANYT] TNG OGNS TOL AVTUTAPKIVGOVIKOD QUPUAKOV TOV TOIPVETE.
TOPOTNPNOETE SLAPPOLA: GLVICTATAL TOPaKOAOVON O™ TOV Bdpovg cag Yo va amopevydel To
EVOEYOUEVO VITEPPOMKNG ATMAELNG PAPOLG

napaTnpoeTe Tpoodevtikn avopeia, eEacdévion (advvapio, e£AvTAnon) Kot andAELl Bapovg
LEGO OE GYETIKA LKPO YPOVIKO S1ACTN 0. € TETOWN TEPINTOOT, Oa Tpémel va eEgTaoTEL TO
EVOEYOLEVO JIEVEPYELOG HLOG YEVIKNG UTPIKNG EKTIUNONG GUUTEPIAAUPAVOUEVTG TNG NTOTIKNG
Aertovpyiog.

vioBete TNV avaykn vo otopatioete T ypnon tov Levodopa/Carbidopa/Entacapone Orion, BA.
v mapdypoeo “Edv otapatnoete va taipvete to Levodopa/Carbidopa/Entacapone Orion”.

Evnuepdote 10V Y10tpd Gog £dv €0€IC 1] 1] OIKOYEVELDL GOG/0 PPOVTICTNG GOG SLOTICTMGEL OTL
TAPOVGIALETE CUUTTOUAT E01GHOD TOL 001 YOV otV embupia Yio HEYOADTEPEG OOGELS TOV
Levodopa/Carbidopa/Entacapone Orion kot GAA®V QOPUOKEVTIKMY TPOTOVTI®V TOL YPTCULOTOI0VVTUL
v ™ Bepameio Tng vocov Parkinson.

Evnuepdote 0V Y10Tpd Gog £dv €0€IC 1] 1] OIKOYEVELD/O PPOVTIGTNG GOG OLUTICTMGEL TNV ELPAVIOT)
TapOpUNoNg N EMBLING VO CUUTEPLPEPETTE e TPOTOVS O)L SLVNDELS Yo €04G 1| €dv dev umopeite va
avtiotabeite oty Tapodpunon, 6EAnon 1 mepacud vo tpofeite o evépyeleg Tov pmopel vo PAdyovv
TOV €0VTO GOG N TOVG YOP® GOG. AVTEG Ol GUUTEPLPOPES OVOULALOVTAL SLOTAPAYES EAEYYOV TV
TOPOPUNCE®Y Kol umopel va meptiapfdavovy ediopd ot yaptonaiéio, vIepPOAIKT KOTAVIA®ON
@aynNTov 1N VIEPPOMKESG SATAVESG, UN PLVOIOAOYIKA avénpévn oeEovaiikn didbeon 1| evacyoinon pe
VIEPUETPEG OKEWYELG 1) ctoOnpaTa oe&ovaikcol epieyopévov. O y1oTpodg oG UIOPEL Vo YPELICTEL va
emava&loloynoet ) Bepaneio coc.
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O y1atpog 060G UTOPEL VO KAVEL TOKTIKEG EPYUSTNPLOKEG EEETAGEIC KATE TN OLAPKELL LOKPOYPOVIG
Oepaneiog pe to Levodopa/Carbidopa/Entacapone Orion.

Av mpénel va vtoPAndeite o€ yepovpyikn enépPacn, Tapakoreiote va meite otov yoTpd cog OTL
ypnowonoteite to Levodopa/Carbidopa/Entacapone Orion.

To Levodopa/Carbidopa/Entacapone Orion dev Guvicgtdtol yio ypfion yio tn Oepaneio
eEOMUPUUISIKOV CUUTTOUATOV (T.). OKOVGLEG KIVIGELS, TPEUOVAO, KOO TOV LOOV KOl LOTKES
GLOTAGELS) TTOV TPOKAAOVVTOL GO GAAL GAPLOKOL.

Moo kar Epnpor

H eumepia pe 1o Levodopa/Carbidopa/Entacapone Orion g aceveic nAikiog kdtm tov 18 etdv eivar
neproplouévn. Erouévamg, dev cuviotdton n yxpnon tov Levodopa/Carbidopa/Entacapone Orion og
TooLd 1 epnPovug.

Al @dppoxa kot Levodopa/Carbidopa/Entacapone Orion

Evnuepaote tov ylotpo 1 TOV QOPUOKOTOL0 GaG AV TOIpVETE, EYETE TPOGPATO TAPEL 1] LopEl val
népeTe GALA PAPLOKAL.

Mnyv ndpete 10 Levodopa/Carbidopa/Entacapone Orion €6v ToipveTE GUYKEKPIUEVO PAPLAKO. VIO TV
OVTIHETOMION TNG KATAOAynG (cuvdvacHovg eKAEKTIK®Y avaoToAéwv MAO-A kot MAO-B, 1 un
eKAeKTIKOVG avaoToAeic MAO).

To Levodopa/Carbidopa/Entacapone Orion gvoéyetal va ov&noet T dpacoT Kot Tig ovemBounTeg

EVEPYELEG OPIOUEVOV QUpUAK®V. MeTall avt®dv mepthappdvovtat:

- (APLLOKO TTOV YPTCLLOTOLOVVTOL Y10, TNV OVTILETMTIOT TNG KOTAOAYNG OTTmg LokAoPepion,
OULTPLTTIALVY, OECUTPALIVY, LOTPOTIALYY, Beviapadivn Kot Tapo&etivn

- PUUTEPOAT KO IGOTPEVAALVT TTOL YPTCLLOTOLOVVTOL Y10 TNV OVTLUETMTICT| AVOTVEVCTIKMDV
nafnceov

- 0OPEVOAIVI] TTOL YPNCULOTOLEITAL Y10 TNV AVIIUETMOMICT GOPAPDOV GAAEPYIKMY AVTIOPACEDY

- vopadpevarivr, vomapivn kot SoBovtaptivn Tov ¥PNCLOTOIOVVTOL Y10 TV AVTLLETMOTIOT
KOPOOKOV TOBNOCEMV KO TNG YAUNANG OPTNPLOKNG THECTG

- a-pEBVAVTOTO TTOV YPTCILOTOIEITOL Y10 TV AVTIHETMICT THG VYNANG OPTPLOKNG TECTG

- OTTOLOPPIVI) TTOL YPNCUYLOTOLEITAL Y10l TNV AVTILETOTIOT TG VOsoL Tov Parkinson.

H dpdon tov Levodopa/Carbidopa/Entacapone Orion evdéyetal va eEacbevicel amd opiopéva

QApLOKOL. XTa QApUOKO aVTA TEPIAaUPAvovTaL:

- OVTOY®VIGTEG VIOTAUIVIG TOV YPTCLLOTOLOVVTAL Yol TN BEPUNEIN TMV VONTIKAOV SloTOpOydV,
NG voTiog Kol ToL ELETOV

- (OVVTOTVN TTOV YPTCLULOTOLEITOL Y10 TV TPOANYT] TV CTACHUMDV

- TamaPepivn TOV YPNCIULOTOIEITOL Y0 TN YOAAPMOOT] TOV LVMV.

To Levodopa/Carbidopa/Entacapone Orion pmopel va Kavel SUGKOAOTEPT) TV ATOPPOPTGT) TOV
G1ONPOL OO TO YUOTPEVTIEPIKO GOANVA. Il avtd T0 AdYO, UV TaipVETE TAVTOYPOVE, TO
Levodopa/Carbidopa/Entacapone Orion Kot cupmAnpopata odnpov. To
Levodopa/Carbidopa/Entacapone Orion kol T0. GUUTANPOUOTO GOT|POL TPETEL VO, AAUPAVOVTOL e
dtpopd 2 g 3 mpmv.

To Levodopa/Carbidopa/Entacapone Orion pg Tpo@1] kot w0ot6
Mmnopeite va tapete T0 Levodopa/Carbidopa/Entacapone Orion pe 1 xwpig tpoeny. o peptcoig

acBeveig, to Levodopa/Carbidopa/Entacapone Orion pmopei vo, unv amoppo@dtot Kold, av Anedel
pali pe, N Alyo petd amd tpoen Thobolo o TPMTEIVES (OO KPEUTO, YAPLH, YOALUKTOKOMIK(,
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TPOTOVTO, GTOPOVE Kot Kapvdla). ZupfovAevdeite Tov yloTpd Goc, v TGTEVETE OTL KATL TETOL0 1oYVEL
Y10 60G.

Kdnon, Onraopoc ko yovipdtnto

Edwv eiote éyxvog 1 Onhalete, vouilete 0TL pmopel va glote £ykvog 1 oxed1aleTe Vo AmOKTHOETE T,
{ntote TN GLUPOLAT TOV Y1OTPOD 1] TOV PAPUAKOTOIOD GAG TPV TAPETE AVTO TO PAPLOKO.

Agv mpémeiva OnAdlete katd ™ didpkela g Oepaneiog pe Levodopa/Carbidopa/Entacapone Orion.

001ynon Ko EPLoPOS pyavnpdTmy

To Levodopa/Carbidopa/Entacapone Orion pumopel vo LELOGEL TNV OPTNPLOKT COG TEST e
arotéleopa va vidmbete okotodivn 1 (dAn. Eropévag, va giote 1dwaitepa Tpocektikol 6tav odnyeite N
OTAV YPTCULOTOIEITE EPYOAELD 1] LUNYOVILLOTCL.

Av vimBete €vtovn vTvnAia, 1 oV, LEPIKES POPES, SLOTICTMOETE OTL Gag TaipVEL EQPVIKA O VTTVOG,
nepluévete PEYPL va EUTVNOETE TELEIDC TPV 00N YNOETE 1] KAVETE OTIONTOTE TOV OMOLTEL VO €l0TE OF
gypnNyopor. Xe dpopETIKN TepinTmon unopel va 0EceTe TOV E0VTO GOG 1] TOLG AAAOVG GE Kivouvo
cofapod TpavpaTicHob 1 Bavdtov.

To Levodopa/Carbidopa/Entacapone Orion wepiéyel caxyoapoln

To Levodopa/Carbidopa/Entacapone Orion mepiéyetl coxyapdln (2,3 mg/diokio). Av o yaTpdg Gog,
o0G EVNUEPMTE OTL £xeTE ducaveSio G OPICUEVO GAKYOPO, ETIKOWVMVIOTE LE TOV YIUTPO GOG TPV
TOPETE OVTO TO PAPLLAKO.

To pdappaxo avtod mepiéxel Myodtepo amd 1 mmol (23 mg) vatpiov avd HEYIGTN GUVIGTOUEV
nuepnoa 8601, ival avtd Tov ovopdlovpe «elebBepo vatpiovy.

3. og va wapete To Levodopa/Carbidopa/Entacapone Orion

[Tédvtote va maipveTe T0 PAPULAKO QVTO OVOTNPA COUPMOVE, LLE TIG 0N YIEG TOV YIATPOV T} TOL
Qoppakomolov coc. Edv éxete apeiforieg, p@tiote TOV Y1Tpd 1) TOV POPLOKOTOL0 UG,

[No evAAkeg Kot NMKIOUEVOLC:

- O ywtpog oag Ba cag mel akpPac ndéca diokia Levodopa/Carbidopa/Entacapone Orion va
naipvere kb nuépa.

- Mnyv yopilete  unv ondre ta d1okio 68 PIKPOTEPH KOUUATIOL.
[Ipénet va maipvete povo éva diokio kdbe popd.

- Avdloya pe 1o Tog avtidpate ot Bepameia, 0 YOTPOS GOG UTOPEL VO 00G GLGTHOEL LYNAOTEPN
N xapnAdtepn d6om.

- Eév naipvete diokia Levodopa/Carbidopa/Entacapone Orion 200 mg/50 mg/200 mg, unv
TOPVETE TEPLGGOTEPA ATO 7 JIOKIO TNG CVYKEKPIUEVNG TEPIEKTIKOTNTAG UEPTTIMG.

Munote pe tov yriaTpd 1 Tov QapuoKonold cog ov Bewpeite 6tL 1 dpdon Tov
Levodopa/Carbidopa/Entacapone Orion givotl ol 1oyvpn 1 ToAD adOuvapn, 1 ov EREaviceTe TOAVES
VETBOUNTEG EVEPYELEG.

Ewova 1

Mo va avoi&ete ™ @LaAN Yo TpdTN QPOpd: avoi&te 1o
OO, KOL GTY] GUVEYEW TECTE LE TOV avVTixeEpd oag
ndveo oT10 oepaylopo péxpt avtd vo omdoel. BA.
gwova 1.
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Edv wapete peyorvtepn 66omn Levodopa/Carbidopa/Entacapone Orion a6 Tnv Kavoviky

Av mdpete kot Adbog tepiocdtepa Siokia Levodopa/Carbidopa/Entacapone Orion amd 0T Tpémel,
cuppovievdeite aUES®OS TOV YIATPO 1) TOV POPUAKOTOL0 GG, L€ TEPIMTMON VIEPOOCOAOYING UTOopEl
va areBaveite cOyyvon 1 avnovyia, o Kapdlakds cog pLOOG uropel va gival mo apyog 1 To Tay OGS
07t TO KAVOVIKO 1) UTOPEL VO TOPOVCLOCTEL OAANYT] GTO YPDOUO TOV SEPLOTOC, TNG YADCOUG, TOV
LOTUOV 1] TOV 0VP®V GO,

Edv Eeydoete va mapete To Levodopa/Carbidopa/Entacapone Orion
Mnyv mépete dSumAn 360N Yo Vo AvOTANPOCETE TO d1oKio Tov Egydoarte.

Av pecolafel mhvo amd 1 dpa péypt Ty emduevn d6on cag:
[apte €va diokio poiig to Bounbeite kot mhpte TO EMOUEVO O1GKIO TNV KAVOVIKT| DPO.

Av pecorafel AMydtepo omd 1 dpa puéypt v exdpevn d0om Gog:
[apte éva dioxio poiig to Buunbeite, mepuévete 1 mpa, kot petd ndpte dAlo €va diokio. Metd amd
0T, CLVEYIOTE VO TAIPVETE KOVOVIKE TIG SOCELS.

[Téavta vo apnvete vo TEPAGEL TOVAGYIGTOV Lio ®pa PETAED TV MYe®V dloKimV
Levodopa/Carbidopa/Entacapone Orion yio va amo@bOyete mBavEG avemBOUNTEG EVEPYELEG.

Ed&v otapatiocere va naipvere To Levodopa/Carbidopa/Entacapone Orion

Mnyv otopartnoete ) Ay tov Levodopa/Carbidopa/Entacapone Orion gdv dev 60 TO GUGTNGEL O
YWTPOG GOG. € QLT TNV TEPITTMON, 0 Y1IATPOG GOG EVOEXETAL VO TPETEL VO pLOUicEL TO GALDL
OVTUTOPKIVGOVIKG PAPUOKA GOG, EOIKA TN AePOVTOTA, Y10 VO VITAPYEL EMAPKNG EAEYYOG TOV
ocountopdtov cog. Edv dtaxoyete andtopa to Levodopa/Carbidopa/Entacapone Orion kot ta
VTOAOITO AVTITOPKIVGOVIKA PAPLOKE, UTOPEL VO TPOKANO0UV ovemBounTeG EVEPYELEG.

Edv éxete mepliocOTEPES EPOTICELG GYETIKA LLE TN XPTION CLTOV TOV PUPUAKOV, POTNGTE TOV Y1OTPO 1|
TOV POPUUKOTOLO GOG.

4. IMBavég avemBopnTEG EVEPYELES

Onwg 6ha To pappraKa, £T61 Kol AVTO TO PAPHOKO UTOPEL VoL TPOKAAESEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv Tapovoidlovral oe 6AoVG Tovg avBpmmove. TToAAEG amod Tig avemBounTeg EVEPYEIEG UTOPOVV
va katarpatviovv pe pvbuion g d6omng.

Edv ot didprela e Bepaneiog pe Levodopa/Carbidopa/Entacapone Orion epgavictodv ta

TOPOKATO CUUTTOUNTO, EMKOLVOVI|GTE APECOS ILE TOV YIOTPO GOG:

- O1 pbdeg oag Exovv yivel TOAD AKOUTTOL N EPPAVICOVY £VIOVEG GUOTAGELS, EXETE TPELOVAO,
avnovyia, GVYYLGoT), TUPETO, TAYVTOAULA, 1] LEYAAES OIOKVUAVGELG OTNV OPTNPLOKT GOG TIEDT).
Avtd pumopel va givar cuumtdpato Tov Kakondovg vevpoinmrikod cuvopopov (KN, pog
OTAVIOG GOPap1g aVTIOPUOTC GE PAPHAKO TTOL YPTCLOTOIOVVTAL Y1l TV OVTIULETOTION
STOPAYDV TOV KEVIPIKOV VELPIKOV GUGTHUATOS) N TNG pafdopvoivong (ag oTaviog
cofopng HVTKNG StoTapayng).

- Alepyucn| avtidpaon, Ta onueia propei va mepthapPdvovy kvidwon (kvidmtikd eEavinua),
oayobvpa, eEavinua, Tpr&ylo 6To TPOCHOTO, GTa XEIAN, OTN YA®GGA 1) GTO AQLILO, TPAYLLO TTOV
Umopel va TPOKAAEGEL OUGKOAID GTNV OVATVOT 1] GTNV KATATOGN.

o\ ovyvég (umopet va. exnpedoovy mepioootepo. amo 1 ota 10 droua):
- avelédeykteg Kivnoelg (dvokivnoia)

- aicOnuo adrbeciog (vavtio)

- aKivouvog SLGYPOUATIGHOG OVP®Y GE KAGTAVOKOKKIVO YPDLLOL
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- LoiKog Tdvog
- ddppota.

2VYVEG (umopet vo. exnpedoovy éwg 1 ota 10 droua.):

- LaAn M AmoBopio Ady® yopUnAng apTNPLoKnG TESNG, VYNAT apTNpLoKy Tieon

- eMdeivon TV cuUTTOUAT®V TNg vOsov Tov Parkinson, {aAn, vavniia

- éUEeTOC, KOIMOKOG TOVOGS Kot duopopia, aicOnua kKavcov, Enpootopic, SuoKOIAOTNTO

- advvapio Tov acbevovg va ko Bel, yevdarsOnoelg, cuyyvo, Un eucstoroyikd dvelpa (Letasnd
TOV OTOI®V KOl EPLAATEG), KOVpOoN

- YOYKEG AALAYEG — CUUTEPIAOUPAVOUEVOV TPOBANUATOV LE TN UVIUN, GyYOLS Kol KOTAOAYNG
(MBavmg pe oKEYELG ALTOKTOVING)

- EMEICOO10 KOPIOKNG 1} ApTNPLOKNG VOGOL (T.)Y. TOVOG 6TOV BMPOKa), aKAVOVIGTOS KAPILOKOG
TaAUOG M pLOUOG

- TO GLYVES TTAGELS

- Aoy Gvioo Lo

- avénpévn epidpwon, eavinuata

- UUIKES KPAUTES, TPNELLO TOV KAT® AKP®V

- Bopumn 6poaon

- avopio

- pelmpévn 6peln, peimon copotikod Bapovg

- TOVOKEPOUAOGC, TOVOG GTIC 0pHpMCELS

- AOUMEELS TOVL OVPOTONTUKOD.

Oy ovyvég (umopet vo, ermnpedoovy éwg 1 aro 100 droua):

- KapdloKN TPOGROAN

- ooppayic 6To EVTEPO

- oAL0YEG OTOV aPOHO TOV ALLOCOAPIOY TTOL UTOPEL VO, EYOVV O OTOTEAEGLOL OLOpPaYia, UN
(PUOIOAOYIKE OTOTEAEGHOTO QOKILACIADV TNG TATIKNG Agttovpyiog

- GTAGLOL

- aicOnua avnouyiog

- YUYOTIKE CUUTTOUATO

- KoAlTId0 (PAeypovn oto oy £viepPo)

- SUCYPOUOTICHOG EKTOC OO TO, OVPO. (). TOV SEPUATOG, TV VOYLDY, TOV LOAADV, TOL 1OPpDTO)

- dVGKOAID OTNV KATATOGON

- advvapio ovpnong.

Mn yvootéc (17 ovyvotnTa dev umopel vo. extiunBsi ue foon ta diabéoiuo dedousva):

EmbBopia yio peydieg 6ceig Tov Levodopa/Carbidopa/Entacapone Orion wov vepPaivouv ekeiveg
OV OTALTOVVTOL Y10, TOV EAEYYO KIVITIKOV CUUTTOUATOV, TOV EIVOL YVOGT MG GOVIPOLO
amoppvlong tng vromapivng. Mepucoi acheveig mapovcidlovv coPapég Un PLGIOA0YIKEG AKOVGIEG
Kivnoelg (duokvnoieg), dtokvpdvoelg 0140eonc 1| dAleg avemBounteg evépyeleg Petd amd T ANym
peydimv d6cewv Tov Levodopa/Carbidopa/Entacapone Orion.

"Exovv avoopegpbel eniong o1 Tapakdt® avemBOunTes EVEPYELEC:
- nratitida (AeyLov TOL NTOTOG)
- Qayovpa.

Mmopei va gpeavicete Tic akdAovBeg ovemBoUNTEG EVEPYELEC:
- Advvapio avtiotaong otny mopdpuncn va tpoPeite oe gvépyela mov mbavov va givar
emPrapfng, n onola propel va mepthopPavet:
- duvartn TapoOpUN o Yo vITEPPOAKT YopTOTAIEID TAPA TIS GOPAPES TPOCOTIKES 1)
OUKOYEVELNKES CLVETELEG
- SLPOPOTONLEVO 1] LENUEVO GEEOVOAIKO EVOLOPEPOV KOl GUUTEPLPOPA LE 1d10iTEPT
avnovyio 6€ EGAG 1 TOLG YOP® GOGC, OTMG Y1 TaPAdELYLa, avENUEVT] 6eE0VOAIKT
d1Beom
- avelédeykteg vepPorKEG ayopE 1} SATAVEG
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- KPOUTAAT PoynToL (KOTAVAA®GT) LEYGAMY TOGOTNTMV QAyNTOV GE UIKPE YPOVIKA
SOTAUATO) 1| KATOVOYKOGTIKT KATOVAA®DOT] @aynto (KATavAA®MGCT TEPIGGOTEPO
(ayNToL OO TO PLGLOAOYIKO KOl TEPLGGOTEPO AO OGO YPEILETAL Y1 VO tKovoTotnOel 1
TEvVa 00g).

Evnuepdote 1oV Y10Tpo G0g €0V TOPOVCLAGETE KATOL0 OO OVTEG TIC GUUTEPLPOPES, B culnToeTe
TPOTOVE XEPIoUOD 1} LEIDMONE TV CUUTTOUAT®OV OVTOV.

Ava@opd avemOOpUNTOV EVEPYELOV

Edv mopoatnpnoete Kamolo avemBountrn vEPYELQ, EVILEPDOTE TOV YLOTPO 1| TOV PAPLOKOTOLO GOGC.
AVTO 1oy0et Kot Yo kKabe mhoavn avemiBountn evEPYELN TOV OV UVAPEPETOL GTO TUPOV GUALO
oMYV ypnons. Mropeite eniong vo avagépete avembounteg evépyeleg anevbeiag, LEGH TOV
€0vikov GVOTNUOTOS avaPOoPas TTov avaypaeeTol oto [apdpmua V. Mécw ¢ avagopdg
avemBountev evepyeldv pumopeite va fondnoete otn cLALOYN TEPIGGATEPOV TANPOPOPLDY GYETIKA
LE TNV QOPAAELN TOV TUPOVTOG POPUAKOV.

5. og va guraccete To Levodopa/Carbidopa/Entacapone Orion
To @appaxo avtd TPENEL Vo, PLAACGETOL GE LEPT] TOV OEV TO PAETOLV Kot dgV TO PBAVOLY Ta TOIIAL.

Na pn xp1OILOTOIEITE AVTO TO PAPLOKO UETA TNV NUEPOUNVID ANENG TOV AVOPEPETAL OTI PLAAT Kol
o10 kovuti. H nuepopunvia Anéng sivor 1 tedevtoio nUEPA TOL UV TOV AVOPEPETAL EKEL.

To papuaxo avtod dev arartel Waitepeg ouvONKes POAAENC.

Mnyv metdite @ApLoKa 6To VEPO TNG AMOYETEVOTG 1] 0TA OKLoKE amoppippota. Pomote tov
(POPLOKOTOLO GOG Y10 TO TMG VO TETAEETE T PAPLLOKO TTOV OEV YPTCLOTOLELTE Tl AVTA ToL pLETpa. Oa
BonOncovv oty Tpoctacio Tov TEPPAILOVTOG.

6. Iepreyopeva TS 6VOKELUGIOS KOl AOUTEG TANPOPOPIES
T epréyer o Levodopa/Carbidopa/Entacapone Orion

- Ot dpaoTtikég ovoieg Tov Levodopa/Carbidopa/Entacapone Orion givai n Agfovtona, m
KOPPIvTOTO KO 1) EVIOKATOV.

- Kd&Be dioxio Levodopa/Carbidopa/Entacapone Orion 200 mg/50 mg/200 mg nepiéyet 200 mg
AePovtomag, S0 mg kapPivromag kKot 200 mg evraKamdvng.

- Ta GAAa GLGTOTIKG GTOV TLPTVA TOV S10KIOL Elval VOTPLOVY0G SLLGTAVPOVUEVT KAPUEALOLN,
OTEOTIKO HOyVio10, Apvlo apafoacitov, pavvitoin (E421) kot mofdovn (E1201).

- Ta GAA0 CLGTATIKA GTNV EMKAALYT e AETTO VUEVIO ivar YAvkepOAn (85 toig ekatd) (E422),
VIpopeAAOLN, oTEATIKO Hayviolo, ToAvcopPikd 80, epuBpd o&eidio tov cdpov (E 172),
cakyopoln kot 610&eidio Titaviov (E 171).

Epgévion tov Levodopa/Carbidopa/Entacapone Orion kot TEpeyOpeva TG GVGKELAGING

Ta dioxio Levodopa/Carbidopa/Entacapone Orion 200 mg/50 mg/200 mg eivat 6Kovpov
KOPEKOKKIVOL YPOUATOG, OBAA, eTKOAVUUEVO e AETTO VUEVIO, YOPIG EYKOTY], PEPOVTA TNV EVOEIEN
“LCE 200” ot pio mhevpd Tovg.

To Levodopa/Carbidopa/Entacapone Orion 200 mg/50 mg/200 mg Siatifetor og méEVTe S10pOPETIKA

ney€bn ovokevaciag (10, 30, 100, 130 v 175 diokia). Mropel vo unv kKukAopopoly OAEG ot
GLGKEVAGIEG.

Kartoyog Adsrog Kvkrogpopiog
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Orion Corporation
Orionintie 1
F1-02200 Espoo
dwviavdia

Hapaockevaotiig

Orion Corporation Orion Pharma

Joensuunkatu 7
FI-24100 Salo
Dwiovdio

[No omoladMmote TANPOPOPia GYETIKA LE TO TAPOV PUPUIKEVTIKO TPOTOV, TAPAKUAEITTE VO

angvBuvheite otov Tomkd avtimpdcwno tov Katdyov e Adsiog Kvkhopopiog:

Belgié/Belgique/Belgien
Orion Corporation
Tél/Tel: +358 10 4261

Bbarapus
Orion Corporation
Ten.: +358 10 4261

Ceska republika
Orion Corporation
Tel: +358 10 4261

Danmark
Orion Pharma A/S
TIf: +45 8614 0000

Deutschland

Orion Pharma GmbH
Jirgen-Topfer-Stralie 46
22763 Hamburg

Tel: +49 40 899 689-0

Eesti
Orion Corporation
Tel: +358 10 4261

EALada
Orion Pharma Hellas M.E.IL.E
TnA: + 30210 980 3355

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Orion Corporation
Tel: +358 10 4261

Lietuva
Orion Corporation
Tel: +358 10 4261

Luxembourg/Luxemburg
Orion Corporation
Tél/Tel: +358 10 4261

Magyarorszag
Orion Corporation
Tel.: +358 10 4261

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Orion Corporation
Tel: +358 10 4261

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

Osterreich
Orion Pharma GmbH
Tel: +49 40 899 6890

Polska
Orion Pharma Poland Sp z.0.0.
Tel.: + 48 22 8333177

Portugal
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel: +358 10 4261
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Ireland

Orion Corporation
Tel: +358 10 4261
Island

Vistor hf.

Simi: +354 535 7000

Italia
Orion Corporation
Tel: +358 10 4261

Kvnpog
Orion Corporation
Tnh: +358 10 4261

Latvija
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

United Kingdom (Northern Ireland)
Orion Corporation
Tel: +358 10 4261

To mapdv @VALo 00N YLOV YprioNS avadepOnKe Y10 TELEVTAIN POPE GTIG

Aldeg Tyég TANPOPOPLAOV

Agmtouepeic TANPoQopiec Y10, To PApUaKo 0T gival dabféoiuec 610 dikTvakd T0To Tov Evporaikon
Opyaviopot @apudkmv: http://www.ema.europa.eu.
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