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MEPIAHYH TOQN XAPAKTHPIZTIKOQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Corbilta 50 mg/12,5 mg/200 mg emkaAvppéva pe AemTO LUEVIO Slokial
Corbilta 75 mg/18,75 mg/200 mg emukalvoppéva, pe Aemtd vpévio diokio
Corbilta 100 mg/25 mg/200 mg emkaAvppEVa pe AmTO VUEVIO dlokia
Corbilta 125 mg/31,25 mg/200 mg emkaivppéva pe Aemtd vévio diokia
Corbilta 150 mg/37,5 mg/200 mg emukaloppéva, pe Aemtd vpévio diokio
Corbilta 175 mg/43,75 mg/200 mg emkaAvppéva Pe AemTd VUEVIO dlokial
Corbilta 200 mg/50 mg/200 mg emkaAvppéva pe Aentd vuévio diokia

2. HOIOTIKH KAI ITIOXOTIKH XYNGO®EXH

50 mg/12.5 mg/200 mg
K0 diokio mepiéyel 50 mg AePfovionag, 12,5 mg kapPvtonag kot 200 mg evrakamovng.

"Exdoyo pe yvoot dpdon:
Kd&0e diokio mepiéyet 1,2 mg caxyapolng.

75 mg/18.75 mg/200 mg
Kd&0e diokio mepiéyel 75 mg AePovionag, 18,75 mg kapPivronag kot 200 mg eviokandvng.

"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 kKot 200 mg evrakomndvng.

"Exdoyo pe yvoot dpdon:
Kd&0e diokio mepiéyer 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:
Kd&0e diokio mepiéyet 1,6 mg caxyapolng.

150 mg/37.5 mg/200 mg
K0 diokio mepiéyel 150 mg Aefovtonag, 37,5 mg kapPivronag kot 200 mg eviokandvng.

"Exdoya pe yvoot dpdon:
Kd&0e diokio mepiéyet 1,9 mg ocaxyapolng kot 2,6 mg votpiov ¢ cuoTaTikd £VOG EKOOYOV.

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

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

200 mg/50 mg/200 mg
Kd&0e diokio mepiéyel 200 mg Aefovtonag, SO mg kapPivromog kKot 200 mg evraxamdvng.

"Exdoyo pe yvoot dpdon:
Kda0e diokio mepiéyet 2,3 mg caxyapolng.

IMa tov TAfpn KoTdhoyo TV KOV, BA. Tapdypapo 6.1.
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3. ®APMAKOTEXNIKH MOP®H
Emuwcodoppévo pe Aentd vpévio diokio (diokio)
50 mg/12.5 mg/200 mg

Koagekokikva 1 ykpt{okOKKiva, GTpoyyLAd, KUPTH, ETIKOAVUUEVA LE AETTO DUEVIO dloKia ympig
gykomi, eépovta tnv £vdeiEn “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 o TAgvpd TOVG,.

100 mg/25 mg/200 mg
Koagekoxkiva 1 ykpr{okokkiva, ofdA, emkalvppéva e Aemtod LUEVIO dloKia ympic €YKo, PEpovTa
v €vdetn “LCE 100” ot pia mievpd Tovg.

125 mg/31.25 mg/200 mg
Avorytoh KoQeKOKKIVOL YPOUATOG, OPAA emtkalvpupéva e AETTO LUEVIO dloKia pEpovTa TNV EVOELEN
“LCE 125” omn pia mhevpd Tovg.

150 mg/37.5 mg/200 mg
Koagekokkva 1 ykpt{okoKKiva, ETUNKTN EALEWWOELDN ETIKOAVUUEVA LE AETTO DUEVIO oKl YoPig
gykomi, eépovta tnv €voeiEn “LCE 150” ot o mhevpd Toug.

175 mg/43.75 mg/200 mg
Avorytob KoQeKOKKIVOL YPAOUATOG, OPAA, eTucoAlvppéve e AETTO DUEVIO dloKia Ywpig eykom,
eépovta v évoeln “LCE 175” ot o mievpd tovg.

200 mg/50 mg/200 mg
2K00POV KUPEKOKKIVOL YPMUATOC, OBAA, EMKAAVUUEVA [LE AETTO VUEVIO OloKia YMPIg EYKOTN,
eépovta v évoeln “LCE 200” ot o mievpd tovg.

4. KAINIKEX ITIAHPO®OPIEX
4.1 OgpamevTiKég evoEiEelg

To Corbilta gvdeikvoton yia tn Ogpaneio evilikov aclevov pe voso tov Parkinson kot dtokvpdvoeig
NG KVNTIKOTNTAG 0TO TEAOG TG dOGMG oV dev £xovv otabepomonOel pe BepamenuTikn aywyn
AePovtomag/avactoréa tng vromag arokapBosuridonc (DDC).

4.2 Aocoloyio Kol TPpOTOG YOpNYNONS

Aocoroyia

H Béitiomn nuepnola doom mpénet va kabopiletar e TPoGEKTIKN TITAOTOINON TNG AefoVTOTOG OE
kd0e acOevr). H nuepnola doom npénet va erTiotomoleitol Katd TpoTiunon YpNOLOTODVTOG Lo
amo Tic entd dbéoieg mepiektTikdtnTeg dokimv (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/KapPfivtonag/eviaKondvng).

Oa mpémet vo divovtal 0dnyieg otovg acbeveilg dote va Aappdvovy povo éva diokio Corbilta ava
xopnynon doong. AcBeveic mov Aapfdvovv Ayotepo and 70—100 mg kopPvTomag Ty nuépa givat
mo mBavo va gpeavicovy vautia kot Epeto. [apdti n epnepia and cuvolikn nuepnota d6om
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peyorvtepn amd 200 mg kopPvTonag ival TEPLOPIGUEVT], 1| LEYIGTN CUVIGTOUEVT] UEPTIOLL
docoroyia evtakamovng eivar 2 000 mg kat emopévag 1 péyiotn doon givar 10 diokio v nuépa yia
T1¢ meplekTikdTnTEG ToL Corbilta 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 diokia Corbilta
150 mg/37,5 mg/200 mg ival ica pe 375 mg kapPvtoémag TNV NUEPO. ZOUPOVO LE QVTH TNV
nuepnoa 66om KopPvtonag, n LEYIOTN GUVICTOUEVT Nuepotla doon Tov Corbilta

175 mg/43,75 mg/200 mg eivor 8 diokia Tnv nuépa kot tov Corbilta 200 mg/50 mg/200 mg eivon

7 diokia TV nuépa.

YvvBwg to Corbilta mpénet va ypnoponoteitat o€ acbeveig o1 0moiol VIOPAAAOVTAL TY GUYKEKPIUEVN
emoyn o€ Oepameio pe avtiotoryeg 06ce1c Aefovtomag/avactoréa DDC kot vTakamdvNg TUTIKNG
amedevfépwonc.

g va petafodv oty Oeparncio ue Corbilta acOeveis mov Aopfavovy Oepamevtixn oywyn pe
10100KevaaoTo. Agfoviorag/avoatoléo DDC (kappfiviora i fevoepalion) kou diokio evToaxomovyg

a. AcBeveig mov VTOPAALOVTOL T GLYKEKPIUEVT] ETOYT OE DEPOUTEVTIKY] Oy®YN LE EVTOKATOVT KOt
AePovtoma/kapPvtona Tomikng omeAevBEpmaong o€ 00CEIS I0EG LE TIG TEPLEKTIKOTNTEG TV SIOKIWV
tov Corbilta pmopotv va petafaivouv dueca ota avtiotoryo diokia Corbilta. ' mapdaderypa, £vag
acBevng mov Aappavel éva diokio Aefoviona/kapPvionag twv 50 mg/12,5 mg pe éva diokio
evtakonovng tov 200 mg téooepic eopEs TV Nuépa puropel va Aappdavet éva diokio Corbilta tav
50 mg/12,5 mg/200 mg técoepig popéc TV NUEPA avTi TV GuVIBOY dOGE®V
AePovtomag/KapPvtoOmag Kot EVIAKOTOVIG.

L. Otav Eexwva Bepaneio pe Corbilta oe acBeveic mov vToPdAlovTol T CLYKEKPIUEVT ETOYN OE
OepamevTikn aymyn pe evrokamovn Kot Aefovtona/kopPiviona og 661G Tov dev glvar oG pe Ta
doxio Corbilta (50 mg/12,5 mg/200 mg 1 75 mg/18,75 mg/200 mg 1} 100 mg/25 mg/200 mg 7

125 mg/31,25 mg/200 mg 1} 150 mg/37,5 mg/200 mg 1| 175 mg/43,75 mg/200 mg 1

200 mg/50 mg/200 mg), n 6ocoroyio Tov Corbilta Tpémel va TiTAOTOIEITOL TPOGEKTIKA YiaL T BEATIO
KAk amokpion. Katd v évapén, to Corbilta npénet va puuiletar dote vo avtioTotyel 660 T0
duvaToV KAADTEPO GTI GLVOAIKT MUEPN oL dOOT| AefoVTOMAG 1) OTOi XPTCULOTOIEITOL T
GUYKEKPLUEVT ETOYN.

. Otav Eexwvd 1 yopnynon Corbilta oe acBeveic mov vrofdAlovTol T CLYKEKPIUEVT ETOYN O
OepamenTikn aymyn pe evrokamovn Kot Aefovtona/Pevoepalidn o€ oo TOTIKNG anelevdiépmong, Oa
TPEMEL vaL OlakomTETON 1) XYopynomn Aefovtonoc/Pevoepalidng to mponyoduevo Ppadv kot Oa mpénet va
Eexwva 1 yopnynon tov Corbilta to endpevo mpwi. H 66on évapéng tov Corbilta Ba mpémet va Tapéyet
gite v 1010 TocOTNTO AePovTOnag gite eEAappag peyarvtepn (5—-10%).

g va petofodv atn Oeparcio pe Corbilta acleveic mov dev vofdliovial T oLYKEKPIUEVN ETOXN OE
Oepamevtikn oywyn e EVIOKamovy.

Mrnopei va e&etaotel n évapén g Oepanciog pe Corbilta og 001G avtioTotyeg TPOS TNV TPEYOVOA
Oepancio o opiopévoug aobeveig pe voso tov Parkinson kot Stokvpdveeis tng KivnTikoTnTog 610
TELOG TG 000G, 01 010101 gV £YovV oTafeponomBel pe TV Tpéyovca BepamevTiky aymyn TOVG e
AePovtoma/avactoréa vionag anokapBosuidong (DDC) tumikng anelevbépwong. 201000, dev
ocuvviotdrol dpeon petdpaon ond AePoviona/avactoréa DDC oto Corbilta og acBeveic pe
duokvnoieg 1 TV omoimv N nuepnoia door Aefovtomag eivar peyarvtepn omd 800 mg. tovg ev
AOY® aoBeveig cuVIGTATAL E1IGAYOYT TNG BEPUTEVTIKNG Qy®YNG LE EVTOKATOVT MG EEXMPIOTN
Oepanevtikn aywyn (Siokia evtakamovng) kot puoduion T 060G TG Aefovtonoag, av gival
amopaitnto, Tpv T petdfoocn oto Corbilta.

H evtaxandvn evicyvet Tig dpdoeig g Aefovtonmas. Emopévamg, evdéyetar va eivar amapaitnto,

Wwitepa o€ acheveic pe dvokivnoia, va pewwbdei n 66on g AePfovionag katd 10-30% gvidg tov
SOOTNHOTOG OO TIG TPMTEG NUEPES MG TIG TPAOTES ELSONAdEG LT TV Evapén g Bepaneiog pe
Corbilta. H nuepnoia 66om g Aefovtomag pmopel va peltwbel exunkuvovTog To S10GTIHLOTO TOV
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UEGOAOPOVV OVALESH GTIG XOPNYNOELS KOUT LEWDVOVTAS TNV TOGOTNTA TG Aefovtomag avd ddon,
avéioya pe TV KAVIKY Katdotaot Tov acbevoic.

PbOuion twv dooewv kara ) diapkeio ¢ Oepameiog

Orav anotteiton mepiocotepn Aefovtona, O mpémnel va eEetdleTon n mepintmon adEnong e
oLyvoTNTOG TV dOcEMV Ka/n 1 xpnon Corbilta evOAAAKTIKNG TEPIEKTIKOTNTOG EVTOG TOV TAALIGIOV
TOV CLOTAGE®V Y10 TIG OOCELS.

Orav amarteitor Aryotepn Aefoviona, 1 cuvorikn nuepnota door tov Corbilta Oa pénet vo petmbel
€lTe LEWDVOVTOG TN GLYVOTNTO TNG XOPNYNONG EMUNKVVOVTAS TO YPOVIKO dtdoTnio LeTald Tmv
d0cemV, glte petmvovtag TV meptektikotnta tov Corbilta og pia yoprynon.

Av ypnoyorotovvtal dGAra Tpoidvta pe Aefovtoma tavtoypova pe Eva diokio Corbilta, o npémet va
aKoAoVOOVVTAL 01 CLGTAGEIS GYETIKA LE TN LEYIGTN OOT).

Awaxonn e Oeparneioc ue Corbilta: Av daxomel 1 Oepanevtikn aymyn pe to Corbilta
(AePovtoma/kapPivrona/eviakamovn) Kot o achevig petafel oe Bepaneio Aefovionag/avactoréa
DDC ywpic evtakamovn, eivar avaykaio vo puOuiotel 1 docoAoyio ToV GAADV AVTITOPKIVGOVIK®OV
OepamenTIKMOV ayOydV, 1taitepa TG AefovtoOmag, TPOKEUEVOD va EmTEVYDEl emapkég eminedo
EALEYYOL TOV TOPKIVEOVIKMDY CUUTTOUAT®V.

Hoidwarpiroc minBoouss: H acedien ko 1 oanoteAespotikotnto tov Corbilta og modid nikiog Katw
TV 18 eTtddv dev £govv axoun tekunpiwbei. Aev vapyovv dbécia dedopéva.

Hlmawuévor: Aegv omonteiton pvOpuon mg 66ong tov Corbilta 6toug nAkiopévoug.

Hrozikny dvaleitovpyio: Zoviotdtol TpocekTikn yopnynon tov Corbilta oe acBeveig pe Nmo Emg
PETPLO ATk SucAertovpyia. Mropet va amaiteiton peimon g 60ong (BA. mapdypapo 5.2). T
cofapn nrotikn dvciertovpyio PA. Tapdypoeo 4.3.

Negpirn dvaierrovpyio: H veppikn ducheitovpyia dev ennpedlel T QApUOKOKIVITIKNY TNG
evtakamovnc. Aegv €govv avapepBel 1010iTEPEG LEAETEG OYETIKA LLE TN POPUOKOKIVITIKY TG
AePovtomag Kot TG KapPvtomog o achevelg e VEQPIKN avemdpKeLd, ETOUEVAGC, 1) BepamevTiKn
aywyn pe Corbilta Tpémel va yopnyeitan mpocektikd og aceveig pe cofapn veppikn dvciettovpyio
ocounepriappavopévav ekeitvov mov vrofdiioviot o€ apokabapon (PA. mapdypapo 5.2).

Tpoémog yopnynong
To kB¢ dioxio Aapupdvetar and otopATOG HEe ) Y®Pic Tpoen (BA. Tapdypapo 5.2). Eva diokio mepiéyet
pio 50om BepamevTIKNG 0y®YNG KOt T SIOKI0 LTOPOVV VOl YOPTYOUVTAL LOVO OAOKANPOL.

4.3 Avrevositeag

- YrepevoioOnoia oTig dpacTIiKEG 0VGIEG ) G€ KATOL0 amd Ta £KG0Y0 TOV OVOPEPOVTOL GTIV
Topaypapo 6.1.

- YoBapn nratikn PAAPT.

- TIMuadkopo KAeloTg Yoviag.

- DooypOULOKVTOLLA.

- Xvyyopnynon tov Corbilta pe un exkhexticovc ovactolelg g povoautvoéeddong (MAO-A kot
MAO-B) (m.y. povedlivn, Tpavuikompopivn).

- Yvuyyopnynon He Evov ekAeKTIKO avaotoréa MAO-A Kot évav exiektikd avactoréo MAO-B
(BA. mapdaypago 4.5).

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

4.4 Eidwkéc mpoe1domonoels Kol TpopuAdiels Katd T yp1on
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To Corbilta 6ev cuvietdrol yio T Bepaneia EOMUPAUSIKGY AVTIOPACEMY TOV TPOKAAOVVTOL
ond EAPLOKOL.

H Oepanevtikn aywyn pe Corbilta mpénet vo yopnyeitot pe mpocoyn oe acHevelg e 1oy oKn
Kkapdlonabeia, coPapr| kapdiayyelakn wddnon 1 tvevpovorddela, Bpoyykd oo, veeptkn M
EVOOKPIVOLOYIKT TTAONGT), IGTOPIKO TENTIKOD EAKOVG 1) IOTOPIKO GTOCUMDV.

e 000gveig e 10TOPIKO EUPPAYIOTOS TOV HVOKAPSIOV, 01 0TT0101 £XOVV VITOAELUATIKT KOATIKN
KopPikn dtapuyn 1 Kothaké appubuies, Oa Tpémel va mapakoiovdeitor 1 KopS10Kn AgtTovpyia
Le Waitepn TPOSoyn KATA TN SdpKELN TNG TEPLOSOV TV PLOUIGEDY TNG OPYIKNG dOOMG.

O)ot o1 acBeveic mov vroPdilovtor og Bepaneio pe Corbilta Tpémetl va mapakorovBodvton
TPOCEKTIKA GYETIKA LLE TNV AVATTLEN YOXIK®OV OAAAYDV, KATAOAYNG e TAGELS AVTOKTOVING
Kot GAANG GOPapnG AVTIKOWVMVIKNG CUUTEPLPOPAS. AGOEVELG e TPOYEVESTEPN 1) VTTAPYOVOA
yoywon Bo tpénel va vroPdiloviol o OepamevTiKy aymYN LE TPOGOYN.

Tavtdypovn YOpYNOoT AVTIWLYOTIK®VY LUE 1O1OTNTEG AVAGTOANG TV VITOS0YEMV TNG VTOTAUIVNG,
Wwitepa avIoymvioTég Tmv vtodoyéwmv D2, B mpénel va Aapufdvel ydpa Le Tpocoyn Kol o
acBevng va Tapakolovdeitol TPOSEKTIKA Y10 TUXOV ATMAELN TNG AVTITOPKIVOOVIKNG dpdong 1
EMOEIVOON TOV TOPKIVOOVIKOV GUUTTOUATOV.

AcBeveig pe ypdvio YAAOKOUA aVOIKTHG YoOViag pmopobv va vtoPdAloviol og Bepamevtiky
aywyn pe Corbilta pe mpocoyn, apkel va eAéyyetal kodd 1 evooPOdALY TigoT Kol Va
napoakorlovdeitar TpooekTikd 0 acBevig yio TuXOV aAlayég otV evoopBdAa Tigo.

To Corbilta propet va tpoxarécel opfootatiky vrdtaon. Emopévamg, to Corbilta npémet va
YopNyeital pe Tpocoyn o acbeveic mov AapPavovy GALN POPUOKEVTIKA TPOIOVTO, TO OTOT0
umopel va TpokaAécovy opBocTaTIKY VTOTAGCT).

H evtoxamdévn oe cuvdvaopo pe AePovIOna £(El GUGYETIOTEL [LE DITVNALL KOl ETELGOIIL
alpvidwog Evapéng vmvov og aobeveig pe voco Parkinson kot emopévog yperdletal Tpocoyn
KOTA TNV 001 yNoN 1 ToV XEPSUO punyovnudtov (BA. mtapdypoaeo 4.7).

2116 KMVIKEG PLEAETES, O AVEMIOOUNTEG VIOTOUIVEPYIKEG OVTIOPACELS, .. OLCKIVNGIA, NTAV 1O
ovyvég o€ aobeveic 6TOLG 0mOioVG YOPNYHONKAY EVTAKOTOVI KOl AYy®VIGTEG VIOTAUIVG (0T
Bpopoxpountivn), celeyhivn 1 apavtadivi oe GUYKPLION HE EKEIVOVG GTOVG 0TO10Vg
YOPNYNONKE EKOVIKO PAPLAKO LE AVTOV TO cLVIVAGHO. Evdeyopuévac va amoitndei poduion
TOV 00GEDV TOV GAL®V OVTITOPKIVGOVIKMV POPUAKEVLTIKMY TPOTOVTI®V OTaV vToKadictaTol 1
aywyn pe Corbilta yia évav acBevi mov dev vrofdAdeTal, 6T CLYKEKPLUEVT EMOYN, OF
Oepaneia pe evrokamovn.

Papdopvorvon devtepoyevig o cofapég SuoKivnoieg 1| 6To KakoMOeg veupoAnNTTiKd chHVOpouo
(KNX) &xer mopatnpnel ondvia o acBeveic pe voco tov Parkinson. Enopévmg, ka6 amdtoun
peimon tov d6cewv 1 dtakomi TG Aefovionag Oa mpénet va mopakoAovBeital TPOGEKTIKA,
Wuwitepa o€ acheveic mov AapPdavovv emiong vevpoinmtikd. To KN, cupmeptiappavopévng
g pafdopvddvong Kot g vepdepuiog, yopaktnpileTol amd KvnTiKa GCOUTTOUATA (oo i,
LVOKAOVOG, TPOUOG), OAAAYEG GTNV WLYIKY KATAGTOOT (TT.). SIEYEPOT), GVYYVOT|, KOUW),
vrepBeppiio, SLGAEITOLPYIK TOV AVTOVOLOL VELPIKOD GLGTAKATOG (TaXVKAPSia, 0GTAONG
apTNPLOKN TEST) Kot CLENUEVA ETUTEDA KPEUTIVOPMGPOKIVACTG OPOV. XE PEUOVOUEVES
TMEPIMTMOCELG, EVOEYETOL VAL Elval ELEOVT] LOVO LEPIKE OO OVTE TO. CUUTTAOUATO KOUT TO
evprjnota. H mpdun Sidyvmon elvar onpavTikn yuo TNy KoOTaAANAN avtipetdniorn tov KNZ.
Me v andTopn JUKOTH TV OVIWTOPKIVOOVIK®V TopayovIov £yl avapepBel Eva ochvopouo
7oV Holdlel e To KoKonBeg vevpoAnmTikd cOUVOPONO, TO 0moio TEPLOUPAVEL LUIKT oKapyia,
vynAn Beprokpacio TOL CAOUATOS, YOYIKES AAAAYES KOl ADENOT TOV ETITEI®V TNG
KPEATIVOPOGPOKIVACNG 0poV. ATO eAeyyOUEVES SOKIUESG OTIG OTTOlEG EAAPE XDPO ATOTOUN
SlKOTN NG EvTOKAmoOvNS, 0vte T0 KNX 001e 1 pafdopvdivcn €xovv avapepbei oe cuoyétion
LE TNV ay@YN LE EVTAKOTOVT. ATd TdTE TOL £)EL Tebel otV ayopd 1 evtaxomdvr, £xovv
avapepbei pepovopéveg mepumrooeic KN, 1dwitepa petd amd andtoun peimon 1 d1okonm
YPNONG TNG EVIOKATOVNG KOl GAL®V TAVTOYPOVOV VIOTOUVEPYIKMV POPLUUKEVTIKMY TPOTOVTIMV.
Orav Bewpnbel anapaitmro, n aviikotdotaon tov Corbilta pe Aefovtona kot avactoréo DDC
Yopic evrakamdvn 1 GAAN viomapvepyikn Oepomeio Tpémel va AaPet ydpa pe apyd frpota kot
evoéyetal va givor amopaitntn o avénon otr d0om g Aefovionac.

Av amortnBet yevikn avarebnoio, n Oepaneia pe to Corbilta prnopei va cvveyiotel yio 660
oo 0 acBevig emTpénetal vo AOUPAVEL DYPA KOl POPLOKEVTIKA TPOIOVTO atd GTOLOTOC.
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4.5

Av m Bepoameio Tpémel va dtakomel Tpocmpvd, 1 yopnynon tov Corbilta pmopel va Eavapyioet
poig Ba givart dSuvatn M AW POPUAKEVTIK®Y TPOTOVTOV A0 GTOUOTOC TNV 1010 npepfola
0001 OTMG TPONYOLUEVMG.

Zuviotdtal TEPLodtkn aEloAdyNoT| TG NTATIKNG, OUOTOMTIKNG, KOPOIOYYEINKTG KOl VEPPIKNG
Aertovpyiog Katd tn didpkela mapatevopevng Bepaneiog pe Corbilta.

Xe aoBeveig mov Tapovcidlovv duippola, CLVIGTATAL TAPAKOAOVON oY TOV BApPOovg MOTE Vo
arogevyfel mBav vepfoiikn anmAieia Bdpovc. [Mapatetapévn N empévovoa S1appota Tov
TaPOLCIALETAL KATA TN YP1|ON TNG EVIOKATOVNG Umopel va etvar onpeio kKoAiTdag. Xe
TMEPIMTOOT TOPATETAUEVNG 1) EXLUEVOLGOG dLAPPOLAS, TO PAPLOKO Ba TPEMEL va dloKoTel Kot val
a&lohoynBovv 1 katdAAnAn wTpikn Bepaneia Kot e€eTdoelc.

Ot acBeveic mpémet va eEAEYYOVTOL TAKTIKA Y10 TV ELOAVIOT) S10TAPOYDV EAEYYOV TV
napopunoemv. Ot acBeveic kol o1 PPovTIOTEG TPEMEL VAL EVILEP®BOVY TMG CLUTTMOLOTO
CUUTTEPLPOPAS TOV SLOTAPAYDV EAEYYOV TOV TAPOPUNCEDV TEPIAAUPAVOUEVOV TABOAOYIKNG
xopromai&iog, YEVETHO0G OpUNG ALENUEVNG, VTTEPCEEOVOAKOTNTOGC, KOTOVOUYKOGTIKMY O0TAVAOY
N AYyopaV, KPUUTAANG GOynTOD KOl KOTOVOYKOOTIKNG KATAVAA®MGNG (pOynNTod UTOpEl va
EUPAVICTOOV o€ aobevelg og Bepameia e Ay®VIOTEG TG VIOTOUIVIG Ko/ GAAES
vromopvepykeg Bepamneieg mov mepiEyovv Aefoviona cupmepiiapfovopévov tov Corbilta. Eqv
EUPAVICTOVV TETON CUUTTAOUATO CLUVIGTATAL 0E0AOYN O TG Bepameiag.

To XOvdpopo AmoppOBuong g Ntomapivng (DDS) givon pia ediotikn Sratapoyn wov odnyel
oTNV VIEPPOAIKN XPTIOT TOVL POPLAKOL TOL EUPAVICETOL 8 PEPIKOVG acbeveic mov EAafoav
Oepaneia pe kapPivrona/iefovtona. [pv and v vapén tng Bepoameiog, ol acheveig kot ot
(PPOVTIOTEG TOVG TPETEL VO TPOEIOOTOLOVVTOL GYETIKA LE TOV THAVO KivOuVo EUOAVIONG TOV
ouvopopov DDS (BA. emiong mapdypapo 4.8).

Xe aoBeveig mov Tapovoidovv emdevodpevn avopetia, eEacBévion kot peimon Pépovg péca
0€ OYETIKA LKPO YpoVIKO dldotnua, Ba mpémet va yivetal pio YEVIKY L0TPIKT EKTIUNON
CLUTEPTAAUPOVOUEVIG TG NTTATIKNG AEITOVPYING.

H AePovtona/xapPviona pnopet vo mpokarécel yevdmg 0eTikd amotélecua OToV
yxpNoonoteital pafdoc péTpnong yio TNy e£€Taom TG KETOVIG GTA 00PQ KOt 1) OVTIOpaoT) AV
dev aAlalel pe Ppacpd tov detypotog Tov ovpwv. H yprior pebodwv o&eddong yAvkolng
umopel va SMGEL YELOMG APVNTIKG ATOTEAEGLOTO Y10, YAVKOLovpia.

To Corbilta mepi€yet caxyapdoln, Kot eropévmg ol aoBeVEIg e OTAVIO KANPOVOULKA
npoPAnuata dvcavesiog ot EPovKTOLN, Kokt amoppdenon YAvkolnc-yoraktolng 1
OVETAPKELN COVKPAOTG-IOOUUATACTG OEV TPEMEL VOL TAPOVY QUTO TO (PAPLLOKO.

To Corbilta 150 mg/37,5 mg/200 mg nepiéyet 2,6 mg votpiov ava diokio. H péyiom
ocuviotdpevn nuepnota 66on (10 dwokia) mepiéyet 26 mg votpiov, mov woodvvapovv pe 1,3%
g ovvicT®dpevng amd tov ITIOY péylotng nuepnotog Tpdoinyng 2 g vatpiov HESm S10TpoPnc,
Yo vy EVAAIKQL.

To Corbilta 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 xor 200 mg/50 mg/200 mg emikorloppéva
pe Aemto vuévio diokia mepiéyel Ayotepo and 1 mmol (23 mg) voatpiov avd péyiot
CULVICTAOUEVT] NHEPN O SO0, ivarl avTd Tov ovopdlovpe «elebBepo vaTpiovy.

AlMiemopdosic pe GAlo QUPUOKEVTIKA TPOIOVTA Kol GrAeg popPEés alinieniopacg

AN avuimapkivoovike popuaxevtika rpoiovia: Méypt onpepa dev €xel vapéet Evoeitn
OAANAETIOPAcE®V TTOV B0 OTEKAELLY TV TAVTOYPOVI XPTOT| TUTIKDV OVTUTOPKIVGOVIKMV
(QOPULOKEVTIKGV TTPoidvTmV pe T Bepaneia pe to Corbilta. H evtaxamdvn og vymiég dooelg evosyetal
VO ETNPEAGEL TNV ATOPPOPN o™ TG KapPvtonag. 2ot0c0, dev £xel mapotnpn el aAAnAenidpaon pe
NV KapPvTono 610 cuVIeT®pEVo Bepamevtikd oynua (200 mg evtaxamovng Emg 10 popég
nuepnoing). Ot aAAnAemdpdoelg HeTall eVTOKATOVIG Kol GEAEYIATVNG ExouV diepeuvnOel o€ pehéteg
emovalopPavouevev d6cewv o acbevelg Le voco Tov Parkinson, mov vropAndnkay oe Oepaneio pe
AePovtoma/avactoréa DDC kot dev mapatnpnnie kopio oAinienidpacn. Otav ypnoponoteiton poli
pe to Corbilta, n nuepiola 660m g oereyidivng dev mpénet va, vepPaivel ta 10 mg.

Xperdletal mpocoyr| OTaV YOp1yoLVTaL 01 0KOAOVOEG dPACTIKEG OVGIEG TAVTOYPOVA LE BEpamELTIKN
aywyn pe Aefovtomna.



Avtimeptaoikd: ZOUTTOUATIKY 0pHOGTATIKN VIOTACT] UTOPEL VO ERPOAVIOTEL OTOV TTpocTifeTan
AePovtoma ot Bepaneio acbevov mov oM Aappdvovy avtwreptocikd. Evoéyetat va amaitnOel
pOOION TV HOGEMY TOL AVTIVTEPTAGIKOD TOPAyOVTa.

Avurarabiimtira: ‘Exoov avoepepfel ondvia avidpaoels, 6Tig onoieg TeplopBavovTal 1 vTEPTaoT)
Kot 1 SUGKIVN IO, LE TNV TAVTOYPOVI XPNOT| TPIKVKAKOV avTIKOTAOMITIKAOV Kot
AePovtomag/kapPivtomag. AAANAETIOPAGELG LETAED TNG EVIOKATOVIG KOl TNG WWITPOUIVIG Kot HETOED
NG EVTOKATOVTG KOl TG LoKAOPBeiong Exovv diepevuvn el o pehéteg epana 600mG o€ VYIElg
eBehovtég. Agv TopatnpnONKay EapUAKOSVVOUIKES OAANAETIOPACELS. Xe onUavTIKO aplOpd acbevov
pe voco tov Parkinson €xet dobel Bepamevtikn aywyr cuvdvacpol Aefovionag, kapPivTonas Kot
EVTOKOTOVIG E OPKETEG OPUCTIKEG OLGIEC GUUTEPIAAUPAVOUEVOV TOV avaoTOAE®V MAO-A, Tov
TPIKVKAKOV aVTIKOTOOMTTIKOV, TOV 0VAGTOAE®DY EXAVATPOCANYNG VOPUOPEVOAIVIG OTTMG 1|
deCITPapivn, 1 LOTPOTIAIVY Kot 1] BEVAQQa&iv KOl TOV QOPUAKEVTIKMY TPOTOVI®V TOV
petaforifovror amd v COMT (m.y. ovoieg pe Kateyolkn doun, tapoletivn). Agv £xovv
napotnpndetl pappakodvvapikés oANAeTIdpacels. 261000, ¥PEIGLETAL TPOGOYN OTAV QVTA TA
(OPLOKEVTIKA TPOTOVTA YpMoiormolovvTal TavTdypova pe o Corbilta (BA. Tapaypdpovg 4.3 kot 4.4).

AMeg dpaorirég ovaies: O1 AvVTOY®VIGTEG TOL VTOSOYEN TNG VIOTOUIVNG (). HEPIKE OVTIWLYOTIK KO
OVTIEUETIKA), 1 GOIVLTOTVN Kot 1) Tomafepivn pumopel va peidoovy tn Oepamevtikn dpdon g
AePovtomag. AcBeveic mov Aapfdavovy avtd Ta pappakevtikd tpoiovta pali pe to Corbilta Oo mpémet
Vo TPUKOAOLOOVVTOL TPOGEKTIKA Y10 TUYOV OTOAEL TNG BEPUTEVTIKTG ATOKPIONG.

AOY® NG GLYYEVELNG TNG EVTAKOTTOVNG, iR Vitro, e To Kutoypoua P450 2C9 (BA. mapdypapo 5.2), to
Corbilta pmopet duvntikd va mapépupetl oe SpaoTikég ovoieg TV omoimv o petafolopog eSaptdTot
a6 avTo T0 160EVELHO, OTTMG 1 S-Bapeapivn. Qo1dc0, 68 (o LEAETT AAANAETIOpOOTG LE VYIEIS
ebehovtég, n evraxamdvn dev ahhate Ta emineda g S-Papeapivng oto TAdoua, eved 1 AUC g R-
Bappapiving avénbnke katd péco 6po kot 18% [Clop 11-26%]. Ot Typég INR avénbnkay kotd péco
6po katd 13% [Cloo 6—-19%]. Katd cuvénela, cuviotdrol va yivetor Edeyyog Tov tipcdv INR otav
Eexva 1 yopnynon tov Corbilta og acBeveic mov Aapfdavoovv Papepapivn.

AMeg poppés allniemdpaocewv: Eneldn n Aefoviona avraywviletor pepikd apvoléa, n omoppoenon
tov Corbilta pmopel va peiwdel oe pepkovg acbeveic mov gival og dlarta Pe VYNAT TEPLEKTIKOTNTA
TPOTEIVOV.

H Aefovtona kor 1 evrakomovn Pmopel va oynNUaticouy yNAKEG EVOCELS E TO GiONPO GTO
YOoTPEVTEPIKO cANVA. ['a avtdv Tov AdY0o, To Corbilta kot ta 1d100kevdopata c1dnpov Ba Tpénet va
Aappdvovton pe dtapopd tovddyiotov 2—-3 wpdv (PA. mapdypoeo 4.8).

Aedouéva. in vitro: H gvtakamovn deopevetar and tn 0¢omn odvdeong I g avBpdmivng Aevkmpativg,
1 omoia deopevel emiong kot S1d.popa AAAL PAPUAKEVLTIKA TPOIOVTA, CUUTEPIAAUPAVOUEV®Y TNG
dralemdung kot g Povmpoaivng. ZOUPOVO Le LEAETES in Vitro, OEV OVOUEVETOL GTLLOVTIKN
LETATOMION OTIG BEPATEVTIKEG CLUYKEVIPMOELS TV PUPUIKEVTIKOV TPoidvTev. Katd cuvéneia, dev
éxervmapel péypt onuepa £voelsn TapOHOIOV AAANAETIOPACE®DV.

4.6 TovipétTnra, KONON KO Yorlovyia

Kvnon

Agv vrdpyovv emapkn 6edopéva amd T XPTOT TOV GLVIVAGHOD
AePovtomag/kapPvtomos/eviakamovng og £ykveg yovaikeg. Meléteg og {oa £yovv deilet
AVATOPUY®YIKT ToEIKOTNTA TV EEXOPLOTOV EvDcewV (BA. Tapdypapo 5.3). O mbavog kivouvog yuo
tov dvBpomo givar dyvootog. To Corbilta dev mpémet va ypnoomoteitat Katd tn d1dpKela Tng KOMong
TOPA LOVOV OV TOL OPEAT] Y10 TN UNTEP VIEPTEPOVV TOV SLVNTIKMOV KIVOLVOV Yl TO EUPpvo.

OnAaouog
H Aefoviona amekipivetal oto unTpikod yaio. Yrapyovv evdei&elg 0Tt kataotéAAeTal o Onlaouog
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katd tn ddpkewn Oepaneiog pe Aefovtona. ‘EraPe ydpa anékkpion kapPvTonog Kot EVIOKATOVNG GTO
vaha {dwv, aArd dev gival YVOoTO av AapuPavel ydpa onéKKPIoT 6TO PUNTPLIKO YaAd Tov avipormy. H
acdiela TNG AePovTOTag, TNG KAPPLVTOTOC 1| TNG EVTAKATOVIG Y10 TO VEOYVO deV gival yvooth. Ot
yovaikeg dev mpénet vo nralovv katd ) didpkeln g Oepaneiog pe Corbilta.

Tovomo
Agv &yovv mapatnpnOei avemBounteg avTidpAcEIS GTN YOVILOTNTO GE TPOKAIVIKEG UEAETEC LIE TNV

evtakoamdvn, v kopPvtona 1 tn Aefovtona wc povobepaneio. Agv €govv de&aybel peréreg
yovipuotntag og {da e T GLVOVAGUO EVTAKUTOVNG, AEBOVTOTOC Kot KapPLvTOTOC.

4.7 Emdpbaosig oty IKavoTnTO 001]Y161S KO XEPIGROV PN OvVIIUATOV

To Corbilta pmopel va £xel onuavtiKn exidpacn oTnV KOVOTNTO 0011yNoNG Kt XEPICHOD
unyovnudtov. H Aefovtona, n kapPvtoma kot n evrakondvn poali propel va tpokarésovv {ain Kot
ocuounTopatiko opbootatiopd. o avtdv Tov AdY0, GLVIGTATOL TPOCOYH KOTA TNV 001 yNnomn 1 ToV

YEPIOUO UNYOVILATOV.

[pémer va divovton 0dnyieg otovg acbeveig mov Aapupdvovv Bepamneia pe Corbilta ko Tapovoidlovv
vIVNAlo Kau/1| enelcod1o oevidlag Evapéng VITVoOL va améXouy omd TNV 001 yNon N TNV EVACYOANCT LE
OpaCTNPLOTNTEG OOV 1) AVETOPKNG EYPNYOPOoT Umopel va BEcel avtovg 1 GALoVG o€ Kivovvo Gofapov
TPOVUOTIGHOV 1) BavdTov (7). 6Tav XepilovTat UnyovnuaTo) g OTOL TETOL EMAVAAAUBOVOUEVOL
eMec6010 VIOYWPNGoLV (PA. Tapdypopo 4.4).

4.8 AvemOopnteg evépyeieg
a. Iepidinqyn Tov mpo@ik acPaisrag

Ot ovyvotepa avapepoueveg avemBounteg evépyeteg pe 1o Corbilta etvat dvokivnoieg, ot omoieg
onuewvoviot o€ mepinov 19% twv aobevdv, YOoTpEVTEPIKE CUUTTONOTA, LETAED TV OTOIWV VoL Tio
Kot 61dppota, Ta omoia onpetdvovtal o€ mepimov 15% kot 12% tov acbevov, aviiotoiywg. Muiko,
LVOCKEAETIKO GAYOG KOt GAY0g TOL GLVOETIKOD 16TOV, TO OOl oMLEI®VOVTOL G€ TEpimov 12% twv
acBevav kabmg emiong Kot axivovvog kaoTovEpuBpog SuoP®UATIGUOC TOV 0VP®V (YPOUATOVPIN)
mov onueldvetol og tepimov 10% twv acBevav. ZoPapd coppdvra yootpeviepikig apoppayiog (ot
oLYVA) Kot ayyelooidnua (oTavia) Exovv evTomiotel amod Tic KAvikég dokipég pe to Corbilta 1§ v
evtaKamovn oe cuvoLacouo pe Aefovtona/avactoréa DDC. Me to Corbilta pnopei va onueiwbovv
Bapld nratitido pe Kuping YOAOCTATIKA YOPOKTPLOTIKA, pafSopuoivcT Kot KoKONOeG vEVPOANTTIKO
oLVOPOUO TAPOAO TTOL eV EYOVV EVIOTIOTEL TEPIMTAOGELG OO TO, OEGOUEVA TOV KAIVIKMV OOKIUMOV.

B. Kotahoyog avemBOpntov gvepyELOV 6€ HopP1] TIVOKA

Ot topakdto ovemBounteg evépyeleg mov avapépovtal otov [livaka 1, £govv cuykevipwbel T6G0 amod
T GUVOOPOICUEVH DESOUEVE EVTEKA SITAG-TUPADV KAVIK®V SOKIU®Y OTIG 0moies EAaPav HEPOG

3 230 aoBeveic (otovg 1 810 yopnynOnke Corbilta 1 eviokamdvn 6€ GLVILAGUO LE
AePovtona/avactorén DDC, kot atovg 1 420 yopnynnke £KOVIKO QAPLOKO GE GUVIVAGUO LE
AePovtona/ avaoctoréa DDC 1 kafepyolrivn oe cuvdvacud pe Aefovtono/avactoréo DDC), 660 kot
oo OedOUEVO LETA TNV KUKAOPOPIO TNG EVIOKATOVNG GTNV 0lyopd Yol T YPNoN TNG O€ CLVOVAGUO LE
AePovtoma/ avactorén DDC.

Ot avemBounteg evépyeieg €xovv TaStvoundel cOLPOVA LLE TN CLYVOTNTA, Ol TTLO CUYVEG TPDOTES,
YPNOLOTOIDVTOG TNV akOA0VON cuvOnkn: [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 ondvieg (< 1/10 000), un
YVOGTEG (deV Hmopovv va ekTiunfovv pe Baon ta drebéoipa dedopéva, kabmg dev pTopovv va
e€ayBovv £yKupotl LTOAOYIGHOL OO KAVIKEG SOKIHEG 1) ETLONLMOAOYIKEG LEAETEG).

Mivaxag 1. AvemBounteg evépyeteg



A10TOPOYES TOV AUOTOINTIKOD KOl TOV AEUPIKOD COCTHHATOS
Yuyvéc: Avoyia
Oy cuyvéc: ®pouPomevia

Awarapoyés tov uerafolicuod kar tns Opéyng

Yuyvég: Yopatikd Bapog petwpévo®, petwpévn opeEn*

Yoratpikés owatapoyés

Suyvéc: Kotabiwyn, wevdaiobnoelg, ovyyvtik kKotdotaon™®, avouoio ovepa*, dyyoc,
abmvio

Oyrovyvég:  Poyowon, diéyepon*
Mn yvootéc:  AVTOKTOVIKT] GUUTEPLPOPE, ZOVOPOUO amoppOOUIoTG TN VIOTTOUIVIG

A1atopoyés Tov vevpikov cooTIHATOS

[ToAv ovyvég:  Avoxwvnoio®

Yuyvég: Emdewobdpevog mapkivooviopog (m.y. ppadvkivneio)*, tpdpog, tayeio dtaxvpoven
UKV TIKOV Kol YOPEONOETOOIK®Y KIVIIoE®V KaTd TN Bepameio TG vOGOL TOV
Parkinson, dvctovia, ennpeacévn dlovonTiKy KOTAGTAON (TT.). EXNPEACUEVT] VI,
avow), vvnida, {dAn*, kepalaiyio

Mn yvootéc:  Koakonbeg vevpoinmtikd cuvopopo™

O9Oaipikég oratapoyés

Suyvéc: Opaon Bopmn
Kaporaréc orarapoyés
Yuyvég: Ene106010 woyonpikng kapdromddeiag ektoc amd Epuppoyua pookapdiov (..

o Bayyn)**, avodporog Kapdakog puouog
Oytovyvés:  'Epgpaypo pooxopdiov**

Ayyelaxés orotapayés
Yuyvéc: OpBoctatikn vadtacT, vaéptaon
Oy ouyvég: Ayoppayio TOL YAGTPEVTEPIKOD COANVA

A1aTopoyés Tov avanvevoTIKOD GVOTIUATOS, TOV Bwpaka Kol Tov uecoBwpdkiov
2uyvEG: Avormvola

A10TAPAYES TOV POGTPEVTEPIKOV COCTHUATOS

IToAv ovyvég:  Adppowa™, vovtio*

Suyvéc: AvokototnTa*, éuetoc*, dvomeyia, Kotlokd dAyog kot dvepopia*, Enpoctopio®
Oy cuyvéc: KoAitda*, dveayia

Aratapayés Tov §TaToS Kal TWV YOANPOpwY
Oyt ovyvég: Mn @ucloloyikég doKIaoieg NIATIKTG Agttovpyiog™

Mn yvootég:  Hmatitida pe kupimg xoAootatikd xopaktnpiotikd (BA. mapdypapo 4.4)*

A10Topoyés Tov OEPUATOS KAl TOD DITOIOPLOV 16TOD

Suyvéc: E&GvOnpa*, vrepiopmaoia
Oy cuyvéc: Avoyp®UATIGUOL EKTOC TOV 0VP®V (T.Y. OEPUATOS, OVOYMOV, LOUAADV, 10pDTO)*
Yravieg: Ayyelooionua

Mn yvootéc:  Kvidwon*

A10Topoyés TOV HVOOKEAETIKOD GOOTIUATOS KOl TOV GOVOETIKOV 16TOV
[ToAv ovyvég:  Muikd, HLOCKELETIKO AAYOG KOt GAY0G TOL GLUVOETIKOD 16TOV™
Yuyvég: Mvikoi oracpoi, apOpaiyio

Mn yvootég:  Pafdopvorvon™
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A10TAPAYES TOV VEPPOV KAl TWY 0DPOPOPOY 00DV
IToA ovyvéc:  Xpopotovpio*

Suyvéc: Ovporoipmén

Oy cuyvég: Koataxpdon obpov

T'evikég Ooratapoyés Kol KaTaoTAGEIS THS 000V YOPHYNGHS

Yuyvég: Owpakikd GAY0g, TEPLPEPIKO O1ONLLO, TTOCELS, dlatapayn otn fadion, eEactévion,
KOT®ON

Oy ovyvéc: AloOnpo kakovylog

* AvemBOuNTEG EVEPYELEC TOV aT0dIdOVTAL KVPIWE OTNV EVTOKATOVN 1 Elval To cuyvEG (e dtapopd
oLYVOTNTOG TOVAGYIGTOV 1% oTa dedoéva KAVIKOV SOKIUMOV) [LE TNV EVIOKATOVH TOPA LE
AePovtona/avactoréo DDC pévo. BA. mapdypago vy.

**H cuyvotnta epeavions ELePAEyHOTOC LUOKAPdiov Kot GAA®DY ETEICOSIMV IGYOLUIKNIG
kapdrordaberog (0,43% kot 1,54%, avtiotoiywg) Tpokvmtel omd pio ovéivon 13 dumhd-toiov
UEAETOV 0T1g omoieg cuppeTelyav 2 082 acheveig pe S1KVUAVOEIS KIVITIKOTNTOG TPOS TO TELOG TNG
d00MG, 01 OTTOI01 £TOPVALY EVIOKATOVY).

v. Meprypa@i] emAeypévOV avemOBOUNTOV EVEPYELDOV

AvemBOunTeg evépyeleg mOL AmodidovToL KUPIMG GTNV EVIOKATOVN 1| EIVOL TTO GUYVEG LLE TNV
evtakonovn topd pe Aefovtone/avactoréa DDC povo, onpeidvovrol pe aotepicko otov [ivaxa 1
™G mopaypapov 4.8B. Mepikég amd avtég Tig avemBounteg evépyeteg oyetilovtot pe Tnv avuénuévn
vromopvepytkn dpdon (.. duokivnoia, vauTio Kot EUETOC) Kot LPaviovTal To cuyva Gty apyn
g Oepamneiag. H peiowon tng d6omg tng Aefovionag PeldVEL T PapdTnTa Kot T GLYXVOTNTO VTOV
TOV VIOTOUIVEPYIKAV evepYEL®V. Alyeg avemBounteg evépyeleg elval yvmotod 0Tt amodidovtal
amevfeiog ot SPACTIKY 0LGIO EVTAKATOVT), TEPIAAUPBOVOUEVOVY TNG SIAPPOLOS KoL TOV
KAoTAVEPLOPOL SVCYPOUATIGUOD TOV 0VPMV. XE PEPIKEG TEPUTTMCELS, 1] EVIOKATOVI UTOPEL Vo
TPOKUAEGEL EMIOTG SOVGYPOUATICUO T.X. TOV OEPLATOS, TOV VYLDV, TOV LOAAIDV KOl TOV 1OPATOL.
Aleg avemBounteg evépyeleg pe aotepioko otov [Mivaka 1 g mapaypdpov 4.8 £xovv onuavOetl pe
Baomn gite v o cuyvn ELPEVIoT| TOVG (e d1aPopd cLYVOTNTOS TOVAd)IoTOV 1%) ota dedopéva TV
KAVIKOV SOKIUMV [e gvTakamovn Tapd o€ avtd pe Aefovtoma/DDCI puovo 1 115 avapopic aoparELng
UEHOVOUEVOV TEPIOTATIKAOV TTOL EANGONGAV LETE TNV KuKAOPOpPia TNG EVTAKATOVIG TNV 0yopdL.

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

Awtapayéc eréyyov tov mapopuncemv: [Taboroyikn yaptonaiéio, yevetnoa opun avénuévn,
VIEPGEEOVLOAMKOTNTO, KATOVAYKUCTIKEG OUTAVESG 1 0YOPES, KPOUTAAT POyNTOV Kol KATUVAYKOOTIKT
KATOVAA®GT Qayntol umopel va eupoviotovy o€ acbeveic o€ Oepameio pe ayovIoTEG TN VIOTAUIVIG
KoM GAAeg viomapvepyikég Oepaneiec mov mepiéyovv Aefoviona copmepthapupavouévov tov Corbilta
(BA. mapdypogo 4.4).

To ZHvdpopo AmoppHOuong tng Ntomapivng (DDS) eivan pia ebiotikn dwatopayn mov
Tapovcliodnke oe pepkovg acbeveig mov Erafav Bepaneia pe kapPivromo/Aefovtona. Ot
npooPePAnuévorl acheveic mapovsidlovy pio KOTAGTOON KOTOVOYKOOTIKNG U opdng xpnong
VIOTOULVEPYIKOD POPUAKOV TEPAV TOV dOGEMV TOV EIVOL EMAPKELG Y10 TOV EAEYYO TOV KIVITIKOV
CUUTTOUATOV, TO, OTTOL0, LTOPEL OE LEPIKEG TEPMTMCELS VO, 00N yRooVY 6€ cofapéc dvokivnaoieg (PA.
emiong mapdypapo 4.4).

H evtaxandévn oe cuvovacuod pe AePovTOna XL CUGYETIOTEL e LELOVOUEVO TEPIOTOTIKE
VIEPPOAKNG VITVNALNG KOTA TN SIPKELN TNG NUEPUG Kot ETEICOOIN CpVidLog EvapEng DTVOV.

Avopopd TavoloyYoOLEVOV aVETIODUNTOV EVEPYELDV
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H avoeopd mbavoroyoduevoy ovemBiuntmv evepyelmv HETO amd 1 Yopnynomn adelog KukAopopiog
TOV QOPUOKEVTIKOD TPoidvTog €ivarl onuovtikn. Emitpénel ) ovveyn mapoakoiovdnon g oxéong
0PEALOVC-KIVODVOL TOV QOUPUOKEVTIKOD TPOIOVTOG. Znteital amd TOLC emayyeAUoTiec vyelag va
avaQPEPOLY 0TOLEGONTOTE TOAVOLOYOVUEVEG OVETIOVUNTEG EVEPYELECG UEGM TOV €0VIKOD GUGTNLOTOG
ovapopds mov avaypaeetal oto [apdpnua V.

4.9 Ymnepoocolroyia

Ta dedopéva amd petd v Kukloopio ToL TPOIOGVTOG TEPIAUUPAVOLY UEUOVOUEVEG TEPUTTOOCEL
VIEPOOGOLOYING OTIC 0TOolES Ol avapepbeioeg LVYNAOTEPESC NUEPNOLEG 0OTELG AgfovTomag Kot
evtakamoévng nTav TovAdytotov 10 000 mg kot 40 000 mg, avtictoiyms. Ta o&éa cupnTOHOTO Kot
onueio VIOV TOV TEPIMTOCEDV VIEPIOGOA0YING TEPIEAGUPAVAY O1EYEPTT, CLYYVTIKY] KATACTOOT,
KOua, Bpadvkapdic, Kothakn tayvkapdica, avamvor Cheyne-Stokes, Suoypopationd Tov dEpUATOC,
NG YADGGOG Kol TOV EMITEPLKOTA Kol Ypopotovpia.. H avripetdnion o&eiog vrepdocoroyiag amd
Oepaneia pe to Corbilta eivar mapopola pe v ofeia vrepdocoroyia amd Aefoviona. Qo1dc0, N
mop1o0&ivn dev eivol AmOTELEGUATIKN MG TPOG TNV avacTpoen TS dpdong tov Corbilta. Zvvictdton
voonieia kot Oa wpémet vo epapuoovTal YEVIKA DTOCTNPIKTIKG LETPO. LUE GEST] TADGT] GTOUAYOL Kot
xopnynon enxovorapfovopevoy d6cemv evepyon dvBpaka 6to emakolovdo ypovikod didotnpua. Avtd
umopel vo emTayOVEL TV AmoPOAT TNG EVIAKUTOVIG, 1010UTEPO LELDVOVTAS TV
ATOPPOPTCTY/EXAVOTOPPOPNOT| TG OO TO YASTPEVTEPIKO cwAnva. H endpkeia Tov avamvevstiko,
KUKAOPOPIKOV KOl VEQPPIKOD GUGTALATOG TPEMEL VO TOPAKOAOVOEITOL TPOGEKTIKA Kot VoL
epappoovtol KOTAAANAo VTOGTNPIKTIKA péca. Ba mpémet va Eekiviioel Tapakoiovdnon pe HKI kot
0 000gvng va TapaKolovdeital TPOCEKTIKA Yo TUXOV EUEAVIOT) appLBidY. Av arnoitnOel, Oo mpémet
va 500¢el | katdAAnAn Bepaneia yio TNV avTipeT®mIo TV appLimy. Oo tpémel va Anedel voyn M
nepintwon va £xel mdpel o achevig kol AAleg dpaoTikéc ovoieg mépav tov Corbilta. H a&ia g
OLOKAOAPONG Y10 TV OVTILETOMTION TNG VEPOOGOAOYING OeV Elval YVOOTY|.

5. ®APMAKOAOTI'IKEYX IAIOTHTEZX
5.1 ®oppokodVVOpIKEG LOIOTITES

DoppokobepamenTIKn) KATIYOpio: OVTITOPKIVGOVIKG (APLOKE, VIOTO Kol Topaymyo Tng viomag,
kwdwkdg ATC: NO4BAO3

ZOUQOVA [LE TNV TPEYOVCO. KOTAVOTOT], T0 COUTTMUATA TG VOcoL Tov Parkinson oyetilovion pe tnv
eAdTTon g vromapivng oto pafdwtd couo. H vrorapivn dev dtomepvd tov apato-eyKeQaitkod
epayud. H Aefovtona, Tpodpopog TG VIOTOUIVIG, OLUTEPVA TOV OUOTO-EYKEPUALKO GPAYUO Kot
avakoveilel Ta cvurtdpata T vocov. Kabmg n Aefovtona petaforileton o peydio fabud oty
TEPLPEPELD, LOVOV EVO LIKPO TUNLLOL U10IG OEGOUEVNG dOOTG POAVEL OTO KEVTIPIKO VELPIKO GUGTN O
otav yopnyeitor Aefoviona yopig avactoreig petaforikdv eviOpmy.

H xoapPwtona ko n Pevoepalion sivor meprpepikoi avaoctoreig tng DDC, ot omoiotl peumvovy tov
TEPLPEPIKO PETAPOMOUO TNG AefoVTOnag Ge VIOTaivY, Kol £TGL, VTAPYEL S1BECIUN OTOV EYKEPALO
neplocotepn Aefovtona. Otav 1 anokapPosvAinon g AePOVIOTOG LEWDVETOL LE TAVTOYPOVN
yopnynon &vog avactoréa DDC, propet va ypnopomombei yapmidtepn 66on Aefovtomnog Kot vo
pewmbel n enintoon averBuuNTOV AvIdpAcE®V OTMG 1) VOUTId.

Me v avaotodn g anokapPo&vidong arnd Evav avactoréa DDC, 1 kateyor-O-
pebvdtpavopepdon (COMT) yivetrat ) kOpla TEPLPEPIKT UETAPOAIKT 000G KATOADOVTAG TN LETATPOTN
g Aefovtonog o 3-O-pebvivtona (3-OMD), éva duvntikd emProfn petaforitn g Aefovtomag. H
evtakamovn etvat Evag avaoTpEWIIog, €101kog avactoréag COMT e kuping meprpepikn 0pact, o
omoiog mpoopileTar Yo TawTdYpOVvn Yopynomn e Aefoviona. H evtakamdvn emifpaddvel Tnv amofoin
™G AEPOVTOTOG OO TNV KUKAOPOPIO TOV OHATOG LUE OMOTEAEGO L0 QLENUEVT TTEPLOYT KAT® amd TNV
kapmoAn (AUC) oto pappakokivntikd Tpoeik tng Aefovtonac. Katd cuvéneia, 1 KAVIKY amoKpion
o€ kG0e 66om Aefovtomag evieivetal Kot TapateiveTat.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

H évoeign tov Bepanevtikodv dpdcewv Tov Corbilta Baciletor og dvo dumAd-toeAég peréteg edong 111,
o€ ovvoro 376 acBevov pe voco Parkinson pe S10KVUAVGELG TNG KIVITIKOTNTOG GTO TEAOG TG 00O0NG,
0TOVG 0TOT0VG dOONKE evtaKamdvn 1 EIKOVIKO pappako pali pe kdbe d6om Aefovtomoc/ovaoToréan
DDC. O xofnueptvog ypovoc ON pe kot yopig evTaKamdvn KOToypaenke o€ Kot 01Kov NUEPOLOYIL
amo Tovg aobevelg. Znv TpdTN PHEAETN, N evToKamovn abENoe To péco Kabnuepwvo xpovo ON katd

1 opa ko 20 Aentd (CI osy, 45 Aemtd, 1 opa kot 56 Aentd) amd v Tipn Evapéng. Avtd aviiotoryovoe
oe avénon 8,3% otnv avaroyio Tov Kabnuepwvod ypovov ON. Avtictolya, n peiwon otov kabnuepvo
xpovo OFF ftav 24% oty opdda g eviakamdvng kot 0% otnv opdda Tov EIKOVIKOD opraKov. X
ogvTep™ HeEAETN, M Héom avoroyia kabnueptvod xpoévov ON avéndnke katd 4,5% (CI osy, 0,93%,
7,97%) amod v TN évapéne. Avtd petappdletol g péorn avénon 35 Aentdv oTov NuePNGLo Ypovo
ON. Avrictorya, o nuepnotog ypdvog OFF peimdnke xkotd 18% oty evtaxoandvn kot kotd 5% oto
ewoviko edpuaxo. Enedn ot dpdoeig towv diokiov Corbilta eivat 1codbvapeg pe exeiveg Tov dtokiov
evtakondvng 200 mg wov xopnyEiToL TOLTOYPOVA LE TO CKEVAGHOTO KapPLvTOTac/AefoVTOTOG TUTIKNG
amelevfépwong mov dlatifevtol 6To EUTOPLO OE OVTIGTOLYEG OOGELS, TO OMOTEAEGUATO AVTE UTOPOVV
va gpnoononfovv yio va teptypdyouy Tig dpdoeic kot tov Corbilta.

5.2 ®oppokokivnTIKEG 1OLOTITES

L eviKa, yapoxTnplotikd, Twv OpacTiK®wy 00DGLWV

Amoppopnon/xaravour: Y TapyovV OVGIOGTIKES SL0POPOTOCELS TG ATOPPOPNONE TNG AEPOVTOTOC,
™G KopPvtonag Kot TG EVIAKOTOVNG T000 6€ KAOE HeEPOVOUEVO GTOWO OGO Kal amd GTOUO GE ATOMO.
To6c0 1 Aefovtona 660 KAl 1] EVIOKATOVN ATOPPOPOVTOL Kot amoBaAlovtal tayéms. H kapPivtoma
amoppoPaTal Kol amoPdALeTaL EALAPPOC TTIO APyl o cVYKPLoN Ue TN Aefovtoma. Otav yopnyeital
EexmploTtd yopic TIg GALEG dVO dpaoTikKEC ovaieg, | ProdiabdesiuotnTo Yio ) Aefovtona givar 15-33%,
v v KopPvtona 40—-70% kot yio Ty eviokamovn 35% uetd amd pio 06om 200 mg mov Aapupdveton
amo otopotoc. ['evpota TAovoio oe peydho ovdétepa apuvoléa evoéyetal va KabvoeTepnGovY Kal va
LELDGOVY TNV amoppoenomn g Aepovionac. H tpoen) dev emnpedlel oe onuavtikd Pabud v
amoppdeNnon T eviakamovns. O 6ykog katavoung toco g Aefovionag (Vd 0,36—-1,6 1/kg) 660 kan
¢ evrakomovng (Vds 0,27 I/kg) eivar petpiog pikpog evd dev vdpyovv dtobéotua dedopéva yiao tnv
KapPvtona.

H Aefovtona deopedetor oTic Tp®TEIVES TOV TAAGUOTOC LOVO o€ WKPO Babud tng Taéng mepimov Tov
10-30% Ko 1 kKapPvroma deopevetat Kot 36% mepimov, Vo 1 evTaKamovn dEGUEDETAL GE LEYAAO
Babuod otic mpwteiveg Tov TAGGLOTOG (Tepimov 98%) — Kupimg 6T AevKopativiy ToL 0pov. Ze
0epumEVTIKEG GUYKEVTPMGELC, 1) EVTOKATOV 0V UETOTOTILEL AAAEG EKTEVADC OEGUEVUEVES OPOCTIKEG
ovoieg (m.y. Papeapivr, calikvAiiko o0&y, eatvorPovtaldvn, 1§ dwulendun), obte petotomileTal o
K010 onuavtiKo Badud and omolecdNmoTE Umd AVTEC TIG OVGIEG OTIC OEPUTEVTIKEG 1 LEYAADTEPES
GLYKEVTPOOELG.

Bioustaoynuanionoc kor arofors: H Aefovtomo petaforileton o€ peydro fadud o€ d1dpopoug
petaforitec kat ot 600 o oNUAVTIKEG 0001 givat 1 amokapPo&vAiinon amd Ty vidna
amokapPBoéurdcn (DDC) kot 1 O-pebuiioon amd v kateyor-O-pebvitpovoeepdon (COMT).

H xapPivtona petaforileton o 600 kbplovg petaforitec, ol omoiotl omekkpivovtal 6Ta 0P MG
yYAvkovpovidio kot un culevyuéveg evoelc. H availoint kapPivtoma avriototyei 6to 30% g
GUVOMIKNG OEKKPLONG HECH TMV OVP@V.

H evtaxondvn petaforiletar oyeddv TANpmG TPV TV amékkpion uécm tav ovpmv (10 éwng 20%) Kot
g yoing/Kompavav (80 £wg 90%). H kopro petaforikn 006¢ ivat 1 YADKOVPOVISimon TG
EVTOKOTOVIC KoL TOV OPOOTIKOD UETABOAITN TG, TOV CIS-IGOUEPOVS, TOV AVTIGTOLKEL TEPinov ato 5%
TNG GLUVOAIKNG TOGOTNTOG GTO TAUGUAL.

H ocvvolikn kéBapon yia t Aefovtona givar g KAipakag tov 0,55-1,38 I/kg/dpa kot yio tnv
evtakoamdvn eivar g Khipakoag tov 0,70 V/kg/dpa. O ypoévoc nuilmng amoforng (tiz) etvan 0,6—-1,3
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mpeg Yo T AgPovtona, 2-3 mpeg yia v kapPivrona kot 0,4-0,7 dpeg yio TNV EVTAKOTOVT), £KOOTN
€K TV OTOI®V YopmnyovueEVn EEXOPLOTA.

AOY® TV cUVTOP®V XPpOVEOV NUEONG amoBoAng, dev AapuBavel Ydpa TPOYUATIK] CUGGMPELOT
AePovtoOmag 1 EVIOKATOVNG KATA TNV EXAVOALUPOUVOUEVT XOPTYNOT).

Agdopéva amd in vitro PEAETEG OTOL YPNCLOTOMONKAY TOPACKEVAGHATA 0O AvOpOTIVO NTOTUC
piKpoompatio deiyvouv 61l 1 evrakondvn avaotéAlel To kutdypopa P450 2C9 (IC50 ~ 4 uM). H
evtakomovn £0e1&e pkpn| 1 UNdeVIKY avaoToAn Yo dAAovg TUToVS TV 1ooevivuwv P450 (CYP1A2,
CYP2A6, CYP2D6, CYP2E1, CYP3A kot CYP2C19), BA. mapdypapo 4.5.

Xopoaxtnpiotike atovg acbeveic

Hlmawuévor: Otav yopnysiton yopic KapPvtoma Kol eVIOKATOv, 1 amoppoenomn g Aefovionag
elvar peyaAdvtepn kot 1 amofoin elvar fpadvtepn o€ NAKI®UEVOLS 0td OTL 6€ veapd dtopa. 26T000,
petd to cuvdvaoud KapPvtomag pe Aefovtona, 1 amoppdenon e Aefovtomag eivar TapopHole
HETAED TOV NAMKIOUEVOV Kol TOV VEopoV atopmy, oAid 1 AUC egakolovbel va givar 1,5 @opd
UEYOADTEP GTOVG NAIKIMUEVOLG AGY® TNG HetpéVNG dpaong g DDC kot tng pikpdtepng kdbopong
AOY® yApovong. Agv vIapyovV GNUAVTIKES dtapopég oty AUC g KopPfvtonag 1 TG EVIOKATOVNG
petald veapav (45-64 etmv) ko nAkiopévoy (6575 etav).

Doio: H Brodiabecipotnta g Aefovtomag eitvar Katd moAd vynAdtepT oTIG YUVOiKes omd OTL GTOVG
avopec. Xtig peréteg pappokokivntikng pe to Corbilta, 1 frodiabecipomra tng Aefovtonag givan
VYNAOTEPT GE YUVAIKEG OO OTL GE AVOPES, KUPImG AOY® TNG d10POPAG OTO COUATIKO BAPOS, EVH deV
VILAPYEL SLOPOPA MG TPOG TO PVUAO LE TNV KUPPIVTOTO KOL TV EVIOKATOV.

Hrozikny dvalerrovpyia: O petafolopdg tng evrakomovng emPpadvvetal o€ acheveic e Nmia €mg
pétpo nratikn dSvciertovpyia (Katnyopia A kot B xatd Child-Pugh), yeyovoc mov odnyel og
AVENUEVT CLYKEVTPMOT] TG EVIOKATOVIG OTO TAAGO TOGO GTN PACT] AToppOPNoNg OGO Kol OT1)
@aomn amofoing (BA. mapaypdeovg 4.2 kot 4.3). Agv €govv avapepbel 1010iteEPEC LEAETEG OYETIKA LE TN
(OPLOKOKIVITIKY TNG KapPivTomag kot tng Aefovtonog oe acbeveig e nratikn ducieitovpyia,
®0THG0, GLVICTATL TPOGEKTIKT yoprynon tov Corbilta oe acheveic pe o £m¢ LETPLO NTATIKY
dvoettovpyia.

Negpirn dvaieirovpyio: H veppikn duchertovpyia dev ennpedlet T QOPULOKOKIVITIKN TNG
evtakondvne. Aev €xovv avapepBel 1010iTeEPEG LEAETEG OYETIKA LLE TN POPLOKOKIVITIKY TNG
AePovtomag Kot TG kKapPivtomog o acbeveig e veppikn duciettovpyia. Qo1660, 6TOVG 0.60eveic o1
omoiot vrrofdAioviot o€ apokdbapon, icwg mpénet va e&eTacbel 1 mepintwon peyaldTEPOL
dtotnuatog petald tmv d0cewv tov Corbilta (PA. mapdypaeo 4.2).

5.3 Ipoxivikd dgdopéve Yo TNV a6QaALEL0.

Ta un KAvikd dedopéva yio T Agfovtona, TV KapPvtodma Kol TNV EVIOKATOVI, 0TV EETAGTNKAY
UEHOVOUEVA ] G GUVOVOCUO, OEV ATOKAAVTTOVVY 1310iTEPO KivOLVOo Yia Tov dvBpwmo pe Bdon Tig
OLUPATIKEG LEAETEC POPUAKOAOYIKNG AGPAAELNG, TOEIKOTNTAG ETOVAAAUPAVOLEV®Y OOGEWY,
YOVOTOEIKOTNTAG KOl EVOEYOUEVNC KAPKIVOYOVOU OpAomg. e HEAETEC TOEIKOTNTOG
emovolopPoavouevemy 00GEMV LE TNV EVIOKATOVN, TapatnpiOnKe avaipio mavov Aoyw TG 110TNToG
NG EVTOKATOVNG Vo oynpatilel ynAtkd copmioka pe to oidnpo. Ocov agopd v to&kdTnTa TG
EVTOKOTOVIG GTNV OVATOPUY®YIKT 1KAvOTNTa, Tapatnpiinke pueimon tov Bapovg Tov epPpoay Kot
pio gElappd kabvotépnon g avanTLENG TV 0GTMV GE KOVIKAOLG GE EMIMESO GLGTNUATIKNG £KOEONC
€VTOG T0V BepamenTikon vpovg. TOco N Aefovtona 660 Kot o1 cuviVAcUOT KapPivtomag Kot
AePovtomag TpokdAecay SVCTAACIES TV CTALY VOV KOl CKEAETIKEG SVOTANGIEG O KOVIKAOLG,.

6. OAPMAKEYTIKEX IAHPO®OPIEX
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6.1 Kotaroyog ekdoymv

Mvpnvag diokiov:

Noatprovyog dtactavpovpevn KapueAloln
2TEOTIKO LAYVGl0

Apvlo apapocitov

Mavvitodn (E421)

Iopdévn K 30 (E1201)

Enucédoyn 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 LAyVGl0

IToAvcopPiko 80

Epv0pd 0&eidio tov odnpov (E172)

Saxyapoln

Awo&eidio Titaviov (E171)

Kitpwvo 0&gidio tov odmpov (E172)

Enucédoyn pe Aemtd vuévio tav 75/18,75/200 mg, 125/31,25/200 mg, 175/43,75/200 mg xon
200/50/200 mg:

IMuokepoin (85 toig exatd) (E422)

YrpoueAroln

2TEOTIKO LAYVG1l0

IToAvcopPiko 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 mpo@urdierc katd v @OAAEN TOV TPOidVTOG

To pappaxevtiKd avtd Tpoidv dev amattel Wwitepeg ovvONKes POAAENC.
6.5 ®@Vo1 KO GVOTUTIKA TOV TTEPLEKTI

®16An HDPE pe keioyo acealeiog yo ta wodid and PP.

Mey£é0n ovokevaociog teov 50/12,5/200 mg, 100/25/200 mg xot 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 kou
200/50/200 mg:
10, 30, 100, 130 xou 175 diokio.

Mmnopet vo, v KukAoPopovV OAEG Ol GUCKEVAGIES.

6.6 Iowitepec mpo@uLAGEEIS amOppIYng
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Kd&0e aypnoiponointo gappokeutiko Tpoidv 1 VTOAELLN TPETEL VO OTOPPITTETOL COUPMOVA LE TIC
KOTA TOTOVS IGYVOVGESG CYETIKES OATAEELS.

7. KATOXOZX THX AAEIAY. KYKAO®OPIAZ
Orion Corporation

Orionintie 1

F1-02200 Espoo

dwviavdia

8. APIOMOI AAETAY KYKAO®OPIAX

50 mg/12.5 mg/200 mg
EU/1/13/859/001-006

75 mg/18,75 mg/200 mg
EU/1/13/859/007-011

100 mg/25 mg/200 mg
EU/1/13/859/012-017

125 mg/31.25 mg/200 mg
EU/1/13/859/018-022

150 mg/37.5 mg/200 mg
EU/1/13/859/023-028

175 mg/43.75 mg/200 mg
EU/1/13/859/029-033

200 mg/50 mg/200 mg
EU/1/13/859/034-038

9. HMEPOMHNIA ITPQTHX ETKPIXHX/ANANEQXHY THX AAEIAX

Hpepounvia mpodtng éykpiong: 11 NoguBpiov 2013
Hpepounvia tekevtaiog avavémong: 6 lovidiov 2018

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

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

ITAPAPTHMA 11

MHAPAXKEYAXTHXE(EY) YIIEYOYNOX(OI) I'TA THN
AIIOAEEMEYZXZH TQN IMAPTIAQN

OPOI'H HEPIOPIZEMOI XXETIKA ME TH AIAGEXH KAI TH
XPHXH

AAAOI OPOI KAT AITAITHXEIX THX AAETAY KYKAO®OPIAX
OPOI'H HEPIOPIZMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TTAPAXKEYAXTHX(EX) YHHEY®OYNOX(OI) I'TA THN AIIOAEEMEYXH TQN
HHAPTIAQN

Ovopa kat d1e00vven 1oV TOPOCKELOGTY OV £ival VITELHVVOC Y10 TNV ATOSECUEVCT] TOV TOPTIOWV

Orion Corporation Orion Pharma
Joensuunkatu 7

FI1-24100 Salo

Owlavoio

B. OPOI’'H OI HEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH

DoppoxevTikd TPoidv Y10 T0 0010 ATANTEITOL WOTPIKT) GLVTOYT).

I. AAAQOI OPOI KAI ATITAITHXZEIX THX AAEIAY. KYKAO®OPIAX
. Ex0¢éoe15 Teprookig mapaxorovOneng e ac@arsiag (PSURS)

Ot amartioelg yio v vrofoin twv PSURS yia to ev Adym @appokevtikd tpoiov opilovial otov
KATAAOYO UE TG Nuepounvieg avaeopds g Evoong (katdioyog EURD) mov mapatifetatl otnv
napdypoeo 7, Tov dpbpov 107y, g odnyiag 2001/83/EK kot kdOe emaxdiovdng emkaiponoinong
OGS OMUOCIEVETAL OTNV EVPOTATKT SIKTLOKT] TOAT] Y10, TO PAPHOKAL.

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

. Y010 oroyeipiong Kivovvou (XAK)

O Karoyog Adeiag Kukhogopiag (KAK) Oa die&aydyet Tig amottodUEVES dPAGTNPLOTNTEG KOl
TOPEUPAGELS POPUAKOETAYPOTTVIIONG OTTmG Tapovaotdlovial 6to suupavndév XAK wov
nmopovctaletar oty evotnra 1.8.2 tng ddelog KukAopopiag Kot 0olecdNToTE EMUKOAOLOEG
eykekpiuévec avadewpnoeig tov TAK.

"Eva emikoupomomuévo TAK Qo mpémet va katatedei:

e Metd and aitnua tov Evponaikod opyovicpod Oappakany,

o OnoTEdNMOTE TPOTOTOIEITOL TO GVGTN A OLOYEIPIONE KIVODVOL, EIOTKO MG OTOTEAEG O ANYNG
VEOV TANPOPOPLDOV TOL UTOPOVV VO ETLPEPOVY GNUOVTIKY QALY OTI) GYECT] 0QELOVC-
KIVOOVOL 1| OC OTTOTEAEG O, TG EMITEVENG EVOG OTLOVTIKOD OPOGTLLOL (POPLOKOETOYpOTYNGN 1
elaylotomoinon Kivdhvov).
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ITAPAPTHMA 111

EIIIXHMANZXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIEHMANXH
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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 ITPOIONTOX

Corbilta 50 mg/12,5 mg/200 mg emtkaAvppéva pe Aemtd vévio diokia,
Aepovtoma/kapPvtona/evrakoamovn

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

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

[3.  KATAAOI'OX EKAOXON

[Tepiéyetl caxyapoln.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovti

10 emkaAvppéva pe AETTO LUEVIO dLoKia
30 emkaAvpupéva LE AETTO LUEVIO dloKia
100 emxoivoppévo pe Aemtd vUEVIO dloKia
130 emxoivppévo pe Aemtd vUEVIO dloKia
175 emkoloppéva pe Aentd vuéEVio dlokia
250 emkolvppéva pe AETTO LUEVIO dLoKioL

Etixéra

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

[5.  TPOHNOX KAI OAOX(OI) XOPHTHEIHZ

Awpdote To OAAO 00T YLDV ¥PHONG TPV 0T TN XPN oM.
Ao oTOUATOC YpTOT).

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

Na eurdccetol og 0éon, tnv omoia dev PAETOVY Kat dgv Tpoceyyilovy Ta Tatdid.
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| 7. AAAH(EY) EIAIKH(EX) 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
XPHEIMOIIOTHOENTOQN ®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

Enxéro
Orion Corporation

12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/13/859/001 10 emkaivoppéva pe AETTO DUEVIO O1oKi0
EU/1/13/859/002 30 emucalvppévo pe Aemtd vuévio diokia

EU/1/13/859/003 100 emkaivppéva pe Aemtd vuévio diokio
EU/1/13/859/004 130 emkaivppéva pe Aemtd vuévio diokio
EU/1/13/859/005 175 emkaivppéva pe Aemtd vpuévio diokio
EU/1/13/859/006 250 emkaivppéva e Aemtd vpuévio diokio

13. APIOMOX ITAPTIAAX

[optida

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

corbilta 50/12,5/200 mg [udvo yia to kovti]
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17. MONAAIKOX ANAT'NQPILTIKOX KQAIKOYX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106TaTOG YPUUU®TOS KDOKOS (2D) Tov @épet Tov TEPIANQPOEVTA 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 IIPEITEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KEIMENO ETIKETAY @IAAHY KAI EEQTEPIKOY KOYTIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Corbilta 75 mg/18,75 mg/200 mg emikorvupévo, e Aentd vuévio diokio
Aepovtoma/kapPvtona/evaxomovn

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

Kda0e emcaivppévo pe hemtd vuévio diokio mepiéyet 75 mg Aefovtonag, 18,75 mg kopPfviomog kot
200 mg evtokamdvnc.

[3. KATAAOI'OX EKAOXOQN

[Tepiéyer coxyapoln.

| 4. PAPMAKOTEXNIKH MOP®H KAI HIEPIEXOMENQO

Kovti

10 emkaAvppéva pe AErTd LUEVIO SLoKiaL
30 emkaAvpupéva LE AETTO LUEVIO dloKia
100 emxoivppévo pe Aemtd LUEVIO dloKin
130 emxoivppévo pe Aemtd vUEVIO dloKia
175 emuxolvoppévo pe Aemtd vUEVIO dloKia

Etixéra

10 diokio
30 diokio
100 dwokial
130 dwokia
175 diokia

[5.  TPOHOX KAI OAOX(OI) XOPHTHEIHZ

Awpdote To OAAO 00T YLDV ¥PNONG TPV 0t TN XPN oM.
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 purdccetol og 0o, tnv omoia dev PAETOVY Kot 6gv Tpoceyyilovy Ta Tad1d.

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

AHEH

| 9. EIAIKEYX XYNOHKEY ®OYAAEHX

10. TAIAITEPEX ITPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN ‘H TQN
YIHOAEIMMATON ITOY IMTPOEPXONTAI AIIO AYTA, EOOXON AIIAITEITAI

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

Kovti

Orion Corporation
Orionintie 1
F1-02200 Espoo
dwviavdia

Enxéro
Orion Corporation

12. APIOMOZXZ(OI) AAETAY KYKAO®OPIAX

EU/1/13/859/007 10 emuoivppévo pe AeTTO DUEVIO dloKia
EU/1/13/859/008 30 emucaivppévo pe Aentd vuévio diokia
EU/1/13/859/009 100 emkaivppéva pe Aemtd vuévio diokio
EU/1/13/859/010 130 emkaivppéva pe Aemtd vuévio diokio
EU/1/13/859/011 175 emkaivppéva pe Aemtd vuévio diokio

13. APIOMOX ITAPTIAAX

[aptida

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

corbilta 75/18,75/200 mg [uovo yia o kovti]

17. MONAAIKOX ANAT'NQPILTIKOX KQAIKOYX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)
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A160106TOTOG YPUUU®TOS KDOKOS (2D) Tov @Epel 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 IIPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KEIMENO ETIKETAY ®IAAHY KAI EEQTEPIKOY KOYTIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Corbilta 100 mg/25 mg/200 mg emkoAvppéVe, e Aemtd véVIo diokia
Aepovtoma/kapPvtona/evrakoamovn

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

Kda0e emkaivppévo pe Aemto vuévio dtokio mepiéyel 100 mg Aefovtonag, 25 mg kapPvromog Kot
200 mg evtakamovnc.

[3. KATAAOI'OX EKAOXOQN

[Tepiéyer coxyapoln.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovti

10 emkaAvppéva pe AETTO LUEVIO dLoKiaL
30 emtkaAvUpEVOL LE AETTO LUEVIO dLoKiol
100 emxoivoppévo pe Aemtd vUEVIO dloKia
130 emuxorvppéva pe Aemtd vUEVIO dloKia
175 emxoloppévo pe Aemtd vUEVIO dloKia
250 gmikolvpupévo pe AETTO 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 XPN oM.
Ao oTOUATOC YpTOT).

6. EIAIKH ITPOEIAOIIOIHXH 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 0on, tnv omoia dev PAETOVY Kat dev Tpoceyyilovy Ta TAdd.
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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, E@OXON AIIAITEITAI

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

Kovti

Orion Corporation
Orionintie 1
F1-02200 Espoo
dwviavdia

Enxéro
Orion Corporation

12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/13/859/012 10 emukaivppévo pe AETTO DUEVIO dloKia
EU/1/13/859/013 30 emucaivppévo pe Aento vUéVio diokia
EU/1/13/859/014 100 emkaivppéva pe Aemtd vuévio diokio
EU/1/13/859/015 130 emkaivppéva pe Aemtd vpuévio diokio
EU/1/13/859/016 175 emkaivppéva pe Aemtd vpuévio diokio
EU/1/13/859/017 250 emkaivppéva e Aemtd vuévio diokio

13. APIOMOX ITAPTIAAX

[optida

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

corbilta 100/25/200 mg [uovo yia to kovti]
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17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A166106T0TOG YPUUU®MTOS KDOKOS (2D) Tov @Epel 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 IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KEIMENO ETIKETAY ®IAAHY KAI EEQTEPIKOY KOYTIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Corbilta 125 mg/31,25 mg/200 mg emtkaAvpupéva, e AEmTd VUEVIO diokia,
Aepovtoma/kapPvtona/evrakoamovn

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

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

[3.  KATAAOI'OX EKAOXON

[Tepiéyetl caxyapdln.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovti

10 emkaAvppéva pe AETTd LUEVIO SLoKiaL
30 emkaAvpupéva pe AETTO LUEVIO dloKio
100 emxoivoppévo pe Aemtd vUEVIO dloKia
130 emxoivppévo pe Aemtd vUEVIO dloKia
175 emuxolvoppévo pe Aemtd LUEVIO dloKia

Etixéra

10 diokio
30 diokio
100 diokial
130 diokia
175 diokia

[5.  TPOHNOX KAI OAOX(OI) XOPHTHEIHZ

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

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA ITAIAIA

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

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

AHEH

| 9. EIAIKEYX XYNOHKEY ®OYAAEHX

10. TAIAITEPEX ITIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TQN
YHOAEIMMATQON ITOY ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

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

Kovti

Orion Corporation
Orionintie 1
F1-02200 Espoo
dwviavdia

Enixéra
Orion Corporation

12. APIOMOZXZ(OI) AAETAY KYKAO®OPIAX

EU/1/13/859/018 10 emucaivppévo pe AeTTo DUEVIO dloKia
EU/1/13/859/019 30 emucaivppévo pe Aentd vuévio diokia
EU/1/13/859/020 100 emkaivppéva pe Aemtd vuévio diokio
EU/1/13/859/021 130 emkaivppéva pe Aemtd vuévio diokio
EU/1/13/859/022 175 emkaivppéva e Aemtd vpuévio diokio

13. APIOMOX ITAPTIAAX

[optida

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TAHPO®OPIEX XE BRAILLE

corbilta 125/31,25/200 mg [uovo yio. to kovti]

17. MONAAIKOX ANAI'NQPILTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)
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A160106TOTOG YPUUU®TOS KDOKOS (2D) Tov @épel Tov TEPIANQPOEVTA LOVASIKO OVOYVOPLGTIKO
KOOKO. [uovo yra 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 IIOY IIPEITEI NA ANATPA®ONTAI XTHN EEZQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KEIMENO ETIKETAYX ®IAAHY KAI EEQTEPIKOY KOYTIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Corbilta 150 mg/37,5 mg/200 mg emikorlvppéve, pe Aemtd vuévio diokio
Aepovtoma/kapPvtona/evrakoamovn

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

Kda0e emcaivppévo pe hemto vuévio diokio mepiéyel 150 mg Aefovtonoac, 37,5 mg kopPfvTomog Kot
200 mg evtokamdvnc.

[3.  KATAAOI'OX EKAOXON

[Tepiéyet caxyapdln ko vatpio.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovti

10 emkaAvppéva pe AErTd LUEVIO SLoKiaL
30 emkaALUUEVOL UE AETTTO DUEVIO dloKiaL
100 emxoivoppévo pe Aemtd vUEVIO dloKia
130 emxoivppévo pe Aemtd vUEVIO dloKia
175 emuoivppéva pe Aewto vUEVIO dloKia
250 emikolvpupévo pe AemToO LUEVIO dLoKioL

Etixéra

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

[5.  TPOHNOX KAI OAOX(OI) XOPHTHEIHZ

Awpdote To OAAO 00T YLDV ¥PHONG TPV 0T TN XPN oM.
Ao oTOUATOC YpTOT).

6. EIAIKH ITPOEIAONIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIEI NA ®YAAXXETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA ITAIAIA

Na eurdccetol og 0on, tnv omoia dev PAETOLY Kat 6gv Tpoceyyilovy Ta Tadid.
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| 7. AAAH(EY) EIAIKH(EY) ITPOEIAOITIOIHEH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AH

[1]

H

| 9. EIAIKEYX XYNOHKEY OYAAEHX

10. TAIAITEPEX ITPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITOY TPOEPXONTAI AITIO AYTA, E@OXON AHAITEITAI

| 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/1/13/859/023 10 emikoivppéva e AeTTO DUEVIO dloKin
EU/1/13/859/024 30 emucadvppévo pe Aento vuévio dlokia
EU/1/13/859/025 100 emkaivppéva pe Aemtd vpuévio diokio
EU/1/13/859/026 130 emkaivppéva pe AEmTd véVIo diokio
EU/1/13/859/027 175 emkaivppéva pe Aemtd vuévio diokio
EU/1/13/859/028 250 emkaivppéva e Aemtd vpuévio diokio

13. APIOMOX ITAPTIAAX

[optida

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

corbilta 150/37,5/200 mg [uovo yia to kovti]
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17. MONAAIKOX ANAT'NQPILTIKOX KQAIKOYX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106TOTOG YPUUU®OTOS KDOKOS (2D) Tov @épel Tov TEPIANQPOEVTA LOVASIKO OVOYVOPLGTIKO
KOOWKO. [uovo yia to kovti]

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

[uovo yio. to Kovti]
PC {apOuoc}

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

KEIMENO ETIKETAY ®IAAHX KAI EEQTEPIKOY KOYTIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Corbilta 175 mg/43,75 mg/200 mg emtkaAvppéva Pe Aemtd VUEVIO dlokia
Aepovtoma/kapPivtona/evrakoamovn

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

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

[3. KATAAOI'OX EKAOXOQN

[Tepiéyer coxyapoln.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovti

10 emkaAvppéva pe AErTd LUEVIO SLoKiaL
30 emtkaAvUpEVOL LE AETTO LUEVIO dLoKiol
100 emukorvoppéva pe Aewtd vUEVIO dloKia
130 emuxorvppéva pe Aemtd vUEVIO dloKia
175 emuxolvoppévo pe Aemtd vUEVIO dloKia

Etixéra

10 diokio
30 diokio
100 diokial
130 diokia
175 diokia

[5.  TPOHOX KAI OAOX(OI) XOPHTHEIHZ

Awpdote To OAAO 00T YLDV ¥PHONG TPV 0t TN XPN oM.
Ao oTtONATOG Y pTIOT).

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

Na purdccetol og 0on, tnv omoia dev PAETOVY Kat dgv Tpoceyyilovy Ta Tandid.

[7. AAAH(EX) EIAIKH(EX) MPOEIAOMOIHEH(EIZ), EAN EINAI ATIAPAITHTH(ET)
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| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEYX XYNOHKEY OYAAEHX

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

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

Kovti

Orion Corporation
Orionintie 1
F1-02200 Espoo
dwviavdia

Enixéra
Orion Corporation

12. APIOMOZXZ(OI) AAETAY KYKAO®OPIAX

EU/1/13/859/029 10 emucaivppévo pe AETTO DUEVIO dloKia
EU/1/13/859/030 30 emucoivppévo pe Aento vuévio diokia
EU/1/13/859/031 100 emkaivppéva pe Aemtd vuévio diokio
EU/1/13/859/032 130 emkaivppéva pe Aemtd vpuévio diokio
EU/1/13/859/033 175 emkaivppéva pe Aemtd vpuévio diokio

13. APIOMOX ITAPTIAAX

[aptida

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

corbilta 175/43,75/200 mg [uovo yio. to kovti]

17. MONAAIKOX ANAT'NQPILTIKOX KQAIKOYX — AIZAIAXTATOZ 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 ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

[uovo yio. to Kovti]
PC {apOuoc}

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

KEIMENO ETIKETAY ®IAAHX KAI EEQTEPIKOY KOYTIOY

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Corbilta 200 mg/50 mg/200 mg emkoAvppéve, pe Aemrtd vuévio diokio
Aepovtoma/kapPvtona/evrakoamovn

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

Kda0e emkaivppévo pe Aemto vuévio dtokio mepiéyel 200 mg Aefovtonac, SO mg koapPfvTomog Kot
200 mg evtakamovnc.

[3. KATAAOI'OX EKAOXOQN

[Tepiéyer coxyapoln.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovti

10 emkaAvppéva pe AEmTd LUEVIO SLoKiaL
30 emtkaAvUpEVOL LE AETTO LUEVIO dLoKiol
100 emxoivppévo pe Aemtd LUEVIO dloKin
130 emxoivppévo pe Aentd 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 00N YLDV XPNONG TPV 0t TN XPN oM.
Ao oTOUATOC YPTOT).

6. EIAIKH ITPOEIAONIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIEI NA ®YAAXXETAI XE OEXZH THN OIIOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA ITAIAIA

Na eurdccetol og 0on, tnv omoia dev PAETOVY Kat dgv Tpoceyyilovy Ta Tandid.

[7. AAAH(EX) EIAIKH(EX) MPOEIAOMOIHZH(EIZ), EAN EINAI ATIAPAITHTH(ET)
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| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEYX XYNOHKEY ®OYAAEHX

10. TAIAITEPEX ITPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TQN
YIHOAEIMMATQN ITOY TPOEPXONTAI AITIO AYTA, E@OXON AIAITEITAI

| 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/1/13/859/034 10 emucaivppévo pe AETTo DUEVIO dloKia
EU/1/13/859/035 30 emucoivppévo pe Aento vuévio diokia
EU/1/13/859/036 100 emkaivppéva pe Aemtd vuévio diokio
EU/1/13/859/037 130 emkaivppéva pe AmTd vUEVIO dlokio
EU/1/13/859/038 175 emkaivppéva e Aemtd vuévio diokio

13. APIOMOX ITAPTIAAX

[optida

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

corbilta 200/50/200 mg [uovo yia to kovti]

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)
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A160106TOTOG YPUUU®TOS KDOKOS (2D) Tov @épel Tov TEPIANQPOEVTI LOVAOIKO 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'IQN XPHXHX
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@viro oonYLov ypiong: Iinpoopics Yo Tov ypriioty

Corbilta 50 mg/12,5 mg/200 mg emkaivppéva pe Aertod vPévio oloKia
Aepovtoma/KapPivtoma/evaKomndvn

AW PaoTe TPOGEKTIKA OLOKANPO TO PVALO 001 VLAV YP1IONGS TPV UPYICETE VO, TOIPVETE VTO TO

QOapPLOKO, O10TL TEPLAOUPAVEL ONUAVTIKES TANPOPOPIES Y10 GOC,

- DdvrdEte avTd TO POAAO 0ON YLDV Ypomg. Towg ypelaotel va To dafdoete Eavd.

- Edv éxete mepartépm amopieg, pmtNoTte TOV Y10TPO 1] TOV QOPLAKOTOLO GG,

- H cvvtayn yuo avtd to pappaKko xopnyndnke amokAIoTIKA Yio 60G. Aev TPENEL VO, ODGETE TO
@apuroko o€ GAlovc. Mmopei va toug TpokoAécel PAAPT, oo Kol OTAV TO CUUTTMOUOTO TNG
aoBéveldg Toug etvar idwa pe ta dikd Gog.

- Edv mopatnpnoete kdmoto avemBountn evépyeia, EVILEPDGTE TOV YIATPO 1] TOV QOPLOKOTOLO
cag. Avtd 1oybet Kot yio kdOe mbovn avemBOunTn eVEPYELD TOL OEV OVOPEPETAL GTO TAPOV
@OAAO 00N y1®V Ypnons. BAéme mapdypago 4.

T epréyerL 1o Tapov OLAO 00N YLOV:

Tt eivan To Corbilta ko o givor ) ypron Tov

T pénel va yvopilete mpv wapete 1o Corbilta

[og va napete to Corbilta

[MBavég avemBounteg evépyeleg

[Mog va puAdccete to Corbilta

[epieydueva TG GLOKELOGTAG KO AOITEC TANPOPOPIES

ANk L=

1. T givan To Corbilta ko wowa givar 1 ypion Tov

To Corbilta mepi€yet Tpeig dpaotikéc ovoieg (Aefovtona, KapPvTona Kol EVIOKATOV) 8 Eval
EMKAAVUPEVO pE AemTd VEVIo dtokio. To Corbilta ypnoytomoteital og Bepaneia yio T vOcO TOL
Parkinson.

H vécoc¢ tov Parkinson mpokaieitot amd younid enineda Piog ovoiag Yoot 0 VIOTAUiv) 6ToV
eyképadro. H Aefovtona av&avel Tnv mocdTNT TG VIOTOUIVNG KOl ETOUEVMS LEDVEL TO, CUUTTMOLOTO
g vocov tov Parkinson. H xapfivtona kot 1 evtakamovn BEATIOVOVY TIC OVTITAPKIVGOVIKEG OPAGELG
g Aefovtomnoc.

2. T pémer va yvopilere mpv mapete To Corbilta
Mnyv napere to Corbilta o€ mepinTtoon:

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

- OV €YETE YAAOKOUA KAEIGTNG Yoviag (Hia opBaApnikn dtatapoyn)

- OV €YETE OYKO TOL EMVEPPLOIOV

- OV TOIPVETE KATOW0 QAPHOKA Y1 T Ogpameia TnG KaTdOAYNG (GVVILAGHOVG EKAEKTIKMV
avactoréov MAO-A kot MAO-B, 1 un ekiexticotg avaotoreic MAO)

- 7oV giyote ToTE KoKONOeG vevpoinnTikd cuvdpopo (KNZ — npokeiton yio omdvia ovtidpaor o€
(ApLLOKa TTOV XpToLorTolovvTaL yio T Beponeio cofapmv YoyiK®V dlotapoydv)

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

- 7oV €xeTe Popld NratiKn voco.

IIposgidomoun)oels Kol TPOPUAAEELS

Amevuvleite otov yotpo 1 Tov eapuokorold cac tpwy mhpete to Corbilta edv yete 1) glyote 6To
o peEAOOV:
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- KapdloK TPOSPoin 1 orolesdfmote GAAEG TaBNGELG TNG KaPAAG, LETAED T™V OTolMV Eivar Kot
01 KapOLoKES appuOuies, 1| TOV AUOPOPWV ayYeEi®mV

- GoBpa M omoladnmote GAAN TAON O™ TOV TVELHOVAOY

- NnaTiKd TpOPANLUe, EXEWON Uropel va amatteitan pHOon g d6ong cag

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

- €AKN 6ToUd OV 1| OTOGUOVG

- 0€ MEPIMTMOTN TOL £XETE TAPOTETAUEVT] OLAPPOLL EVILEPDGTE TOV YIOTPO GOG KaBDG pmopel va
elvar onpeio eAeyHovig ToL ToY€0G EVIEPOL

- OTOL0ONTOTE HOPPN COPAPNG YOYIKNG SATOPAYNG OT®G WOY®ON

- YPOVIO YAODK®UO OVOIKTNG Y®VING, ENEON evOEYETOL va ypetaletar pHBuon g 66omg oag Kot
Vo omotteitan TapaKoAovinon g tieong tov opBaAludv Gog.

2vuPovAievteite TOV Y10TPO GOG EAV TOIPVETE EML TOL TAPOVTOC:

- AVTIYOYOTIKE PAPUAKO (PAPUAKO TOL YPNCUYLOTOLOVVTIOL GTNV AVTILETMTION TG WYOY®ONC)

- (APLLOKO TO OTO10 UTOPEL VO TPOKOAEGEL YOUNAT APTNPLOKT TIECT] OTOV CTKMOVEGTE OO TNV
kapéia 1 o kpePdri. Oa npénel va yvopilete 6T To Corbilta evdéyetar va EMOEVMOGEL AVTEG
TIG AVTIOPACELC.

2vuPovlevteite Tov yotpd oag av Kotd T didpkela e Bepaneiag pe to Corbilta:

- TapoTNPNOETE OTL 01 PHEG GaG Elvat TOAD diopmtol 1 epeavifovy EVvioveg GUGTACELS, 1] €6V
EUPAVICETE TPOWO, AVNOVYI0, GUYYVOT], TVPETO, TOLTAALIN, 1] LEYAAES SLOKVUAVOEL GTNV
aptnpokn oag migon. Edv couPei otidnmote amd to oveTEP®, EMKOIVOVI|GTE APECOG IUE TOV
TWTpo 6Os.

- alcBavieite KaTaOAWYT, £XETE CKEYELC Y10 OVTOKTOVIO, 1] TAPUTNPNOETE AGLVIOIOTES AAAAYES
0TI GLUTEPLPOPE GOLG

- dmoT®oeTe OTL 6Og TaipveL Eapvikd o VIVOG, 1 av acBdveste Evtovn vtvnAia. Ze Té€toln
nepinT®OoN dev TPENEL VoL odnyeite N va ypnotponoteite epyaieia | pnyovipata (BA. exiong v
Tapdypoeo “OdMynomn Kot XEPIoUOS UNYovNHAT®Y™).

- TapoTNPNOETE OTL AVeEELEYKTEG KIVIGELS apyilouV 1] EMOEVAOVOVTAL LETA TNV EvapEn TG
Mymc tov Corbilta. Edv copfei avtd, o y1atpdc cog pmopet va Tpémet vo KAVEL ahAayr| TG
d0CMG TOV AVTITOPKIVGOVIKOD (POPUAKOL TOL TAPVETE.

- TOPOTNPNOETE SIAPPOLO: GLVISTATAL TAPAKOAOVON O™ TOV BApovg cag Yo va amopevydel to
EVOEYOUEVO VITEPPOMKNG OTMOAELNG fAPOVG

- ToPOTNPNOETE TPOOdELTIKY avopesia, e§acBévion (advvapio, e£GvTinon) Kot amdAelo Bapovg
LECO O GYETIKA PKPO XPOVIKO O1AoTN 0. € TETOWN TTEPINTOT, Oa Tpémel va eEeTaoTel TO
EVOEYOLEVO JIEVEPYELOG HLOG YEVIKNG LATPIKNG EKTIUNONG GUUTEPIAQUPAVOUEVTG TG NTOTIKNAG
Aertovpyiog.

- vidBeTe TNV avaykn va otopatnoete tn ypnon tov Corbilta, fA. v Tapdypapo “Edv
otopotnoete va naipvere to Corbilta”.

Evnuepdote oV Yi0tpd Gog edv €0€(C 1] 1) OIKOYEVELY GOG/0 PPOVTIGTIG GOG OOTICTMGEL OTL
ToPOLCIALETE CUUTTMOUOTE 010D TOL 001 YOV otV embupia yio peyaidtepeg d6oelg tov Corbilta
Kol GAADV QOPLOKEVTIKGV TPOIOVIMV TOL YPNCILOTOI0VVTOL Yio T Bepaneia Tng vooov Parkinson.

Evnuepdote 10V Y10Tpd Gog £dv €0€IC 1] 1] OIKOYEVELR/O PPOVTIGTNG GOG OLOTICTMGEL TNV ELPAVIOT
TapOpUNoNg 1 EMOLUIOG VO GUUTEPLPEPESTE [LE TPOTOVS OYL SLVNDELS Yo €04G 1| €dv dev umopeite va
avtiotabeite otV mapopunon, BEANoN 1 nepacud va TpoPeite o€ evépyeleg Tov umopet va fAdyouv
TOV €0VTO GOG N TOVG YOP® GOG. AVTEG 0L GUUTEPLPOPEG OvOorALovTal SlatapayEg EAEYYXOL TV
TOPOPUNCEMY Kol uopel va teptlapfavouvy edioud ot yaptonaiéio, vVIEPPOAIKN KATOVIA®ON
@ayNToL 1N VIEPPOMKES SATAVESG, U1 PVCIOAOYIKA avénpévn ceEovaiikn didbeon 1 evacyoinon ue
VIEPUETPEG OKEWYELG 1) ctoOnpaTa oe&ovaiukcol mepieyopévov. O y1oTpodg oog UTOPEL Vo YPELOCTEL va
emava&loloynoet ) Bepaneio coc.

O y1atpog 060G UTOPEL VO KAVEL TOKTIKEG EPYUSTNPLOKEC EEETAGEIC KATE, TN O1APKELD LOKPOYPOVIG
Oepoaneiog pe to Corbilta.
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Av mpémel va vtoPAndeite o€ xepovpyikn enépupacn, Tapakoreiote va teite oTov YoTpd 060G OTL
ypnowonoteite to Corbilta.

To Corbilta dev cuvictdrot yio xprion yio tn Oepaneio eE@TLPAIIKOY GUUTTOUATOV (T.). AKOVCIEG
KWNGELG, TPEUOVAO, OKAUYIO TOV LOMV KOl LDTKEC GUOTAGELS) TOL TPOKOUAOVVTOL OTO GAL POPLLOKOL.

Howord ko Epnpor

H eumepio pe 1o Corbilta o ac0gveic nAikiog kdto tov 18 etdv givorl meplopicuévn. Eropévac, dev
ovviatdrotl n xpron Tov Corbilta 6g modid 1 pnfoug.

Alra @dppoxa kot Corbilta

Evnuepaote tov yiatpd 1 Tov opUoKonold oo e6v moipvete, Exete mpdopato Tdpet 1) pmopet vo
népeTe GALA PAPLOKAL.

Mnyv népete 10 Corbilta edv TaipveTe GUYKEKPIUEVO PAPLLOKE Y10 TNV AVTILETMOMTICN TG KATAOANWNG
(ovvdVAGHOVG EKAEKTIKOV avaoTolé®mv MAO-A kot MAO-B, 1| un ekiextiko0g avactoieig MAO).

To Corbilta gvdéyetat va avénoet tn dpdon Kot Tig avemBOuUnTeg EVEPYEIEG OPICUEVOV PAPHUAKOV.

Meto&d avtdv Teptiapfavovol:

- (APLLOKO TOV YPTCLUOTOLOVVTOL Y10, TNV OVTILETOTION TNG KOTAOAIYNG OTTmG LokAoPepion,
OULTPVTTIAIVY, dECUTPALivY, LOTPOTIAiVY, Peviapadivn Kot Tapoletivn

- PUUTEPOAT KoL IGOTPEVAALVT TTOL YPTCLLOTOLOVVTOL Y10 TNV OVTLUETMTICT AVOTVEVCTIKMV
nadncemv

- 0OPEVOAIVI] TTOL YPNOUYLOTOLEITAL Y10l TNV AVTIUETMOTIOT) GOPOPDV OAAEPYIKDV OVTIOPAGEWDY

- vOpadpEVAAIVT], VTOTapiv Kol 60BOVTALLiVY TOV YPNCLLOTOIOVVTOL Y10t TV OVTLLETAOTIOT
KOPOOK®OV TOBNGEMV KO TNG YAUNANG OPTNPLOKNG TIECTG

- a-HEBVAVTOTO TTOV YPTCIUOTOIEITOL VIO TV GVTHETMIGT TNG VYNANG OPTNPLOKNG TIEOTG

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

H dpdon tov Corbilta gvdéyetar va eEacbevioel amd opiopéva QappaKo. To QAPLOKA AT

neptiappavovrat:

- OVTOY®VIOTEG VTOTAUIVIG IOV (PTCLOTOOVVTOL Yo T BEPUNEIR TOV VONTIKOV S10TOpay MV,
NG vouTiog Kot TOL ERETOV

- (OVVTOTVN TOV YPNCLULOTOLEITAL Y1 TV TPOANYT] TOV CTOCUDY

- namoPepivn TOV YPNOUOTOLEITAL Y10 TI YOAAPWOOT] TOV LVMV.

To Corbilta pmopel va Kavel SLGKOAITEPT) TV ATOPPOPTCT) TOV GLOTPOV U0 TO YUOTPEVTIEPIKO
cwlva. I't" avtd T0 Adyo, punVv maipvete Tavtoypova to Corbilta kot cupmAnpopate odnpov. To
Corbilta kot Ta copuTANPOUATE GLOPOV TPEMEL VO AapBdvovTat pe dopopd 2 £mg 3 wpav.

To Corbilta pe Tpo@n kot 10T6

Mmnopeite va tapete to Corbilta pe 1| yopig tpoen. o pepicotc acbeveig, o Corbilta pmopet vo unv
amoppo@dtal kKoid, av Anedet pali pe, | Aiyo HETA amd TPoen TAOVGI0 GE TPMOTEIVES (OnMC KpéaTa,
YAPLO, YOAOKTOKOUIKA TpoTdvTa, 6TdOpovg Kot Kophola). Zvppfovievbdeite Tov yiatpod cag, ov
MoTEVETE OTL KATL TETO10 1GYVEL Y10 GOG.

Kdnon, Onraopoc ko yovipdtnrto

Edwv eiote éyxvog 1 Onhalete, vouilete 0TL pmopel va glote £ykvog 1 oxed16LeTE VO AMOKTHOETE T,
{ntote TN GLUPOLAT TOV Y1OTPOD 1] TOV PAPUAKOTOIOD GAG TPV TAPETE AVTO TO PAPLOKO.

Agv mpémel va Ondalete katd ) didpkewn g Oepaneiog pe Corbilta.
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0o1ynon ko EPLoPOg pyavnpdTmy

To Corbilta pmopel va Lei®OEL TNV 0PTNPLOKT GOG TECT e ATOTEAECUA VO VIdDeTE 0KOTOdIVN 1|
LaAn. Eropévamg, va glote diaitepa mpoceKTiKol Otav 0dnyeite 1| 0Tav ypnoylonoleite epyoieio 1

LN OV LLOLTOL.

Av vimBete €vtovn vTvnAia, 1 oV, LEPIKES POPES, SLOTICTMCETE OTL GOG TApVEL EQPVIKA O VTTVOG,
neplpévete PExpl va EUTVNGETE TEAEIWC TPV 00N YNGETE 1| KAVETE OTIONTOTE TOV OMaLTEl VO €l0TE OF
gypNYopoT|. Xe SPOPETIKN TePInT®ON Umopel va BEcETE TOV E0VTO GOG 1] TOLG AAAOVG GE KivOuvo
cofapod TpavpaTIcHob 1 Bavdtov.

To Corbilta repréyer caxyopolin

To Corbilta mepiéyet caxyapdln (1,2 mg/diokio). Av o yaTpdg GOC, 0OG EVIHEPMTE OTL EYETE
dvcaveéio oe oploUéEVa GAKYOP, ETMKOIVOVIOTE LE TOV YIOTPO GOG TPV TAPETE CLTO TO PAPLLOKO.

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

3. og va mapete 1o Corbilta

[Tévtote va maipveTe T0 PAPLOKO OVTO QVOTNPA COUPMOVE, LLE TIG 0O YIEG TOV YIATPOV T} TOL
pappakomolod cog. Eav éxete apeiPorieg, p@THoTe TOV Y1ATPO 1] TOV PUPLOKOTOLO GO,

Mo evAAKec Kot NMKIOUEVOLC:

- O ywtpog oag Ba cag mel akpPac toéca diokio Corbilta va maipvete kaBe nuépa.

- Mnyv yopilete  unv ondre ta d1okio 68 PIKPOTEPH KOUUATIOL.

- [Ipéner va maipvete povo éva diokio kdbe popd.

- Avdloya pe 10 Tog avtidpate ot Bepaneio, 0 YOTPOG GG UTOPEL VO 00lG GLGTIHOEL LYNAOTEPN
N xapnAdtepn d6om.

- Eév maipvete diokia Corbilta 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, unv maipvete
neprocoTepa amd 10 diokia nuepnoiog.

Muinote pe tov yriTpd 1 Tov eapuaKkonold cog v Bewpeite 6t 1 dpdon tov Corbilta givar moAv
oyVpN 1 TOAD advVaUN, 1] AV EREAVIGETE TIOAVEG OVETIBOUNTEG EVEPYELEG.

Ewova 1

Mo va avoi&ete ™ @LaAN Yo TpdTN QPOpd: avoi&te 1o
OO, KOL GTY] GUVEYEW TECTE LLE TOV AVTiYEPd oag
ndveo oT10 oepaylopo péxpt avtd vo omdoel. BA.
gwova 1.

Edv napete peyarvtepn 06on Corbilta amdé tnv kavoviki)

Av mapete katd Adbog tepiocotepa diokia Corbilta amd ot1 mpémel, cupPfovievdeite apéowng tov
YITPO M TOV PUPLOKOTOLO GOC. X€ TEPINTOOT VITEpdoGoroYiag pmopel va aicBavieite chyyvon 1
avnovyia, o kapdlakdg cog puOudc umopei va, givat o apydg N o Toyde amd TO KOVOVIKO 1 UTopei
VO TUPOVGIUOTEL AAAUYT) GTO YPDOUO TOV EPUATOS, TNG YADGGOC, TOV LATIOV 1] TOV 0VP®V GOGC.
Eav Egyaoete va mapete To Corbilta

Mnyv napete SmAN 006N Y10 VO, AvOTANPOCETE TO d1oKio o Egydoarte.

Av pecorofei mavo ard 1 @pa uéypt tnv erdUevVn 8061 GOC:
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[apte €va dioxio poiig to Bounbeite kot mhpTe TO EMOUEVO O1GKIO TIV 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
0T, CLVEYIOTE VO TAIPVETE KOVOVIKE TIG SOCELS.

[Téavta va aprvete va mepAcEeL TOVAGYIGTOV pia dpa petald tov Myewnv diokiov Corbilta yio va
amo@VYeTe TOAVEG avemOOUNTES EVEPYELEC.

Edv otapatiocere va naipvete To Corbilta

Mnyv ctapaticete T AMjyn Tov Corbilta gdv dgv 60.G TO GLGTACEL O YATPOG GOC. 1€ AVTIHV TNV
TEPIMTOOT, O YIOTPOG GG EVOEYETAL VO, TPETEL VO pLOUICEL TAL AAAN AVTITOPKIVOOVIKG QAPUOKE GO,
€101KA TN AEPOVTOTA, Y10 VO VITAPYEL EXAPKNG EAEYXOG TOV CUUTTOUATOV 606 Edv drokdyete
armotopa to Corbilta Kot To VEOAOUTA AVTITOPKIVEOVIKG QApLOK, LTOPEL VO TPOoKANOoUV
OVETBVUNTEG EVEPYELEG.

Edv éxete mepliocOTEPES EPOTNCELG GYETIKA LE TN XPTION CLTOV TOV PUPUAKOV, POTNOTE TOV Y1TPO 1|
TOV POPLOKOTOLO GOG.

4. IMBavéic avemBounTeg evépyseieg

Onwg 6ha To pAppaKa, £TCL KOl AVTO TO PAPHOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv Tapovcidlovtal oe GA0VG Tovg avBpdmovg. TToAAEG amod Tig avemBounTeg EVEPYEIEG UTOPOVV
va katarpatviovv pe pvubuion g d6omng.

Edv ot d1dpketa g Oepaneiog pe Corbilta eppoaviotody To TOPUKAT® CUUTTOUATO, EXTKOIVOVI|OTE

OUECMS IE TOV YU TPO 60G:

- O1 pbdeg oag Exovv yivel TOAD AKOUTTOL 1] EUPOVILOVY £VTOVEG GLOTAGELS, £XETE TPELOVAO,
avnovyio, GUYYLGCT), TUPETO, TOAYVTAAULA, 1] LEYAAES OIOKVUAVGELG GTNV APTNPLOKT GOG TIECT).
Avtd pumopel va givar cuumtdpaTo Tov Kakondovg vevpoinmrikod cuvopopov (KN, pog
oTavioG GoPapng avTidPaoNG G€ PAPHOKO TOV YPTCILOTOIOVVTOL Y10, TV OVTIUETOTION
STOPAYDY TOL KEVIPIKOV VEVPIKOV GUGTHHOTOG) 1 TNG pafdopvoivong (Lo omdviag
cofapng HLIKNG SloTapayng).

- Alepyucn| avtidpaon, Ta onueio propei va tepthapPdvovy kvidmwon (kvidmtikd eEavinua),
oayobvpa, eEavonua, TpnHéyLo 6To TPOcWOTO, Gt XEIAN, OTN YA®GGA 1) 6TO AQLILO, TPAYLLO TTOV
umopel va TPOKAAEGEL OUGKOAIN GTIV OVOTVOT 1] GTNV KATATOON.

o\ ovyvég (umopet va. exnpedoovy mepioootepo. amo 1 ota 10 droua):
avelédeykteg Kivnoelg (dvokivnoia)

- aicOnuo adrebeciog (vavtio)

- aKivOLVOG SLGYPOUATIGHOG OVP®Y GE KAGTAVOKOKKIVO YPDLLOL

- LiKog Tdvog

- ddppota.

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

LaAn M MmoBopio Ady® yopUnAng apTNPLoKnG TESNG, VYNAT apTnploK Tieon

- eMdeivon TV cuuUTTOUAT®V TNg vosov Tov Parkinson, {aAn, vrvniio

- €UETOC, KOIMOKOG TOVOG Kot duopopia, aicnuo kKavcov, Enpoctopia, SUGKOIAOTNTO

- advvapio Tov acbevovg va ko Bel, yevdaisOnoelg, cuyyvon, Un eucstoroyikd dvelpa (Letasd
TOV OTOI®V KOl EPLAATEG), KOVpOoN

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

- EMEICOO10 KOPIKNG 1] APTNPLOKNG VOGOL (T.)Y. TOVOG GTOV BMPaKa), OKAVOVIGTOS KAPILOKOG

TaApOG M pLOUOG
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- TO GLYVES TTAGELS

- Aoy avViIOo oL

- avénpévn epidpwon, eavinuata

- UUIKES KpAUTES, TPNELLO TOV KAT® AKP®V

- Oopumn 6poaon

- avopio

- pelmpévn 6peln, peimon copotikod Bapovg
- TOVOKEPAAOGC, TOVOG OTIC apOpMCELS

- AOMEELG TOL OVPOTONTUKOD.

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

- KapdloKN TPOGROAN

- ooppayic 6To EVTEPO

- oALoy€G 0TOV aPOUO TOV AILOCEUPIOY TOL UTOPEL VO £Y0VV (OC OTOTELEGLO OLOpPaLyia, LT
(PUOIOAOYIKA OTOTEAEGUATO SOKIUAGLAOV TNG NTOTIKNG AEITOLPYiag

- OTAGLOL

- aicOnua avnouyiog

- YUYOTIKE CUUTTOUATO

- KoAlTId0 (PAeypovn oto oy £viepo)

- SUCYPOUOTICHOG EKTOC 0O TOL 0VPa (TT.). TOV SEPUATOG, TV VOYLDY, TOV LOAADV, TOL 1OpDTO)

- dVGKOAID OTNV KATATOON

- advvapio ovpnong.

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

EmbBopia yio peydieg 86ceig tov Corbilta mov vepPaivouv exeiveg mov amattovvtal yio Tov EAeyY0
KIVITIKOV GUUTTOUAT®V, TOV VUL YVOOT 0¢ GUVOPOUO amoppvipucng tng viorapuivng. Mepikoi
acBeveig mapovotalovy cofapég pn PLGIOAOYIKEG 0KOVGIEG KIVIGELS (SLVOKIVIGIES), SIUKVUAVGELS
dtdBeong 1 GAAeg avemBOUNTEG EVEPYELEG LETA OO TN ANy peydAwv docemv tov Corbilta.

"Exovv avoopepbel eniong o1 mapakdt® avemBOunTes EVEPYELEC:
- nratitida (AeyHOVY| TOV NIATOG)
- Qayovpa.

Mropei va gpeavicete Tic axoAovbeg ovemBounTeg eVEpYELEC:
- Advvapia avtictaong otnv mopdpuncn va tpoPeite oe gvépyela mov mbavov va givar
emPrafng, n onoia uropei va teprroppavet:
- duvartn TapopuUN o Yo vITEPPOAKT YopTOTAIEID TAPA TIG GOPAPES TPOCOTIKES 1)
OUKOYEVELOKES GUVETELEG
- SLPOPOTONLEVO 1] LENUEVO GEEOVOAIKO EVOLOPEPOV KOl GUUTEPLPOPA LE 110iTEPT
avnovyio o€ EGAG 1 TOLG YOP® GOGC, OTMG Y10 TOPASELY[La, aVENUEVT 6eEOVLOAIKTY
d1Beom
- avelédeykteg vepPorKEG ayopEG 1} OATAVEG
- KPOTAAT GoynToL (KOTOVAA®OT) LEYGA®Y TOGOTNTMY GAyNTOV GE UIKPE YPOVIKA
SOTAUATO) 1| KATOVOYKOGTIKN KOATAVAAWDGT) GayNnTov (KATOVAA®MGON TEPIGGOTEPO
(OyNToL OO TO PLGLOAOYIKO KOl TEPLGGOTEPO OO OGO YPELALETAL Y10 VO IKOvOTTotnOel 1
TEvVa 00g).

Evnuepdote 1oV Y10Tpo 60g €0V TOPOVGLAGETE KATOL0 OO OVTEG TIC GUUTEPLPOPES, Do culnToeTe
TPOTOVE YEPIoUOD 1} LEIDMONE TOV CUUTTOUAT®OV CVTOV.

Ava@opd avemOuuUNTOV EVEPYELOV

Edv mapatnpnoete kdmotla avemBountn evépyeia, EVIIEPDCTE TOV YIOTPO GOG 1| TOV QAPHOKOTOLO
caG. AvTo 1oyDEL Kot Yo KGOe Thavr avemBOunTN EVEPYELD TTOL EV AVAPEPETAL GTO TAPOV PUAAO
odnyldv ypnons. Mnopeite eniong va avagépete avemBounteg evépyeleg anevbeiag, LEGH TOV
€0viKov ouoTNUATOG avaPopdg Tov avaypdeeTor oto [lapdpmua V. Méow g avapopdg
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avemBOUNTOV EVEPYEL®V Umopeite va fonbNnoeTe 0T GLAAOYN TEPIGCOTEPOV TATPOPOPIDV GYETIKA
LE TNV AOPAAELN TOV TOPOVTOG POPLLAKOV.

5. og va guraccete To Corbilta
To @dappaxo avtd TPENEL Vo, PLAACGETOL GE LEPT TOV OEV TO PAETOLV Kot OgV TO POAVOLV Ta, TOLd1AL.

Na pn xp1OILOTOIEITE AVTO TO PAPUOKO HETA TNV NLLEPOUN VL ANENG TOV AVOPEPETAL OTI PLAAT Kol
o10 xovuti. H nuepopnvia Anéng eivar n tehevtoio nUEPA TOL UV TOV AVOPEPETAL EKEL.

To pappaxo avtod dev amattel Wwitepeg ovvONKes POAAENC.

Mnyv metdite @ApLoKa 6To VEPO TNG AMOYETEVOTG 1] 0TA OKLoKE amoppippota. Potote tov
(POPLOKOTOLO GOG Y10 TO TMG VO TETAEETE TO PAPLLOKE TTOV OEV YPTCILOTOLEITE Tl AVTA ToL pLETpal Oa
BonOnoovv oty Tpoctacio Tov TEPPAIAOVTOG.

6. Iepreydpeva TS 6VOKELUGIOS KOl AOUTEG TANPOPOPIES
T tepréyer o Corbilta

- O1 dpaoTtikég ovoieg Tov Corbilta givar 1 Aefovona, 1 kapPLvToOTa Kot 1) EVIOKATOVT.

- Kd&Be diokio Corbilta 50 mg/12,5 mg/200 mg nepiéyet S0 mg AePfovronog, 12,5 mg kapPvtonag
rot 200 mg evraxamodvg.

- Ta @GAAo GLGTOTIKG GTOV TLPNVA TOV S10KIOL Elval VOTPLOVY0G SLLGTAVPOVUEVT KAPUEALOLN ,
OTEOTIKO HOyVio10, ApoAo apafoacitov, pavvitodn (E421) kot moPfidovn (E1201).

- Ta cvotatikd otV emtKaAvy pe Aemto véVio eivar YAvkepoin (85 toig ekatd) (E422),
VIPOPEAAOLT, OTEATIKO Hayviolo, ToAvcopPikd 80, epuBpod o&eidio tov cdnpov (E172),
cakyopoln, dto&eidio titaviov (E171) ko xitpvo 0&gidio Tov adnpov (E172).

Epgévion tov Corbilta kon Tepreyopeva g cvokevaciog

Ta d1oxio Corbilta 50 mg/12,5 mg/200 mg eivor KapekOKKiva 1| YKPLLOKOKKIVA, GTPOYYVAL, KUPTH
EMKAAVUUEVA [LE AETTTO VUEVIO, Y®PIC yKoTmn, Pépovta tnVv évoelén “LCE 50” ot pia tigvpd tovg.

To Corbilta diatiBeton og €61 dapopetikd peyen cvokevaciag (10, 30, 100, 130, 175 1 250 dwokia).
Mmnopei vo, v KukAoPopoOV OAEG 01 GUCKEVAGIES.

Kartoyog Adsrwog Kvkrogpopiag
Orion Corporation

Orionintie 1

F1-02200 Espoo

dwviavdia

Hapaockevaotiig

Orion Corporation Orion Pharma
Joensuunkatu 7

FI-24100 Salo

dwhavdia

[No omoladMmote TANPOPOPIN GYETIKA LE TO TAPOV PAPLOKEVTIKO TPOTOV, TOPAKOAEITTE VO
angvBuvleite otov TomKO avtimpdcwno tov Katdyov e Adsiog Kvkiopopiog:
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Belgié/Belgique/Belgien
Sandoz n.v./s.a.
Tél/Tel: +32 2 722 97 97

Buarapus
TII Canznos
Ten.: +359 2970 47 47

Ceska republika
Sandoz s.r.0.
Tel: +420 225 775 111

Danmark
Orion Corporation
TIf: +358 10 4261

Deutschland
Orion Corporation
Tel: +358 10 4261

Eesti
Orion Corporation
Tel: +358 10 4261

El)LGoa

Novartis (Hellas) S.A.C.L.

TnA: +30 210 2811712

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Sandoz d.o.o.
Tel. +385 12353 111

Ireland
Orion Corporation
Tel: +358 10 4261

island
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 96 54 3494

Kvnpog
Sandoz GmbH
TnA: +43 5338 200 0
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Lietuva
Orion Corporation
Tel. +358 10 4261

Luxembourg/Luxemburg
Sandoz n.v./s.a.
Tél/Tel: +322 722 97 97

Magyarorszag
Sandoz Hungéria Kft.
Tel.: +36 1 430 2890

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Sandoz B.V.
Tel: +31 (0)36 5241600

Norge
Orion Corporation
TIf: +358 10 4261

Osterreich
Sandoz GmbH
Tel: +43 5338 200 0

Polska
Orion Corporation
Tel.: +358 10 4261

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 924 19 19

Romaénia
S.C Sandoz S.R.L.
+40 21 407 51 60

Slovenija
Lek Pharmaceuticals d.d.
Tel: +386 1 58021 11

Slovenska republika

Sandoz d.d. organiza¢na zlozka

Tel: +421 2 48 200 600

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

Sverige
Orion Corporation
Tel: +358 10 4261



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

To mapév pvAiro 0dNYLOV YprioNS avadepOnKe Y10 TELEVTAIN POPE GTIG

Aldeg Tyég TANPOQOPLAOV

Agntouepeic TANPOPOpiec Y10 TO PAPLOKO 0VTO gival S100EGILEC GTOV SIKTLOKO TOTO TOL
Evponaikod Opyoviopuod ®apudrkmv: http://www.ema.europa.eu.
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@viro oonYLov piong: Iinpoeopics Yo Tov ypriioty

Corbilta 75 mg/18,75 mg/200 mg smkalvoppévae pe Aenté vpuévio dokia
Aepovtoma/KapPivtoma/evtaKomndvn

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 0ON YLDV Ypomg. Towg ypelaotel va To dafdoete Eavd.

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

- H ovvtayn yuo avtd T0 @appaKo xopnynonke amokAEloTIKA Yo 60c. AgV TPENEL VO ODGETE TO
@apuako o€ GAlovc. Mmopei va toug Tpokarécet PAAPT, Ao Kot OTOV TO CUUTTMOUOTO TNG
acBéveldg toug etvan id1a pe ta d1kd Gog.

- Edv mopatnprioete kdmola avemBounTn evépyeia, EVNUEPDOGTE TOV YIOTPO 1] TOV QOPLOKOTOLO
cag. Avtd 1oybet Kot Yo kaOe mhavr avemBOunTn eVEPYELD TTOV EV OVAPEPETAL GTO TAPOV
@OAAO 001 yI®V Ypnons. BAéme mapdypago 4.

Tv epréyer 1o Tapov GUAAO 00N YLOV:

Tt eivon o Corbilta kot oo givar 1 gpron Tov

T mpénel va yvopilete mpv wapete 1o Corbilta

[og va ndpete to Corbilta

[Mbavég avemBounteg evépyeleg

[Mog va purdccete to Corbilta

[epieydueva TG cLOKELOGTNG KO AOTEC TANPOPOPIES

ANk L=

1. T givan To Corbilta ko wowa givar 1 ypion Tov

To Corbilta mepiéyet Tpelg dpaotikég ovaieg (Aefovtona, kapPvTona Kot EVIOKATOVN) OE Eval
EMKAAVUPEVO pE AemTd vpévio diokio. To Corbilta ypnoyomoteitar mg Bepaneia yio tn voco TOL
Parkinson.

H véc0o¢ tov Parkinson wpokaieitot amd younid eninedo pog ovcicg yvootn @g VIoTapuivn 6Tov
eyképaro. H Aefovtona av&avetl Tnv mocdTTa TG VIOTOUIVIG KOl EMOUEVMG LEUDVEL TOL GUUTTMOLOTO
g vocov tov Parkinson. H xapfivtona kot 1 evtakamovn BEATIOVOVY TIG OVTITAPKIVOOVIKEG OPACELG
g Aefovtomnoc.

2. T pémer va yvopilere mpv mapete To Corbilta
Mnyv napete to Corbilta o€ mepintoon:

- aAdepyiog otn Aefovtona, oty KapPvTOTA 1) OTNV EVIOKATOVT 1] G OTO00NTTOTE GALO ATTO Ta.
GULOTATIKA QLTOV 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 ekiexticotg avaotoreic MAO)

- 7oV giyote TOTE KoKONOeG vevponmtikd cuvdpopo (KNZ — npokeitan yio omdvia ovtidpaon o€
(APLLOKO TTOV YPTCLOTOI0VVTAL Yo TN Bepaneio cofupdv YuyK®V dloTapaydV)

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

- 7oV €xeTe Papld Nratiky voco.

IIposgidomou|oElS KoL TPOPVAGEELS

Amnevfuvleite oTov Yorpd N Tov eapuakorold coc tpwy mhpete to Corbilta eqv yete 1) glyote 6To
moperOoV:
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- KapdloK TPOSPoin 1 orolesdfmote GAAEG TaBNGELG TNG KaPAAG, LETAED T™V OTolMV Eivar Kot
01 KapdloKES appuOuies, 1| TOV AHOPOP®V aryyeimV

- GoBpa M omoladnmote GAAN TAON O™ TOV TVELHOVAOY

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

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

- €AKN 6ToUd OV 1| OTOGUOVG

- 0€ MEPIMTMON TOV £XETE TAPOTETAUEVT O1GPPOLN. EVIUEPDGTE TOV Y1ATPO Gag KOOMG PUopel va
elvar onpeio eAeyHovig ToV ToXE0G EVIEPOL

- OMOL0ONTOTE HOPPN COPAPNG WOYIKNG SLOTAPAYNG OT®G Y™

- YPOVIO YAODK®UO OVOIKTIG YOVIOG, EXEWON VOEXETAL VA, xperdaletal pubuion tng 660omNG GoG Kot
Vo omotteitan TapoKoAovnon g wieong tov opBaludv cog.

2vuPovlevteite TOV Y10TPO GOG EAV TOIPVETE EME TOL TOPOVTOC:

- AVTIYOYOTIKE PAPLKO (QAPUOKO TOV YPTCILOTOIOVVTOL TNV AVTILETMTION TG WYOY®ONC)

- (APLLOKO TO OO0 UTOPEL VO TPOKOAECEL YOUNAT OPTNPLOKT TECT OTOV CTKOVECTE OO TNV
Kkapéxia 1 o kpePdrt. Oa npénel va yvopilete 0TL 10 Corbilta eviéyeTonl va EMOEVMOGEL OVTEG
TIG AVTIOPACELG.

2vuPovlevteite Tov yiatpd oag av Kotd T didpketla e Bepoaneiog pe to Corbilta:

- TapoTNPNOETE OTL 01 POEG 0aG Evat TOAD AKOUTTOL 1) ERPAVILOVY EVTOVEC GUGTIACELS, 1] EGV
EUPAVICETE TPOWO, AVNOVYI0, GUYYVOT], TVPETO, TOYLTOALIN, 1 LEYAAES OLOKVLAVGELS OTNV
aptnpokn oag migon. Edv cvuPei otidnmote amd To ovoTEP®, EMKOIVOVI|GTE APECOG UE TOV
TWTpo 6Os.

- aloBavOeite KoTAOAWYT, £XETE GKEYELS Y10 AVTOKTOVIO, 1] TAPATNPNOETE AGLVIOIGTEG CAAAYES
0TI GLUTEPLPOPE GOLG

- SmMOTMOCETE OTL GOG TAlpVEL EaPViKA 0 VITVOG, 1 av acBdveste Evtovn vtvnAia. Ze Té€toln
nepInTOON dev TPENEL VoL 0dNyeiTe N va ypnotponoteite epyaleia 1 unyovipata (BA. exiong v
Tapdypoeo “Od1ynomn Kot XEPIoUOS UNYovnHAT®Y™).

- TapoTNPNOETE OTL AVveEELEYKTEG KIVIGELS apyilouV 1 ETOEVAOVOVTAL LETA TNV EVapEN TNG
Mymc tov Corbilta. Edv copfei avtd, o y1atpdc cog pmopet va Tpémet vo KAVEL aAlayr| TNg
d0GNG TOV AVTITOPKIVGOVIKOD POPUAKOV TOL TOPVETE.

- TOPOTNPNOETE SIAPPOLO: GLVICTATAL TOPAKOAOVON O™ TOV Bépovg Gag Yo va amopevydel to
EVOEYOLEVO VITEPPOMKNG ATMAELNG PAPOLG

- napaTnpoeTe TPoodevtikn avopeéio, eEacbévion (advvapio, e£dvtinon) kot amdAelo Bapovg
LECO OE GYETIKA HIKPO XPOVIKO S1AoTN 0. € TETOWN TTEPINTOOT, Oa Tpémel va eEeTaoTel TO
EVOEYOLEVO JIEVEPYELOG HLOG YEVIKNG LUTPIKNG EKTIUNONG GUUTEPIAAUPAVOUEVTG TNG NTOTIKNG
Aertovpyiog.

- VidBOeTe TNV avaykn va otopatinoete tn ypnon tov Corbilta, fA. v Tapdypapo “Edv
otopotnoete va maipvete to Corbiltay.

Evnuepdote oV Y10tpd Gog £dv €0€IC 1] 1) OIKOYEVELYL GOG/0 PPOVTICTNG GOG SLOTICTMGEL OTL
TapoLGAeTe CUUTTOUATA 01600 TOL 08N YOV oty embupia yio peyaivtepeg 06oe1g Tov Corbilta
KoL GAADV QOPLOKEVTIKGV TPOIOVIMV TOL YPNCILOTO0VVTOL Yo T Bepaneia Tng vooov Parkinson.

Evnuepdote 10V Y10Tpd Gog £dv €0€IC 1] 1] OIKOYEVELD/O PPOVTIGTNG GOG OLUTICTMGEL TNV ELPAVIOT
TapOpUNoNg 1 EMOLUING VO GUUTEPLPEPESTE [LE TPOTOVS OYL SLVNDELS Yo €G4G 1| €dv dev umopeite va
avtiotabeite otV mapopunon, 0EAnon 1 nepacud va tpoPeite o€ evépyeleg Tov umopet va, Adyouvv
TOV €0VTO GOG N TOVG YOP® GOG. AVTEG 01 GUUTEPLPOPES OvorAlovTal SlatapayEg EAEYYOL TV
TOPOPUNCEMY Kol uopel va teptlapfavouv ebiopd ot yaptonaréio, vIEPPOAIKT KATOVIA®ON
@aynNTov 1N VIEPPOMKESG SATAVESG, UN PVOIOAOYIKA avénpévn ceEovaiikn didbeon 1| evacyoinon ue
VIEPUETPEG OKEWYELG 1) ctoOnpaTa oeEovaikol epieyopévov. O y1oTpodg oog UIOPEL Vo YPELOCTEL va
emava&loloynoet ) Bepaneio coc.

O y1atpog 060G UTOPEL Vo KAVEL TOKTIKEG EPYUSTNPLOKES EEETAGEIC KATE, TN OLAPKELL LOKPOYPOVIG
Oepaneiog pe to Corbilta.

53



Av mpénel va vtoPAndeite o€ xepovpyikn enépPacn, Tapakoreiote va weite otov YaTpd cag OTL
ypnowonoteite to Corbilta.

To Corbilta dev cuvictdTor yio ypron yia tn Oepaneio e£@TLPAIIK®OY GOUTTOUATOV (T.). AKOVCIEG
KWNGELS, TPEUOVAO, OKAUYIO TOV LOMV KOl LDTKEC GUOTAGELS) TOVL TPOKAAOVVTOL OO GALO QUPLLOKAL.

Moo kar Epnpor

H eumepio pe 1o Corbilta o ac0gveic nAikiog kdto tov 18 etdv eivor Teplopiopévn. Emouévac, dev
ovvietdrot 1 xprion Tov Corbilta 6g modid 1 pnfoug.

Alra @appoxa ko Corbilta

Evnuepoote tov y1otpo 1 TOV QOPUOKOTOL0 GG AV TOIpVETE, EYXETE TPOGPATO TAPEL 1] Uopel vol
népeTe GALA PApLOKAL.

Mnyv ndpete 10 Corbilta edv Taipvete GUYKEKPIUEVO OAPLOKO Y10 TNV AVTILETMOTIOT TNG KOTAOAWYNG
(ovvdVAGHOVG EKAEKTIKOV avaoTolé®mv MAO-A kot MAO-B, 1| un ekiextiko0g avactoieig MAO).

To Corbilta gvdéyetar va avénoet tn dpdor Kat Tig avemBounTeg EVEPYEIEG OPICUEVOV PAPHUAKOV.

Meto&d avtdv Teptiapfavoval:

- (APLLOKO TTOV YPTCLULOTOLOVVTOL Y10, TNV OVTIUETOTION TNG KATAOAYNG OTmg pokioPepion,
OULTPLTTIALVY, OECUTPALIVY, LOTPOTIALVY, Beviapadivn Kot Tapo&eTivn

- PUUTEPOAT KoL IGOTPEVAALVT TTOL YPTCLLOTOLOVVTOL Y10 TNV OVTLUETMTICT AVOTVEVCTIKMV
nabnceov

- 0OPEVOAIVI] TOL YPNOULOTOLEITAL Y10 TNV AVIYLETMTICT) GOPAPDOV OAAEPYIKMY OVTIOPAGEWDY

- vopadpevarivr, viomapivn kot SoBovtaptivn Tov ¥PNCLOTOIOVVTOL Y10 TV AVTLLETMOTIOT
KOPOOKOV TOBNGEMV KO TNG YAUNANG OPTNPLOKNG TIECTG

- 0-HEBVAVTOTO TTOV YPTCIUOTOIEITOL Y10 TV AVTHETMMICT TG VYNANG OPTNPLUKNG TIECTG

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

H dpdon tov Corbilta gvdéyetat va eEacBevioel amd opiopéva QApUaKo. ZTo QAPLOKA VT

neptiappavovrat:

- OVTOYOVIOTEG VIOTOLIVIG IOV (PTCULOTOLOVVTOL Yo T BEpameia TV VONTIKOV S10TopaymV,
NG vouTiog Kot ToL ERETOV

- (OIVVTOTVN TTOV YPTCLULOTOLEITOL Y10 TV TPOANYT] TV CTACHUMV

- namoPepivn TOV YPNOLUOTOLEITAL Y10 TN YOAAPWOOT) TV HLDV.

To Corbilta propet va Kavel SuGKOAOTEPT TV ATOPPOPTCT) TOV GLOTPOV GO TO YOOTTPEVIEPIKO
colva. I't' avtd 10 AdY0, punv maipvete tavtdypova to Corbilta kot cupminpopata odnpov. To
Corbilta kot Ta copTANPOUATE GLOTPOV TPETEL VO AapPavovTal pe dopopd 2 £mg 3 wpav.

To Corbilta pe Tpo@n kot 70T6

Mmnopeite va tapete to Corbilta pe 1| ywpig tpoen. ' pepikotc acbeveig, to Corbilta prmopet vo unv
amoppo@dtal KoAd, av Anedei pali pe, | Aiyo HETA amd Tpoen TAOVGLN G TPOTEIVES (OTTMG KpéaTa,
YAPLOL, YOAUKTOKOUIKA TPpOTOVTa, GTOPOVG Kot Kophola). Zvupovievbdeite Tov yiatpod cag, ov
MOTEVETE OTL KATL TETO10 LGYVEL Y10 GOG.

Kdnon, Onracpoc ko yovipdtnto

Edwv eiote éyxvog 1 Onralete, vouilete 0TL pmopel va giote £ykvog 1 oxed1aleTe v AmoKTHOETE TOdi,
{ntote TN GLUPOLAT TOV Y1OTPOD 1] TOV PAPUAKOTOIOD GAG TPV TAPETE ALTO TO PAPLOKO.

Agv mpémel va Ondalete katd ) didpketo g Oepaneiog pe Corbilta.
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0o1ynon ko EPLoPOg pyavnpdTmy

To Corbilta pmopei vo peudoel TNV apTnploxn oog TieoT Ue amoTéAecpa vo vidnBeTe okotodivn 1
LaAn. Eropévamg, va giote 1d1aitepa TPoceKTIKOL OTaV 001 YEiTE 1| OTAV YPNOYLOTOLEITE EpYOieia 1|

LN OV LLOLTOL.

Av vimBete €vtovn vTvnAia, 1 oV, LEPIKES POPES, SLOTICTMCETE OTL Gag TaipveEL EQPVIKA O VTTVOG,
neppuévete péxpl va EUTVNGETE TELEIG TPV 00N YNGETE 1 KAVETE OTIONTOTE TOL ONOLTEL VO €10TE OF
gypnyopor. Xe dpopETIKN TepinTmon unopel va 0EceTe TOV £0VTO GOG 1) TOLG AAAOVG GE Kivouvo
cofapod TpavpaTIcHob 1 Bavdtov.

To Corbilta mepéyerl caxyapolin

To Corbilta mepiéyet caxyapdln (1,4 mg/diokio). Av o yaTpdg GOC, COG EVHEPMTE OTL EYETE
dvcaveéio o OpIoUEV GAKYOPO, EMKOWVMOVNOTE LE TOV Y1IATPO 0OG TPV TAPETE CLTO TO PAPLOKO.

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

3. [ og va tapete To Corbilta

[Tévtote va maipvete T0 PAPUOKO 0VTO OVOTNPA COUPOVE, E TIG 0N YIEG TOV YIATPOL T} TOL
Qappakomolov coc. Edv éxete apeiporieg, p@tiote TOV Y1Tpd 1) TOV POPLOKOTOLO GO,

Mo evAAKec Kot NMKIOUEVOLC:

- O ywtpog oag Ba cag mel akpPac toéca diokio Corbilta va maipvete kKaBe nuépa.

- Mnyv yopilete 1 unv ondte ta diokio 68 PIKPOTEPH KOUUATIOL.

- [Ipéner va maipvete povo éva diokio kdbe popd.

- Avdloya pe 10 Tog avtidpate 61N Bepaneia, 0 YOTPOg GOG UTOPEL VO O0G GLGTIGEL LYNAOTEPN
N xapnAdtepn d6om.

- Eév maipvete diokia Corbilta 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, unv naipvete
neprocotepa and 10 diokia nuepnoiog.

Muinote pe tov yriTpd 1 Tov eapuakonold cag av fempeite 611 1 dpdon tov Corbilta givar molv
oyvpN 1 TOAD adbVOUN, 1] AV EREAVICETE TOAVEG OVETIBOUNTEG EVEPYELEG.

Ewova 1

Mo va avoi&ete ™ @LaAN Yo TpdTN QPOpd: avoi&te 1o
OO, KOL GTY] GUVEYEW TECTE LLE TOV AVTiXEpd oag
ndveo oT10 oepaylopo péxpt avtd vo omdoel. BA.
gwova 1.

Edv napete peyarvtepn o6on Corbilta andé tnv kavoviki)

Av mapete katd Adbog tepiocdtepa diokia Corbilta amd ot1 mpémel, cupPfovievdeite apéowng tov
YOITPO M TOV PUPLOKOTOLO GOC. 1€ TEPIMTMOOT VITEPIOGOA0YING Urmopel vo arcBavieite chyyvon 1
avnovyia, o kapdlakdg cog puOudc umopet va givot o apydg N mo toydg amd TO KOVOVIKO 1 UTopel
VO TUPOVGIUOTEL AAAUYT) GTO YPDUO TOV EPUATOS, TNG YADGGOC, TOV LUTIOV 1 TOV 0VP®V GOGC.
Eav Egyaoete va napete 1o Corbilta

Mnyv mépete dSmAn 366N Yo VoL avamANpOGETE TO d1oKi0 oL Egydoarte.

Av pecorofei v ard 1 @pa uéypt tnv erdUevVn 8061 GOC:
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[apte €va diokio poiig to Bounbeite kot mhpTe TO EMOUEVO O1GKIO TNV KAVOVIKT| DPO.

Av pecorafel AMydtepo omd 1 dpa puéypt Ty exduevn d0om Gog:
[apte €va dioxio poiig to Bounbeite, mepiuévete 1 mpa, kot LeTd TAPTE GALO £val diokio. MeTd amod
0T, CLVEYIOTE VO TAIPVETE KOVOVIKE TIG SOCELS.

[Tavta va apnvete vo TepAGEL TOLVAGYIGTOV pia dpa petald Tov Myewnv diokiov Corbilta yia va
amo@VYeTe TOAVEG AVEMIBOUNTEG EVEPYELEC.

Edv ctapoatiocere va naipvete to Corbilta

Mnv ctapatioete tn AMyn Tov Corbilta gdv 6gv 60.G T0 GLGTACEL O YATPOG GOC. 1€ AVTIHV TNV
TEPIMTOOT, O YIOTPOG GOG EVOEYETAL VO, TPETEL VO. pLOUICEL TOL GAAL OVTUTOPKIVOOVIKE QAPUAKA OO,
€101KA TN AePOVTOTA, Y10l VO VTAPYEL EXAPKNG EAEYYOG TOV CUUTTOUATOV oag. Edv dtakoyete
amotopa to Corbilta Kot To VTOAOTA AVTITOPKIVGOVIKA PAPHOKA, UTOPEL VO TPOKANH0VY
OVETBVUNTEG EVEPYELEG.

Edv éxete mep1ocOTEPES EPOTNCELG GYETIKA LLE TN XPNON ALTOV TOV POPLEAKOV, POTAOCTE TOV YOTPO 1|
TOV POPLOKOTOO GOG.

4. IMBavég avemBopnteg evépysieg

Onwg 6o Ta eApLOKa, £TCL KoL 0VTO TO QPAPLOKO UTOPEL VoL TPOKOAESEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv Tapovctdlovtal o GA0VG Tovg avOpdmovg. TToAAEg amod Tig avemBounTeg EVEPYEIEG UTOPOLV
va katarpaviouv pe pubuion g d6omng.

Edv ot d1dpketa g Oepanciog pe Corbilta ppoaviotodv To TOPUKAT® CUUTTOUATO, ETUKOIVOVI|CTE

OpECMS IE TOV Y1UTPO 6ag:

- O1 pbdeg oag Exovv yivel TOAD AKOUTTOL 1] EUPOVILOVY £VTOVEG GLOTAGELS, £XETE TPELOVAO,
avnovyia, GUYYLGoT), TVPETO, TAYVTOAULA, 1] LEYAAES OIOKVUAVCELG GTNV CPTNPLOKT GOG TIEST).
Avtd pumopel va givan cuumtdpato Tov Kakondovg vevpoinmrikod cuvopopov (KN, pog
OTAVIOG GOPap1g aVTIOPUOTC GE PAPHOKO TOV YPTGLLOTOIOVVTOL Y1 TV AVTIUETOTION
STOPUYDV TOV KEVIPIKOV VELPIKOV GUGTNUATOSG) 1 TNG pafdopvoivong (Lo oTaviog
cofapng HLIKNG SloTapayng).

- Alepyucn| avtidpaon, Ta onueio propei va mepthapPdvovy kvidmwon (kvidmtikd eEavinua),
oayobvpa, eEavinpua, TpnHéyLo 6To TPOCcWOTO, Gt XEIAN, OTN YAMGGA 1) GTO AQLILO, TPAYLLO TTOV
Umopel va TPOKAAEGEL OUGKOAIN GTIV OVATVOT 1] GTNV KATATOGN.

ol ovyvég (umopet va. exnpedoovy mepioootepo. amo 1 ota 10 droua):
avelédeykteg Kivnoelg (dvokivnoia)

- aioOnuo adrobeciog (vavtio)

- 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 TESNS, VYNAN apTNpLoKy Tieon

- emdeivion TV cuuntOudTeV g vosov Tov Parkinson, {aAn, vrvniio

- €ETOC, KOIMOKOG TOVOG Kot duopopia, aicOnua kKavcov, Enpootoptic, SuoKOIAOTNTO

- advvapio Tov acevovg va ko Bel, yevdaisOnoelg, cuyyvo, Un eucstoroyikd dvelpa (Letalnd
TOV OTOI®V KOl EPLAATEG), KOVpOoN

- YOYKEG AALUYEG — CUUTEPIAAUPAVOUEVOV TPOPANUAT®V [E TN UVIHT, GYYOLS Kol KATAOAYNG
(MBavmg pe oKEYELG ALTOKTOVING)

- EMEICOO10 KOPIKNG 1] APTNPLOKNAG VOGOL (T.)Y. TOVOG GTOV BMPOKA), AKAVOVIGTOS KAPILOKOG

TaApOG M pLOUOG
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- TO GLYVES TTAGELS

- Aoy avViIOo oL

- avénpévn epidpwon, eavinuata

- UUIKES KpAUTES, TPNELLO TOV KAT® AKP®V

- Oopumn 6poaon

- avopio

- pelmpévn 6peln, peimon copotikod Bapovg
- TOVOKEPAAOGC, TOVOG GTIC 0pHpMOELS

- AOUDEELG TOL OVPOTONTUKOD.

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

- KapdloKN TPOGROAN

- ooppayic 6To EVTEPO

- oAloyEG OTOV OPOUO TOV ALLOCOAPIOY TOL UTOPEL VO, EYOVV MG OTOTEAEGLO. dpoppayia, Un
(UOIOAOYIKE OTOTEAEGHOTO QOKILACIDV TNG TATIKNG AgtTovpyiog

- OTAGLOL

- aicOnua avnouyiog

- YUYOTIKE CUUTTOUATO

- KoAlTId0 (PAeypovn oTo oy £vTEPO)

- SUCYPOUOTICHOG EKTOC OO TO. 0VPA (TT.). TOV SEPUATOG, TV VOYLDY, TOV LOAADV, TOL 1OPDTO)

- dVGKOAID OTNV KATATOON

- advvapic ovpnong.

Mn yvootéc (17 ovyvotnta dev umopel vo. extiunBsi ue foon ta diabéoiua dsdousva):

EmbBopia yio peydieg d6oeig tov Corbilta mov vrepPaivouv exeiveg mov AmaITovVTOL Yol TOV EAEYYO
KIVITIKOV GUUTTOUATOV, TOV VoL YVOOTN ¢ GUVOpoUo amoppvbuiong g viorapiving. Mepikoi
acBeveig mapovotalovy cofapég Un PLGIOAOYIKEG 0KOVG1EG KIVIGELS (OVOKIVINGIES), SIUKVUAVGELS
duBeomg 1 GAAAEG avemBOUNTEC EVEPYELES HETA A0 TN AWM LEYAA®Y dOcemv tov Corbilta.

"Exovv avoopegpbel eniong o1 mapakdt® avemBOunTes EVEPYELEC:
- nratitida (AeyHov TOL TATOG)
- Qoyovpa.

Mropei va gpeavicete Tic axoAovbeg ovemBounTeg eVEpYELEC:
- Advvapia avtictaong otnv mopdpuncn va tpofeite oe gvépyela mov mBavov va givar
emPrapfng, n onola propel va meptropPavet:
- duvarn mapopuUn o Yo vepPoiKn yopToTaSio Tapd TIG GOPAPEG TPOCOTIKES 1)
OUKOYEVELUKES CUVETELEG
- SLPOPOTONLEVO 1] LENUEVO GEEOVOAIKO EVOLOPEPOV KOl GUUTEPLPOPA UE 1d10iTEPT
avnovyio g €6GG¢ N TOLG YOP® GUG, OTMG Y1 TOPASELY LA, AVENUEVT] GEEOVLOAKTY
d1Beom
- avelédeykteg vepPorKEG ayopE 1) SATAVEG
- KPOUTAAT PoynToL (KOTAVAAW®GT) LEYAA®Y TOGOTHT®Y GAyNTOV GE UIKPE YPOVIKA
SOTAUATO) 1| KATOVOYKOGTIKN KOATAVAAWDGT) GayNnToy (KATOVAA®MGOT TEPIGSOTEPOV
(ayNTOL OO TO PLGLOAOYIKO KOl TEPLGGOTEPO AO OGO YPELETAL Y1 VO KovoTotnOel 1
TEVO 00G).

Evnuepdote Tov y10tpd 60¢ €0V TUPOLGLAGETE KATOL0, altd OVTEG TIC GUUTEPLPOPES, B culnToeTe
TPOTOLE XEPIGHOV 1] LEIWONE TOV CUUTTOUAT®OV CVTOV.

Ava@opad avemOOpUNTOV EVEPYELOV

Edv mapatnpnoete kamowa avemBountn evépyeia, EVIIEPDGTE TOV YIOTPO GO N TOV PUPLOKOTOLO
caG. Avtd 1oybet Kot Yo kdOe mhovi avemBOUNTN EVEPYELD TTOL dEV AVOPEPETAL GTO TAPOV PVALO
odnyldv ypnons. Mnopeite eniong vo avaeépete avemBOUNTeS evEpyeleg anevbeiag, LEGH TOV
€0viKoD GLOTNATOG avaPopdg Tov avaypdpetol oto [lapdpmuo V. Méow g avapopdg
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avemBoUNTOV EVEPYEL®V Umopeite va PonBNceTe 0T GLAAOYN TEPIGGOTEPOV TATPOPOPIDV CYETIKA
LE TNV AOPAAELN TOV TOPOVTOG POPULAKOV.

5. og va uraccete To Corbilta
To @appaKo avtd TPETEL VO PUAGCCETAL GE LEPT] TOV OEV TO PAETOLY Kot deV TO POGVOLVY T TALOIA.

Na pn ¥p1oUOTOIEITE AVTO TO PAPUOKO HETA TNV NUEPOUNVIL ANENG TOV AVOPEPETAL GTN OLAAT Ko
o10 xovuti. H nuepopnvia Anéng sivar n tehevtoio nUEPA TOL PRV TOV OVOPEPETAL EKEL.

To papuaxo avtod dev amartel Waitepeg ouVONKeS POAAENG.

Mnyv metdite @ApLoKa 6To vEPO TNG AMOYETEVOTG 1] 0TA OKLoKE amoppippota. Potmote tov
(POPLOKOTTOL0 GOG Y10l TO MG VO TETAEETE TO PAPLLOKO TTOV OEV YPTCILOTOLEITE Tl AT ToL pLéETpal Oal
BonOnocovv oty Tpoctacio Tov TEPPAAAOVTOG.

6. Iepreydpeva TS 6VOKELUGIOS KOl AOUTEG TANPOPOPIES
T tepréyer o Corbilta

- Ot dpaoTtikég ovoieg Tov Corbilta givar n Aefoviona, 1 kapfvTOTa Kot 1) EVIOKATOVY.

- Kd&Be dioxio Corbilta 75 mg/18,75 mg/200 mg nepiéyet 75 mg Aefovtonag, 18,75 mg
kapPwvtonog ko 200 mg evraxamdvng.

- Ta @GAAo GLOTOTIKA GTOV TLPTVA TOV J10KIOL Elval VOTPLOVY0G SLLGTAVPOVUEVT KApPUEAAOLN ,
OTEOTIKO HayVio10, ApVAo apafoacitov, pavvitodn (E421) kot mofdovn (E1201).

- Ta cvotaTikd oty eTKAAvY™ Le AemTO VUEVIO givar YAvkepOAn (85 To1g ekatd) (E422),
VIPOUEAAOLT, OTEATIKO Hayviolo, ToAvcopPikd 80, epubBpd o&gidio tov cdnpov (E172),
cakyopoln kot d10&eidio Titaviov (E171).

Epgévion tov Corbilta kon mepreyopeva g cvokevaciog

Ta d1oxio Corbilta 75 mg/18,75 mg/200 mg givai avolytol KopeKOKKIVOL ¥PMUATOS, 0BG
EMKUAVUUEVE, e AETTO VUEVIO, pépovta TNV £vdeln “LCE 75” ot pio mievpd tovg.

To Corbilta 75 mg/18,75 mg/200 mg diatiBeton o mévte drapopetikd peyedn cvokevaciog (10, 30,
100, 130 1 175 dwokia). Mmopei va unv KukAo@opovv OAEG 01 GUCKEVAGIES.

Kartoyog Adsrwog Kvkrogpopiag
Orion Corporation

Orionintie 1

F1-02200 Espoo

dwviavdia

Hopookevactiig

Orion Corporation Orion Pharma
Joensuunkatu 7

FI-24100 Salo

dwviavdia

INo omoladMmote TANPOPOPIN GYETIKA LE TO TAPOV PUPUIKEVTIKO TPOTOV, TAPAKUAEITTE VO
angvBuvleite otov TomKo avtimpdcwno tov Katdyov e Adsiog Kvkiopopiog:
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Belgié/Belgique/Belgien
Sandoz n.v./s.a.
Tél/Tel: +32 2 722 97 97

Buarapus
TII Canznos
Ten.: +359 2970 47 47

Ceska republika
Sandoz s.r.0.
Tel: +420 225 775 111

Danmark
Orion Corporation
TIf: +358 10 4261

Deutschland
Orion Corporation
Tel: +358 10 4261

Eesti
Orion Corporation
Tel: +358 10 4261

El)LGoa

Novartis (Hellas) S.A.C.L.

TnA: +30 210 2811712

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Sandoz d.o.o.
Tel. +385 12353 111

Ireland
Orion Corporation
Tel: +358 10 4261

island
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 96 54 3494

Kvnpog
Sandoz GmbH
TnA: +43 5338 200 0
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Lietuva
Orion Corporation
Tel. +358 10 4261

Luxembourg/Luxemburg
Sandoz n.v./s.a.
Tél/Tel: +32 2 722 97 97

Magyarorszag
Sandoz Hungéria Kft.
Tel.: +36 1 430 2890

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Sandoz B.V.
Tel: +31 (0)36 5241600

Norge
Orion Corporation
TIf: +358 10 4261

Osterreich
Sandoz GmbH
Tel: +43 5338 200 0

Polska
Orion Corporation
Tel.: +358 10 4261

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 924 19 19

Romaénia
S.C Sandoz S.R.L.
+40 21 407 51 60

Slovenija
Lek Pharmaceuticals d.d.
Tel: +386 1 58021 11

Slovenska republika

Sandoz d.d. organiza¢na zlozka

Tel: +421 2 48 200 600

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

Sverige
Orion Corporation
Tel: +358 10 4261



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

To mapév pviro 0dNYLOV YprioNS avadepONKe Y10 TELEVTAIN POPE GTIG

Aldeg Tyég TANPOQOPLAOV

Aemtopepeic TAnpopopies Yo To PAapLaKo avTd gival S100EC1UES GTOV SIKTLOKO TOTO TOL
Evponaikod Opyoviopod @apudrkmv: http://www.ema.europa.eu.
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@viro oonYLov piong: Iinpoeopics Yo Tov ypriioty

Corbilta 100 mg/25 mg/200 mg emkarloppéva pe Aextd vREVIO d16Kia
Aepovtoma/KapPvtoma/evraKomndvn

AW PaoTe TPOCEKTIKA OLOKANPO TO PVALO 001 VIOV YP1ONGS TPLY UPYICETE VO TAIPVETE VTO TO

QOapRoKo, O10TL TEPLAGUPAVEL oNUAVTIKES TANPOPOPIES YIa GaC,

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

- Edv éxete mepartépm amopieg, pmTNGTE TOV YATPO 1) TOV QOPLOKOTOLO GG,

- H ovvtayn yuo avtd T0 @appaKo xopnynonke amokAEloTIKA Yo 60c. AgV TPENEL VO ODGETE TO
@apuako o€ GAlovc. Mmopei va toug Tpokarécet PAAPT, Ao Kot OTOV TO CUUTTMOUOTO TNG
acBéveldg toug etvar idwa pe ta S1kd Gog.

- Edv mopatnpnoete kdmota ovemBountn evépyeia, EVNUEPDOGTE TOV YIOTPO 1] TOV (OPLOKOTOLO
cag. Avtd 1oybet Kot Yo kaOe mhavr avemBOunTn eVEPYELD TTOV EV OVAPEPETAL GTO TAPOV
@OAAO 001 yI®V Ypnons. BAéme mopdypago 4.

T epLéyeL 1o Tapoév @OAAO 00N YLOV:

Tt eivan To Corbilta kot oo eivar 1 gpron Tov

T mpénel va yvopilete mpv wapete 1o Corbilta

[og va ndpete to Corbilta

[Mbavég avemBounteg evépyeleg

[Mog va purdccete to Corbilta

[epieydueva TG cuokeLAGTAG KoL AOITEC TANPOPOPIES

ANk L=

1. T givan To Corbilta ko wowa givar 1 ypion Tov

To Corbilta mepiéyet Tpelg dpaotikég ovaieg (Aefovtona, kapPvTona Kot EVIOKATOVN) OE Eval
EMKAAVUPEVO pE AemTd vpévio diokio. To Corbilta ypnoyomoteitarl mg Bepaneia yio tn voOco TOV
Parkinson.

H véco¢ tov Parkinson mpokaieitot amd younid eninedo pog ovsicg yvootn g VIomapivn 6Tov
eyképaro. H Aefovtona av&avetl Tnv mocdTTa TG VIOTOUIVIG KOl EMOUEVMG LEUDVEL TOL GUUTTMOLOTO
g vocov tov Parkinson. H xapBivtona kot 1 eviakamovn PEATIOVOUY TIG AVIUTAPKIVOOVIKEG OPACELG
g Aefovtomnoc.

2. T pémer va yvopilere mpv mapete To Corbilta
Mnyv napete to Corbilta o€ mepintoon:

- aAdepyiog otn Aefovtona, oty KapPvTOTA 1) OTNV EVIOKATOVT 1] G OTO00NTTOTE GALO ATTO Ta.
GULOTATIKA 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 ekiexticotdg avaotoreic MAO)

- 7ov giyote TOTE KoKONOeg vevponntikd cuvdpopo (KNZ — npokeiton yio omdvia ovtidpaor o€
(APLLOKO TTOV YPTCLOTOI0VVTAL Yo TN Bepaneio cofupdv YuyK®V dloTapaydV)

- 7oV giyoTe TOTE PN TPALHOTIKY pafdopvoivon (o odvia poikn dteTopoyn)

- 7oV €yete Papld NTatikn voco.

IIposgidomou|oElS KoL TPOPVAGEELS

Amnevfuvleite oTov Yorpd N Tov eapuakorold coc tpwy mhpete to Corbilta eqv yete 1) glyote 6To
moperOoV:
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- KapdloK TPOSPoAn 1| omolesdnmote dAAeg TaBNOELS TNG KOPOLAG, LeTaEy TV omoimv ivor Kot
01 KapdloKES appubuies, 1| TOV AHOPOP®V aryyeimV

- GoBpa M omoladnmote GAAN TAON O™ TOV TVELHOVAOY

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

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

- €AKN 6TOUd OV 1| OTLOGUOVG

- 0€ MEPIMTMOTN TOL £XETE TAPOUTETAUEVT] O1APPOLL EVILEPDGTE TOV YIOTPO GaG KaBDG pmopel va
elvar onpeio eAeyHovig ToV ToXE0G EVIEPOL

- OMOL0ONTOTE HOPPN COPAPNG WOYIKNG SLOTAPAYNG OT®G Y™

- YPOVIO YAODK®UO OVOIKTIG YOVIOG, EXEWON EVOEXETAL VA xpeldleTal pubuion tng 660oNG GoG Kot
Vo omotteiTan TapoaKoAovonon g wieong Twv oeBaAudV Gog.

2vuPovlevteite TOV Y10TPO GOG EAV TOIPVETE EME TOL TOPOVTOC:

- AVTIYOYOTIKE PAPLKO (QAPUOKO TOV YPTCILOTOIOVVTOL TNV AVTILETMTION TG WYOY®ONC)

- (APLLOKO TO OTTO10 UTOPEL VO TPOKOAEGEL YOUNAT OPTNPLOKT) TIECT] OTOV CTKOVECTE A0 TNV
Kkapéxia 1 o kpePdrt. Oa npénel va yvopilete 0TL 10 Corbilta eviéyeTonl va EMOEVMOGEL OVTEG
TIG AVTIOPACELG.

2vuPovlevteite Tov yiotpd oag av Kotd Tt didpketla g Bepaneiag pe to Corbilta:

- TopOTNPNOETE OTL 01 POEG 0aG Evat TOAD AKOUTTOL 1) ERPAVILOVY EVTOVEC GUGTIACELG, 1] EGV
EUPAVICETE TPOWO, AVNOVYI0, GUYYVOT], TVPETO, TOYLTOALIN, 1 LEYAAES OLOKVLAVGELS OTNV
aptnpokn oag migon. Edv couPei otidnmote amd To ovoTEP®, EMKOIVOVI|GTE APECOG IUE TOV
TWTpo 6Os.

- aloBavieite KoTAOAWYT, £XETE CKEYELS Y10 AVTOKTOVIO, 1 TAPAUTNPNOETE ACLVNOIOTEG AAAAYES
0TI GLUTEPLPOPE GOLG

- SmMOTMOCETE OTL GOG TAlpVEL EaPViKA 0 VITVOG, 1 av acBdveste Evtovn vtvnAia. Ze Té€toln
nepinT®OoN dev TPEMEL VoL odnyeite N va ypnotponoteite epyaieio 1| unyovipata (BA. exiong v
Tapdypoeo “Od1ynomn Kot XEPIoUOS UNYovnHAT®Y™).

- TapoTNPNOETE OTL AVveEELEYKTEG KIVIGELS apyilouV 1 ETOEVAOVOVTAL LETA TNV EVapEN TNG
Mymc tov Corbilta. Edv copfei avtd, o y1atpdc cog pmopet va mpémet vo KAVEL aAAay™| TG
d0CNG TOL AVTITOPKIVGOVIKOD POPUAKOD TOL TA{PVETE.

- TOPOTNPNOETE SIAPPOLO: GLVICTATAL TOPAKOAOVON O™ TOV Bépovg Gag Yo va amopevydel to
EVOEYOLEVO VITEPPOMKNG ATMAELNG PAPOLG

- napaTnpNoeTe Tpoodevtikn avopeio, eEacbévion (advvapio, e£GvTinon) Kot amdAEL BApovg
LECO OE GYETIKA LUKPO YPOVIKO S1AcTN . € TETOWN TTEPINTOOT, Oa Tpémel va eEeTaoTEl TO
EVOEYOLEVO JIEVEPYELOG HLOG YEVIKNG LUTPIKNG EKTIUNONG GUUTEPIAAUPAVOUEVTG TNG NTOTIKNG
Aertovpyiog.

- vidBeTe TNV avaykn va otopatinoete tn ypnon tov Corbilta, fA. v Tapdypapo “Edv
otopatnoete va taipvere to Corbilta”.

Evnuepdote oV Y10tpd Gog £dv €0€IC 1] 1) OIKOYEVELYL GOG/0 PPOVTICTNG GOG SLOTICTMGEL OTL
TapoLCALeTe CUUTTONATA 010D TOL 03N YOV oty emfopia Yo peyarvtepeg d6oelg tov Corbilta
Kol GAADV QOPLOKEVTIKGV TPOIOVIMV TOL YPNCLOTO00VTAL Yia TN Bepaneia Tng vooov Parkinson.

Evnuepdote 10V Y10Tpd Gog £dv €0€IC 1] 1] OIKOYEVELD/O PPOVTIGTNG GOG OLUTICTMGEL TNV ELPAVIOT
TapOpUNoNg 1 EMBLUING VO GUUTEPLPEPESTE e TPOTOVS OYL GLVNDELS Yo €04G 1| €dv dev umopeite va
avtiotabeite oty mapopunon, 0Eknon 1 mepacud vo tpofeite og evépyeleg mov pmopel vo PAdyovv
TOV €0VTO GOG N TOVG YOP® GOG. AVTEG 01 GUUTEPLPOPES OvorAlovTal SlatapayEg EAEYYOL TV
TOPOPUNCEMY Kol umopel va teptiapfdavouvy ebiopd ot yaptonaréio, vIEPPOAIKT KATAVIA®ON
@aynTov 1N VIEPPOMKEG SAMAVESG, UN PUCIOAOYIKA cvénpévn oeEovaiikn dtdbeomn 1| evacyoAnon pe
VIEPUETPEG OKEWYELG 1) ctoOnpaTa oeEovaikol epieyopévov. O y1oTpodg oog UIOPEL Vo YPELOCTEL va
emava&loloynoet ) Bepansio coc.

O y1atpog 060G UTOPEL VO KAVEL TOKTIKEG EPYASTNPLOKEC EEETAGEIC KATE, TN OLAPKELD LOKPOYPOVIG
Oepaneiog pe to Corbilta.
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Av mpénel va vtoPAndeite o€ xepovpyikn enépPacn, Tapakoreiote va weite otov YaTpd cag OTL
ypnowonoteite to Corbilta.

To Corbilta dev cuvictdtol yio yprion yio tn Oepaneio eE@TLPAIIK®OY GOUTTOUATOV (T.). AKOVCIEG
KWNGELS, TPEUOVAO, OKAUYIO TOV LOMV KOl LDTKEC GUOTAGELS) TOVL TPOKAAOVVTOL OO GALO QUPLLOKAL.

Moo kar Epnpor

H eumepio pe 1o Corbilta o ac0gveic nAikiog kdto tov 18 etdv givor Teplopicuévn. Eropévac, dev
ovvietdrot 1 xpron Tov Corbilta 6g modid 1 pnfoug.

Alra @appoxa ko Corbilta

Evnuepoote tov y1otpo 1 TOV QOPUOKOTOL0 GG AV TOIpVETE, EYXETE TPOGPATO TAPEL 1] Uopel vol
népeTe GALA PApLOKAL.

Mnyv ndpete 10 Corbilta edv TaipveTe GUYKEKPIUEVO GAPLOKE VIO TNV AVTILETMOMTIOT TG KOTAOAWYNG
(ovvdVAGHOVG EKAEKTIKOV avaoTolé®mv MAO-A kot MAO-B, 1| un ekiextiko0g avactoieig MAO).

To Corbilta gvdéyetar va avénoet T dpaor Kot Tig avemBOUNTEG EVEPYEIEG OPICUEVOV QUPUAK®V.

Meto&d avtdv teptiapfavoval:

- (APLLOKO TTOV YPTCLULOTOIOVVTOL Y10, TNV AVTIUETOTION TNG KATAOAMYNG OTTmG LokAoPepion,
OULTPLTTIALVY, OECUTPALIVY, LOTPOTIALVY, Beviapadivn Kot Tapo&eTivn

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

- 0OPEVOAIVI] TTOL YPNOUYLOTOLEITAL Y10 TNV AVTHETMTICT GOPAPDOV OAAEPYIKMV AVTIOPACEDY

- vopadpevarivr, viomapivn kot SoBovtaptivn Tov ¥PNCLOTOIOVVTOL Y10 TV AVTLLETMOTIOT
KOPOOKOV TOBNGEMV KO TNG YAUNANG OPTNPLOKNG TIECTG

- a-pEBVAVTOTO TOV YPTCIUOTOIEITOL Y10 TNV AVTHETMMICT TG VYNANG OPTNPLOKNG TIECTG

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

H dpdon tov Corbilta gvdéyetat va eEacBevioel amd opiopéva QApUaKo. ZTo QAPLOKA VT

neptiappavovrat:

- OVTOY®VIOTEG VIOTOLIVIG TTOV YPTCULOTOIOVVTOL Yo T BEpameia TV VONTIKOV S10TopaymV,
NG vouTiog Kot ToL ERETOV

- (OIVVTOTVN TTOV YPTCLULOTOLEITOL Y10 TV TPOANYT] TV CTACHUMV

- namoPepivn TOV YPNOLUOTOLEITAL Y10 TN YOAAPWOOT) TV HLDV.

To Corbilta propet va KGvel SuGKOAITEPT TV ATOPPOPTGT) TOV GLONPOV U0 TO YUOTPEVIEPTIKO
colva. I't' avtd 10 AdY0, punv maipvete tavtdypova to Corbilta kot cupminpopata odnpov. To
Corbilta kot Ta copTANPOUATE GLOTPOV TPETEL VO AapPavovTal pe dopopd 2 £mg 3 wpav.

To Corbilta pe Tpo@n kot 10To

Mmnopeite va tapete 1o Corbilta pe 1| yopig tpoen. o pepikotc acbeveig, to Corbilta propei vo unv
amoppo@dtal KoAd, av Anedei pali pe, | Aiyo HETA amd Tpoen TAOVGLN G TPOTEIVES (OTTMG KpéaTa,
YAPLOL, YOAOKTOKOUIKA TPOIOVTA, GTTOPOLE Kol Kopvdta). Zvpufovievdeite Tov yiatpod cag, ov
MOTEVETE OTL KATL TETO10 LGYVEL Y10 GOG.

Kdnon, Onracpoc ko yovipdtnto

Edwv eiote éyxvog 1 Onralete, vouilete 0TL pmopel va giote £ykvog 1 oxed1aleTe v AmoKTHOETE TOdi,
{ntote TN GVUPOLAT TOV Y1OTPOD 1) TOV PAPHOKOTOLOD GG TPV TAPETE AVTO TO PAPLOKO.

Agv mpémel va Ondalete katd ) didpketa g Oepaneiog pe Corbilta.
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0o1ynon ko EPLoPOg pyavnpdTmy

To Corbilta pmopei vo peudoel TNV apTnploxn oog TieoT Ue amoTéAecpa vo vidnBeTe okotodivn 1
LaAn. Emopévamg, va glote 1d1aitepa mpoceKTiKol OTav 0dnyeite 1| OTav ¥pnoyLoToleite epyoaieio 1

LN OV LLOLTOL.

Av vimBete €vtovn vTvnAia, 1 oV, LEPIKES POPES, SLOTICTMCETE OTL Gag TaipveEL EQPVIKA O VTTVOG,
nepuévete péxpt va EUTVNGETE TELEIG TPV 00N YNGETE 1 KAVETE OTIONTOTE TOL OMALTEL VO €l0TE OF
€YPNYOPOT|. X SPOPETIKN TEPINTM®ON UTOpEl va BEGETE TOV E0VTO GOG 1] TOLG AAAOVG GE KivOuvo
cofapod TpavpaTIcHob 1 Bavdtov.

To Corbilta mepéyerl caxyapolin

To Corbilta mepiéyet caxyapdln (1,6 mg/diokio). Av 0 YTpdS GOC, OUG EVNUEPMGE OTL EYETE
dvcaveéio 6 OpIoUEVA GAKYOPO, EMIKOWVMVIOTE LE TOV YIATPO GG TPV TAPETE CLTO TO PAPLLOKO.

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

3. og va wapete 1o Corbilta

[Téavtote va maipveTe T0 PAPLOKO OVTO OVOTNPE COUPOVO. LE TIG 0dNYIEG TOV YITPOV T} TOL
Qoppoakomolov coc. Edv éxete apeiporieg, potiote TOV Y10TPO 1] TOV GOPLOKOTOLO GOG.

Mo evAAKec Kot NMKIOUEVOLC:

- O ywtpog oag Ba cag mel akpPac oo diokio Corbilta va maipvete kaBe nuépa.

- Mnyv yopilete 1 unv ondte ta diokio 68 PIKPOTEPH KOUUATIOL.

- [Ipéner va maipvete povo éva diokio kdbe popd.

- Avdloya pe 10 IO avTidpate 61N Bepaneia, 0 YOTPOS GOG UTOPEL VO 00G GLGTIHOEL LYNAOTEPN
N xapnAdtepn d6om.

- Eév maipvete diokia Corbilta 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, unv naipvete
neprocotepa and 10 diokia nuepnoing.

Munote pe tov yriTpd 1 Tov eapuaKonold cag av empeite 6t 1 dpdon tov Corbilta givar molv
oyvpN 1 TOAD adbVOUN, 1] AV EREAVICETE TOAVEG OVETIBOUNTEG 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.
ewova 1.

Edv napete peyarvtepn o6on Corbilta andé tnv kavoviki)

Av mapete katd Adbog tepiocdtepa diokia Corbilta amd ot1 mpémel, cupPfovievdeite apéowng tov
YOITPO M TOV PAPLOKOTOLO GOC. X€ TEPIMTMOOT VITEPOOGOA0YING Umopel vo arcBavieite chyyvon 1
avnovyia, o kapdlakdg cog puOudc umopet va givot o apydg N mo Toyde amd TO KOVOVIKO 1 UTopet
VO TUPOVGIUOTEL AAAAYT) GTO YPDOUO TOV EPUATOS, TNG YADGGOC, TOV LOTIOV 1 TOV 0VP®V GOGC.
Eav Egyaoete va napete 1o Corbilta

Mnyv mépete dSmAn 366N Yia Vo avamANpOGETE TO d1oKi0 oV Egydoarte.

Av pecorofei v ard 1 @pa uéypt tnv erdUevVn 8061 GOC:
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[apte €va diokio poiig to Bounbeite kot mhpte TO EMOUEVO O1GKIO TNV KAVOVIKT| DPO.

Av pecolafel Aydtepo omd 1 dpa puéypt Ty exduevn d0om Gogc:
[Tapte €va dioxio poiig to Bounbeite, mepuévete 1 mpa, kot HeTd TAPTE AALO €val diokio. MeTd amod
0T, CLVEYIOTE VO TAIPVETE KOVOVIKE TIG SOCELS.

[Téavta va aprvete vo mepAGEL TOLVAGYIOTOV pia dpa peTa&d Tov AMyenv dtokiov Corbilta yio va
amo@VYeTe TOAVEG AVEMBOUNTEG EVEPYELEC.

Edv otapatioete va naipvere to Corbilta

Mnv ctapatioete tn AMyn Tov Corbilta gdv 6gv 60.G T0 GLGTACEL O YATPOG GOC. 1€ AVTIHV TNV
TEPIMTOOT, O YIOTPOG GG EVOEYETAUL VO TPEMEL VO. pLOUICEL TOL GAA OVTUTOPKIVOOVIKE PAPUAKE OO,
€101KA TN AePOVTOTO, Y10 VO VITAPYEL EMAPKNG EAEYYOG TOV CUUTTOUATOV oaG. Edv dtokdyete
amotopa to Corbilta Kot To VTOAOTA AVTITOPKIVGOVIKA PAPHOKA, UTOPEL VO TPOKANH0VY
OVETBVUNTEG EVEPYELEG.

Edv éxete mepliocOTEPES EPOTNOELG GYETIKA LLE TN XPNON ALTOV TOV POPLEAKOV, POTNCTE TOV YLOTPO M|
TOV POPUUKOTOLO GOG.

4. IMBavég avemBopnteg evépysieg

Onwg 6o Ta eApLOKa, £TCL KoL 0VTO TO QPAPLOKO UTOPEL VoL TPOKOAESEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv Tapovoidlovral oe OAoVG Tovg avBpmdmovg. TToAAéG amod Tic avemBounteg evépyeleg UTopovv
va katampativiodv pe pvbuion g d6omng.

Edv ot d1dpketa g Oepanciog pe Corbilta ppoaviotodv To TOPUKAT® CUUTTOUATO, ETUKOIVOVI|CTE

OpECMS IE TOV Y1UTPO 6ag:

- O1 pbdeg oag Exovv yivel TOAD AKOUTTOL 1] EUPOVILOVY £VTOVEG GLOTAGELS, £XETE TPELOVAO,
avnovyio, GOYYLGoT, TUPETO, TOYVTOALUIA, 1] LEYAAEG OIOKVUAVCELG OTNV CPTNPLOKT GOG TIEDT).
Avtd pumopel va givan cuumtdpato Tov Kakondovg vevpoinmrikod cuvopopov (KN, pog
OTAVIOG GOPap1g aVTIOPUOTC GE PAPHOKO TTOV YPTGLLOTOIOVVTOL Y1 TV AVTIUETOTION
STOPOY MV TOV KEVIPIKOV VELPIKOL GUGTAUATOG) 1] TS pafdopvorvong (Log oTaviog
cofapng HLIKNG SloTapayng).

- Allepyucn| avtidpaon, Ta onueia propei va mepthapPdvovy kvidmwon (kvidmtikd eEavinua),
oayovpa, eEavinua, TpnHéyLo 6To TPOCcWOTO, GTa XEIAN, OTN YA®GGA 1| 6TO AQLULO, TPAYLLO TTOV
umopel va TPOKAAEGEL OUGKOAIN GTIV OVAITVOT 1] GTNV KATATOGN.

ol ovyvég (umopet va. exnpedoovy mepioootepo. amo 1 ota 10 droua):
avelédeykteg Kivnoelg (dvokivnoia)

- aicOnuo adrebeciog (vavtio)

- aKivOLVOG SLGYPOUATIGHOG OVP®Y GE KAGTAVOKOKKIVO YPDLLOL

- LuiKog TdVog

- ddppota.

2VYVEG (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, vrvniio

- éUEeTOC, KOIMOKOG TOVOG Kot duopopia, aicOnua kavcov, Enpoctopia, SuGKOIAOTNTO

- advvapio Tov acevovg va ko Bel, yevdaisOnoelg, cuyyvo, Un eucstoroyikd dvelpa (Letalnd
TOV OTOI®V KOl EPLAATEG), KOVpOoN

- YOYKEG AALUYEG — CUUTEPIAQUPAVOUEVOV TPOPANUAT®OV [E TN UVIUT, GYYOLS Kol KATAOAYNG
(MBavmg pe oKEYELG AVTOKTOVING)

- EMEICOO10 KAPIIKNG 1] APTNPLOKNG VOGOL (T.)Y. TOVOG GTOV BMPOKA), OKAVOVIGTOS KAPILOKOG

TaApOG M pLOUOG
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- TO GLYVES TTAGELS

- Aoy avViIOo oL

- avénpévn epidpwon, eavinuata

- UUIKES KpAUTES, TPNELLO TOV KAT® AKP®V

- Oopumn 6poaon

- avopio

- pelmpévn 6peln, peimon copotikod Bapovg
- TOVOKEPUAOGC, TOVOG GTIC 0pHpMCELS

- AOUDEELG TOL OVPOTONTUKOD.

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

- KapdloKN TPOGROAN

- ooppayic 6To EVTEPO

- oAL0YEG GTOV OPOUO TOV ALLOCOAPIOY TOL UTOPEL VO, EYOVV MG OTOTEAEGLO ALOPPAYia, LN
(PUOIOAOYIKE OTOTEAEGHOTO QOKILACIDV TNG TATIKNG Agttovpyiog

- OTAGLOL

- aicOnua avnouyiog

- YUYOTIKE CUUTTOUATO

- KoAlTId0 (PAeypovn oTo oy £vTEPO)

- SUCYPOUOTIGHOG EKTOC OO TO, OVPO. (). TOV SEPUATOG, TV VOYLDY, TOV LOAADV, TOL 1OPDTO)

- dVGKOAID OTNV KOTATOON

- advvapio ovpnong.

Mn yvootéc (17 ovyvotnTa dev umopel vo. extiunBsi ue foon o diabéoiua dedousva):

EmbBopia yio peydieg 66ceig Tov Corbilta wov vrepPaivouv exeiveg mov amartovvTal yio Tov EAEYY0
KIVITIKOV GCUUTTOUATOV, TOV VOl YVOOTH ®g 6OVIpOoUo amoppvbuiong g viorauiving. Mepikoi
acBeveig mapovotalovy cofapég Un PLGIOAOYIKEG 0KOVG1EG KIVIGELS (OVOKIVINGIES), SIUKVUAVGELS
d1iBeomng 1 GAAeg avemBOUNTEG EVEPYELES HETA ATO TN ANYN LEYAA®Y dOcemv Tov Corbilta.

"Exovv avoopepbel eniong o1 mapakdtom avembounteg evEPYELEC:
- nratitido (pAeYHOVH TOL TOTOC)
- Qoyovpa.

Mropei va gpeavicete Tic axoAovbeg ovemBounTeg eVEpYELEC:
- Advvapia avtictaong otnv mopdpuncn va tpoPeite oe gvépyela mov mhovov va givar
emPrafng, n onoia uropei va meptropPavet:
- duvartn TapOPUN o™ Yo VITEPPOAKT YopTOTUE N TAPA TIG GOPAPES TPOCOTIKES 1)
OUKOYEVELUKES CUVETELEG
- SLPOPOTONLEVO 1] LENUEVO GEEOVOAIKO EVOLOPEPOV KOl GUUTEPLPOPA UE 1d10iTEPT
avnovyia o€ GGG N TOLG YOP® GUG, OTMG Y1 TOPASELY LA, aVENUEVT GeEOVLOAIKT
d1Beom
- avelédeykteg vTepPOrKEG yOpES 1) SATAVEG
- KPOUTAAT PoynToL (KOTAVAAW®GT) LEYAA®Y TOGOTHT®Y GAyNTOV GE UIKPE YPOVIKA
SOTAUATO) 1| KATOVOYKOGTIKN KOATAVAAWDGT) GayNnToy (KATOVAA®MGOT TEPIGSOTEPOV
QAyNTOL OO TO PLGIOAOYIKO KOl TEPIGGOTEPO ATO OGO YPELLeTOL Y10 VO IKovoTotn el 1
TEvVa 00g).

Evnuepdote Tov y10tpo G0¢ €0V TOPOVGLAGETE KATOL0, atd OVTEG TIC GUUTEPLPOPES, Do culntoeTe
TPOTOLE XEPIGHOV 1] LEIWONE TOV CUUTTOUAT®OV CVTOV.

Ava@opd avemOOUNTOV EVEPYELOV

Edv mapatnpnoete kamowa avemBountr evEPYELD, EVIUEPDOTE TOV YIUTPO GOG 1| TOV QUPUOKOTOLO
caG. AvTo 1oybEeL Kot Yo KaOe mhovn avemBOunNTN EVEPYELD TTOL dEV AVAPEPETAL GTO TAPOV POAAO
odnyldv ypnons. Mnopeite eniong va avagépete avemBounteg evépyeleg anevbeiag, LEGH TOV
€0viKov GuoTNIATOG avapopdg Tov avaypaeetol oto [apdpmua V. Méow g avapopdg
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avemBouNnTOV evepyeEl®V pmopeite va Ponbnoete ot cLAAOYN TEPIOCOTEPOV TANPOPOPLDV GYETIKA
LE TNV AOPAAELD TOV TOPOVIOS PUPULAKOV.

5. og va uraccete To Corbilta
To @appaKo avtd TPETEL VO PUAGCCETAL GE LEPT] TOV OEV TO PAETOLY Kot deV TO POGVOLVY T TALOIA.

Na pn ¥p1oUOTOIEITE AVTO TO PAPUOKO HETA TNV NUEPOUNVIL ANENG TOV AVOPEPETAL OTN PLAAT Kol
o710 xouti. H nuepopunvia Anéng sivar n tehevtoio nUEPA TOL PRV TOV AVUPEPETAL EKEL.

To papuaxo avtod dev amartel Waitepeg ouVONKeS POAAENG.

Mnyv metdite @ApLoKa 6To VEPO TNG AMOYETEVOTG 1] 0TA O1KLaKEG amoppippota. Potote tov
(POPLOKOTOL0 GOG Y0l TO MG VO TETAEETE T PAPLLOKO TOV OEV YPNOULOTOLEITE Tl AVTE ToL LéETpa Oat
BonOnoovv oty Tpoctacio Tov TEPPAIAOVTOG.

6. Iepreydpeva TS 6VOKELUGIOS KOl AOUTEG TANPOPOPIES
T egpréyer To Corbilta

- O1 dpacTtikég ovoieg Tov Corbilta givatl n Aefoviona, 1 kapPvTOTa Kot 1) EVIOKOTOVT.

- Kabe diokio Corbilta 100 mg/25 mg/200 mg nepiéyet 100 mg Aefovtonoc, 25 mg kopPfvronog
xot 200 mg evraxamovng.

- Ta GAAe GLOTOTIKG GTOV TVPAVA TOV J1OKIOL Eival VOTPLOVY0G SUGTOVPOVUEVT KAPUEALOLN ,
OTENTIKO HaryVvio10, Auoio apafoacitov, pavvitoin (E421) kot tofddvn (E1201).

- Ta cvotoTikG otV EXKAAVYT 1e AEmTO VUEVIO givarl YAvkepOAN (85 To1c ekatd) (E422),
VEPopeALOLN, 6TENTIKO Hayviolo, ToAvcopPikd 80, epvBpod o&eidto tov adnpov (E172),
cakyopoln, dto&eidio trtaviov (E171) kot kitpvo 0&gidio tov adnpov (E172).

Epg@avion tov Corbilta ko wepreydpeva TS 6V6KELAGIOG

Ta dioxio Corbilta 100 mg/25 mg/200 mg elvor KapekOKKIva 1| YKPLLOKOKKIVA, OBUA, ETKOAVUUEVOL
ue Aemto vUEVIO, Yopig eyKkomn, eépovta Tnv évoelgn “LCE 100” ot pia mievpd tovg.

To Corbilta diatifeton og £€1 dapopetikd peyédn cvokevaciog (10, 30, 100, 130, 175 7 250 dwokia).
Mmropei vo, unv KukAoQopoOV OAEG 01 GLGKEVOGIES.

Karoyog Adsiag Kvkhogopiag
Orion Corporation

Orionintie 1

FI1-02200 Espoo

Ddwvravoia

Mopaockevaotig

Orion Corporation Orion Pharma
Joensuunkatu 7

F1-24100 Salo

Ddvravoia

INo omo1001moTe TANPOPOPIN GYETIKA UE TO TAPOV PUPUAKEVTIKO TPOTOV, TAPAKUAEISTE VO
amevbuvbeite oTov ToTTIKO OvTITPOc®TO ToV Katdyov e Adetag Kukhopopiog:
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Belgié/Belgique/Belgien
Sandoz n.v./s.a.
Tél/Tel: 4322722 97 97

Buarapus
TII Canznos
Ten.: +359 2970 47 47

Ceska republika
Sandoz s.r.0.
Tel: +420 225 775 111

Danmark
Orion Corporation
TIf: +358 10 4261

Deutschland
Orion Corporation
Tel: +358 10 4261

Eesti
Orion Corporation
Tel: +358 10 4261

El)LGoa

Novartis (Hellas) S.A.C.L.

TnA: +30 210 2811712

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Sandoz d.o.o.
Tel. +385 12353 111

Ireland
Orion Corporation
Tel: +358 10 4261

island
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 96 54 3494

Kvnpog
Sandoz GmbH
TnA: +43 5338 200 0
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Lietuva
Orion Corporation
Tel. +358 10 4261

Luxembourg/Luxemburg
Sandoz n.v./s.a.
Tél/Tel: +322 722 97 97

Magyarorszag
Sandoz Hungéria Kft.
Tel.: +36 1 430 2890

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Sandoz B.V.
Tel: +31 (0)36 5241600

Norge
Orion Corporation
TIf: +358 10 4261

Osterreich
Sandoz GmbH
Tel: +43 5338 200 0

Polska
Orion Corporation
Tel.: +358 10 4261

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 924 19 19

Romaénia
S.C Sandoz S.R.L.
+40 21 407 51 60

Slovenija
Lek Pharmaceuticals d.d.
Tel: +386 1 58021 11

Slovenska republika

Sandoz d.d. organiza¢na zlozka

Tel: +421 2 48 200 600

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

Sverige
Orion Corporation
Tel: +358 10 4261



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

To mapdév evAro 0dNYLOV YprioNS avadepOnKe Y10 TELEVTAIN POPE GTIG

Addreg IYEG TANPOPOPLOV

Agntouepeic TANPOQopiec Y10 TO PAPLOKO 0VTO gival S100EGIEC GTOV SIKTVLOKO TOTO TOL
Evponaikod Opyoviopod ®apudxmv: http://www.ema.europa.eu.
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@viro oonYLov piong: Iinpoeopics Yo Tov ypriioty

Corbilta 125 mg/31,25 mg/200 mg emkaivppéva. pe Aenté VPUEVIO dokia
Aepovtoma/KapPvtoma/evaKomdvn

AW PaoTe TPOCEKTIKA OLOKANPO TO PVAAO 001 VLAV YP1ONGS TPLY UPYICETE VO, TAIPVETE VTO TO

QOapROKo, O10TL TEPLAGUPAVEL oNUaVTIKES TANPOPOPIES YIa GaC,

- DdvrdEte avTd TO POAAO 0ONYIOV Ypiomg. Towg ypelaotel va To dafdoete Eavd.

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

- H cvvtayn yuo avtd To pappaKo xopnyndnke amokAEIoTIKA Yo 60c. Agv TPENEL VO ODGETE TO
@apuako og GAlovg. Mmopei va toug Tpokorécetl PAAPT, aKOUa Kol OTOV TO CUUTTMOUOTO TNG
aoBéveldg toug etvan idtol pe T d1kd Goc.

- Edv mopatnpnoete kdmota avemBountn evépyeia, EVNUEPDOGTE TOV YIOTPO 1] TOV QOPLOKOTOLO
caG. Avtd 1oybel Kot Yo KaOe mhavr avemBOUnTn eVEPYELD TTOL EV OVOPEPETAL GTO TAPOV
@OAAO 001 yI®V Ypnons. BAéme mapdypago 4.

T epréyer 1o Tapév OLA0 00N YLOV:

Tt eivon o Corbilta kot oo givar 1 gpron Tov

T pénel va yvopilete mpv wapete 1o Corbilta

[og va ndpete to Corbilta

[Mbavég avemBounteg evépyeleg

[Mog va euidccete to Corbilta

[epieydueva TG cLOKELAGTNG KO AOITEC TANPOPOPIES

ANk L=

1. T givan To Corbilta ko wowa givar 1 ypion Tov

To Corbilta mepiéyet Tpeig dpaotikéc ovsieg (Aefovtona, KapPvTona Kol EVIOKATOVT) o8 £val
EMKAAVUPEVO pE AemTd vpEVio dtokio. To Corbilta ypnoyomoteitan mg Bepaneia yia tn voco TOL
Parkinson.

H véco¢ tov Parkinson mpokaieitot amd younid enineda Piog ovciag YVOoTh 0 VIOTAUivn 6ToV
eyképadro. H Aefovtona av&avel Tnv mocdTNTa TG VIOTOUIVIG KOl ETOUEVMG LEUDVEL TO. CUUTTMOLOTO
g vocov tov Parkinson. H xapfivtona kot 1 evtakamovn BEATIOVOVY TIC OVTITAPKIVOOVIKEG OPACELG
g Aefovtomnoc.

2. T tpémer va yvopilete mpv napete To Corbilta
Mnyv napere to Corbilta o wepintoon:

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

- 7oV €xeTe YAAOKOUO KAEIWGTNG Yoviag (Lo o@BaAipikn dtatapoyn)

- OV £YETE OYKO TOL EMVEPPLOIOV

- OV TAPVETE KATOL QAppaKka yio T Oepameio g KatdOAnyng (cuvdvacHoDg EKAEKTIKMV
avactoréov MAO-A kot MAO-B, 1 un ekiexticotg avaotoreic MAO)

- Tov giyarte moté KoKonBeg vevpoinntikd cuvdpopo (KNI — npokeiton yio omdvia ovtidpaon o€
(APLLOKO TOV XPNOLLOTOL0UVTAL Ylo. T Bgpaneio cofapmv YuyiK®V dlotapaydV)

- 7oV giyote TOTE PN TPALHOTIKY pafdopvoivon (o oTavia Lok dtaTopoyn)

- 7oV €yete Popld Nratikn voco.

IIpog1domou|oElS KOl TPOPVAAEELS

Amevfuvleite oTov yorrpd N Tov eapuakorold cac tpy mhpete to Corbilta eqv yete 1 elyote 6To
moperOoV:
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- KapdloK TPOSPoAn 1| omolesdnmote dAAEG TaBNoELg TG KapIiG, LeTAED TV OTolMV givarl Kot
01 KapdloKES appubpies, | T®V APOPOP®V ayyeimv

- GoBpa M omoladnmote GAAN TAONON TOV TVELHOVAOV

- NnaTiKd TPOPAN e, EXEWON Uropel va amarteitan pHOon g 60ong oag

- VEQPIKT VOOO 1] TOONGELG TOL GYETILOVTAL [IE TIC OPUOVES

- €AKN 6ToUd OV 1| OTOGUOVG

- 0€ MEPIMTMOT TOL £XETE TAPAUTETAUEVT] OLAPPOLL EVILEPDGTE TOV YIOTPO G0G KaOMG pmopel va
elvat onpeio eAeyHovig TOV TOXE0G EVIEPOV

- OMOL0ONTOTE HOPPN COPAPNG WOYIKNG SLOTAPAYNG OT®G Y™

- YPOVIO YAUDK®OUO OVOIKTIG YOVIOG, EXEWON EVOEYXETOL VA ypelaletal pvbpon g 660nG oag Kot
Vo ooLteiTan TapoKoAovOnon g wieong tv opBaAludV Gog.

2vuPovAievteite TOV Y10TPO GOG EAV TOIPVETE EML TOL TOPOVTOC:

- OVTIYOYOTIKE PAPLOKO (PAPUAKO TOL YPNCUYLOTOLOVVTIOL GTNV AVTILETMTION TNG YOYMONC)

- (APLLOKO TO 0010 UTOPEL VO TPOKAAEGEL YOUUNAN APTNPLOKT THECT) OTAV CKMVEGTE OO TNV
kapéha 1 To kpePdtt. Ou tpénel va yvopilete 6T 1o Corbilta evdéyetar va emMOEVMOGEL AVTEG
TIG AVTIOPACELG.

2vuPovievteite Tov yotpd cog av katd t dbpkeia e Beponeiag pe to Corbilta:

- TopoTNPNOETE OTL O1 POEG OOG EVOL TOAD AKAUTTOL 1) EREAVILOVY EVTOVEC GUGTAGCELG, 1] EGV
EUPAVICETE TPOLO, AVNOVYI0, GUYYVOT], TUPETO, TAYLTOANIN, 1| LEYAAES OLOKVLAVGELS OTNV
aptnpokn oag migon. Edv cvuPei otidnmote amd to ovoTEP®, EMKOIVOVI|GTE APECOG UE TOV
TWTpo 6Os.

- aloBavOeite KoTAOAWYT, £XETE OKEYELC Y10 OVTOKTOVIO, 1 TAPATNPNOETE AGLVIOIGTEG AAAAYES
0TI GLUTEPLPOPE GOLG

- MO TMOGCETE OTL GOG TaipVEL EapviKd 0 VITIVOG, 1 av acBdveste Evtovn vtvnAia. Ze T€Toln
nepinT®OoN dev TPENEL VoL odnyeite N va ypnotponoteite epyaieia | pnyovipata (BA. exiong v
Tapdypoeo “Od1ynomn Kot XEPIoUOc UNYovnUaTmy™).

- TapoTNPNOoETE OTL AVEEELEYKTEG KIVIIGELS apyilOouV 1 ETOEVAOVOVTAL LETA TNV EVapEN TNG
Mymc tov Corbilta. Edv copfei avtd, o yiatpdc cog umopel va Tpémet vo KAVEL aAAay™| TG
d0GNG TOL AVTITOPKIVGOVIKOD POPLAKOV TOL TOPVETE.

- TOPOTNPNOETE S1APPOLO: GLVISTATAL TaPaKOoAOVON O™ TOV Bdpovg cag Yo va armopevydel to
EVOEYOLEVO VITEPPOMKNG ATMAELNG PAPOLG

- TOPOTNPNOETE TPOOJELTIKY avopeéia, e§acBévion (advvapia, £dvTAnon) kot andAelo Bapovg
LEGO OE GYETIKA LUKPO YPOVIKO O1A0TN 0. € TETOWN TEPINTOOT, Oa Tpémel va eEeTaoTEL TO
EVOEYOLEVO JIEVEPYELNG HLOG YEVIKNG UTPIKNG EKTIUNONG GUUTEPIAAUPAVOUEVTG TNG NTOTIKNG
Aertovpyiog.

- vidBete TV avaykn va otopatnoete tn xpnon tov Corbilta, A. v Tapdypapo “Edv
otopotnoete va naipvere to Corbilta”.

Evnuepdote 0V Y10Tpd Gog gV £0€IC 1] 1) OIKOYEVELL GOG/0 PPOVTIGTNG GOG OLOTICTMGEL OTL
ToPOLCIALETE CLUTTMOUATA 01OV TTOL 001 YOV otV embupia Yio peyaivtepeg d6oe1g tov Corbilta
KoL GAADV QOPLOKEVTIKGV TPOIOVIMV TOL YPNCILOTO0VVTOL Yo T Bgpaneia Tng vooov Parkinson.

Evnuepdote 0V Y10Tpd Gog £dv €G€IC 1] 1] OIKOYEVELR/O PPOVTIGTNG GOG OLOTICTMGEL TNV ELPAVIOT
TapOpUNoNG 1 EMOBVLLING VO CUUTEPLPEPETTE [LE TPOTOVS OYL SLVNDELS Yo €04G 1| €dv dev umopeite va
avtiotabeite otV Tapopunon, BEANCN N TEWPAGUO va TpoPeite oe evépyeleg mov umopet va, fAdyouv
TOV €0VTO GOG 1 TOVG YOP® GOG. AVTEG 01 GUUTEPLPOPES OvopalovTal SlatapayEg EAEYYXOL TV
TOPOPUNCEMY Kol uopel va tepthapfavouv ebioud ot yaptonaréio, vrepPoAlkn KOTAVIA®ON
QaynNTov 1N VIEPPOMKESG SAMAVES, U1 PUGIOAOYIKA avénpévn oeEovaiikn didbeon 1| evacyoinomn ue
VIEPUETPEG OKEWYELG 1) atoOnpaTa oeEovaikol epieyopévov. O y1otpdg 6og UmoPEl va ¥PELICTEL va
emava&loloynoet ) Bepaneio coc.

O y1atpog 060G UTOPEL VO KAVEL TOKTIKEG EPYASTNPLOKEC EEETAGEIC KATA, TN OIGPKELD LOKPOYPOVIG
Oepaneiog pe to Corbilta.
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Av mpénel va vtoPAndeite o€ xepovpyikn enépPacn, Tapakoreiote va weite oTov yoTpd cog OTL
ypnowonoteite to Corbilta.

To Corbilta dev cuvictdrot yio yprion yia tn Oepaneio eE@TLPAUIIKOY GOUTTOUATOV (T.). AKOVCIEG
KWNGELS, TPEUOVAO, OKAUYIO TOV LOMV KOl LDTKEC GUOTAGELS) TOVL TPOKAAOVVTOL OO GALO QUPLLOKAL.

Moo kar Epnpor

H eumepio pe 1o Corbilta o ac0gveic nAikiog kdto tov 18 etdv givorl meplopicuévn. Eropévac, dev
ovvietdrot i xpron Tov Corbilta 6g modid 1 pnfoug.

Alra @appoxa ko Corbilta

Evnuepaote tov yotpd 1 tov QoppoKonold oo edv maipvete, Exete Tpdcpato TApEL 1] pmopel vo
népeTe GALA PApLOKAL.

Mnyv ndpete 10 Corbilta edv Taipvete GUYKEKPIUEVO PAPLLOKO Y10l TNV AVTIILETMOTICN TG KOTAOAWYNG
(ovvdVAGHOVG EKAEKTIKOV avaoTorémv MAO-A kot MAO-B, 1| un ekiextikovg avactoreig MAO).

To Corbilta gvdéyetar va avénoet Tn dpdor Kot Tig avemBuuNnTeg EVEPYEIEG OPICUEVMV PAPUAK®V.

Meto&d avtdv Teptiapfavovol:

- (APLLOKO TTOV YPTCLUOTOLOVVTOL Y10, TNV OVTLLETOTION TNG KOTAOAYNG OTTmg LokAoPepion,
OULTPLTTIAVY, SECITPALIVY, LOTPOTIALVY], Beviapadivn kot Tapoletivn

- PYUTEPOAT KO IGOTPEVAALVT TTOL YPTCLLOTOLOVVTOL Y10 TNV OVTLUETMTICT| OVOTVEVCTIKMV
nadncemv

- 0OPEVOAIVI] TOL YPNOUYLOTOLEITAL Y10 TNV AVIHETMMICT GOPAPDOV UAAEPYIKMY OVTIOPACEDY

- vopadpevarivr, vromapivn kot Sofovtaptivn Tov ¥PNCLOTOIOVVTAL Y10 TV AVTLLETOTIOT
KOpOOKOV TOBNCEMV KO TNG YAUNANG OPTNPLUKNG TIECTG

- a-HEBVAVTOTO TTOV YPTCIUOTOIEITOL VIO TV GVTHETMMICT TG VYNANG OPTNPLUKNG TIECTG

- OTTOUOPPIVI TTOL YPNGLOTOLEITOL Y10 TNV AVTIUETOTION TG VOGoL Tov Parkinson.

H dpdon tov Corbilta gvdéyetat va eEacBevioel amd opiopéva QApuaKo. T QAPLOKA VT

neptiappavovrat:

- OVTOY®VIOTEG VIOTAUIVIG TTOL (PTCLOTOOVVTOL Y10 TN BEpameia TOV VONTIKOV S10TopaymYV,
™G vouTiog Kot ToL ERETOV

- (OIVVTOTVN TTOV YPTCLUOTOLEITAL Y10 TV TPOANYT TV CTACHUMV

- namoPepivn TOV YPNCIUOTOIEITOL Y0 T YOAAPOOT] TOV LVDV.

To Corbilta propei vo KGveL SUGKOAITEPT] TNV OTOPPOPNOT| TOV GLONPOV ATO TO YUOTPEVTIEPTIKO
ocolva. I't" avtd 1o Adyo, punv maipvete Tavtodypova to Corbilta kot cupminpopate odnpov. To
Corbilta kot Ta copuTANPOUATE GLOTPOV TPEMEL VO AapPBavovTatl pe dapopd 2 £mg 3 wpav.

To Corbilta pe Tpo@n kot 70T6

Mmnopeite va tapete 1o Corbilta pe 1| xwpig tpoen. ' pepikotc acbeveig, to Corbilta pmopet vo unv
amoppo@drtal KoAd, av Anedei poli pe, | Aiyo HETA amd TpoeN TAOVG1N G TPOTEIVES (OTTMG KpéaTa,
YAPLOL, YOAUKTOKOUKE TpoldvTa, 6mdpovg Kot Kaphoa). Zvppfovievdeite tov yiatpod cag, ov
MOTEVETE OTL KATL TETO10 1GYVEL Y10 GOG.

Kbnon, Onraopoc ko yovipdtnto

Edwv eiote éyxvog 1 Onhalete, vouilete 0TL pmopel va giote £ykvog 1 oxed1aleTe Vo AmOKTHOETE T,
{ntote TN GLUPOLAT TOV Y1OTPOD 1] TOV PAPUAKOTOLOD GAG TPV TAPETE AVTO TO PAPLOKO.

Agv mpémel va Ondalete katd ) didpkeo g Oepaneiog pe Corbilta.
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0o1ynon ko EPLoPOg pyavnpdTmy

To Corbilta pmopei vo HeU®OGEL TNV APTNPLOKT OOG TECT e AMOTELECHA VO VIDOETE 0KOTOdIVN 1|
LaAn. Emopévamg, va glote 1daitepa mpoceKTiKol dtav 0dnyeite 1| 0tav ypnoylomoleite epyoieia 1

LN OV LLOLTOL.

Av vioBete €vtovn vTvnAia, 1 oV, LEPIKES POPES, SLOMIGTMOCETE OTL Gag TAlpVEL EQPVIKA O VTTVOG,
nepluévete PEYPL va EUTVIOETE TEAEIWG TPV 00N YNOETE 1] KAVETE OTIONTOTE TOV OALTEL VO €l0TE OF
€YPNYOPoT|. X SPOPETIKN TEPinT®ON Umopei va 0EceTe TOV E0VTO GOG 1] TOLG AAAOVG GE Kivouvo
cofapov TpavpoTicrod 1 Bavdrtov.

To Corbilta mepéyerl caxyapolin

To Corbilta mepiéyet caxyapdln (1,6 mg/diokio). Av o yaTpdg GOC, COG EVIUEPMTE OTL EYETE
dvcaveéio 6e OpIoUEVA GAKYOPO, EMKOWVMVNOTE UE TOV YIOTPO GOG TPV TAPETE CLTO TO PAPLLOKO.

To pdappaxo avtd mepiéyel Aydtepo amd 1 mmol (23 mg) vatpiov avd HEYIGTN GUVIGTOUEVN
nuepnoa 8601, eival avtd Tov ovopdlovpe «eAebBepo vatpiovy.

3. [ og va tapete To Corbilta

[Tédvtote va maipvete T0 PAPUAKO OVTO OVOTNPA COUPOVO E TIG 0ONYIEG TOV YIUTPOV T} TOL
Qoppokomolod coc. Edv éxete apeiPorieg, poTNote TOV Y10TPO 1] TOV POPLOKOTOLO GO,

Mo evAkec Kot NMKIOUEVOLC:

- O ywtpog oag Ba cag mel akpipig moca diokio Corbilta va maipvete kKaBe nuépa.

- Mnyv yopilete 1 unv ondte ta diokio 68 PIKPOTEPH KOUUATIOL.

- [Ipénerl va maipvete povo Eva diokio kébe popd.

- Avdloya pe To IO avTIdpate 6T Bepameia, 0 YTPOS GO UTOPEL VO GG GLGTHOEL LYNAOTEPN
N xapnAdtepn d6om.

- Eév maipvete diokia Corbilta 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, unv naipvete
neplocodtepa and 10 diokia nuepnoiog.

Munote pe tov yrioTpd 1 Tov eapuokonold cog v Bewmpeite 6t 1 dpdon tov Corbilta givor molv
oyvpN 1 TOAD adbVOUN, 1] AV EREAVICETE TOAVEG OVETIBOUNTEG EVEPYELEG.

Ewova 1

Mo va avoi&ete ™ @LaAN Yo TpdTN QPOpd: avoi&te 10
OO, KOL GTY] CUVEYEW TECTE LE TOV avTiyelpd cog
ndveo o©T10 oepaylopo péxpt avtd vo omdoel. BA.
gwova 1.

Edv napete peyoardtepn o6on Corbilta andé tnv kavoviki)

Av mapete katd Adbog tepiocdtepa diokia Corbilta amd ot1 mpémel, cupPfovievdeite apéowng tov
YWITPO M TOV PAPUOKOTOLO GOC. 1€ TEPITTMOT VITEPOOGOA0YING Hmopel va aicBavieite chyyvon 1
avnovyia, o kapdlakdg cog puOudc umopet va givot o apydg 1 mo Toydg amd TO KOVOoVIKO 1 UTopei
VO TUPOVGIUOTEL GALOYT GTO YPOUN TOV OEPUATOS, TNG YADSGUC, TOV LATIOV 1] TOV 00P®V GOGC.
Eav Egyaoete va mapete To Corbilta

Mnyv napete SmAN 3OGN Y10 VO, AVOTANPOCETE TO d1oKio oV Egydoarte.

Av pecorofei v ard 1 @pa uéypt tnv erdUevVn 8061 GOC:
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[apte €va dioxio poAig to Bounbeite kon mhpte TO EMOUEVO O1GKIO TNV KAVOVIKT| DPO.

Av pecorafel AMydtepo omd 1 dpa puéypt Ty exduevn d6om Gog:
[Tapte €va dioxio poiig to Bounbdeite, mepiuévete 1 mpa, kot LeTd TAPTE GALO €val diokio. MeTd amod
0T, CLVEYIOTE VO TAIPVETE KOVOVIKE TIG SOCELS.

[Tévta va apfvete vo TepAcEL TOVAGYIGTOV Lo dpa petald Tov AMyewnv diokiov Corbilta yia va
amo@VYeTe TOAVEG avemOOUNTES EVEPYELEC.

Edv ctapoatiocere va naipvete to Corbilta

Mnyv ctapatioete ) AMyn Tov Corbilta €dv 6gv 60.G T0 GUGTACEL O YTPOG GOC. XE AVTHV TNV
TEPIMTOOT, O YIOTPOG GOG EVOEYETAL VO, TPETEL VO pUOUICEL TAL AAAN AVTITOPKIVGOVIKA QAPHOKE GO,
€101KA TN AEPOVTOTA, Y10 VO VITAPYEL EMAPKNG EAEYYOG TOV CUUTTOUATOV oaG. Edv dtokdyete
anotopa to Corbilta Kot To VIOAOUTA AVTITOPKIVEOVIKG GApLOKa, UTOPEL Vo TPpokAnBovv
OVETBVUNTEG EVEPYELEG.

Edv éxete mepliocOTEPES EPOTICELG GYETIKA LE TN XPTION CLTOV TOV PAPUAKOV, POTNGTE TOV YLOTPO 1|
TOV POPLOKOTOO GOG.

4. IMBavég avemBopnteg evépysieg

Onwg 6ha To pAppoKa, £T6L Kot 0VTO TO PAPHOKO UTOPEL VoL TPOKAAEGEL AVETIOOUNTESG EVEPYELES, OV
Kot 6gv Tapovoidlovral oe 6AoVG Tovg avBpmmovc. [ToAlég amd Tic avemBounteg evEpyeleg UTOPOLV
va katampatviouv pe pubuion g d6omng.

Edv ot d1dpketa g Oepanciog pe Corbilta ppoaviotodv To TOPUKAT® CUUTTOUATO, ETUKOIVOVI|CTE

OpECMS IE TOV Y10TPO 6Og:

- O1 pbdeg oag Exovv yivel ToAD AKOUTTOL 1 EUPOVICOVV £VTOVEG GUOTAGELS, £XETE TPELOVAO,
avnovyio, GOYYLGoT, TUPETO, TOAYVTOAULA, 1] LEYAAEG OIOKVUAVOELG GTNV APTNPLOKT GOG TIEDT).
Avtd pumopel va givan cuumtdpato Tov Kakondovg vevpoinmrikod cuvopopov (KN, pog
OTAVIOG GOPap1g aVTIOPUOTC GE PAPHAKO TTOV YPTGILOTOIOVVTOL Y1 TV OVTIULETOTION
STOPAYDV TOV KEVIPIKOV VELPIKOV GUGTHHATOSG) 1 TNG pafdopvorvong (Hag oTaviog
cofapng HLIKNG SloTapayng).

- Allepyuc| avtidpaon, Ta onpeio uropei va epthapPdvovy kvidmwon (kvidmtikd eEavinua),
oayobpa, eEavinua, TpH&yLo 6To TPOCHOTO, GTa XEIAN, OTN YA®GGA 1) 6TO AQLILO, TPAYLLO TTOV
umopel va TPOKAAEGEL SUGKOAID GTNV OVATVOT 1] GTNV KATATOGN.

ol ovyvég (umopet va. exnpedoovy mepioootepo. amo 1 ota 10 droua):
avelédeykteg Kivnoelg (dvokivnoia)

- aicOnuo adrebeciog (vavtio)

- aKivOUVOG SLGYPOUATIGHOG OVP®V GE KAGTAVOKOKKIVO YPDLLOL

- LiKog Tdvog

- ddppota.

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

LaAn M MmoBopio Ady® yopUnAng apTnPLoKnG TESNG, VYNAT apTNploK Tieon

- eMdeivon TV cuuUTTOUAT®V TNg vosov Tov Parkinson, {aAn, vrvniio

- €UETOC, KOIMOKOG TOVOGS Kot duopopia, aicnuo kKavcov, Enpoctopia, SuGKOIAOTNTO

- advvapio Tov acevovg va ko Bel, yevdaisOnoelg, cuyyvo, Un eucstoroyikd dvelpa (Letalnd
TOV OTOI®V Kol EPLAATEG), KOVpOoN

- YOYKEG AALUYEG — CUUTEPIAAUPAVOUEVEOV TPORANUATOV LE TN UVIUN, GyYOLS Kol KOTAOAYNG
(MBavmg pe oKEYELG ALTOKTOVING)

- EMEICO010 KAPIOKNG 1] APTNPLOKNG VOGOL (T.)Y. TOVOG GTOV BMPOKA), OKAVOVIGTOS KAPILOKOG

TaApOG M pLOUOG
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- TO GLYVEC TTOGELS

- Aoy avViIOo oL

- avénpévn epidpwon, eavinuata

- UIKEG KPAUTES, TPNEHO TOV KAT® AKP®V

- Oopumn 6poaon

- avopio

- pelmpévn 6peln, peimon copotikod Bapovg
- TOVOKEPUAOGC, TOVOG GTIC 0pHpMCELS

- AOUDEELG TOL OVPOTONTUKOD.

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

- KapdloKN TPOGROAN

- ooppayic 6To EVTEPO

- oALoyEG OTOV OPOUO TOV ALLOCOAPIOY TOL PTOPEL VO, EYOVV MG OTOTEAEGLO OLOppayia, Un
(UOIO0AOYIKE OTOTEAEGHOTO QOKILACIDV TNG TOTIKNG Agttovpyiog

- OTAGLOL

- aicOnua avnouyiog

- YUYOTIKE CUUTTOUATO

- KoAiTId0 (PAeypovn oto oy £viepPo)

- SUCYPOUOTICHOG EKTOC OO TOL 0VPA (). TOV SEPUATOG, TOV VOYLDY, TOV LOAADV, TOL 1OPDTO)

- dVGKOAID OTNV KATATOON

- advvapio ovpnong.

Mn yvootéc (n ovyvotnta dev propei va ektunBei pe Baon ta dwbéoyua dedouéva):

EmbBopia yio peydieg 66ce1g Tov Corbilta mov vrepPaivouv exeiveg mov amattovvtal yio Tov EAeyy0
KIVITIKOV GUUTTOUATOV, TOV V0L YVOOTN G GUVIPOUO omoppvbpiong g viomapuivine. Mepikoi
acBeveig mapovotalovy cofapég Un PLGIOAOYIKEG 0KOVG1EG KIVIGELS (OVOKIVINGIES), SIUKVUAVGELS
duBeomng 1 GAAeg avemBOUNTEG EVEPYELEG LETA OO TN ANy HeYdAwV docemv tov Corbilta.

"Exovv avoopegpbel eniong o1 mapakdto avemBounteg evEPYELEC:
- nratitido (pAeYHOVH TOL TOTOC)
- Qoyovpa.

Mropei va gpeavicete Tic axoAovbeg ovemBounTeg eVEpYELEC:
- Advvapio avtiotaong otnv mopdpuncn va tpoPeite oe gvépyela mov mbavov va givar
emProfng, n onoio propel va meptropfavet:
- duvartn mapopunon yio vepPoiikn yapTomaiSio Tapd TIG GoPaPEG TPOSOTIKES Iy
OUKOYEVELUKES CUVETELEG
- SLPOPOTONLEVO 1] LENUEVO GEEOVOAIKO EVOLOPEPOV KOl GUUTEPLPOPA LE 1d104TEPT
avnovyia o€ €GAG 1 TOLG YOP® GUG, OTMG Y10 TAPASELY LA, AVENUEVT] GeEOVOAIKT
d1Beom
- avelédeykteg vITEPPOAKEG AyOPES 1) SATAVEG
- KPOUTAAT PoynToL (KOTAVAAW®GT) LEYAA®Y TOGOTHT®Y GAyNTOV GE UIKPE YPOVIKA
SOTAUATO) N KATOVOYKOOTIKT KOATAVAAWDGCT) @ayNnTov (KATOVAA®MGOT TEPIGGOTEPOV
@ayNToL OO TO PLGLOAOYIKO KOl TEPIGGOTEPO ATO OGO YPEILETAL V1o VO KovoTotnOel 1
neiva oag).

Evnuepdote Tov y10tpo G0¢ €0V TOPOVGLAGETE KATOL0, 0td OVTEG TIC GUUTEPLPOPES, Do culnToeTe
TPOTOVE XEPIOUOD 1} LEIDMONE TOV CUUTTOUAT®OV CVTOV.

Ava@opd avemOuuUNTOV EVEPYELOV

Edv mapatnpnoete kamowo avemBountn evépyeLd, EVNUEPDOTE TOV YIOTPO GUG 1| TOV QUPUOIKOTOLO
caG. AvTo 1oybEeL Kot Yo KaOe mhovn avemBOunNTN EVEPYELD TTOL dEV AVAPEPETAL GTO TAPOV POAAO
ooy ypnons. Mrnopeite emiong va avagépete avemBounteg evépyeleg anevbeiag, LEGH TOV
€0vikov GuoTNIATOG avapopdg Tov avaypdeeTot oto [lapdpmua V. Méow g avapopdg
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avemBOUNTOV EVEPYEL®V Umopeite va fonbNnoete 0T GLAAOYN TEPIGCOTEPOV TANPOPOPIDV GYETIKA
LE TNV AOPAAELD TOV TOPOVIOS PUPUAKOV.

5. og va uraccete To Corbilta
To @appaKo avtd TPETEL VO PUAGCCETAL GE LEPT] TOV OEV TO PAETOLV Kot OgV TO PBAVOLVY Ta TOdLAL.

Na pn xp1OILOTOIEITE AVTO TO PAPLOKO HETA TNV NUEPOUN VL ANENG TOV AVOPEPETAL OTN OLAAT Kol
o10 kovuti. H nuepopunvia Anéng sivar 1 tedevtoio nUEPA TOL UV TOV AVOPEPETAL EKEL.

To papuaxo avtod dev amartel Waitepeg ouVONKeS POAAENG.

Mnv metdite @AppoKa 6To vepod NG AmoYETEVONG 1) 0TA 01Kk amoppippota. Pomote tov
(POPLLOKOTTOL0 GOG Y10l TO MG VO TETAEETE T PAPLLOKO TTOV OEV YPTCLOTOLELTE Tl AT ToL pLETpo. Oal
BonOnoovv oty Tpoctacio Tov TEPPAIAOVTOG.

6. Iepreyopeva TS 6VOKEVLAGINS KOl AOUTES TANPOPOPIES
T tepréyer o Corbilta

- O1 dpaoTtikég ovoieg Tov Corbilta givar n Aefoviona, 1 kapPvTOTa Kot 1 EVIOKOTOVY.

- Kd&Be diokio Corbilta 125 mg/31,25 mg/200 mg mepiéyet 125 mg AePfovionac, 31,25 mg
kapPwvtonog ko 200 mg evraxamdvng.

- Ta GAAo GLGTATIKG GTOV TLPTVA TOV S10KIOL Elval VOTPLOVY0G SLLGTAVPOVIEVT KAPUEALOLN,
OTEOTIKO HOyVIO10, Apvlo apafoacitov, pavvitoin (E421) kot mofdovn (E1201).

- Ta cvotaTikd oty eTKAAvY™ Le AemTO VUEVIO givar YAvkepOAn (85 To1g ekatd) (E422),
VIpopeAAOL, OTEATIKO Hayviolo, ToAvcopPikd 80, epuBpod o&eidio tov cdnpov (E172),
cakyopoln kot d10éeidio Titaviov (E171).

Epgévion tov Corbilta kon mepreyopeva g cvokevaciog

Ta dioxio Corbilta 125 mg/31,25 mg/200 mg givor avorytod KAPeEKOKKIVOL YPOUATOS, OPAA
EMKOAVUUEVE [LE AETTTO VUEVIO, EpovTa TNV £voeln “LCE 125” ot pia thievpd tovg.

To Corbilta 125 mg/31,25 mg/200 mg dwotifetan o€ mévte drapopeTikd peyédn cvorevaciog (10, 30,
100, 130 1 175 dwokia). Mmopei va unv KukAo@opovv OAEG 01 GUCKEVAGIES.

Katoyog Adsrwog Kvkrogpopiag
Orion Corporation

Orionintie 1

F1-02200 Espoo

dwviavdia

Hopaokevactiig

Orion Corporation Orion Pharma
Joensuunkatu 7

FI-24100 Salo

dwviavdia

INo omoladMmote TANPOPOPic GYETIKA LE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKOAEITTE VO
amegvBuvbeite oToV TOTIKO OvTITPOc®wTO Tov Katdyov g Adetag Kuklopopiag:
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Belgié/Belgique/Belgien
Sandoz n.v./s.a.
Tél/Tel: +32 2 722 97 97

Buarapus
TII Canznos
Ten.: +359 2970 47 47

Ceska republika
Sandoz s.r.o.
Tel: +420 225 775 111

Danmark
Orion Corporation
TIf: +358 10 4261

Deutschland
Orion Corporation
Tel: +358 10 4261

Eesti
Orion Corporation
Tel: +358 10 4261

El)LGoa

Novartis (Hellas) S.A.C.L.

TnA: +30 210 2811712

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Sandoz d.o.o.
Tel. +385 12353 111

Ireland
Orion Corporation
Tel: +358 10 4261

island
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 96 54 3494

Kvnpog
Sandoz GmbH
TnA: +43 5338 200 0
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Lietuva
Orion Corporation
Tel. +358 10 4261

Luxembourg/Luxemburg
Sandoz n.v./s.a.
Tél/Tel: +32 2 722 97 97

Magyarorszag
Sandoz Hungéria Kft.
Tel.: +36 1 430 2890

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Sandoz B.V.
Tel: +31 (0)36 5241600

Norge
Orion Corporation
TIf: +358 10 4261

Osterreich
Sandoz GmbH
Tel: +43 5338 200 0

Polska
Orion Corporation
Tel.: +358 10 4261

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 924 19 19

Romaénia
S.C Sandoz S.R.L.
+40 21 407 51 60

Slovenija
Lek Pharmaceuticals d.d.
Tel: +386 1 58021 11

Slovenska republika

Sandoz d.d. organiza¢na zlozka

Tel: +421 2 48 200 600

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

Sverige
Orion Corporation
Tel: +358 10 4261



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

To mapév pvAiro 0dNYLOV YprioNS avadepOnKe Y10 TELEVTAIN POPE GTIG

Aldeg Tyég TANPOQOPLAOV

Agntouepeic TANPOoQopiec Y10 To PAPLOKO 0VTO gival 100EGIEC GTOV SIKTLOKO TOTO TOL
Evponaikod Opyoviopuod ®apudrkmv: http://www.ema.europa.eu.
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@viro oonYLov ypiong: Iinpoopics yia Tov ypriioty

Corbilta 150 mg/37,5 mg/200 mg smkalvoppévae pe Aenté vpuévio dokia
Aepovtoma/KapPivtoma/evtakandvn

AW PaoTe TPOCEKTIKA OLOKANPO TO PVALO 001 VLAV YP1ONGS TPV UPYICETE VO TAIPVETE AVTO TO

QapPROKO, O10TL TEPLAOUPAVEL ONUAVTIKES TANPOPOPIES Y10 GaC,

- DdvrdEte avTd TO POAAO 0ON YLDV Ypomg. Towg ypelaotel va To dafdoete Eavd.

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

- H cvvtayn yuo avtd To pappaKko xopnyndnke amokAeloTikd yio 6og. Aev TPENEL VO, SDGETE TO
@apuako o€ GAlovg. Mmopei va toug Tpokoarécetl PAAPT, Ao Kot OTOV TO CUUTTMOUOTO TNG
aoBéveldg toug etvan idtol pe T dikd Gog.

- Edv mopatnprioete kdmola avemBOunTn evEpyeln, EVINUEPDOGTE TOV YIATPO 1] TOV (POPLOKOTOLO
cag. Avtd 1oybet Kot yio kéOe mbovn avemBOUNTN EVEPYELD TOV OEV OVAPEPETAL GTO TAPOV
@OAAO 001 yI®V Ypnons. BAéme mapdypago 4.

T epréyerL 1o Tapoév @OLA0 00N YLOV:

Tt eivon o Corbilta kot ot givot 1 gpron Tov

T mpénel va yvopilete mpv wapete 1o Corbilta

[og va napete to Corbilta

[MBavég avemBounteg evépyeleg

[Mog va purdccete to Corbilta

[epieydueva TG cLOKELAGTNG KO AOITEC TANPOPOPIES

ANk L=

1. T givan To Corbilta ko wowa givar 1 ypion Tov

To Corbilta mepi€yet Tpeig dpaotikéc ovoieg (Aefovtona, KapPvTona Kol EVIOKATOV) 8 Eval
EMKAAVHPIEVO pE AemTd VpEVio dtokio. To Corbilta ypnoyomoteitan mg Bepaneia yio tn voco ToL
Parkinson.

H véc0o¢ tov Parkinson mpokaieitot amd younid eninedo pog ovsicg yvootn g VIoTapivn 6Tov
eyképodro. H Aefovtona av&avel Tnv mocdTNT TG VIOTOUIVNG KOl ETOUEVMG LEDVEL TO, CUUTTMOLOTO
g vocov tov Parkinson. H xapfivtona kot 1 evtakamovn BEATIOVOVY TIC OVTITAPKIVOOVIKEG OPAGELG
g Aefovtomnoc.

2. T pémer va yvopilere mpv mapete To Corbilta
Mnyv napete To Corbilta o€ mepinToon:

- aAdepyiog otn Aefovtona, oty KapPvTOTa 1) OTNV EVIOKATOVT 1] G OTO00NTTOTE GALO ATTd Ta.
GULOTATIKA QLTOV TOV POPLAKOV (OVAPEPOVTAL GTNV TAPAYPAPO 6)

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

- OV €YETE OYKO TOL EMVEPPLOIOV

- OV TOPVETE KATOW0 QApLOKa Yo T Oepameia Tng KaTaOAYNG (GVVIVAGHODG EKAEKTIKMV
avactoréov MAO-A kot MAO-B, 1 un ekiexticotg avaotoreic MAO)

- nov giyate ToTE KoKONOeG vevpoinntikd cuvdpopo (KNI — npokeitan yio ondvia avtidpaor og
(APLLOKO TTOV XPTOLUOTOL0vVTAL Y10 T Bgpaneio cofapmv YuyiK®V dotapaydv)

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

- 7oV €xeTe Popld Nratikn voco.

IIposgidomou|oElS KoL TPOPVAGEELS

AmevOuvleite otov yotpo 1 TovV Qaprokorold coc tpwy mhpete to Corbilta eqv yete 1) glyote 6To
moperOoV:
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- KapdloK TPOSPoAN 1| omolesdnmote AAAEG TaBNoELG TG KapIAG, LeTAED T™V OTolV givar Kot
01 KapdloKES appubuies, 1| TOV AHOPOP®V aryyeimv

- GoBpa M omoladnmote GAAN TAON O™ TOV TVELHOVAOY

- Nnatikd TpoPANUa, EXEWON Uropel va amorteitan pvbpon g 66ong cog

- VEQPIKN VOCO 1] TaBNGELG ToL oYeTi{oVTaL [IE TIC OPUOVES

- €AKN 6ToUd OV 1| OTOGUOVG

- 0€ MEPIMTMON TOV £YETE MAPOTETAUEVT O1APPOLN. EVIUEPDOTE TOV YIATPO Gag KOOMG Uropel va
elvat onpeio pAeypovig Tov To€0g EVIEPOL

- OTOL0ONTOTE HOPPN COPAPNG YOYIKNG dLATOPAYNG OTMG WOY®ON

- YPOVIO YAODK®UO OVOIKTNG Y®VING, ENEON evOEYETOL va ypetaletar pHBuon g 66omg oag Kot
Vo omotteiTan TapoKolovonon g wieong Tv oeBaAludV Gog.

2vuPovigvteite TOV Y1TPO GOC EAV TOIPVETE EML TOL TAPOVTOC:

- OVTIYOYOTIKE PAPLOKO (PAPULAKO TTOL YPNCUYLOTOIOVVTIOL GTNV AVTILETMTION TNG WYOYMONC)

- (APLLOKO TO OTO10 UTOPEL VO TPOKOAEGEL YOUNAT APTNPLOKT TIECT] OTAV OTKMOVEGTE OO TNV
Kkapéxia 1 1o kpePdri. Oa tpénel va yvopilete 6T To Corbilta evdéyetal va emOEVMOGEL AVTEG
TIG AVTIOPACELG.

2vuPovigvteite Tov yotpd oog av Katd T didpkela e Beponeiag pe to Corbilta:

- TopoTNPNOETE OTL 01 POEG 0aG Eivat TOAD dKoUTTOL 1) EUPAVILOVY EVTOVEC GUGTIACELS, 1] EGV
EUPAVICETE TPOWO, AVNOVYI0, GUYYVOT], TVPETO, TOYLTOALIN, | LEYAAES OOKVLAVGELS OTNV
aptnplaxn oag mieorn. Edv coufei otionmote amd to ovoTEP®, EMKOIVOVI|GTE APECOG UE TOV
TWTpo 6Os.

- alcBavieite KaTaOAWYT, £xETE GKEYELS Y10 AVTOKTOVIO, 1] TAPAUTNPNOETE AGLVNOIGTEG AAAAYES
0TI GLUTEPLPOPE GOG

- SmMoTMOCETE OTL GOG TAipVEL EaPViKA 0 VITVOG, 1 av acBdveste Evtovn vvnAia. Ze Té€Toln
nepinT®on dev mPENEL va, odnyeite N va ypnotponoteite epyaieia | pnyovipata (BA. exiong v
Tapdypoeo “Od1ynomn Kot XEPIoUOS UNYovnHAT®Y™).

- TopaTNPNOETE OTL AVEEEAEYKTEC KIVIGELS apyilovV 1 emdevdvVOoVTaL HETA TNV Evapén Tng
Mymc tov Corbilta. Edv copfei avtd, o y1atpdc cog umopel va Tpemet vo. KAVEL aAAay™| TG
d0CNG TOL AVTITOPKIVGOVIKOD POPLAKOV TOL TAPVETE.

- TOPUTNPNOETE SIAPPOLO: GLVICTATAL TaPAKOAOVON O™ TOV Bépovg cag Yo va amopevydel to
EVOEYOUEVO VTTEPPOMKNG ATMAELNG fAPOVG

- napaTnpoeTe TPoodevtikn avopeéio, eEacbévion (advvapio, e£dvtinon) kot andAelo BApovg
LEGO OE GYETIKA LUKPO YPOVIKO S1AoTN . e TETOwN TTEPINTOT, Oa Tpémel va eEeTaoTel TO
EVOEYOLEVO JIEVEPYELOG HLOG YEVIKNG IOTPIKNG EKTIUNONG CUUTEPIAQUPAVOUEVTG TNG NTOTIKNG
Aertovpyiog.

- viwbete Vv avdykn va otapatioete ) yprion tov Corbilta, BA. Tnv Topdypapo “Edv
otopotnoete va taipvere to Corbilta”.

Evnuepdote 0V Y10Tpd Gog edv £6€IC 1] 1) OIKOYEVELY GOG/0 PPOVTIGTNG GOG OLOTICTMGEL OTL
TaPoLCIALETE CUUTTOWOTA 010D TTOV 03N YOVV oty emfopia Yo peyaivtepeg do6oelg tov Corbilta
Kol GAADV QOPLOKEVTIKGV TPOIOVIMV TOL YPNCILOTO0VVTaL Yo TN Bepaneia Tng vooov Parkinson.

Evnuepdote oV Y10Tpd Gog v €G€IC 1] 1] OIKOYEVELD/O PPOVTIGTNG GOG OLOTICTMGEL TNV ELPAVIOT|
TapOpUNoNg 1 EMBLUING VO GUUTEPIPEPESTE [Le TPOTOVS OYL SLVNDELS Yo €04G 1| €dv dev umopeite va
avtiotabeite otV Tapodpunon, BEANCN 1 TEWPACUO va TpoPeite o€ evépyeleg Tov umopet va, fAdyouv
TOV €0VTO GOG N TOVG YOP® GOG. AVTEG 0L GUUTEPLPOPES OvOUALovTal SlaTapayEg EAEYYXOL TV
TOPOPUNCEMY Kol uopel va tepthapfavouv ebioud ot yaptonaréio, vrepPoAlkn KATAVIA®ON
@aynNTov 1N VIEPPOMKESG SAMAVESG, U1 PUCIOAOYIKA avénpévn oeEovaitkn didbeomn 1 evacyoAnon pe
VIEPUETPEG OKEWYELG 1) ctoOnpaTa oeEovaikol mepieyopévov. O y1oTpodg oG UIOPEL Vo YPELOCTEL va
emava&loloynoet ) Bepaneio coc.

O y1atpog 6aG UTOPEL VO KAVEL TOKTIKEG EPYUCTNPLOKEG EEETAGEIC KATE TN OLAPKELD LOKPOYPOVIG
Oepoameiog pe to Corbilta.
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Av mpémel va vtoPAndeite o€ yelpovpyikn enéuPaon, Topakareiote va Teite 6TOV YTpd 0aG OTL
ypnowonoteite to Corbilta.

To Corbilta dev cuvictdrot yia xprion yia tn Oepaneio eE@TLPAIIK®OY GOUTTOUATOV (T.). AKOVCIEG
KWNGELG, TPEUOVAO, OKOUYIN TOV LOMV KOl LDTKEC GUOTAGELS) TOL TPOKAAOVVTOL OTTO GALO QUPLLOKAL.

Howora xat Epnpor

H eumepio pe 1o Corbilta o ac0gveic nAikiog kdto tov 18 etdv givol teplopicuévn. Eropévac, dev
ovvietdrtol n yprion Tov Corbilta 6g modid 1 pnfoug.

Alrao @appoxa kot Corbilta

Evnuepaote tov yiatpd 1 Tov opuoKonold cog ehv Taipvete, Exete Tpdopato ndpet 1) pmopet vo
népeTe GALA PApLOKAL.

Mnyv ndpete 1o Corbilta edv Taipvete GUYKEKPIUEV PAPLOKO YIOL TNV AVTILETMOTIOT TNG KOTAOAWYNG
(ovvdVAGHOVG EKAEKTIKOV avaoTorémv MAO-A kot MAO-B, 1| un ekiextikovg avactoieig MAO).

To Corbilta gvdéyetat va avénoet tn dpdomn kot Tig avemBOUnTEG EVEPYEIEG OPICUEVOV PAPUAKOV.

Meto&d avtdv Teptiapfavovol:

- (APLLOKO TTOV YPTCLUOTOLOVVTOL Y10, TNV OVTIUETOTION TNG KATAOAYNG OTTmg pokAoPepion,
OULTPVTTIAIVY, dECUTPALivY, LOTPOTIAIVY, Peviapadivn Kot Tapoletivn

- PUUTEPOAT KOl IGOTPEVAALVT TTOV YPTGLULOTOLOVVTOL Y10 TNV OVTLUETMICT|] OVOTVEVCTIKMV
nadncemv

- 0OPEVOAIVI] TTOL YPNOULOTOIEITAL Y10 TV AVTHETMTMICT GOPAPDV OAAEPYIKMV AVTIOPACEDY

- vopadpevarivr, viomapivn kot 60BovTapivr Tov YPNCLLOTOIOVVTOL Y10 TV VTLLETMOTIOT
KOPOOKOV TOBNGEMV KO TNG YAUNANG OPTNPLOKNG TIECTG

- a-pEBVAVTOTO TTOV YPTCIUOTOIEITOL Y10 TNV AVTIHETMMICT TG VYNANG OPTNPLOKNG TIECTG

- OTTOLOPOIVY) TTOL YPNCYOTOLEITAL Y10l TNV AVTILETOTIOT TG VOsoL Tov Parkinson.

H dpdon tov Corbilta gvdéyetar va eEacbevioel amd opiopéva @appoKo. To eAPLOKA GVUTH

neptiappavovrat:

- OVTOY®VIOTEG VTOTAUIVIG TOL (PTCLOTOOVVTAL Y10 T BEPUTELN TOV VONTIKOV S10TOPOY DY,
NG vouTiog Kot TOL ERETOV

- (OIVVTOTVN TTOV YPTCLULOTOLEITOL Y10 TV TPOANYT] TV CTACHUMDY

- namofepivn TOV YPNCUOTOIEITOL Y10 TI YOAAPWOOT] TV HLUMV.

To Corbilta pmopet vo KGveL SUGKOAITEPT] TNV OTOPPOPTOT) TOV GLONPOV GO TO YOOTTPEVTIEPIKO
cwlva. I't' avtd T0 Adyo, punv maipvete Tavtoypova to Corbilta ko copminpopate odnpov. To
Corbilta Kot Ta copuTANPOUATE GLOTPOV TPETEL VO AapPavovTat Le dopopd 2 £mg 3 wpav.

To Corbilta pe Tpo@n kot 70T6

Mmnopeite vo tapete To Corbilta pe 1 yopic tpoen. o pepicotc acbeveig, to Corbilta prmopei vo unv
amoppo@dtal kKoid, av Anedet poli pe, | Aiyo HeTd amd tpoen TAovole o€ TPpOTEIvEC (OnmC KpéaTa,
YAPLOL, YOAOKTOKOUIKA TpoTdVTa, 6TOpovg Kot Kophola). Zvppfovievbdeite Tov yiatpod cag, ov
MOTEVETE OTL KATL TETO10 LGYVEL Y10 GOG,.

Kdnon, Onracpoc ko yovipdtnto

Edwv eiote éyxvog 1 Onhalete, vouilete 0TL pnopel va glote £yKvog 1 oxed1GLETE VO OMOKTNOETE T,
{ntote TN GLUPOLAT TOV Y1OTPOD 1] TOV PAPUAKOTOIOD GAG TPV TAPETE AVTO TO PAPLOKO.

Agv mpémel va Ondalete katd ) didpketo g Oepaneiog pe Corbilta.
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Oonynon ko ePLopdg pnyovnpdTmv

To Corbilta pmopel va peidoeL TNV apTnploK] 60G TECT) e ATOTELESUA VO VIdOETE 0KOTOdIVN 1|
LaAn. Eropévamg, va glote daitepa mpoceKTiKol dtav 0dnyeite 1| 6tav ypnoylonoteite epyoieio 1

LN OV LLOLTOL.

Av vimBete €vtovn vTvnAia, 1 oV, LEPIKES POPES, SLOTICTMCETE OTL Gag TalpveEL EQPVIKA O VTTVOG,
nepluévete PEYPL va EUTVNGETE TELEIWC TPV 00T YNGETE 1| KAVETE OTIONTOTE TOV OMLTEL VoL €l0TE OF
gypNyopon. Xe dpOopETIKN TepinTmon unopet va BEceTe TOV £0VTO GOG 1} TOLG AAAOVS GE Kivouvo
cofapod TpavpaTIcHob 1 Bavdtov.

To Corbilta mepéyel caxyapoln ko vatpio

To Corbilta mepiéyet caxyapdln (1,9 mg/diokio). Av o yaTpdg GOC, 0OG EVHEPMTE OTL EYETE
dvcaveéio 6 OpICUEV GAKYOPO, EMKOWVMOVNOTE LE TOV YIATPO GG TPV TAPETE CLTO TO PAPLLOKO.

To pappaxo avtod mepiéyet 2,6 mg vatpiov (KOPLO GLGTATIKO LAYEPIKOV/EMTPATELIOV AANTOC) GE
k0 diokio. H péytotn cuvictdpevn nuepnota 86on (10 diokia) mepiéyet 26 mg vatpiov. Avtd
oodvvapel pe 1o 1,3% tng cuvVIeTOUEVNG HEYIOTNG NUEPNOLUG TPOGANYNG VOTPIOV e TNV SL0TPOPN
Yo Vo EVIAIKAL.

3. [ og va mapete 1o Corbilta

[Tédvtote va maipvete T0 PAPLOKO OVTO OVOTNPE COUPOVO, E TIG 0dNYIEG TOV YIATPOV T} TOL
Qoppoakomolod coc. Edv éxete apeiporieg, potiote TOV Y10TPO 1] TOV GOPLOKOTOLO GO,

Mo evAkeg Kot NMKIOUEVOLC:

- O ywatpog oag Ba cag mel akppic toca diokio Corbilta va maipvete kKaOe nuépa.

- Mnyv yopilete 1 unv ondte ta d1oKio 68 PIKPOTEPH KOUUATIOL.

- [Ipéner va maipvete povo Eva diokio kébe popd.

- Avdloya pe 1o Tog avtidpate 61N Bepaneia, 0 YOTPOS GOG UTOPEL VO 00G GLGTIHOEL LYNAOTEPN
N xapnAdtepn d6om.

- Eév naipvete diokia Corbilta 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, unv naipvete
neplocotepa and 10 diokia nuepnoing.

Munote pe tov yrioTpd 1 Tov eapuakonold cog v Bewpeite 6t 1 dpdon tov Corbilta givor molv
oyvpN 1 TOAD adbVOUN, 1] AV EREAVICETE TIOAVEG OVETIBOUNTEG EVEPYELEG.

Ewova 1

Mo va avoi&ete ™ @LaAN Yo TpdTN QPOpd: avoi&te 1o
OO, KOL GTY] GUVEYEW TECTE LE TOV AVTiXEPd oag
mdveo oT10 oepdaylopo péxpt avtd vo omdoel. BA.
gwova 1.

Edv napete peyoardtepn o6on Corbilta amdé tnv kavoviki)

Av mapete katd Adbog tepiocdtepa diokia Corbilta amd Ot1 mpémel, cupPfovievdeite apéowg tov
YOITPO M TOV PUPLOKOTOLO GOC. X€ TEPIMTOOT VITEPdOGOL0Yiag pmopel va atcBavieite cOyyvon 1
avnovyia, o kapdlakdg cog puOudc umopet va givol o apydg 1 o toyde amd TO KOVovIKO 1 UTopet
VO TUPOVGIUOTEL GALOYT) GTO YPOUN TOV OEPUATOS, TNG YADGGUC, TOV LATIOV 1] TOV 00P®V GOGC.

Eav Egyaoete va napete 1o Corbilta

Mnyv népete SmAN 006N Y10 VO, AVOTANPOCETE TO d1oKi0 oV Egydoarte.
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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 Ty exduevn d0om Gog:
[apte €va dioxio poiig to Bounbeite, mepuévete 1 mpa, kol LeTd TAPTE GALO €val diokio. MeTd amod
0T, CLVEYIOTE VO TAIPVETE KOVOVIKE TIG SOCELS.

[Téavta va apfvete va mepAcEL TOLVAGYIOTOV pia dpa peta&d tov AMyeny dtokiov Corbilta yio va
amo@VYeTe TOAVEG avemOOUNTES EVEPYELEC.

Edv ctopatiocere va naipvere to Corbilta

Mnyv ctapatioete tn Ayn Tov Corbilta gdv dgv 560G T0 GLGTACEL O YATPOG GOC. 1€ AVTIHV TNV
TEPIMTOOT, O YIOTPOG GG EVOEYETAUL VO TPEMEL VO pLOUICEL TOL AAAL AVTUTOPKIVOOVIKE QAPUOKE OO,
€101KA TN AEPOVTOTA, Y10 VO VITAPYEL ETAPKNG EAEYYOG TOV CUUTTOUATOV 0aG. Edv dtokdyete
armotopa to Corbilta Kot To VIOAOUTA AVTITOPKIVEOVIKG GApLOKa, UTOPEL Vo TPpokAnBovv
VETOVUNTEG EVEPYELEG.

Edv éxete meplocOTEPES EPOTNOELG GYETIKA LLE TN XPTON ALTOV TOV PUPLUEAKOV, POTNOTE TOV YOTPO 1|
TOV POPLOKOTOO GOG.

4. IMBavéc avemBopnteg evépysieg

Onwg 6ha To pAppoKa, £TCL KoL 0LTO TO PAPLOKO UTOPEL VoL TPOKAAESEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv Tapovoidlovral og 6AoVG Tovg avBpmmove. TToAAEG amod Tic avemBounteg evépyeleg UTopovV
va katarpatviovv pe pvbuion g d6omng.

Edv ot d1dpketa g Oepaneiog pe Corbilta ppoaviotody To TOPUKAT® CUUTTOUATO, ETUKOIVOVI|CTE

ORECMS IE TOV Y1UTPO 6Og:

- O1 pbdeg oag Exovv yivel TOAD AKOUTTOL 1] ELEOVILOVY £VTOVEG GLOTAGELS, £XETE TPELOVAO,
avnovyia, GOYYLGCT, TVPETO, TOAYVTOALUIA, 1] LEYAAES OIOKVUAVOELG OTNV APTNPLOKT GOG TIEST).
Avtd pumopel va givar cuumtdpato Tov Kakondovg vevpoinmrikod cuvopopov (KN, pog
OTAVIOG GOPap1g aVTIOPUOTC GE PAPHOKO TTOV YPTGLLOTOIOVVTOL Y1 TV OVTIUETOTION
STOPAYDV TOV KEVIPIKOV VELPIKOV GUGTAUATOS) 1 TNG pafdopvoivong (Hag oTaviog
cofapng HLIKNG SloTapayng).

- Alepyuc| avtidpaon, Ta onueio propei va tepthapPdvovy kvidmon (kvidmtikd eEavinua),
oayovpa, eEavinua, TpnHéyLo 6to TPOcWOTO, Gt XEIAN, OTN YA®GGA 1) 6TO AQLILO, TPAYLLO TTOV
umopel va TPOKAAEGEL OUGKOAIN BTNV OVATVOT 1] GTNV KATATOGN.

o\ ovyvég (umopet va. exnpedoovy epioootepo. amo 1 ota 10 droua):
- avelédeykteg Kivnoelg (dvokivnoia)

- aicOnuo adrebeciog (vavtio)

- aKivOLVOG SLGYPOUATIGHOG OVP®Y GE KAGTAVOKOKKIVO YPDLLOL

- LoiKog Tdvog

- ddppota.

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

- LaAn M MmoBopio Ady® yopUnAng apTnPLoKnG TESTG, VYNAT apTNPloK Tieon

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

- élEeTOC, KOLMoKkOg TOVOGS Kat duopopia, aicOnua kKavcov, Enpootopia, SuGKOIAOTNTO

- advvapio Tov acevovg va ko Bel, yevdaisOnoelg, cuyyvo, Un eucstoroyikd dvelpa (Letalnd
TOV OTOI®MV KOl EPLAATEG), KOVPOOoN

- YOYKEG AALUYEG — CUUTEPIAOUPAVOUEVEOV TPOPANUAT®V [E T UVIHT, GYYOLS Kot KATAOAYMG
(MBavmg pe oKEYELG ALTOKTOVING)
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- EMEICOO10 KAPIOKNG 1} ApTNPLOKNAG VOGOL (T.)Y. TOVOG GTOV BMPOKA), 0KAVOVIGTOS KAPILOKOG
TaAUOG M pLOUOG

- TO GLYVES TTAGELS

- Aoy OVIOo oL

- avénpévn epidpwon, eavinuata

- UVIKEG KPAUTES, TPNELLO TOV KAT® AKP®V

- Oopumn 6paon

- avopio

- pelmpévn 6peln, peimon copotikod Bapovg

- TOVOKEPAAOGC, TOVOG GTIC 0pHpMCELS

- AOUMEELG TOL OLPOTONTUKOD.

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

- KapdloKN TPOGROAN

- ooppayic 6To EVTEPO

- oALoy€G 0TOV aPOUO TOV AILOCEUPIOY TOL UTOPEL VO £Y0VV (OC OTOTELEGLO OLOpPaLYia, LN
(PVOIO0AOYIKE OTOTEAEGLOTO QOKILACIDV TNG TATIKNG AgtTovpyiog

- OTAGLOL

- aicOnua avnouyiog

- YUYOTIKE CUUTTOUATO

- KoAiTId0 (PAeypovn oto oyl £viepPo)

- SUCYPOUOTICHOG EKTOC OO TO. 0VPA (TT.). TOV SEPUATOG, TV VOYLDY, TOV LOAADV, TOL 1OpDTO)

- dVGKOAID OTNV KATATOGON

- advvapio ovpnong.

Mn yvootéc (17 ovyvotnta dev umopel vo. extiunBsi ug foon to oiabéoua dedousva):

EmbBopia yio peydieg 66ceig tov Corbilta wov vepPaivouv exeiveg Tov omattovvTol yio Tov EAEYY0
KIVITIKOV GUUTTOUAT®V, TOV VUL YVOOTH 0¢ GUVOPOUO amoppLipucong tng viorauivig. Mepikoi
acBeveig mapovcstalovy cofapég Un PLCIOAOYIKEG 0KOVG1EG KIVIGELS (SVOKIVINGIES), SIUKVUAVGELS
duBeomg 1 GAAeg avemBOUNTEG EVEPYELEG LETA OO TN ANy HeydAwv docemv tov Corbilta.

"Exovv avoopepbel eniong o1 mapakdt® avemBOunTes EVEPYELEC:
- nratitida (AeyHov TOL TOTOG)
- Qayovpa.

Mropei va gpavicete Tic axoAoveg ovemBOUNTEG EVEPYELEC:
- Advvapio avtiotaong oty mapopunon va Tpofeite og evépyela mov mOavOV va givar
emPrapfng, n onoia uropei va teprroppavet:
- duvarn mapopunon yio vaepPoiikn yopTomaiSio Tapd TIG GOPAPEG TPOCOTIKES 1)
OUKOYEVELUKES CLVETELEG
- SLPOPOTONLEVO 1] LENUEVO GEEOVOAIKO EVOLOPEPOV KOl GUUTEPLPOPA LE 1d104TEPT
avnovyio € EGAG 1 TOLG YOP® GOGC, OTMG Y10 TaPASELY LA, aVENUEVT 6eE0VOAIKTY
d1Beom
- avelédeykteg vepPorKEG ayopE 1) SATAVEG
- KPOUTAAT PoyNToL (KOTAVAA®GT) LEYAA®Y TOGOTHT®Y GAyNTOV GE UIKPE YPOVIKA
SOTAUATO) 1] KATOVOYKOGTIKN KATAVAAWDGCT) @ayNnTov (KATavAA®MGT TEPIGGOTEPO
(ayNToL OO TO PLGLOAOYIKO KOl TEPLGGOTEPO OO OGO YPELALETAL Y10 VO IKOvOTTotnOel 1
TEvVa 00g).

Evnuepdote 1oV Y10Tpo G0g E0V TOPOVGLAGETE KATOL0, 0O OVTEG TIC GUUTEPLPOPES, O culnToeTe
TPOTOVE XEPIoUOD 1} LEIDMONE TOV CUUTTOUAT®OV OVTOV.

Ava@opd avemOOpUNTOV EVEPYELOV

Edv mopatnpnoete kdmotla avemBountn evépyeia, EVIIEPDTTE TOV YIOTPO GOG 1| TOV PAPHOKOTOLO
caG. AvTo 1oybeL Kot Yo KaOe mhovn avemBOUNTN EVEPYELD TTOL SEV AVAPEPETAL GTO TAPOV POAAO
oMyl ypnons. Mrnopeite eniong vo avaeépete avembBounteg evépyeleg anevbeiag, LEGH TOV
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€0viKov ouoTNIATOG avaPopdg Tov avaypaeeTol oto [apdpmuo V. Méow g avapopdg
aveETBOUNTOV EVEPYELOV UITOPEiTE va fonONoeTE 0TI GLAAOYN TEPIGGATEPOV TATPOPOPIDV GYETIKA
LE TNV AOPAAELN TOV TOPOVTOG POPULAKOV.

5. og va puraccete To Corbilta
To @appaKo avtd TPETEL VO PUAGCCETAL GE PEPT] TOV OEV TO PAETOLV Kot OEV TO PBAVOLV Ta, TOdLAL.

Na pn yp1oLOTOEITE AVTO TO PAPLOKO HETA TNV NLLEPOUNVIL ANENG TOV AVAPEPETAL GTT| PLAAT] Kot
o10 xovuti. H nuepopunvia Anéng sivar n tedevtaio nUéEPA TOL PV TOV AVOPEPETAL EKEL.

To pappaxo avtod dev amartel Waitepeg ouVONKeS POAUENG.

Mnyv metdite @ApLOKa 6TO VEPO TNG AMOYETEVONG 1] 0TA OIKLOKE amoppippota. Potote tov
(POPLOKOTOLO GOG Y10 TO TMG VO TETAEETE T PAPLLOKA TTOV OEV YPTCLOTOLEITE Tl AT ToL pLETpa Oa
BonOnoovv oty Tpoctacio Tov TEPPAIAOVTOG.

6. Iepreyopeva TS 6VOKEVLAGINS KOl AOUTES TANPOPOPIES
T epréyer o Corbilta

- Ot dpaoTtikég ovoieg Tov Corbilta givar 1 Aefovona, 1 kapPLvToTa Kot 1) EVIOKATOVT.

- Kd&Be diokio Corbilta 150 mg/37,5 mg/200 mg nepiéyet 150 mg AePovtonog, 37,5 mg
kapPvtonog ko 200 mg evraxamdvng.

- Ta GAL0 CLGTATIKA GTOV TVPTVA TOV J10KIOL Eival VATPLOvY0G S1GTALPOVUEVT KapUeALOLN,
oTEATIKO LOyViol0, ApoAo apafocitov, pavvitodn (E421) ko mofidovn (E1201).

- Ta cvotaTikd oty eTKAAvy™ Le AemTO VUEVIO givar YAvkepOAn (85 Toig ekatd) (E422),
VIPOPEAAOLT, OTEATIKO Hayviolo, ToAvcopPikd 80, epuBpod o&eidio tov cdnpov (E172),
cakyopoln, dro&eidio trtaviov (E171) kot xitpvo 0&gidio Tov cdnpov (E172).

Epgévion tov Corbilta kon mepreyopeva g cvokevaciog

Ta dioxio Corbilta 150 mg/37,5 mg/200 mg givar kKapekOKKiva 1] YKPLLOKOKKIVA ETUNKT] EAAENYOELON
EMKOAVUUEVA [LE AETTO VUEVIO, YOPIG €YKo, Pépovta TV £voelEn “LCE 150 otn pio mhevpd Tovg.

To Corbilta diatiBeton og €1 Sapopetikd peyedn cvokevaoiaog (10, 30, 100, 130, 175 7 250 dwokia).
Mmnopet vo, v KukAoPopoOV OAEG Ol GUCKEVAGIES.

Kartoyog Adswog Kvkrogpopiag
Orion Corporation

Orionintie 1

F1-02200 Espoo

dwviavdia

Hapaockevaotiig

Orion Corporation Orion Pharma
Joensuunkatu 7

FI-24100 Salo

dwviavdia

[No omoladnmote TANpoPopia oYETIKA LE TO TAPOV PUPUIKEVTIKO TPOTOV, TAPAKOAEISTE VO
angvBuvleite otov TomKo avtimpdcwno tov Katdyov e Adsiog Kvkiopopiog:
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Belgié/Belgique/Belgien
Sandoz n.v./s.a.
Tél/Tel: +32 2 722 97 97

Buarapus
TII Canznos
Ten.: +359 2970 47 47

Ceska republika
Sandoz s.r.0.
Tel: +420 225 775 111

Danmark
Orion Corporation
TIf: +358 10 4261

Deutschland
Orion Corporation
Tel: +358 10 4261

Eesti
Orion Corporation
Tel: +358 10 4261

El)LGoa

Novartis (Hellas) S.A.C.L

TnA: +30 210 2811712

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Sandoz d.o.o.
Tel. +385 12353 111

Ireland
Orion Corporation
Tel: +358 10 4261

island
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 96 54 3494

Kvnpog
Sandoz GmbH
TnA: +43 5338 200 0

86

Lietuva
Orion Corporation
Tel. +358 10 4261

Luxembourg/Luxemburg
Sandoz n.v./s.a.
Tél/Tel: +322 722 97 97

Magyarorszag
Sandoz Hungéria Kft.
Tel.: +36 1 430 2890

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Sandoz B.V.
Tel: +31 (0)36 5241600

Norge
Orion Corporation
TIf: +358 10 4261

Osterreich
Sandoz GmbH
Tel: +43 5338 200 0

Polska
Orion Corporation
Tel.: +358 10 4261

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 924 19 19

Romaénia
S.C Sandoz S.R.L.
+40 21 407 51 60

Slovenija
Lek Pharmaceuticals d.d.
Tel: +386 1 58021 11

Slovenska republika

Sandoz d.d. organiza¢na zlozka

Tel: +421 2 48 200 600

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

Sverige
Orion Corporation
Tel: +358 10 4261



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

To mapév pviro 0dNYLOV YprioNS avadepOnKe Y10 TELEVTAIN POPE GTIG

Aldeg Tyég TANPOQOPLAOV

Aemntouepeic TANPOQopiec Y10 TO PAPLOKO 0VTO gival S100EGILEC GTOV SIKTLOKO TOTO TOL
Evponaikod Opyoviopuod ®apudrkmv: http://www.ema.europa.eu.
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@viro oonYLov ypiong: IIinpoeopics yia Tov ypriioty

Corbilta 175 mg/43,75 mg/200 mg emkaivppéva. pe Aewto vpuévio owokia
Aepovtoma/KapPvtoma/evaKomdvn

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

QOapROKo, O10TL TEPLAGUPAVEL ONUAVTIKES TANPOPOPIES Y10 GaC,

- DdvrdEte avTd TO POAAO 0ONYIDV Ypong. Towg ypelaotel va To dafdcete Eavd.

- Edv éxete mepartépm amopieg, poToTE TOV Y10TPO 1] TOV QOPLAKOTOLO GOG.

- H ovvtayn yuo avtd T0 eappaKo xopnynonke amokAEloTIKA Yo 60c. AgV TPENEL VO ODGETE TO
@apuako og dGAlovg. Mrmopei va toug TpokoAEcel BAAPT, oKOU KoL OTOV TO CUUTTMOUOTO TNG
aoBéveldg toug etvan idto pe T d1kd Goc.

- Edv mopatnprioete kdmola avemBounTn evépyeia, EVNUEPDOGTE TOV YIOTPO 1] TOV QOPLOKOTOLO
cag. Avtd 1oybel kot Yo Ka0e Thavr avemBOunTn eVEPYELD TTOV OEV OVOPEPETAL GTO TOPOV
@OAAO 001 yI®V Ypnons. BAéme mopdypago 4.

T epréyer 1o Tapév OLA0 00N YLOV:

Tt eivon o Corbilta kot ot givot 1 gpron Tov

T mpénel va yvopilete mpv wapete 1o Corbilta

[og va napete to Corbilta

[Mbavég avemBounteg evépyeleg

[Mog va purdccete to Corbilta

[epieydueva TG cLoKELAGTNG KO AOITEC TANPOPOPIES

ANk L=

1. T givan To Corbilta ko wowa givar 1 ypion Tov

To Corbilta mepiéyet Tpelg dpaoctikég ovoieg (Aefovtona, kapPvToma Kot EVIOKATOVN) GE Eval
EMKAAVUPEVO pE AemTd vpévio diokio. To Corbilta ypnoylomoteital og Bepaneia yio tn vOco TOL
Parkinson.

H vococ tov Parkinson mpokaldeitot amd younid enineda piog ovoing YvooTh 0 VIOTAUIV) 6ToV
eyképadro. H Aefovtona av&avel Tnv mocdTnTa TG VIOTOUIVIG KOl EMOUEVMG LEUDVEL TOL CUUTTMOLOTO
g vocov tov Parkinson. H xapBivtona Kot 1 eviakamovn BEATIOVOVY TIG AVIUTUPKIVOOVIKEG OPACELG
g Aefovtomnoc.

2. T pémer va yvopilere mpv mapete To Corbilta
Mnyv napete to Corbilta o€ mepintoon:

- aAdepylag otn Aefovtona, oty KapPvTOTa 1) OTNV EVIOKATOVT 1] G 0TO100NTTOTE GAAO ATTO Ta.
GULOTATIKA OLTOV TOV POPLAKOV (OVAPEPOVTOL GTNV TAPAYPAPO 6)

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

- OV €YETE OYKO TOL EMVEPPLOIOV

- OV TOPVETE KATOLO QappaKka yio T Oepameio TG KatdOAnyng (cuvdVacHODS EKAEKTIKMV
avaotoréov MAO-A kot MAO-B, 1 un ekiexticotg avaotoreic MAO)

- Tov giyate TOTE KoKONOeG vevpoinntikd cuvdpopo (KNI — npokeitan yio omdvia ovtidpaor o€
(APLLOKO TTOV XPTCLLOTO0VVTAL Y10 T Bgpameio cofapmv YuyiK®V Slatapaydv)

- 7oV giyote TOTE PN TPALHOTIKY pafdopvoivon (e omdvia poikn dteTopoyn)

- 7oV €yete Popld Nratikn voco.

IIposgidomou|oElS KoL TPOPVAGEELS

Amnevfuvleite oTov Yorrpd N Tov eapuakorold caoc tpwy mhpete to Corbilta eqv xete 1 elyote 6To
moperOoV:

88



- KapdloK TPOSPoin 1 orolesdfmote GAAEG TaBNoELg TG KapOldg, Leta&d Twv omoiwmv givor Kot
01 KapdloKES appubuies, 1| TOV AHOPOP®V aryyeimV

- GoBpa M omoladnmote GAAN TAON O™ TOV TVELHOVAOY

- NnaTiKd TPOPANUE, TN Umopel va amorteitan pvOpon g 66ong cag

- VEQPIKT VOoO 1] TaNGELG ToL oyYeTilovTan [IE TIC OPUOVES

- €AKN 6TOUdY OV 1| OTTOGUOVG

- 0€ MEPIMTMOTN TOL £XETE TAPAUTETAUEVT] OLAPPOLL EVILEPDGTE TOV YIUTPO GOG KaBDG pmopel va
elvar onpeio eAeyHovig ToV ToXE0G EVIEPOL

- OTOLOONTOTE POPPN COPAPNG WOYIKNG dATAPAYNG OT®G WOY®ON

- YPOVIO YAODKMUO OVOLKTIG YOVIOG, EXEWON VOEyeTAL Va, Yperdletal pubuion g 66onG cog Kot
Vo omotteiTan TapoKolovonon g wieong Tv oeBaAludV Gog.

2vuPovlevteite TOV Y10TPO GOG EAV TOIPVETE EME TOL TOPOVTOC:

- AVTIYOYOTIKE PApUaKO (PAPHOKO TOV YPTCLLOTOIOVVTIOL TNV AVTILETMTION TG YHYMONC)

- (APLLOKO TO OO0 UTOPEL VO TPOKOAEGEL YOUNAT OPTNPLOKT THECT] OTAV OTNKMOVECTE OO TNV
Kkapéxia 1 o kpePdrt. Oa npénel va yvopilete 0TL 10 Corbilta eviéyeTonl va EMOEVMOGEL OVTEG
TIG AVTIOPACELG.

2vuPovievteite Tov yatpd cag av Katd T ddpkela e Beponeiog pe to Corbilta:

- TapoTNPNOETE OTL 01 POEG GOG Elvat TOAD AKOUTTOL 1) ELPAVILOVY EVTOVEC GUGTIAGELG, 1] GV
EUPAVICETE TPOWO, AVNOVYI0, GUYYVOT], TVPETO, TOYLTOALIN, 1 LEYAAES SIOKVILAVGELG GTNV
aptnpokn oag migon. Edv cvufel otidnmote and 1o oveTéEP®, EMKOIVOVI|GTE APECOG UE TOV
TWTpo 6Os.

- aloBavieite KaTaOAWYT, £xETE GKEYELS Y10 AVTOKTOVIO, 1] TAPATNPNOETE AGLVIOIGTEG AAAAYES
0TI GLUTEPLPOPE GOLG

- SmMOoTMCETE OTL GOG TaipVEL EapviKd 0 VTTVOG, 1 av acBdveste Evtovn vvnAia. Ze Té€tola
TePITTOOT OV TPEMEL VoL 0dNyeite N va ypnotponoteite epyaieia | pnyovipata (BA. exiong v
Tapdypoeo “Od1ynomn Kot XEPIoUOS UNYovnHAT®Y™).

- TapaTNPNoETE OTL AveEEAEYKTEG KIVIIOELS apyilovV 1] EMOEVAOVOVTOL LETA TV Evapén TG
Mymc tov Corbilta. Edv copfet avtd, o yiatpdg cog umopet vo TpEmel vo KAVEL aAAayT| TNG
d0GNG TOL AVTITOPKIVGOVIKOD POPLAKOV TOL TAPVETE.

- TOPOTNPNOETE SIAPPOLO: GLVICTATAL TOPAKOAOVON O™ TOV Bépovg Gag Yo va amopevydel to
evoeYOLEVO VITEPPOMKTNG ATMAELNG fAPOLG

- TaPOTNPNOETE TPOOdELTIKY avopesia, e§acBévion (advvapia, e£GvTinon) Kot amdAelo BApovg
LEGO OE GYETIKA LKPO YPOVIKO S1AoTN . e TETol TEPINTOT, Oa Tpémel va eEeTaoTel TO
EVOEYOLEVO JIEVEPYELOG HLOG YEVIKNG LOTPIKNG EKTIUNONG GUUTEPIAAUPAVOUEVTG TNG NTTOTIKNG
Aertovpyiog.

- vidBete TV avaykn va otopatnoete tn xpnon tov Corbilta, A. v Tapdypapo “Edv
otopatnoete va naipvere to Corbilta”.

Evnuepdote 0V Y1otpd Gog £dv €0€IC 1] 1) OIKOYEVELDL GOG/0 PPOVTICTNG GOG SLOTICTMGEL OTL
TapoLcaLeTe CUUTTONOATE 010D TOL 03N YOV oty embupia Yio peyaivtepeg 06oe1g tov Corbilta
KoL GAADV QOPLOKEVTIKGV TPOIOVIMV OV YPNCILOTO00VTAL Yo TN Bepaneio Tng vocov Parkinson.

Evnuepdote 10V Y10Tpd Gog v £0€IC 1] 1] OIKOYEVELR/O PPOVTIGTIG GOG OLOTICTMGEL TNV ELPAVIOT
TapOpUNoNg 1 EMOBLLING VO CUUTEPLPEPETTE e TPOTOVS Ol cLVNBELS Yio €04G 1| €dv dev umopeite va
avtiotabeite oty Tapopunon, 0EAnon M mepacud vo tpofeite o evépyeleg Tov pmopel vo PAdyovv
TOV €0VTO GOG N TOVG YOP® GOG. AVTEG 0L GUUTEPLPOPES OvoralovTal SlatapayEg EAEYYXOL TV
TOPOPUNCEMY Kol umopel va teptlapfavouv ebioud ot yaptonaréia, vrepPoiikn KaTAVIA®ON
@aynNTov 1N VIEPPOMKESG SATAVESG, UN PVOIOAOYIKA avénpévn ceEovaiikn didbeon 1| evacyoinon ue
VIEPUETPEG OKEWYELG 1) ctoOnpaTo oe&ovaiukcol mepieyopévov. O y1otpodg oG UIOPEl va YPELOCTEL va
emava&loloynoet ) Bepansio coc.

O y1otpog 060G UTOPEL VO KAVEL TOKTIKEG EPYASTNPLOKEC EEETAGEIC KATE, TN OIGPKELD LOKPOYPOVIG
Oepaneiog pe to Corbilta.
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Av mpénel va voPAnOeite o yepovpyikn enépupaocn, Tapakoreiote va weite otov yoTpd 6ag OTL
ypnowonoteite to Corbilta.

To Corbilta dev cuvictdrot yio yprion yia tn Oepaneio eEOMLPAIIKOY GUUTTOUATOV (T.). AKOVCIEG
KWNGELS, TPEUOVAO, OKOUYIO TOV LOMV KOl LDTKEC GUOTAGELS) TOL TPOKAAOVVTOL OTO GALO QAPLLOKAL.

Moo kar Epnpor

H eumepio pe 1o Corbilta o acOeveic nAikiog kdto tov 18 etdv givor meplopicuévn. Eropévac, dev
ovvietdrtol n yprion Tov Corbilta 6g modid 1 pnfoug.

Alra @appoxa ko Corbilta

Evnuepoote tov yuotpo 1 TOV QOpUOKOTOL0 6o AV TOlpVETE, EYXETE TPOGPATO TAPEL 1] Uopel val
TapeTE AALD PAPLLOKAL.

Mnyv ndpete 10 Corbilta edv Taipvete GUYKEKPLUEVO PAPLLOKA Y10 TNV AVTILETMOTION TNG KOTAOAWY™G
(ovvdVAGHOVG EKAEKTIKOV avaoTolé®mv MAO-A kot MAO-B, 1| un ekiextiko0g avactoieig MAO).

To Corbilta gvdéyetar va avénoet Tn dpaor Kot Tig avemBOUNTEG EVEPYEIEG OPICUEVOV PAPHUAKOV.

Meto&d avtdv Teptiapfavovrol:

- (APLLOKO TTOV YPTCLUOTOLOVVTOL Y10, TNV OVTLUETOTION TNG KATAOAIYNG 0T pokAoPepion,
OULTPLTTIAIVY, OECUTPOLIVY], LOTPOTIATVY], BevAapalivn kot Tapoletivn

- PUUTEPOAT KO IGOTPEVAALVT TTOL YPTCLLOTOLOVVTOL Y10 TNV OVTLLETMTICT] AVOTVEVCTIKMDV
nadncemv

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

- vopadpeVAAivT, VTOTapiv Kol 60BovTaLLivr TOV YPNCLULOTOIOVVTOL Y10 TV OVTLLETMOTIOT
KOPOOKOV TOBNGEMV KO TNG YOUUNANG OPTNPLUKNG THECTG

- a-HEBVAVTOTO TTOV YPTCIUOTOIEITOL Y10 TNV AVIUETMMICT TG VYNANG OPTPLOKNG TEOTG

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

H dpdon tov Corbilta gvdéyetar va eEacbevioel amd opiopéva QAppaKo. To EAPUOKE VT

neptiappavovrat:

- OVTOY®VIOTEG VTOTAUIVIG TOL (PTCLOTOOVVTOL Y10l T BEPUTELN TMV VONTIKAOV SaTOPUY DV,
NG vouTiog Kot ToL ERETOV

- (OVVTOTVN TOV YPNCLULOTOLEITAL Y10 TV TPOANYT] TOV CTACUDV

- namoPepivn TOV YPNCUOTOLEITAL Y10 TI YOAAPWOOT] TOV LVMV.

To Corbilta pmopet va Kavel SUGKOAITEPT TV ATOPPOPTGT) TOV GLOTPOV GO TO YOOTTPEVIEPIKO
colva. I't' avtd 10 AdY0, punv maipvete tavtdypova to Corbilta kot cupminpopata odnpov. To
Corbilta kot Ta copuTANpOUATE GLOTPOV TPETEL VO AapPavovTat Le dopopd 2 £mg 3 wpav.

To Corbilta pe Tpo@n kot 10T6

Mmnopeite va tapete to Corbilta pe 1| yopic tpoen. o pepikotc acbeveig, to Corbilta propet vo unv
amoppo@dtal kKoid, av Anedet pali pe, | Aiyo HETA amd Tpoen TAOVGLN GE TPMOTEIVEG (OnmC KpéaTa,
YAPLOL, YOAOKTOKOUIKA TPOIOVTA, GTTOPOLE Kol Kopvdta). ZvuBovievdeite Tov yiatpo cag, ov
MOTEVETE OTL KATL TETO10 LGYVEL Y10 GOG.

Kdnon, Onracpoc ko yovipdtnto

Edwv eiote éyxvog 1 Onhalete, vouilete 0TL pmopel va giote £ykvog 1 oxed1aleTe Vo AMOKTHOETE T,
{ntote TN cuUPOLAT TOV YLOTPOD 1] TOV PAPHOKOTOIOD GG TPV TAPETE AVTO TO PAPLOKO.

Agv mpémel va Ondalete katd ) didpketo g Oepaneiog pe Corbilta.
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0o1ynon ko EPLoPOg pyavnpdTmy

To Corbilta pmopel va peidoel TV apTnploKn oog TECT e ATOTELESUA VO VIdBETE 0KOTOdIVN 1|
LaAn. Eropévamg, va glote diaitepa mpocekTikol 6tav odnyeite 1| 6tav ypnoylonoteite epyoieio 1

LN OV LLOLTOL.

Av vimBete €vtovn vTvnAia, 1 oV, LEPIKES POPES, SLOTICTMCETE OTL GOg TAlpVEL EQPVIKA O VTTVOG,
nepluévete PEYPL va EUTVNGETE TELEIWC TPV 00N YNOETE 1) KAVETE OTIONTOTE TOV OMOLTEL VO €l0TE OF
€YPNYOPOoT|. X SPOPETIKN TePinT®ON Unopei va 0E6ETE TOV E0VTO GOG 1] TOLG AAAOVG GE KivOuVO
cofapod TpavpaTIcHob 1 Bavdtov.

To Corbilta mepréyel caxyapolin

To Corbilta mepiéyet caxyapdln (1,89 mg/diokio). Av 0 yloTpdg GOG, GOG EVIUEPWOTE OTL EXETE
dvcaveéia og oploUEVA GAKYOPA, EMKOIVOVINGTE LE TOV YIATPO OOG TPV TAPETE OVTO TO PAPLLOKO.

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

3. og va wapete To Corbilta

[Tédvtote va maipveTe T0 PAPHOKO OVTO AVGTNPE GOUPOVO. LE TIG 0dNYIEG TOV YITPOV T} TOVL
poppoakomolov coc. Edv éxete apeiporieg, potiote TOV Y10TPO 1] TOV GOPLOKOTOLO GO,

Mo evAAKec Kot NMKIOUEVOLC:

- O ywtpog oag Ba cag mel akpPac noca diokio Corbilta va maipvete kKaOe nuépa.

- Mnyv yopilete 1 unv ondte ta diokio 68 PIKPOTEPH KOUUATIOL.

- [Ipéner va maipvete povo éva diokio kdbe popd.

- Avdloya pe 10 Tog avtidpate 61N Bepaneia, 0 YTpOS GO UTOPEL VO GG GLGTNOEL LYNAOTEPN
N xapnAdtepn d6om.

- Edv maipvete diokia Corbilta 175 mg/43,75 mg/200 mg, unv naipvete meplocoOTEPO. OO
8 d1oKio OVTAG TNG TEPLEKTIKOTNTOG NUEPTCIMG.

Munote pe tov yriTpd 1 Tov eapuaKkonold cog av Bewpeite 6t 1 dpdon Tov Corbilta givor molv
VPN 1 TOAD adbVOUN, 1] AV ELEAVICETE TIOAVEG AVETBOUNTEG EVEPYELEG.

Ewova 1

Mo va avoi&ete ™ @LaAN Yo TpdTN QPOpd: avoi&te 1o
OO, KOL GTY] GUVEYEW TECTE LLE TOV AVTiXEPd oag
Tdveo oT10 oepaylopo péxpt avtd vo omdoel. BA.
gwova 1.

Edv napete peyordtepn 06on Corbilta amd tnv kavoviki)

Av mapete katd AdOog meplocotepa diokia Corbilta amd ot1 mpémel, cupPfovievdeite apéowng tov
YITPO M TOV PUPLOKOTOLO GOC. X€ TEPIMTOOT VITEPdOoGoL0Yiag pmopel va aicBavieite chyyvon 1
avnovyia, o kapdlakds cog puOudc umopet va givot o apydg N mo Toydg amd TO KOVoVIKO 1 UTopel
VO TUPOVGIUOTEL GALOYT) GTO YPOUN TOV EPUATOS, TNG YADGGUC, TOV LATIOV 1] TOV 00P®V GOGC.
Edv Egyaoete va napete 1o Corbilta

Mnyv mépete SmAN 0OGN Y1 VO AVOTANPOCETE TO d1oKio oV Egydoarte.

Av pecolofei mdvo arnd 1 dpo uéypt tnv exduevn 66om cogc:
[apte €va dioxio potig to Boundeite kot whpTe TO EMOUEVO O1GKIO TNV KAVOVIKT] DPO.
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Av pecorafel AMydtepo omd 1 dpa puéypt Ty exduevn d0om Gog:
[Tapte €va dioxio poiig to Bounbeite, mepuévete 1 mpa, kot LeTd TAPTE GALO £val diokio. MeTd amod
0T, CLVEYIOTE VO TAIPVETE KOVOVIKA TIC SOCELS.

[Tavta va apnvete vo TepAcEL TOLAAYIGTOV pia ®po petald Tov AMfyewnv diokiov Corbilta yia va
amo@VYete TOAVEG avemOOUNTES EVEPYELEC.

Edv ctopotiocere va naipvete 1o Corbilta

Mnv ctapatioete ) AMyn Tov Corbilta gdv dgv 60.G TO GLGTACEL 0 Y1ATPOS GOC. X€ AVTIHV TNV
TEPIMTOOT, O YIOTPOG GG EVOEYETAUL VO TPEMEL VO. pLOUICEL TOL GAAD OVTITOPKIVOOVIKE QAPUOKA OO,
€101KA TN AEPOVTOTA, Y10 VO VITAPYEL EMAPKNG EAEYYOG TOV CUUTTOUATOV 060G, EQv dtokdyete
armotopa to Corbilta Kot To VIOAOUTA AVTITOPKIVGOVIKA QAPHOKA, UTOPEL VO TPOKANHoUY
VETBVUNTEG EVEPYELEG.

Edv éxete meplocOTEPES EPOTNOELG GYETIKA LLE TN XPNION CLTOV TOV PUPUEAKOV, POTNCTE TOV YLOTPO M|
TOV POPLOKOTOO GOG.

4. IMBavic avemBopnteg evépysieg

Onwg 6Aa To pAppaKa, £TGL KoL 0UTO TO PAPHOKO UTOPEL VoL TPOKAAESEL AVETIHOUNTEG EVEPYELES, OV
Kot 6gv Tapovoidlovral oe 6AoVG Tovg avBpmmove. TToAAEG amod Tic avemBounteg evEpyeleg UTOPOLV
va katampaiiviodv pe pvubuion g d6omng.

Edv ot d1dpketa g Oepanciog pe Corbilta gppoaviotodv To TOPAKAT® CUUTTOUATO, ETUKOIVOVI|CTE

OpECMS IE TOV Y1OTPO 6Og:

- O1 pbdeg oag Exovv yivel TOAD AKOUTTOL 1] EUPOVILOVV £VTOVEG GLOTAGELS, £XETE TPELOVAO,
avnovyia, cOYYLoT), TUPETO, TOAYVTOAUIA, 1] LEYAAEG OIOKVUAVOELG GTNV APTNPLOKT GOG THEDT).
Avtd pumopel va givarl countdpato Tov Kakondovg vevpoinmrikod cuvopopov (KN, pog
oTaviog GoPapng avTidpaoNG G€ PAPHOKO TOV YPTCLLOTOIOVVTOL Y10 TV OVTIUETOTION
STOPUYDV TOV KEVIPIKOL VELPIKOV GUGTHUATOSG) 1 TNG pafdopvoivuong (ag oTaviog
cofopng HLIKNG SloTapayng).

- Alepycn| avtidpaon, Ta onueia propei va mepthappdvovy kvidmwon (kvidmtikd eEavinua),
oayobvpa, eEavinua, TpnHéyLo 6To TPOCcWOTO, Gt XEIAN, OTN YA®GGA 1| 6TO AQLILO, TPAYLLO TOV
Umopel va TPOKAAEGEL OUGKOAIN GTIV OVATVOT 1] GTNV KATATOGN.

HoA ovyvég (umopet va. exnpeaoovy mepioootepo. amo 1 ota 10 droua):
avelédeykteg Kivnoelg (dvokivnoia)

- aicOnuo adrobeciog (vavtio)

- aKivOLVOG SLVGYPOUATIGHOG OVP®Y GE KAGTAVOKOKKIVO YPDLLOL

- LiKOg TOVOoC

- ddppota.

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

LaAn M AmoBopio Ady® yopUnAng apTnPloKng TeoNS, VYNAN apTNPLoKy o

- eMdeivon TV cuuUTTOUAT®V TNg vosov Tov Parkinson, {aAn, vrvniio

- €lEeTOC, KOIMOKOG TOVOG Kot duopopia, aicOnuo kKavcov, Enpootopio, SuGKOIAOTNTO

- advvapio Tov acevovg va koynBel, yeudacOnoelg, cuyyvo, Un eucstoroyikd dvepa (Letasd
TOV OTOI®V KOl EPLAATEG), KOVpOoN

- YOYKEG AALUYEG — CUUTEPIAAUPAVOUEVAOV TPOPANUAT®V [E TN UVIHT, GYYOLS Kot KATAOAYMG
(MBoavmg pe OKEYELG ALTOKTOVING)

- EMEICOO10 KAPIOKNG 1} ApTNPLOKNG VOGOL (T.)Y. TOVOG GTOV BMPOKa), aKAVOVIGTOS KAPILOKOG
TaApOG M pLOUOG

- TO GLYVES TTAGELS
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- Aoy avioo Lo

- avénpévn epidpwon, eavinuata

- UVIKES KPAUTES, TPNELLO TOV KAT® AKP®V

- Bopumn 6poaon

- avopio

- pelmpévn 6peln, peimon copotikod Bapovg
- TOVOKEPAAOGC, TOVOG GTIC 0pHpMCELS

- AOUDEELG TOL OVLPOTONTUKOD.

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

- KapdloKN TPOGROAN

- ooppayic 6To EVTEPO

- oAL0YEG OTOV OPOUO TOV ALILOCEUPIOY TTOL UTOPEL VO, EYOVV O OTOTEAEGLO OLoppayia, U
(UOIOAOYIKA OTOTEAEGHATO SOKILACLOV TNG NTOTIKNG AEITOLPYiag

- OTAGLOL

- aicOnua avnouyiog

- YUYOTIKE COUTTOUATO

- KoAlTId0 (PAeypovn oTo oyh £vTePO)

- SUCYPOUOTICHOG EKTOC 0O TOL 0VPa (TT.). TOV SEPUATOG, TV VOYLDY, TOV LOAADV, TOL 1OpDTO)

- dVCoKOAiD GTNV KOTATOON

- advvapio ovpnong.

Mn yvootéc (17 ovyvotnta dev umopel vo. extiunBsi ue foon ta diabéoiua dsdousva):

EmbBopia yio peydieg 86c¢eig tov Corbilta wov vepPaivouv exegiveg Tov amattovvTal yio Tov EAEYY0
KIVITIKOV GUUTTOHATOV, TOV EVOL YVOGT ©G GVVIPOUO amoppvBpiong g viorapiving. Mepikoi
acBeveig mapovotalovy coPapég Un PLGIOAOYIKEG aKOVGIEG KIVIGELS (OLOKIVNGIES), SIOKVUAVGELS
dudbeong 1 GAAeg avemBOuNTEG EVEPYELEG LETA OO TN ANy peydAwv docemv tov Corbilta.

"Exovv avoopepbel eniong o1 mapakdtm avembounteg evEPYELEC:
- nratitida (AeyHovV TOL TOTOG)
- Qayovpa.

Mmropei va gpeavicete Tig axodAovbeg ovemBounteg evépyelec:
- Advvapia avtictaong otny mopdpuncn va tpofeite oe gvépyela mov mbavov va givar
emPrafng, n onoia uropei va teprroppavet:
- duvartn mapoppUnon yio vaepPoriky yopTomaSio Tapd TIG GOPAPEG TPOCOTIKES 1)
OUKOYEVELNKES CUVETELEG
- SLpOPOTONIEVO 1 ALENUEVO GEEOVAAKO EVOLOQEPOV KOl GUUTEPLPOPA LE 110iTEPT
avnovyio € EGGG 1 TOLG YOP® GOGC, OTMG Y10 TAPASELY LA, aVENUEVT 6eEOVLOAIKTY
d1Beom
- avelédeykteg vepPorKEG ayopE 1) SATAVEG
- KPOUTAAT PoynToL (KOTAVAA®GT) LEYAA®Y TOGOTHT®Y PAyNTOV GE UIKPE YPOVIKA
SOTAUOTO) N KATOVOYKOGTIKN KOATAVAAWDGT] GayNnTov (KATOVAA®MGOT TEPIGSOTEPOV
(QaYNToL OO TO PLGLOAOYIKO KOl TEPLGGOTEPO OO OGO ¥PELULETOL Y10, VoL TKOVOTTOtnOel 1
TEVa 00G).

Evnuepdote 1oV Y10Tp0o G0g €0V TOPOVCIAGETE KATOL0 At AVTEG TIG CVUTEPLPOPES, B culntoeTe
TPOTOLE XEPIGUOV 1} LEIWONE TOV CUUTTOUAT®OV CVTOV.

Ava@opd avemOuuUNTOV EVEPYELOV

Edv mopatnpnoete kdmota ovemBountn evépyeia, EVIIEPDGTE TOV YIOTPO GOG 1| TOV PAPHOKOTOLO
c0G. AvTo 1oy0EeL Kot Yo KaOe Thavr] avemBounTn evEpyeia TOL dEV AVAPEPETAL GTO TAPOV POAAO
odnyldv ypnons. Mnopeite eniong va avagépete avemBounteg evépyeleg anevbeiag, LEGH TOV
€0vikov ouoTNUATOg avapopdg Tov avaypdpetol oto [apdpmua V. Méow g avapopdg
avemBOUNTOV EVEPYEL®V Umopeite va fonbNoete 0T GLAAOYN TEPIGGOTEPOV TATPOPOPIDV GYETIKA
LE TNV AOPAAELD TOV TOPOVIOS PUPULAKOV.

93


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

5. og va guraccete To Corbilta
To @apuaxo avtd TPENEL VoL PLAACGETAL GE LEPT] TOV OEV TO PAETOLV Kot OgV TO PBAVOLVY T TOLO1A.

Na pn ¥p1CIULOTOIEITE AVTO TO PAPLOKO HETA TNV NUEPOUN VL ANENG TOV AVAPEPETAL GTI] PLAAT Kol
o1o kovuti. H nuepopunvia Anéng sivor 1 tedevtaio nUéEPA TOL UV TOV AVUPEPETAL EKEL.

To pappaxo avtod dev amartel Waitepeg ouvONKeS POAAENG.

Mnyv metdite @ApLoKa 6To VEPO TNG AMOYETEVOTG 1] 0TA OKLoKE amoppippota. Potote tov
(POPLOKOTOLO GOG Y10l TO MG VO TETAEETE TOL PAPLLOKO TTOV OEV YPTCILOTOLEITE Tl AVTA ToL pLETpa. Oal
BonBnocovv oty Tpoctacio Tov TEPPAIAOVTOG.

6. Iepreydpeva TS 6VOKELUGIOS KOl AOUTEG TANPOPOPIES
T tepréyer o Corbilta

- Ot dpaoTtikég ovoieg Tov Corbilta givar 1 Aefoviona, ) kapPfvToOTa Kot 1) EVIOKATOVY.

- Kd&Be diokio Corbilta 175 mg/43,75 mg/200 mg nepiéyet 175 mg AePfovtonac, 43,75 mg
kapPwvtonog ko 200 mg evraxamdvng.

- Ta @GAAo GLGTOTIKG GTOV TLPNVA TOV S10KIOL Elval VOTPLOVY0G SLLGTAVPOVUEVT KAPUEALOLN,
OTEOTIKO ParyVio10, Apodo apafoacitov, pavvitoin (E421) ko moPfdovn (E1201).

- Ta cvotaTikd oty enikdAvym pe Aemtd vpévio ivarl YAvkepoin (85 toig ekatd) (E422),
VIPOUEAAOLT), OTEATIKO Hayviolo, ToAvcopPikd 80, epubpod o&gidio tov cdnpov (E172),
cakyopoln kot d10&eidto titaviov (E171).

Epgévion tov Corbilta kon mepreyopeva g cvokevaciog

Ta dioxio Corbilta 175 mg/43,75 mg/200 mg eivor avorytod KAPeKOKKIVOD ¥POUATOS, O,
EMKOAVUUEVE [LE AETTTO VUEVIO Y®pPic eyKomn, Pépovta TV évoelén “LCE 175” ot pio mAevpd TouC.

To Corbilta 175 mg/43,75 mg/200 mg drotifeton o€ mévte drapopeTikd peyédn cvoxevaciog (10, 30,
100, 130 1 175 dwokiao). Mmopeil va unv KuKAOQOpPoHV OAEG 01 GUCKEVAGIES.

Katoyog Adsrwog Kukrogpopiag
Orion Corporation

Orionintie 1

F1-02200 Espoo

dwviavdia

Hapaockevaotiig

Orion Corporation Orion Pharma
Joensuunkatu 7

FI-24100 Salo

dwviavoia

INo omoladMmote TANPOPOPIN GYETIKA LE TO TAPOV PAPLOKEVTIKO TPOTOV, TOPAKOAEITTE VO
amgvBuvbeite oToV TOTIKO OvTITPOc®TOo Tov Katdyov g Adetag Kukhopopiag:

Belgié/Belgique/Belgien Lietuva
Sandoz n.v./s.a. Orion Corporation
Tél/Tel: +32 2 722 97 97 Tel. +358 10 4261
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Boarapus
TII Canznos
Ten.: +359 2970 47 47

Ceska republika
Sandoz s.r.0.
Tel: +420 225 775 111

Danmark
Orion Corporation
TIf: +358 10 4261

Deutschland
Orion Corporation
Tel: +358 10 4261

Eesti
Orion Corporation
Tel: +358 10 4261

EArada
Novartis (Hellas) S.A.C.L.
Tnh: +30 210 2811712

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Sandoz d.o.o.
Tel. +385 12353 111

Ireland
Orion Corporation
Tel: +358 10 4261

island
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 96 54 3494

Kvnpog
Sandoz GmbH
TnA: +43 5338 200 0

Latvija
Orion Corporation
Tel: +358 10 4261

Luxembourg/Luxemburg
Sandoz n.v./s.a.
Tél/Tel: +32 2 722 97 97

Magyarorszag
Sandoz Hungéria Kft.
Tel.: +36 1 430 2890

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Sandoz B.V.
Tel: +31 (0)36 5241600

Norge
Orion Corporation
TIf: +358 10 4261

Osterreich
Sandoz GmbH
Tel: +43 5338 200 0

Polska
Orion Corporation
Tel.: +358 10 4261

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21924 19 19

Romaénia
S.C Sandoz S.R.L.
+40 21 407 51 60

Slovenija
Lek Pharmaceuticals d.d.
Tel: +386 1 58021 11

Slovenska republika
Sandoz d.d. organiza¢na zlozka
Tel: +421 2 48 200 600

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

Sverige
Orion Corporation
Tel: +358 10 4261

United Kingdom (Northern Ireland)

Orion Corporation
Tel: +358 10 4261

To wapov @UALO 00N YIOV Yp1ioNS avaBepOnKke Yo TELEVTOIN POPa 6TIG
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Addreg INYEG TANPOPOPLOV

Aemtopepeic TANpopopies Yo To PApLaKo avTd gival S100EG1UES GTOV SIKTLOKO TOTO TOL
Evponaikod Opyoviopod @apudrmv: http://www.ema.europa.eu.
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®vrAo 0oLV xpiong: [IAnpogopisg Yo Tov ypioTy

Corbilta 200 mg/50 mg/200 mg emkaivppéva pe Aertod vuévio oloKia
Aepovtoma/KapPivtoma/evaKomndvn

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

QOapRoKo, O10TL TEPLAGUPAVEL oNUAVTIKES TANPOPOPIES YIa GaC,

- DdvrdEte avTd TO POAAO 0ONYIOV Ypiong. Towg ypelaotel va To dafdcete Eavda.

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

- H cvvtayn yuo avtd T0 @appaKo xopnynonke amokAEloTIKA Yo 6oc. AgV TPENEL VO ODGETE TO
@apuako o€ dGAlovg. Mmopei va toug TpokoAécetl BAAPT, oo Kol OTOV TO CUUTTMUOTO TNG
acBéveldg toug etvan id1a pe ta dikd cog.

- Edv mopatnprioete kdmola avemBounTn evépyeia, EVNUEPDGTE TOV YIOTPO 1] TOV (OPLOKOTOLO
cag. Avtd 1oybel Kot Yo kaOe mhovr avemBOunTn eVEPYELD TTOV EV OVAPEPETAL GTO TAPOV
@OAAO 001 yI®V Ypnons. BAéme mapdypapo 4.

T epréyerL 1o Tapdv @OLA0 00N YLOV:

Tt eivon o Corbilta kot ot givot 1 gpron Tov

T npémel va yvopilete mpv mapete to Corbilta

[og va ndpete to Corbilta

[Mbavég avemBounteg evépyeleg

[Mog va puidccete to Corbilta

[epieydueva TG cLOKELAGTNG KO AOITEC TANPOPOPIES

ANk L=

1. T givan To Corbilta ko wowa givar 1 ypion Tov

To Corbilta mepi€yet Tpeig dpaotikég ovaieg (Aefovtona, kapPvToOma Kot EVIOKATOVN) OE Eval
EMKAAVUPEVO pE AemTd VpEVio dtokio. To Corbilta ypnoyomoteital og Bepaneia yio tn vOco TOL
Parkinson.

H véco¢ tov Parkinson mpoxaieitot amd yapnAd enineda piog ovciog yvooTn o¢ VIOTAUivn 6ToV
eyképaro. H Aefovtona av&avetl Tnv mocdTTa TG VIOTOUIVIG KOl EMOUEVMG LEUDVEL TOL GUUTTMOLOTO
g vocov tov Parkinson. H xapBivtona kot n eviakamovn BEATIOVOVVY TIC OVTITAPKIVOOVIKEG OPACELG
g Aefovtomnoc.

2. T pémer va yvopiletre mpv mapete To Corbilta
Mnyv napete to Corbilta o€ mepintoon:

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

- OV €£YETE YAAOKOUA KAEIGTNG YoViag (o o@BaApikn dwatapoyn)

- OV €YETE OYKO TOL EMVEPPLOIOV

- OV TAPVETE KATOLo QAppaKka yio T Oepameio g KatdOAnyng (cuvdvacHoDg EKAEKTIKMV
avactoréov MAO-A kot MAO-B, 1 un ekiexticots avaotoreic MAO)

- 7ov giyate TOTE KoKONOeG vevpoinntikd cuvdpopo (KNI — npoxettar yio omdvia ovtidpaor o€
(APLLOKO TTOV YPTCLOTOI0VVTAL Yo TN Bepaneio cofupdv YuyK®V dloTapaydV)

- 7oV glyoTe TOTE PN TPALHOTIKY padopvoivon (e oTdvia Hoikn dteTopoyn)

- 7oV €yete fopld NratiKn voco.

IIposgidomou|oElS KoL TPOPVAGEELS

AmnevOuvleite otov yotpo 1 Tov eapuokorold coc tpwy mhpete to Corbilta eqv yete 1) glyote 6To
moperOoV:
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- KapdloK TPOSPoin 1 omotesdnmote dAAeg maBNoELS TNG KOPOLAG, LETAED TV omolmV ivor Kot
01 KapdloKES appubuies, 1| TOV AHOPOP®V aryyeimV

- GoBpa M omoladnmote GAAN AN oM TOV TVELHOVAOY

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

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

- €AKN GTOUAYOV 1| OTLOGUOVG

- 0€ MEPIMTMON TOL £XETE TAPOTETAUEVT] O1APPOLL EVILEPDGTE TOV YIOTPO G0G KaOMG pmopel va
elvar onpeio eAeyHovig ToV ToXE0G EVIEPOL

- OMOL0ONTOTE HOPPN COPAPNG WOYIKNG SLOTAPAYNG OT®G Y™

- APOVIO YAUDK®OL OVOIKTIG YOVIOG, EXEWON eVOEXETAL VA YpeldleTatl pubuion tng 060oNG GoG Kot
Vo omotteiTan TapoKolovonon g wieong Tv oeBaAludV Gog.

2vuPovlevteite TOV Y10TPO GOG EAV TOIPVETE EME TOL TOPOVTOC:

- OVTIYOYOTIKE PAPLKO (PAPUAKO TOL YPNCUYLOTOIOVVTIOL GTNV AVTILETMTION TNG WYOY®ONC)

- (APLLOKO TO OO0 UITOPEL VO TPOKOAEGEL YOUNAT OPTNPLOKT TIECT] OTOV ONKOVECTE A0 TNV
kapéha 1 1o kpePdrl. Oa tpénel va yvopilete 6T 1o Corbilta evdéyeton va EMOEVMOGEL AVTEG
TIG AVTIOPACELG.

2vuPovievteite Tov yotpd coc av katd ) dbpkeia e Beponeing pe to Corbilta:

- TopoTNPNOETE OTL 01 POEG 0aG Eivat TOAD AKOUTTOL 1) EUPAVILOVY EVTOVEC GUGTIACELS, 1] EGV
EUPAVICETE TPOWO, AVNOVYI0, GUYYVOT], TVPETO, TOYLTOALIN, 1 LEYAAES OLOKVLAVGELS OTNV
aptnpokn oag migon. Edv cvuPei otidnmote amd To ovoTEP®, EMKOIVOVI|GTE APECOG UE TOV
TWTpo 6Os.

- alcBavieite KaTaOAWYT, £xETE GKEYELG Y10 AVTOKTOVIO, 1| TAPATPNOETE AGLVNOIGTEG AAAAYES
0TI GLUTEPLPOPE GOLG

- SmMOTMOCETE OTL GOG TAlpVEL EaPViKA 0 VITIVOG, 1 av acBdveste Evtovn vtvnAia. Ze T€Toln
nePInT®ON OV TPEMEL v, 0dnyeite N va ypnotponoteite epyaieio 1| unyovipata (BA. exiong v
Tapdypoeo “Od1ynomn Kot XEPIoUOC UNYovnUaT®y™).

- TapoTNPNOETE OTL AVveEELEYKTEG KIVIGELS apyilouV 1 ETOEVAOVOVTAL LETA TNV EVapEN TNG
Mymc tov Corbilta. Edv copfet avtd, o yiatpdc cog pmopet vo mpémet va KAVEL aAlayn Tng
d0GNG TOL AVTITOPKIVGOVIKOD POPLAKOV TOL TAPVETE.

- TOPOTNPNOETE SAPPOLO: GLVISTATAL TaPAKOAOVON O™ TOV Bépovg cag Yo va amopevydel to
EVOEYOLEVO VITEPPOMKNG ATMAELNG PAPOLG

- TapOTNPNOETE TPO0deLTIKY avopeéia, eEacBévion (advvapio, e£dvTAnon) Kot andAelo Bapovg
LEGO OE GYETIKA LKPO YPOVIKO S1AoTN . e TETOlN TEPINTOOT, Oa Tpémel va eEeTaoTEl TO
EVOEYOLEVO JIEVEPYELOG HLOG YEVIKNG LUTPIKNG EKTIUNONG GUUTEPIAAUPAVOUEVTG TNG NTOTIKNG
Aertovpyiog.

- viwbete v avdykn va otapatioete ) ypnon tov Corbilta, BA. Tnv Topdypapo “Edv
otopotnoete va taipvere to Corbilta”.

Evnuepdote 0V Y10tpd Gog edv €0€IC 1] 1] OIKOYEVELYL GOG/0 PPOVTIGTNG GOG SLUTICTMGEL OTL
ToPOLGIALETE CUUTTMOUATA 01OV TOL 001 YOV otV embupia Yio peyaivtepeg 06oe1g tov Corbilta
Kol GAADV QOPLOKEVTIKGV TPOIOVIMV TOL YPNCLOTO0VVTOL Yo T Bepaneia Tng vooov Parkinson.

Evnuepdote 10V Y10Tpd Gog €0V €0€IC 1] 1] OIKOYEVELD/O PPOVTIGTNG GOG OLUTICTMGEL TNV EULPAVIOT|
TapOpUNoNg 1 EMBLNG VO CUUTEPLPEPETTE e TPOTOVS OYL GLVNBELS Yio €GAG 1| €dv dev umopeite va
avtiotabeite otV Tapodpunon, BEANoN N TEPpacud va Tpofeite oe evépyeleg mov umopet va, fAdyouvv
TOV €0VTO GOG N TOVG YOP® GOG. AVTEG 0L GUUTEPLPOPES OvopalovTal SlatapayEg EAEYYOL TV
TOPOPUNCEMY Kol uopel va meptiapfavouy edioud ot yaptonaiéio, vIeEPPOAIKT KATAVIA®ON
@aynNTov 1N VIEPPOAKEG SAMAVES, U1 PUGIOAOYIKA avénpévn oeEovaiikn didbeomn 1| evacyoAnon ue
VIEPUETPEG OKEWYELG 1) ctoOnpaTa oe&ovaiucol epieyopévov. O y1otpdg 6og UIOPEL Vo YPELICTEL va
emava&loloynoet ) Bepancio coc.

O y1atpog 6aG UTOPEL VO KAVEL TOKTIKEG EPYAOTNPLOKEC EEETAGEIC KATE, TN OGPKELD LOKPOYPOVIG
Oepaneiog pe to Corbilta.
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Av mpénel va vtoPAndeite o€ yepovpyikn enépPacn, Tapakoreiote va meite otov yoTpd cog OTL
ypnowonoteite to Corbilta.

To Corbilta dev cuvictdtor yio ypron yio tn Oepaneio eE@MLPAIIK®OY GUUTTOUATOV (T.). AKOVCIEG
KWNGELS, TPEUOVAO, OKAUYIO TOV LOMV KOl LDTKEC GUOTAGELS) TOVL TPOKAAOVVTOL OO GALO QUPLLOKAL.

Moo kar Epnpor

H eumepio pe 1o Corbilta o ac0gveic nAikiog kdto tov 18 etdv ivor Teplopicuévn. Eropévac, dev
ovvietdrtol n yprion tov Corbilta 6g modid 1 pnfoug.

Alra @appoxa ko Corbilta

Evnuepoote tov y1otpo 1 TOV QOPUOKOTOL0 GG AV TOIpVETE, EYXETE TPOGPATO TAPEL 1] Uopel vol
népeTe GALA PApLOKAL.

Mnyv ndpete 1o Corbilta edv ToipveTe GUYKEKPIUEVO PAPLOKE Y10 TNV AVTILETMOTIOT TNG KOTAOAWYNG
(cvvdvaopovg eKAEKTIKAOV avaotoréwv MAO-A kor MAO-B, 1 un ekiektikodc avactoreic MAO).

To Corbilta gvdéyetar va avénoet tn dpdor Kot Tig avemBOUNTEG EVEPYEIEG OPICUEVOV PAPHUAKOV.

Meto&d avtdv Teptiapfavoval:

- (APLLOKO TTOV YPT|CLLOTOLOVVTOL Y10, TV CVTILETMTION TNG KOTAOAWYNG OTTmg LokAoPepion,
OULTPLTTIALVY, OECUTPALIVY, LOTPOTIALVY, Beviapadivn Kot Tapo&eTivn

- PYUTEPOAT KO IGOTPEVAALVT TTOL YPTCLLOTOLOVVTOL Y10 TNV OVTLUETMTICT| AVOTVEVCTIKMV
nadnceov

- 0OPEVOAIVI] TTOL YPNOUYLOTOLEITAL Y10l TNV AVTILETMOTIOT] GOPAPOV AALEPYIKDV OVTIOPAGEWDY

- vopadpevarivr, viomapivn kot SoBovtaptivn Tov ¥PNCLOTOIOVVTOL Y10 TV AVTLLETMOTIOT
KOPOOKOV TOBNGEMV KO TNG YAUNANG OPTNPLOKNG TIECTG

- a-pEBLAVTOTO TOV YPTGILOTOIEITOL Y10 TV AVTILETMMICT THG VYNANG OPTPLOKNG TECTG

- OTTOLOPPIVI TOL YPNCOTOLEITAL Y10l TNV AVTIUETOTIOT TG VOsoL Tov Parkinson.

H dpdon tov Corbilta gvdéyetat va eEacBevioel amd opiopéva QAppoKo. T QAPLOKA VT

neptiappavovrat:

- OVTOY®VIOTEG VIOTOLIVIG TTOV YPTCULOTOIOVVTOL Yo T BEPAmEiR TOV VONTIKOV S1TOpay MY,
NG vouTiog Kot ToL ERETOV

- (OIVVTOTVN TTOV YPTCLULOTOLEITOL Y10 TV TPOANYT] TV CTACHUMV

- amoPepivn TOV YPNCIUOTOIEITOL Y0 T YOAAPMOT] TOV HVMV.

To Corbilta propet va Kavel SLGKOAITEPT TV ATOPPOPTGT) TOV GLOTPOL GO TO YOGTPEVTIEPIKO
ocwlva. ['t' avtd to Adyo, punv maipvete Tavtodypova to Corbilta kot copminpopata odnpov. To
Corbilta kot Ta copumANpOUATE GLOTPOV TPEMEL VO AapPBavovTatl pe dopopd 2 £mg 3 wpav.

To Corbilta pe Tpo@n kot 70T6

Mmopeite va tapete to Corbilta pe 1 yopic tpoen. I pepucotc acbeveig, to Corbilta pmopet vo unv
amoppo@dtal KoAd, av Anedei pali pe, | Aiyo HETA amd Tpoen TAOVGLN G TPOTEIVES (OTTMG KpéaTa,
YAPLO, YOAUKTOKOUIKA TPOIOVTO, GTTOPOLG Kol Kopvdla). XvpuBovAievbdeite Tov yiatpod cag, ov
MOTEVETE OTL KATL TETO10 LGYVEL Y10 GOG.

Kdnon, Onraopoc ko yovipdtnto

Edwv eiote éyxvog 1 Onralete, vouilete 0TL pmopel va giote £ykvog 1 oxed1aleTe v AmoKTHOETE TOdi,
{ntote TN GVUPOLAT TOV Y1OTPOD 1) TOV POPHOKOTOLOD GG TPV TAPETE AVTO TO PAPLOKO.

Agv mpémel va Ondalete katd ) didpkewn g Oepaneiog pe Corbilta.
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0o1ynon ko EPLoPOg pyavnpdTmy

To Corbilta pmopei vo Heu®GEL TNV APTNPLOKT OOG TEST e AMOTELECHA VO VIDBeTE 0KOTOdIVN 1|
LaAn. Emopévamg, va glote 1d1aitepa mpoceKTiKol dtav 0dnyeite 1| 0tav ypnoylonoteite epyoieio 1

LN OV LLOLTOL.

Av vimBete €vtovn vTvnAia, 1 oV, LEPIKES POPES, SLOTICTMCETE OTL Gag TaipveEL EQPVIKA O VTTVOG,
nepluévete PEYPL va EuTvNoeTe TELEIMG TPV 00N YNOETE 1) KAVETE OTIONTOTE TOV OALTEL VoL €l0TE OF
gypNyopoT. Xe dPOPETIKN TepinTmon Unopet va BEGeTE TOV EVTO GOG 1| TOLG AAAOVG GE Kivouvo
cofapod TpavpaTIcHob 1 Bavdtov.

To Corbilta mepéyerl caxyapolin

To Corbilta mepiéyet caxyapdln (2,3 mg/diokio). Av 0 YTpOC GOG, OUG EVINUEPMGE OTL EYETE
dvcaveéio og OpIoUEVA GAKYOP, EMKOVMOVNOTE LE TOV Y1IATPO GG TPV TAPETE CLTO TO PAPLOKO.

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

3. [ og va tapete To Corbilta

[Tédvtote va maipveTe T0 PAPULOKO OVTO OVOTNPA COUPMOVE, LLE TIG 0N YIEG TOV YIATPOV T} TOVL
Qoppokomolov coc. Edv éxete apeiporieg, poToTe TOV Y1ATPO 1] TOV GUPLOKOTOLO GO,

Mo evAAKec Kot NMKIOUEVOLC:

- O ywtpog oag Ba cag mel akpPac toéca diokio Corbilta va maipvete kKaBe nuépa.

- Mnyv yopilete  unv ondte ta d1okio 68 PIKPOTEPH KOUUATIOL.
[Ipéner va maipvete povo éva diokio kdbe popd.

- Avdloya pe To IO avTIdpate 61N Bepameia, 0 YTPOS GO UTOPEL VO GG GLGTNCEL LYNAOTEPN
N xapnAdtepn d6om.

- Edv maipvete diokia Corbilta 200 mg/50 mg/200 mg, unv naipvete mepiocotepa and 7 diokia
TNG GLUYKEKPYEVIC TEPLEKTIKOTNTAG NUEPNTIWG,.

Muote pe tov yiTpd 1 Tov eapuaKonold cog v Bewpeite 6t 1 dpdon tov Corbilta givar molv
woyvpN 1 TOAD advVAUN, 1] AV EREAVIGETE TIOOVEG OVETIBOUNTEG EVEPYELEG.

Ewova 1

Mo va avoiete ™ @LaAN Yo TpdTN QPOpd: avoi&te 1o
OO, KOU GTY] CUVEYEW TECTE L TOV avTiyelpd cog
Tdveo oT10 oepaylopo péxpt avtd vo omdoel. BA.
gwova 1.

Edv napete peyardtepn 06on Corbilta amd tnv kavoviki)

Av mapete katd Adbog tepiocotepa diokia Corbilta amd ot1 mpémel, cupPfovievdeite apéowng tov
YTPO M TOV PAPUOKOTOLO GOC. 1€ TEPITTMOT VITEPOOGOA0YING Umopel va aicBavieite chyyvon 1
avnovyia, o kapdlakds cog puOudc umopet va givot o apydg 1 mo Toyde amd TO KOVOVIKO 1 UTopel
VO TUPOVGIUOTEL GALOYT GTO YPOUN TOV OEPUATOS, TNG YADSGUC, TOV LATIOV 1] TOV 00P®V GOGC.
Edv Egyaoete va napete To Corbilta

Mnyv népete SmAN 006N Y10 VO, AVOTANPOCETE TO d1oKio oV Egydoarte.

Av pecolofei mdvo arnd 1 dpo uéypt tnv exduevn 66om coc:
[apte €va diokio pwotig to Bounbeite kot whpTe TO EMOUEVO O1GKIO TNV KAVOVIKT] DPO.
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Av pecorafel AMydtepo omd 1 dpa puéypt Ty exduevn d6om GOgc:
[Tapte €va dioxio poiig to Bounbeite, mepiuévete 1 mpa, kot LETA TAPTE AALO €val diokio. MeTd amod
VT, CLVEYIOTE VO TAIPVETE KOVOVIKA TIC SOCELS.

[Tavta va aprvete vo TepAcEL TOLAAYIGTOV pia ®po petald Tov AMyewnv dtokiov Corbilta yio va
amo@VYete TOAVEG avemOOUNTES EVEPYELEC.

Edv ctopoaticere va naipvete to Corbilta

Mnyv ctapatioete ) AMjyn Tov Corbilta gdv dev 60G TO GLGTACEL 0 Y1ATPOG GOC. X€ AVTIHV TNV
TEPIMTOOT, O YIOTPOG GOG EVOEYETAL VO, TPETEL VO pLOUICEL TAL AAAL AVTITOPKIVOOVIKG QAPUOKE OO,
€101KA TN AEPOVTOTA, Y10 VO VITAPYEL EXAPKNG EAEYYOG TOV CUUTTOUATOV oaG. Edv dtokdyete
arotopa to Corbilta Kot To VEOAOUTA AVTITOPKIVGOVIKA PAPHOKA, UTOPEL VO TPOKAN OO0V
VETBVUNTEG EVEPYELEG.

Edv éxete meplocOTEPES EPOTNCELG GYETIKA LLE TN PNON CLTOV TOV PUPUAKOV, POTNGTE TOV Y1TPO 1|
TOV POPUUKOTOLO GOG.

4. IMBavéic avemBopnteg evépysieg

Onwg 6ha To pApLOKa, £TGL KOl AVTO TO PAPHOKO HUITOPEL VO TPOKOAEGEL AVETIOOUNTESG EVEPYELES, OV
Kot 6gv Tapovoidlovral oe 6AoVG Tovg avBpmmove. [ToAAEG amd Tic avemBounTeg EVEPYEIEG UTOPOVV
va katarpaviovv pe pvubuion g ddomng.

Edv ot d1dpketa g Oepanciog pe Corbilta eppoaviotodv To TOPAKAT® CUUTTOUAT, EXTKOIVOVI|CTE

OpECMS IE TOV Y1OTPO 6Og:

- O1 pbdeg oag Exovv yivel moAD Kool 1 EPPaviiovy £VIOVEG GUOTACELS, £XETE TPELOVAO,
avnovyio, GVYYLGOT, TVPETO, TOAYVTOAUIA, 1] LEYAAEG OIUKVUAVGELG GTNV APTNPLOKT CGOG TIEST).
Avtd pumopel va givatl cuumtdpaTo ToL Kakondovg vevpoinmrikod cuvopopov (KN, pog
OTAVIOG GOPap1g aVTIOPUOTC GE PAPLAKO TOV YPTCLLOTOLOVVTAL Y1 TV OVTIULETOTION
STOPAYDV TOV KEVIPIKOV VELPIKOV GUCTHHATOS) 1 TNG paOopvdivong (oG GTaviog
cofapng HLIKNG SloTapayng).

- Allepycn| avtidpaon, Ta onueio propei va mepthapPdvovy kvidmwon (kvidmtikd eEavinua),
oayobvpa, eEavinpua, TpH&yLo 6to TPOCHOTO, Gt XEIAN, OTN YA®GGA 1) GTO AQLILO, TPAYLLO TTOV
umopel va TPoKOAEGEL SUGKOALD GTNV OVATVOT 1] GTNV KATATOON.

o\ ovyvég (umopet va. exnpedoovy wepioootepo. amo 1 ota 10 droua):
avelédeykteg Kivnoelg (dvokivnoia)

- aicOnuo adrobeciog (vavtio)

- aKivOLVOG SLGYPOUATICHOG OVP®Y GE KAGTAVOKOKKIVO YPDLLOL

- LuiKog Tdvog

- ddppota.

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

LaAn M MmoBopio Ady® yopUnAng apTNPLoKnG TECTG, VYNAT apTNPLoKy TieoT

- eMdeivon TV cuuUTTOUAT®V TNg vosov Tov Parkinson, {aAn, vrvniio

- €1EeTOC, KOMaKOG TOVOGS Kot duopopia, aicOnua Kavcov, Enpootopia, SuGKOIAOTNTO

- advvapio Tov acevovg va konei, yevdaisOnoelg, cuyyvo, U ucotoroyikd ovelpa (Leta&d
TOV OTOI®V KOl EPLAATEG), KOVpOoN

- YOYKEG AALUYEG — CUUTEPIAAUPAVOUEVOV TPOPANUATOV LE TN UVIUN, GYYOLS Kol KOTAOAYNG
(MBavmg pe oKEYELG ALTOKTOVING)

- EMEICO010 KAPIIOKNG 1] APTNPLOKNG VOGOL (T.)Y. TOVOG GTOV BMPOKA), OKAVOVIGTOS KAPILOKOG
TaApOG M pLOUOG

- TO GLYVES TTAGELS
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- Aoy avioo Lo

- avénpévn epidpwon, eavinuata

- UVIKEG KPAUTES, TPNEHO TOV KAT® AKP®V

- Bopumn 6poaon

- avopio

- pelmpévn 6peln, peimon copotikod Bapovg
- TOVOKEPOUAOG, TOVOG GTIC 0pHpMOELS

- AOUMEELG TOL OVPOTONTUKOD.

Oy ovyvég (umopeti vo emnpedoovy éwg 1 aro 100 droua):

- KapdloKN TPOGROAN

- ooppayic 6To EVTEPO

- oAL0YEG OTOV OPOUO TOV ALLOGOAPIOY TOL UTOPEL VO, EYOVV MG OTOTEAEGLO OLOppayia, Un
(PUOIOAOYIKA OTOTEAEGUATO SOKILAGLAOV TNG NTOTIKNG AEITOLPYiag

- OTAGLOL

- aicOnua avnouyiog

- YUYOTIKE CUUTTOATO

- KoAlTId0 (PAeypovn oTo oyh £vTePO)

- SUCYPOUOTICHOG EKTOC OO TO. OVPA. (). TOV SEPUATOG, TOV VYLDV, TOV LOAADV, TOL 1OPDTO)

- dVGKOAID OTNV KATATOON

- advvapio ovpnong.

Mn yvootéc (17 ovyvotnta dev umopel vo. extiunBsi ue foon o diabéoua dedousva):

EmbBopia yio peydieg 66ceig Tov Corbilta mov vepPaivouv exegiveg Tov amattovvTal yio Tov EAEYY0
KIVITIKOV GUUTTOHIATOV, TOV VoL YVOOTN ¢ GUVOPOUO amoppvduiong g viomapuiving. Mepikoi
acBeveig mapovoialovy coPapég pUn PLGIOAOYIKEG 0KOVGIEG KIVIGELS (SLVCKIVIGIES), SIUKVUAVOELS
dudBeong 1 GAAeg avemBOUNTEG EVEPYELES LETA OO TN AQYT peYdAwV docemv tov Corbilta.

"Exovv avoopepbel eniong o1 mapakdt® avemOOunTes EVEPYELEC:
- nratitido (AEYHOVH TOL TOTOC)
- Qayovpa.

Mmropei va gpeavicete Tic axoAovbeg ovemBounTeg evépyelec:
- Advvapia avtictaong otny mopdpuncn va tpofeite oe gvépyela mov mbavov va givar
emPrapfng, n onoia uropei va teptroppavet:
- duvartn TapoOpUN o Yo vIePPOAKT YopTOTAEin TAPA TIS GOPAPES TPOCOTIKES 1)
OUKOYEVELNKES CUVETELEG
- SLPOPOTONEVO 1 ALENUEVO GEEOVOAKO EVILOPEPOV KOl GCUUTEPLPOPA LE 1d10iTEPT
avnovyio € EGGG 1 TOLG YOP® GOGC, OTMG Y10 TAPASELY LA, aVENUEVT 6eEOVLOAIKTY
d1Beom
- avelédeykteg vepPOrKEG ayopE 1) SATAVEG
- KPOUTAAT GoynToL (KOTAVAA®GT) LEYGA®Y TOGOTNT®V QAyNTOV GE UIKPE YPOVIKA
SOTAUATO) 1] KATOVOYKOGTIKN KOATAVAAWDGT) GayNnTov (KATOVAA®MGON TEPIGGOTEPOV
(OyNToL OO TO PLGLOAOYIKO KOl TEPLGGOTEPO OO OGO YPELULETAL Y10 VOl IKOVOTTOtnOel 1
TEva 0ag).

Evnuepdote 1oV Y10Tp0o G0g GV TOPOVGLAGETE KAMTOLO OO QTG TIC GVUTEPLPOPES, Do culntoete
TPOTOLE XEPIGUOV 1} LEIWONE TOV CUUTTOUAT®OV CVTOV.

Ava@opd avemOuuUNTOV EVEPYELOV

Edv mapatnpnoete kamola avemBountn evépyeld, EVNIEPDTTE TOV YIOTPO GOG N TOV POPLOKOTOLO
caG. Avto 1oydel Kot Yo KGOe mhovn avemBOUNTN EVEPYELD TTOVL EV AVAPEPETAL GTO TAPOV PUAAO
odnyldv ypnons. Mnopeite eniong va avagépete avemBounteg evépyeleg anevbeiag, LEGH TOV
€0viKov GUOTNIOTOG avaPOoPdg Tov avaypaeeTor oto Lapdpmmua V. Méow g avapopdg
aveEmBOUNTOV EVEPYEL®V Umopeite va fonbNnoete 0T GLAAOYN TEPIGCOTEPOV TATPOPOPIDV GYETIKA
LE TNV AOPAAELN TOV TOPOVTOG POPULAKOV.
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5. og va guraccete To Corbilta
To @apparo avtd TPETEL VoL PUAGCCETAL GE PEPT] TOV OEV TO PAETOLV Kot dgV TO POGVOLY T TALO1E.

Na pn xp1OLOTOIEITE AVTO TO PAPUOKO UETA TNV NUEPOUNViD ANENG TOV AVOPEPETAL OTI PLAAT Kol
o10 xovuti. H nuepopnvia Anéng sivar n tehevtaio nUEPA TOL AV TOV OVOPEPETAL EKEL.

To papuaxo avtod dev amartel Waitepeg ouvONKes POAAENG.

Mnyv metdite @ApLoKa 6To VEPO TNG AMOYETEVOTG 1] 0TA OKLoKE amoppippota. Potote tov
(POPLOKOTOLO GOG Y10 TO TTMG VO TETAEETE TO PAPLLOKA TTOV OEV YPTCILOTOLELTE Tl AVTA ToL pLETPaL Oa
BonOncovv oty mpoctacio Tov TEPPAILOVTOG.

6. Iepreydpeva TS 6VOKELAGIOS KOl AOUTEG TANPOPOPIES
T tepréyer o Corbilta

- Ot dpaoTtikég ovoieg Tov Corbilta givar 1 Aefovtona, 1 kapPLvToTa Kot 1) EVIOKATOVY.

- Ka6¢ diokio Corbilta 200 mg/50 mg/200 mg nepiéyet 200 mg Aefovronac, S0 mg kapPivromog
rot 200 mg evraKamovg.

- Ta @GAAo GLGTOTIKG GTOV TLPNVA TOV S10KIOL Elval VOTPLOVY0G SLLGTAVPOVUEVT KAPUEALOLN,
OTEOTIKO HOyVNO10, Apvlo apafoacitov, pavvitoin (E421) kot mofdovn (E1201).

- Ta GAAG GLGTOTIKA GTNV EMKAALYT) e AETTO VUEVIO ivar YAukepOAN (85 toig ekatd) (E422),
VIPOPEAAOL, OTEATIKO payviolo, ToAvcopPikd 80, epubpd o&eidio tov adfpov (E 172),
cakyopoln kot d10&eidio Titaviov (E 171).

Epgévion tov Corbilta kon mepreyopeva g cvokevaciog

Ta dwokia Corbilta 200 mg/50 mg/200 mg eivar okovpoL KOPEKOKKIVOV XPOUATOS, OPBAA,
EMKOAVUUEVA [LE AETTO VUEVIO, YOPIG €YKo, Pépovta TV £voelEn “LCE 200” otn pio mhevpd Tovg.

To Corbilta 200 mg/50 mg/200 mg dwatiBevron og mEVTe drapopetikd peyédn ocvokevaciog (10, 30,
100, 130 1 175 dwokio). Mmopei va unv KukAo@opovv OAEG 01 GUCKEVAGIES.

Katoyog Adsrwog Kukrogpopiag
Orion Corporation

Orionintie 1

F1-02200 Espoo

dwviavdia

Hapaockevaotiig

Orion Corporation Orion Pharma
Joensuunkatu 7

FI-24100 Salo

dwviavoia

INo omoladMmote TANPOPOPia GYETIKA LE TO TAPOHV PAPUAKEVTIKO TPOTOV, TAPAKOAEISTE VO
angvBuvheite otov Tomkd avtimpdcwno tov Katdyov e Adsiog Kvkiopopiog:

Belgié/Belgique/Belgien Lietuva
Sandoz n.v./s.a. Orion Corporation
Tél/Tel: +32 2 722 97 97 Tel. +358 10 4261
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Boarapus
TII Canznos
Ten.: +359 2970 47 47

Ceska republika
Sandoz s.r.0.
Tel: +420 225 775 111

Danmark
Orion Corporation
TIf: +358 10 4261

Deutschland
Orion Corporation
Tel: +358 10 4261

Eesti
Orion Corporation
Tel: +358 10 4261

EArGoa
Novartis (Hellas) S.A.C.L
TnA: +30 210 2811712

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Sandoz d.o.o.
Tel. +385 12353 111

Ireland
Orion Corporation
Tel: +358 10 4261

island
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 96 54 3494

Kvnpog
Sandoz GmbH
TnA: +43 5338 200 0

Latvija
Orion Corporation
Tel: +358 10 4261

Luxembourg/Luxemburg
Sandoz n.v./s.a.
Tél/Tel: +322 722 97 97

Magyarorszag
Sandoz Hungéria Kft.
Tel.: +36 1 430 2890

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Sandoz B.V.
Tel: +31 (0)36 5241600

Norge
Orion Corporation
TIf: +358 10 4261

Osterreich
Sandoz GmbH
Tel: +43 5338 200 0

Polska
Orion Corporation
Tel.: +358 10 4261

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 924 19 19

Romaénia
S.C Sandoz S.R.L.
+40 21 407 51 60

Slovenija
Lek Pharmaceuticals d.d.
Tel: +386 1 58021 11

Slovenska republika
Sandoz d.d. organiza¢na zlozka
Tel: +421 2 48 200 600

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

Sverige
Orion Corporation
Tel: +358 10 4261

United Kingdom (Northern Ireland)

Orion Corporation
Tel: +358 10 4261

To wapov @UALO 00N YIOV Yp1ioNS avaBepOnke Yo TELEVTOIN POPa 6TIG
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AdLreg INYES TANPOPOPLOY

Aemtopepeic TAnpopopies Yo To PApLaKo avTd gival S100E01UES GTOV SIKTLOKO TOTO TOL
Evponaikod Opyoviopov @apudrkmv: http://www.ema.europa.eu.
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