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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:
K0 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 Kot 200 mg eviaxomovng.

"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:
K0 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 vatpiov wg cuoTaTIKO EVOG EKOOYOV.

175 mg/43.75 mg/200 mg
Kd&0e diokio mepiéyel 175 mg Aefovtomag, 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:
K0 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

Koagekokiva 1 ykpt{okOKKiva, oTpoyyLAd, KuPTH, EXTIKOAVUUEVO LE AETTO DUEVIO dtoKia 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
Koagekokkva 1 ykpr{okokkiva, ofdA, emkaivppéva pe Aemtod LUEVIO dloKia ympic €YKo, PEpovTa
v €vdetn “LCE 100” ot pia mievpd Tovg.

125 mg/31.25 mg/200 mg
Avoytoh KopeKOKKIVOL YPOUATOG, OPAA emtkalvpupéva e AETTO LUEVIO dloKia pEpovTa TNV £VOELEN
“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 KopeKOKKIVOL YPOUATOG, OPAA, eTukoAlvppéve e AeTTO DUEVIO dloKia Ywpig eykom,
eépovta v évoeln “LCE 175” ot o mievpd tovg.

200 mg/50 mg/200 mg
2K00POV KUPEKOKKIVOL YPMDUATOC, OBAA, EMKAAVUUEVA [LE AETTO VUEVIO OloKia Y®PIg EYKOTN,
eépovta v évoeldn “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 KVNTIKOTNTOG 0TO TEA0G TNG dO0TG oL OV £xovv otafepomon el pe BepamenTikn aywyn
AePovtomag/avactoréa tng vromag arokapBosuidonc (DDC).

4.2 Aocoloyio Kol TPpOTOG YOpNYNONS

Aocoroyia

H Béitiomn nuepnola doom mpénet va kabopiletar e TPoGEKTIKN TITAOTOINON TNG AefoVTOTOG OE
kd0e acOevi). H nuepnola d6om npénet va ferTioTomoleiton Katd TpoTiunon XpNOLUOTOI®VTAG L
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/Kapfivtonag/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 mlavd va peavicovy vavtio kot Epeto. [apdti n eunepia and cuvolikn nuepnota 660
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peyorvtepn amd 200 mg kopPvTonag ival TEPLOPIGUEVT], 1| LEYIGTN CUVIGTOUEVT] UEPTIOLL
docoroyia evtakamovng eivar 2 000 mg kat emopévag 1 puéyiotn 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 NepNota d6on 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 ypnoponoteitan o€ acbeveig o1 0moiol VTOPAAAOVTOL Tr 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 fevoepolion) kou diokio eVToaxkomovyg

a. AcBeveig Tov VTOPAALOVTAL T GUYKEKPIUEVT] 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 aueca ota avtiotorya diokia Corbilta. ' mapdaderypa, £vog
acBevng mov Aappavel éva diokio Aefoviona/kapPvionag twv 50 mg/12,5 mg pe éva diokio
evtakanovng tov 200 mg téooepic eopEs v Nuépa pumopel va Aappdavet éva diokio Corbilta tav
50 mg/12,5 mg/200 mg técoepig popéc TV NUEPA avTi TV GUVIHBOY dOGE®V
AePovtomag/KapPvtoOmag Kot EVIAKOTOVIG.

L. Otav Eexwva Bepaneio pe Corbilta oe acBeveic mov vToPdAlovTol T CLYKEKPIUEVT ETOYN OE
OepamenTikn aymyn pe eviakamovn Kot Aefovtona/kapPfivtona og d60€1C o 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), | 6ocoroyio Tov Corbilta Tpémel va TiThOTOIEITOL TPOGEKTIKA Yial T BEATIO
KAk amokpion. Katd v évapén, to Corbilta npémet 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 6e acBeveic mov vrofdAlovtol T CLYKEKPIUEVT ETOYN O
OepamenTikn aymyn pe evrokamovn Kot Aefovtona/Pevoepalidn o€ oo TOTIKNG anelevdiépmong, Oa
TPEMEL vaL OlokOTTETOL 1) YopNynomn Aefovtomoc/Pevaepaliong to mponyoduevo Bpddv kat Ba mpémet va
Eexva 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%).

o va petofodv atn Oeparncio pe Corbilta acleveic mov dev vrofdliovial T oLYKEKPIUEVN ETOXN OE
Oepamevtikn oywyn e EVIOKamovy.

Mrnopei va e&gtaotel 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 oTafepomomBel pe TV TpEYovca BepameVTIKY ay®YN 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 v onoimv N nuepnoia door Aefovtomag eivar peyarvtepn omd 800 mg. Xtovg 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 petdfoon oto Corbilta.

H evtaxandvn evioyvet T1g dpaoelg g Aefovtomag. Emopévamg, evdéyetan va eivar amapaitnto,

Wwitepa o€ acheveic pe dvokivnoia, va pewwbdei n 66on g AePfovionag katd 10-30% gvidg tov
SOOTNHOTOG OO TIG TPMTEG NUEPES £0C TIG TPAOTES EPOONAdEG LT TV Evapén g Bepaneiog e
Corbilta. H nuepnowa 66om g Aefovtonag pmopel va Pelwbel eXUnKOVOVTOS To S10GTI LT TOV
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UEGOAOPOVV OVALESH GTIG XOPNYNOELS KOUT LEWDVOVTAS TNV TOGOTNTA TG Aefovtomag avd ddon,
avdioya pe TV KAVIKN Katdotaor tov acbevoic.

PoOuion twv dooewv kara ) didpxeio e Oeparneiog

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

Orav amatteitor Aryotepn Aefovtona, 1 cuvoAikn nuepnota door tov Corbilta Oa mpénet vo petmbel
€lTe LEWDVOVTOG TN GLYVOTNTO TNG XOPNYNONG EMUNKVVOVTAS TO YPOVIKO dtdoTnio LeTald Tmv
d0cemV, glte petmvovtag Vv meptektikotnta tov Corbilta og pia yoprynon.

Av ypnoyorolovvtol dAra Tpoidvia 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
OepamenTIKOV ayOydV, 1taitepa TG AefovtoOmag, TPOKEUEVOD va EmTEVYDEl emapkég eminedo
EALEYYOL TOV TOPKIVEOVIKMY CUUTTOUATOV.

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

Hlmawuévor: Agv amouteitan phOpuon g 66ong tov Corbilta 6toug nAkiopévoug,.

Hrozikn dvaleirovpyio: Zoviotdtol TpocekTikn yopnynon tov Corbilta oe acBeveig pe Nma £mg
PETPLO ATk SucAertovpyia. Mropet va amaiteiton peimon g 60ong (BA. mapdypapo 5.2). T
cofapn nratky dvciettovpyia PA. Tapdypoeo 4.3.

Negpirn dvaierrovpyio: H veppikn ducheitovpyia dev ennpedlel T QApUOKOKIVNTIKNY TNG
evtakamovnc. Aegv €govv avapepBel 1010iTEPEG LEAETEG OYETIKA LLE TN POPUOKOKIVITIKY TG
AePovtomag Ko TG KapPvtomog o achevelg e VEPPIKT avendpKeLn, ETOUEVAC, 1) BepamevTiKn
aywyn pe Corbilta Tpémetl va yopnyeitan mpocextikd og aobeveig pe cofapn veppikn dvciettovpyio
ocounepriappavopévav ekeitvov mov vrofdiioviot o€ apokabapon (PA. mapdypapo 5.2).

Tpoémog yopnynong
To kB¢ dioxio Aappdvetar and otopATOG HEe ) YPic 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
Topdypapo 6.1.

- YoBapn nratikn PAAPT.

- IMuadkopo KAelotg Yoviag.

- DooypOULOKVTOLLA.

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

- Xvuyyopnynon He Evav ekAekTiKO avaotoréa MAO-A kot évav exiektikd avactoréo MAO-B
(BA. mapdypago 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
kapdlondbeia, coPapr| kapdiayyelakn wddnon 1 tvevpovorddela, Bpoyykd oo, veeptkn
EVOOKPIVOLOYIKT TTAONGT), IGTOPIKO TENTIKOD EAKOVG 1) IOTOPIKO GTOCUMDV.

e 000gveig e 10TOPIKO EUPPAYIOTOS TOV HVOKAPSIOV, 01 0TT0101 £XOVV VITOAELUATIKT KOATIKN
KopPikn dtapuyn 1 Kothakéc appubuies, Bo mpémel va mapakorovbeiton 1 Kopdiokn Acttovpyia
Le Waitepn TPOSoyn KATA TN SdpKELN TNG TEPLOSOV TV PLOUIGEDY TNG OPYIKNAG dOOMG.

O)ot o1 acBeveic mov vroPdilovtor og Bepaneio pe Corbilta Tpémetl va mapakorovBodvton
TPOCEKTIKA GYETIKA LLE TNV AVATTLEN YUXIK®OV OAAAYDV, KATAOAMYNG e TACELS QVTOKTOVIOG
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,
Wuwitepa avToymvioTég Tov vtodoytmv D2, O npénel va Aapufdvel ydpa Le Tpocoyn Kol o
acBevig va Tapakolovbeital 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 eAEyyetat KaAd 1 evOoQBaALO TigoT KOl VO
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 AapPavouy GALL QOPUAKEVTIKG TPOTOVTA, TO OO0
umopel va TpokaAécovy opBocTaTIKY VTOTAGCT).

H evtoxamdévn oe cuvdvaopo pe AePovIOna £(El GUGYETIOTEL [LE DITVNALL KOl ETELGOIIL
apvidwog Evapéng vvov og aobeveig pe voco Parkinson kot emopévog yperdletal Tpocoyn
KOTA TNV 00N yNo” 1] TOV XEPISUO punyovnudtov (BA. tapdypaeo 4.7).

2116 KMVIKEG PLEAETES, O AVEMIOOUNTEG VIOTOUIVEPYIKEG OVTIOPACELS, .. OLCKIVNGIA, NTAV 1O
ovyvég o€ aobeveic oToLG OTTOiOVG YoPNYHONKAY EVTAKOTOVI KOl Ay®VIGTEG VIOTAUIVG (0T
Bpopoxpountivn), celeyiivn 1 apavtadivi oe GUYKPLON LE EKEIVOVG GTOVG 0TO10Vg
YOPNYNONKE EKOVIKO PAPLAKO LE AVTOV TO cLVIVAGHO. Evdeyopuévac va amoitndei poduion
TOV 00GEMV TOV GAL®V OVTITOPKIVOOVIKOY (OPUUKEVTIKMOV TPOTOVTOV OTav vTokabicTaTol 1
aywyn pe Corbilta yio évav acBevi) Tov dev voPdAdeTal, GTN CLYKEKPLUEVT EMOYN, OF
Oepaneia pe evrokamovn.

Papdopvorvon devtepoyevig o cofapég SuoKivnoieg 1| 6To KakoMOeg veupoAnNTTiKd chHVOpouo
(KNX) &xer mopatnpndel omdvia og acheveic pe voco tov Parkinson. Enopévmg, ka6 amdtoun
peimon Tov 86cewv 1 drakon g Aefovionag Oa mpénet va mopakoiovdeital TPOGEKTIKG,
Wuwitepa o€ acheveic mov AapPdavovv emiong vevpoinmtikd. To KN, cupmeptiappavopévng
g paPdopvoivong kot e vrepbepuiog, yopakTnpileTol amd KvnTIKA GOUTTOUOTA (OKoy i,
LVOKAOVOG, TPOUOG), OAAAYEG GTNV WLYIKT KATAGTOOT (TT.). S1EYEPOT), GVYYVOT|, KAL),
vrepBeppiio, SLGAEITOLPYIK TOV AVTOVOLOL VELPIKOD GLGTAKATOG (TaXVKAPSia, 0GTAONG
apTNPLOKN TieoN) Kot GVENUEVA ETITEDD KPEATIVOPMGPOKIVAOTG OPOV. X& UEUOVOUEVESG
TMEPIMTMOCELG, EVOEYETOL VO EIVAL ELEOVT] LOVO HEPIKE OO QLT TOL CUUTTAOUATO KOUT TO
evprjnota. H mpdun Sidyvmon elvar onpavTikn yuo TNy KoOTaAANAN avtipetdniorn tov KNZ.
Me v andTopn S10KOT TOV AVTITOPKIVGOVIK®V TapaydvTav £xel avapepel Eva ochvopouo
7oV Holdlel pe To KaKONOeg vELPOANTTTIKO GUVOPOLO, TO OTTOT0 TEPIAAUPAVEL LUTKT aKapyia,
vynAn Beprokpacio TOL CAOUATOS, YOYIKES AAAAYES KOl ADENOT TOV ETITEI®V TNG
KPEATIVOP®OPOKIVAGNG 0poV. ATO eAeYYOUEVEG OOKIUEG OTIG OTTOlEG EAUPE YDPO ATOTOUN
SlKOTN NG EvIaKAmovNg, ovte To KNX 0vte 1 pafdopvdivon éxovv avapepbel oe cuoyétion
LE TNV ay@YN LE EVTAKOTOVT. ATd TdTE TOL £)EL Tebel otV ayopd 1 evtaxomdvr, £xovv
avapepbel pepovopéves tepumtdoeig KN, dwaitepa petd and andtoun peimon 1 dokon
YPNONG TNG EVIOKATOVIG KOl AAL®DY TAVTOYPOVOV VIOTUUVEPYIKDV POPUAUKEVTIKMY TPOTOVTI®V.
Orav Bewpnbel anapaitmro, n aviikotdotaon tov Corbilta pe Aefovtona kot avactoréo DDC
YOpic evrakamdvn 1 GAAN viomapivepyikn Beponeio Tpémel va AaPel yodpa pe apyd Prpoto Kot
evoéyetat va gtvor amapaitntn o avénon ot 60om g AePovionac.

Av amortnBet yevikn avarebnoio, n Oepaneia pe to Corbilta prnopei va cvveyiotel yio 660
oo 0 acBevig emTpénetal vo AOUPAVEL DYPA KO POPLOKEVTIKH TPOIOVTO At GTOMUOTOC.
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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.

Zuviotdtot TePodikn agloAdyNon TG NTOTIKNG, CLLOTOWTIKNG, KOPOIOYYEINKTG KOl VEPPIKNG
Aertovpyiag Kotd ) didpkela mapotevouevng Bepaneiog pe Corbilta.

Xe aoBeveig mov Tapovcidlovv duippola, CLVIGTATAL TAPAKOAOVON oY TOV BApPOovg MOTE Vo
arogevyOei mBavn vepPforikn anmAieia Bapovc. [apateTtapévn N empévovca S1appota Tov
TOPOLGIALETAL KATA TN Yp1|ON TNG EVIOKATOVNG Umopel va etvan onpeio koAiTidog. 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) SOTAPOYDV EAEYYXOV TV
napopunoemv. Ot acBeveic kol o1 PPovTIOTEG TPEMEL VAL EVILEP®BOVY TMG CLUTTMOLOTO
CUUTEPLPOPAS TOV SLOTAPAYDY EAEYYOV TOV TAPOPUNCEDV TEPIAAUPAVOUEVEOV TABOAOYIKNG
xopromai&iog, YEVETHO0G OpUNG AVENUEVNG, VTTEPCEEOVOAMKOTNTOC, KOTAVUYKOOTIKMY O0TAvVAOY
N AYyopaV, KPUUTAANG GOynTOD KOl KOTOVOYKOOTIKNG KATAVAA®MGNG (pOynNTod UTOpEl va
EUPAVICTOOV o€ aobevelg og Bepameia e Ay®VIOTEG TG VIOTOUIVIG Ko/ GAAES
vromopvepyikeg Bepaneieg mov mepiEyovv Aefoviona cupmepiiapfovopévov tov Corbilta. Eqv
EUPAVICTOVV TETOLN CUUTTAOUATO CLVIGTATAL 0E0AOYN O TG Bepameiag.

To XOvdpopo AmoppOBuong g Ntomapivng (DDS) givon pia ediotikn Sratapoyn wov odnyel
oTNV VIEPPOAIKT XPTOT TOV PAPUAKOV TOV EUPAVILETUL GE PePKOVG acbeveic mov EAafoav
Oepaneio pe kapPivrono/Aefovtona. [pv and v vapén tng Bepameiog, ol acheveig kot ot
(PPOVTIOTEG TOVG TPETEL VO TPOEIOOTOLOVVTOL GYETIKA LE TOV THAVO KivOuVo EUOAVIONG TOV
ouvopopov DDS (BA. eriong mapdypaeo 4.8).

Xe aoBeveig mov Tapovoidlovv 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/xopPviona prnopel vo tpokarécel yevdmg 0eTikd amotéleoua 60TV
ypNoLonoteital pafdoc péTpnong yio tnv e£€Taomn TG KETOVIG 6T 00PA KOt 1) OvTIOpaoT) avT
dev aAlalel pe Ppacpd tov detypotog Tov ovpwv. H yprior pebodwv o&eddong yAvkolng
umopel va SMGEL YELOMG APVNTIKE OmOTEAEGLOTA Y10, YAVKOLovpia.

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

To Corbilta 150 mg/37,5 mg/200 mg nepiéyet 2,6 mg vatpiov avd diokio. H péyiom
ocuviotopevn nuepnota 66om (10 dwokia) mepiéyet 26 mg vatpiov, Tov 1wodvvapovv pe 1,3%
g ovvicTdpevng amd tov ITIOY péylotng nuepnotog Tpdoinyng 2 g vatpiov HEGm S10Tpornc,
Yo Evay EVIAIKA.

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 dlokia mepiéyel Aryotepo and 1 mmol (23 mg) vatpiov avd péyiot
CULVICTAONEVT HEPNOL 8O0, gival avTod Tov ovopdlovpe «eAebBepo vaTpiovy.

AlMAiemopdoseic pe GAlo QUPUIKEVTIKA TPOIOVTA Kol GrAheg pop@és alinieniopacg

AN avuimapkivoovike popuaxevtika rpoiovia: Méypt onpepa dev €xel vapéet Evoeitn
OAANAETIOPACE®Y TTOV B0 OTEKAELOLY TNV TAVTOYPOVI XPTOT| TUTIKDYV OVTUTOPKIVGOVIKMV
(QOPUOKEVTIKMV TTPoidvTeV e T Bepaneia pe to Corbilta. H evtaxamdvn og vymiéc dooelg evosyetal
VO ETNPEAGEL TNV AToPPOPN o1 NG KapPvtonag. Qot000, dev £xel mapatnpndel aAAnAienidpaon pe
NV KapPvtono 610 cuvieT®dpevo Bepamevtikd oynua (200 mg evraxoamovng Eog 10 popég
nuepncing). Ot aAniemdpdocelg petald evrakandvng Kot ceAeYIivig &xovv diepevvn el o pehéteg
emovalopPavouevev d6cewv o acbevelg e voco Tov Parkinson, mov vrofAndnkoayv og Bepaneio pe
AePovtona/avactoréa DDC kot dev mapatnpndnie kopio adAAnienidpacn. Otav ypnoponoteiton pali
pe to Corbilta, n nuepiola 660m g oereyidivng dev tpémet va vepPaivel ta 10 mg.

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



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

AvuraraBiimtira: ‘Exoov avoepepfel ondvia aviidpacels, 6Tig onoieg TeploBavovial 1) vTEPTAoT)
Kot 1 SUGKIVNGIa, LE TNV TAVTOYPOVI XPNOT| TPIKVKAKOV aVTIKATAOMITIKAOV Kot
AePovtomag/kapPivtomag. AAANAETIOPAGELG LETAED TNG EVTOKATOVNG KoL TNG WITPOUIVIG Kot HETOED
NG EVTOKATOVTG Kol TG LokAoPepiong éxovv diepevvnbel og peiéteg epana 66onG o€ VYIElg
efehovtég. Agv TopatnpnONKay EopUOKOSVVOUIKES OAANAETIOPACELS. Xe oNUaVTIKO aplOpd acbevov
ne voco tov Parkinson €xet do0el Oepamevtikn aywyn cvvdvacpod Aefovionag, kapPivTonas Kot
EVTOKOTOVNG E OPKETES OPACTIKEG OVGIEC GUUTEPIAAUPAVOUEVOV TOV avaoTOAE®V MAO-A, Tov
TPIKVKAKAOV aVTIKOTAOMTTIKOV, TOV 0VAGTOAE®DY EXAVATPOCANYNG VOPAUOPEVOAIVIG OTTMG 1|
dECITPaiv, 1 LOTPOTIAIVY Ko 1) BEVAOQAEivI KOl TOV QOPUAKEVTIKMY TPOTOVI®V TOV
petaforifovror amd v COMT (m.y. ovoieg pe Kateyolkn doun, tapoletivn). Agv £xovv
napotnpndet pappakodvvoptkéc aAANAETIOpacels. Q26T000, YPeIGleETOL TPOGOYN OTAV ALTA TO
(OPLOKEVTIKA TPOTOVTA YpMoiormolovvTal TavTdypova pe o Corbilta (BA. Tapaypdpovg 4.3 kot 4.4).

AMeg dpaorirés ovaies: O1 AvVIAY®VIGTEG TOL VITOSOYEN TNG VIOTOUIVNG (). HEPIKE OVTIYLYOTIK KO
OVTIEUETIKA), 1 GOVLTOIVN Kot 1) Tomaepivn pumopel va petdoovy tn Oepamevtikn dpdon g
AePovtomag. AcBeveic mov Aapfdvovy avtd o oappakevTikd tpoiovta pali pe to Corbilta Oo mpémet
Vo TPUKOAOLOOVVTOL TPOGEKTIKA Y10 TUYOV OTOAEL TNG BEPUTEVTIKTG ATOKPIONG.

AOY® NG GLYYEVELNG TNG EVTAKOTOVNG, iR Vitro, Ue To Kutoypoua P450 2C9 (BA. mapdypapo 5.2), to
Corbilta pmopet duvnrtikd va mapépfet oe SpaoTikég ovoieg TV omoimv o petafolopog eEaptdTot
Ao avTo T0 160EVELHO, OTTMG 1 S-Bapeapivn. Qo1dc0, 6 (o LEAETT) AAANAETIOpOIOTG 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, cuviotdral va yivetatl Eieyyog Tov tipadv INR otav
Eexwva 1 yopnynon tov Corbilta og acBeveic mov Aapfdavovv Papeopivn.

AMeg poppés allniemdpaocewv: Eneldn n Aefoviona avraywviletor pepikd apvoléa, n omoppoenon
tov Corbilta pmopel va peiwdel oe pepikovg acbeveic mov givor og dlorta Pe VYNAN TEPIEKTIKOTNTO
TPOTEIVOV.

H Aefovtona kor 1 evraxomdvn umopel va oynUaticovy ¥nAKES EVAGELG LE TO GidNpO GTO
YOO TPEVTEPIKO cANVA. ['la avtdv Tov AdY0o, To Corbilta kot ta 1d100kevdcpata c1dnpov Ba mpémet va
Aappdvovtor pe dapopd TovAdyiotov 2—3 wpdv (PA. mapdypaeo 4.8).

Aedouéva. in vitro: H gvtakamovn deopevetal and t 0¢on ovvdeong Il g avBpdmivng Aevkmpativg,
1 omoia deopevel emiong kot S1d.popa AAAN PUPUAKEVTIKA TPOIOVTA, CUUTEPIAOUPAVOUEV®Y TNG
dralemdung kot g PovmTpoaivng. ZOUPOVO [e LEAETES in Vitro, OEV OVOUEVETOL GT)LLOVTIKN
LETATOMION OTIG BEPATEVTIKEG CLYKEVIPMOELS TV PUPUIKEVTIKGV TPoidvTv. Katd cuvéneia, dev
&xervmapel péypt onuepa £voelEn TapOHOIOV AAANAETIOPACEWDV.

4.6 TovipétTnra, KONON KO Yorlovyia

Kvnon

Agv vrdpyovv emapkn 6edopéva amd T XPTOT TOV GLVIVAGHOD
AePovtomag/kapPvtomog/eviakamovng oe £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 ypnopomoteitat Katd tn d1dpKela Tng KOMong
TOPA LOVOV OV TOL OPEAT] Y10 TN UNTEPA VIEPTEPOVV TOV SLVNTIKMOV KIVOLVOV Yl TO EUPpvo.

OnAaouog
H Aefoviona amekipivetal oto unTpikod yaio. Yrapyovv evdei&elg 0t kataotéAdetan o Onlaouodg
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katd tn ddpken Oepoameiog pe Aefovtona. 'EraPe yopa anékkpion kapPvTomog Kot EVIOKATOVNG GTO
vara LoV, aAld dev givol YVOoTO av AapPavel ydpa anEKKPIoT 6TO UNTPLIKO YaAd Tov avipormy. H
acQAAEld TNG AEPOVTOTAG, TNG KAPPLVTOTOC 1] TNG EVIOKATOVNG Yo TO VEOYVO dev gival yvooth. Ot
yovaikeg dev mpénet vo Inralovv katd ) didpken g Bepaneiog pe Corbilta.

Tovomo
Agv &yovv TapatnpnOei avemBounteg avTdpACGEIS GTN YOVILOTNTO GE TPOKAIVIKEG LEAETEC LE TNV

evtakoamdvn, v kopPvtona 1 tn Aefovtona oc povobepaneio. Agv €yovv de&aybel peréreg
yovipuotntag og {da e T GLVOVAGUO EVTAKUTOVNG, AEPOVTOTOG Kot KapPLvToOTOC.

4.7 Emdpbaosig oty IKavoTnTO 001]Y161S KO XEPIGROV PN OvVIIUATOV

To Corbilta pmopel va £xel onpavtiKn exidpacn TNV KAVOTNTO 001 YNONG Kot YEIPICHOD
unyovnudtov. H Aefovtona, n kapPvtoma kot n evrakondvn poli propel va tpokarécovy {ain Kot
ocuounTopatiko opbootatiopd. o avtdv Tov A0Y0, GLVIGTATOL TPOGOYT KOTA TNV 001 yNno™n 1| TOV

YEPIOUO UNYOVILATOV.

[pémer va divovtan 0dnyieg otovg acbeveig mov Aappdvovv Bepamneia pe Corbilta kKo Tapovoidlovv
vIVNAlo ka1 enelcod10 opvidlag Evapéng VTVoL va améyovy omd TNV 00N yNon N TV EVAcYOANCT LE
OpaCTNPLOTNTEG OOV 1) AVETOPKNG EYPNYOPOoT Umopel va BEcel avtovg 1 GALoVG o€ Kivovvo Gofapov
TPOVUOTIGHOV 1) BavdTov (m.y. 6Tav XepilovTat UnyoviuaTo) g 0TOL TETOL EMUVAAALUBOVOUEVOL
eMe06010 VoY WPNGoLV (PA. Tapdypopo 4.4).

4.8 AvemOopnteg evépyeieg
a. Iepidnqyn Tov mpo@ik acarerog

Ot ovyvotepa avapepoueveg avemBounteg evépyeteg pe o Corbilta etvat dvokvnoieg, ot omoieg
onuewvoviot o€ mepimov 19% twv aobevdv, YOoTPEVTEPIKH CUUTTONOTA, LETAED TV OTOIWV VauTio
Kot 61dppota, Ta omoia onpetdvovtal o€ mepimov 15% kot 12% tov acbevov, aviiotoiywg. Muiko,
LVOCKEAETIKO GAYOG KOt GAY0G TOL GLVOETIKOD 1GTOV, TO OOl oMUEI®VOVTOL G€ TEpimov 12% twv
acBevav kabmg emiong Kot axivovvog kaoTovépuBpog Suoyp®UATICUOS TOV 0VP®V (YPOUATOVPIN)
mov onueidvetol og tepimov 10% twv acBevav. ZoPapd coppdvia yootpeviepikig apoppayiog (ot
oLYVA) Kot ayyEl00idnua (oTavia) £Yovv eVTOmIGTEL Ao TIC KAVIKEG dokipég pe to Corbilta 1§ v
evtakanovn o cuvovacouo pe Aefovtona/avactoréa DDC. Me to Corbilta pnopet va onueiwbovv
Bapld nratitido pe Kuping YOAOCTATIKA YOPOKTPLOTIKA, pafSopuoivcT Kot KoKONOeG vEVPOANTTIKO
oLVOPONO TAPOAO TOL OEV EXOVV EVIOMIOTEL TEPIMTMOGELG OO TO. OEGOUEVA TOV KAIVIKMOV SOKIUMV.

B. Kotaloyog avemBOpnT@v evepyel@dv o€ popei) Tivaxka

Ot mopakdto avemBounteg evépyeleg mov avapépovtal otov [livaka 1, £govv cvykevipwbel 1660 amod
T GUVOOPOICUEVE dESOUEVE EVTEKA SITAA-TUPADV KAMVIKOV SOKIU®Y OTIG 0moies EAaPav HEPOG

3 230 aoBeveic (otovg 1 810 yopnynOnke Corbilta 1 eviokamdvn 6€ GUVILAGUO L
AePovtona/avactorén DDC, kot atovg 1 420 yopnynnke £KOVIKO QAPLOKO GE GUVIVAGUO LE
AePovtona/ avactoréa DDC 1 kafepyolivn og cuvdvaoud pe Aefovtono/avactoréo DDC), 660 kot
0o OedOUEVA LETA TNV KUKAOPOPIO TNG EVIOKATOVIG GTNV ayOpd Yol T YP1oN TNG O€ GLVOVAGUO LE
AePovtoma/ avactorén DDC.

Ot avemBounteg evépyeieg £xovv Ta&tvoundel GOUPOVE e TN GLYVOTNTO, OL TO GLYVEC TPMTEG,
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
YVOOTEG (deV Hmopovv va ekTiunfovvy pe Baon ta drebéoipa dedopéva, kabmg dev HTopovV va
e€ayBovv £yKupotl LTOAOYIGHOL OO KAVIKEG SOKIUEG 1) ETLOTLMOAOYIKEG LEAETEG).

Mivaxag 1. AvemBounteg evépyeteg



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

Awarapoyés tov uerafolicuod kot tns Opéyng

Yuyvég: Yopatikd Bapog petwpévo®, petwpévn opeEn*

Yoratpikés oratapoyés

Suyvéc: Kotabiwym, wevdaiobnoelg, ovyyvtik kKotdotaon™®, avouoio ovelpa*, dyyoc,
abmvio

Oyrovyvég:  Poyowon, diéyepon*
Mn yvootéc: AVTOKTOVIKT] GUUTEPLPOPE, ZVVOPOUO 0oppOOUIoNG TG VIOTOUIVIG

A1atopoyés Tov vevpikov cooTIHATOS

[ToAv ovyvég:  Avoxkwvnoio®

Yuyvég: Emdewobdpevog mapkivooviopog (m.y. ppadvkivneio)*, tpdpog, tayeio dtaxvpoven
UKV TIKOV Kol YOPEONOETOOIK®Y KIVIIoE®V KaTd TN Bepameio TG vOGOL TOV
Parkinson, ductovia, ennpeacévn dlovonTiKy KOTAGTOON (TT.). EXNPEACUEVT] VI,
avowr), vmvnida, {aAN*, keparoiyia

Mn yvootéc:  Koakonbeg vevpoinmtikd cuvopopo™

O9Oaipikég oratapoyés

Suyvéc: Opaon Bopmn
Kaporaréc orarapoyés
Yuyvég: Ene106010 woyopikng kapdronddeiag ektoc amd Epuppoypa pookapdiov (..

oOayyn)**, avodporog Kapdakog puouog
Oytovyvés:  'Epgpaypo pooxopdiov**

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

A1oTopoyés Tov avanvevoTIKOD GVOTIUATOS, TOV BWpaka Kol Tov uecoBwpdkiov
2uyvEG: Avormvola

A10TAPAYES TOV POCTPEVTEPIKOV COCTIHUATOS

IToAv ovyvég:  Adppowa™, vovtio*

Suyvéc: AvokototnTa*, éuetoc*, dvomeyia, Kotlokd dAyog kot dvapopia*, Enpoctopio™
Oy cuyvéc: KoAitda*, dveayia

A1oTopoyés Tov NTATOS KAl TWY YOANPOPwY
Oyt ovyvég: Mn @ucloloyikég doKIOoIEg NTATIKNG Agttovpyioc™

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®YV (T.Y. OEPUATOS, OVOYDOV, LOAADV, 10pDTO)*
Yravieg: Ayyelooionua

Mn yvootéc:  Kvidwon*

A10Topoyés TOV HVOOKEAETIKOD GOOTIJUATOS KOl TOV GVVOETIKOV 16TOV
[ToAv ovyvég:  Muikd, HLOCKEAETIKO AAYOG Kot GAY0G TOL GLUVOETIKOD 1GTOV™
Yuyvég: Mvikoi oracpoi, apOpaiyio

Mn yvootég:  Pafdopvorvon™
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A10TAPAYES TV 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 O1ONLO, TTMOCELS, datapayn otn Padion, eEacévion,
KOT®ON

Oy ovyvéc: AloOnpo kakovylog

* AvemBOuNTEG EVEPYELEC TOV O0dIdOVTAL KVPIWE GTNV EVTOKATOVN 1 elvar o oLy VEG (e dtapopd
oLYVOTNTOG TOVAAYIGTOV 1% GTO dESOUEVE KAIVIK®V SOKIUMV) LE TNV EVIOKATOV TP LIE
AePovtona/avactoréo DDC pévo. BA. moapdypago 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
HeAETAOV oTIg omoieg cvppeTelyav 2 082 acheveig pe S1KVUAVOEIS KIVITIKOTNTOG TPOG TO TELOG TNG
d00MG, 01 OTTOI01 £TOPVALY EVIOKATOVY).

v. Meprypa@i] emAeypévOV avemOBOUNTOV EVEPYELDOV

AvemBOunteg evépyeleg mov amodidovTol KUpIimGg GTNV EVIOKATOVN 1| EIVOL TTO GUYVEG LE TNV
evtakonovn topd pe Aefovtome/avactoréa DDC povo, onueidvovrol pe aotepioko otov [ivaxa 1
™G mopaypapov 4.8B. Mepikég amd avtég Tig avemBounteg evépyeteg oyetilovtot pe Tnv avuénuévn
vromopvepytkn dpdon (.. duokivnoia, vauTio Kot EULETOC) Kot LPaviiovTal To cuyva otV apyn
g Oepamneiog. H peiowon g d6omg tng Aefovionag PeldveL Tn PapdTnTa Kot T GLYXVOTNTO VTOV
TOV VIOTOUIVEPYIKAV evepYEL®V. Alyeg avemBounteg evépyeleg elval yvmotod 0Tt amodidovtal
amevfeiog ot SPACTIKN 0LGIO EVTAKATOVT), TEPIAAUPBOVOUEVOVY TNG SIAPPOLOS KoL TOV
KOoTAVEPLOPOL SVGYPOUATIGLOD TOV OVP®V. X& UEPIKES TEPIMTMOELS, 1) EVIOKATOVY] UTOPEL Vol
TPOKUAEGEL EMIOTG SOVGYPOUATICUO T.X. TOV OEPLATOS, TOV VYLDV, TOV LOAAIDV KOl TOV 1OPATOL.
Aleg avemBounreg evépyeleg pe aotepioko otov [Mivaka 1 g mapaypdpov 4.8 £xovv onuavOetl pe
Baomn gite v To cuyvn ELPEVIoT| TOVG (e d1aPopd cLYVOTNTOS TOVAd)IoTOV 1%) ot dedopéva TV
KAVIKOV SOKIUMV [e gvTakamovn Tapd o€ avtd pe Aefovtoma/DDCI puovo 1 115 avapopic aoparELng
UEHOVOUEVOV TEPIOTATIKOV TTOL EANGONGAV HETE TNV KuKAOPOpPia TNG EVTAKATOVIG OTNV 0yopdL.

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

Awtapayéc eréyyov tov mapopuncemv: [Taboroyin yaptonaiéio, yevetnola opun avénuévn,
VIEPGEEOVLOAMKOTITO, KATOVAYKUOTIKEG OUTAVEG 1 0YOPES, KPOUTAAT POy TOV Kol KATUVAYKOOTIKT
KaTovAA®Gn eayntol umopel va eupaviotobyv o€ acbeveic oe Oepameia [ie aymVIGTEG TN VIOTOUIVIG
KoM GAAeg viomapvepyikég Oepaneiec mov mepiéyovv Aefoviona copmepthapupavouévov tov Corbilta
(BA. mapdypoeo 4.4).

To ZHvdpopo AmoppHOuong tng Ntomapivng (DDS) eivan pia ebiotikn dwatopayn mov
Tapovcliodnke oe pepkovg acbeveig mov Erafav Bepaneia pe kapPivromo/Aefovtona. Ot
npooPePinuévorl acbeveic mapovstdlovv pio KOTAGTAON KOTOVOYKOOTIKNG U opOng xprong
VIOTOULVEPYIKOV POPUAKOV TEPAY TV dOGEMV OV EIVOL EMAPKELG Vi TOV EAEYYO TOV KIVITIKOV
CUUTTOUATOV, TO, OTTO10. UTOPEL OE PEPIKEG TEPUTTMGELS VO 001 YooV o€ GoPapég dvokivnaoieg (PA.
emiong mapdypapo 4.4).

H evtaxandévn oe cuvovacopo e AePovIOTa £XEL CUGYETIOTEL UE LEPOVOUEVO TEPIOTOTIKE
VIEPPOAIKNG VITVNATNG KOTA TN SIPKELN TNG NUEPUG Kot ETEICOON CpVidLog EvapEng DTVOV.

Avopopd TavoloyYoOLEVOV aVETIODUNTOV EVEPYELDV
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H avoeopd mlavoroyoduevoy ovemBiuntmyv evepyelmv HETO amd T Yopnynon 4delog KukAopopiog
TOV QOPUOKEVTIKOD TPoidvTog €ivarl onuovtikn. Emitpénel ) ovveyn mapoakoiovdnon g oxéong
0PEALOVC-KIVODVOL TOV QPOPUOKEVTIKOD TPOIOVTOG. Znteital amd TOLC EmayyeAUOTieEC vyelag va
avaPEPOLY 0TOEGONTOTE TOAVOLOYOVUEVEG OVETIOVUNTEG EVEPYELEC UEGM TOV €0VIKOD GLGTILOTOG
ovapopds mov avaypaeetal oto [apdpnua V.

4.9 Ymnepoocoroyia

Ta dedopéva amd petd v Kuklopopio ToL TPOIOGVTOG TEPIAAUPAVOLY LEUOVMOUEVEG TEPUTTOCEL
VIEPOOGOLOYING OTIC 0TOolES Ol avapepbeioeg LVYNAOTEPESC NUEPNOLEG 0OTELG AgfovTomag Kot
evtakamoévng nTav TovAdytotov 10 000 mg kot 40 000 mg, avtictoiyms. Ta o&éa cuuTTOHOTO Kot
onueio VIOV TOV TEPIMTOCEDV VIEPIOGOA0YING TEPIEAGUPOVAY O1EYEPTT, CLYYVTIKY] KATACTOOT,
KOua, Bpadvkapdic, Kothakn tayvkapdica, avamvor Cheyne-Stokes, Suoypopationd Tov dEpUATOC,
™G YADGGCOG KOl TOL EMITEPLKOTA, KoL Ypwpotovpia.. H avripetdnion o&eiog vrepdocoroyiag and
Oepaneia pe to Corbilta eivar mapopoa pe v o&eia vrepdocoroyia amd Aefoviona. Q61d00, M
mop1o0&ivn dev eivol AmOTELEGUATIKN MG TPOG TNV avacTpoen TS dpdong tov Corbilta. Zvvictdton
voonieia kot Oa wpémet vo epappuoOovTaL YEVIKA VITOGTNPIKTIKG LETPA. Le GpesT) TADGT GTOUAYOL Kot
xopnynon enxovorapfovopevoy d6cemv evepyon dvBpaka 6to emakolovdo ypovikod didotnpua. Avtd
umopel vo emTayOVEL TV AmoPOAT TNG EVIAKUTOVIG, 1010UTEPO LELDVOVTAS TV
ATOPPOPTCT/EXAVOTOPPOPIOT| TG OO TO YASTPEVTEPIKO cwAnva. H endpkeia Tov avamvevstiko,
KUKAOPOPIKOV KOl VEPPIKOD GUGTALOTOG TPEMEL VO TOPAKOAOVOEITOL TPOGEKTIKA Kot VoL
epappoovtol KOTAAANAo VTOGTNPIKTIKA péca. Ba mpémet va Eekiviioel Tapakoiovdnon pe HKI kot
0 000gvng va mapakolovdeital TPOsEKTIKA Yia TUXOV EUPAVIoT appuluidv. Av arnoitndel, Oa Tpémnet
va 500¢el 1 katdAAnAn Bepaneia yio TNV aVTILETOTIOT TOV appLO®V. Oa mpénetl va Anedel vwoyn M
nepintwon va £xel mdpel o achevig kol AAleg dpaoTikég ovaieg mépav Tov Corbilta. H a&ia g
OLOKAOAPONG Y10 TV AVTIUETOTION TNG VIEPOOGOAOYING OeV Elval YVMOTY.

5. ®APMAKOAOTI'IKEYX IAIOTHTEZX
5.1 ®oppokodVVOpIKEG LOIOTITES

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

ZOUQOVA [LE TNV TPEYOVGO KOTAVOTOT, T0 COUTTMUATA TG VOcoL Tov Parkinson oyetilovion pe tnv
eAdTTon g vromapivng oto pafdwtd copa. H vrorapivn dev dtomepvd tov apato-eyKeQaAtkod
epayund. H Aefovtona, Tpodpopog TG VIOTAUIVIG, OLUTEPVA TOV OUOTO-EYKEPUALKO GPOYUO Kot
avakoveilel Ta cvuntdpato e vocov. Kabmg n Aefovtona petaforileton o peydio Pabud oty
TEPLPEPEL, LOVOV EVOL LUKPO TUNILOL LL0G OEGOUEVNG OOOTG POAVEL OTO KEVTIPIKO VELPIKO GUGTN O
otav yopnyeitor Aefoviona ywpig avactoreig petaforikdv evidpmy.

H xapPwvtona kot n Bevoepalion eivor mepipepikoi avaoctoreig tng DDC, ot omoiol peidvovy tov
TEPLPEPIKO PETAPOMSUO TNG AefoVTOnAg GE VIOTOLiVY, Kol £TCL, VITAPYEL S1BECIUN OTOV EYKEPAAO
neplocotepn Aefovtona. Otav 1 amokapPoEuAinen g AePOVIOTOG LEWDVETOL LE TAVTOYPOVN
yopnynon &vog avaoctoréa DDC, propet va ypnopomomBel yapmAidtepn 660m Aefovtomog 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) yivetot 1 kOpla Teppepikn HeTaPOAIKN 000G KATOADOVTAG TN LETATPOTN
g Aefovtonog o 3-O-pebvivtona (3-OMD), éva duvntikd emProfn petaforitn g Aefovtomag. H
evtakamovn etvat Evag avaoTpéWipog, e1d1kog avactoréag COMT pe kuping mepipepikn opaom, o
omoiog mpoopiletat Yo TavTdYpovn Yoprynon ue Aefoviona. H evtaxamdvn emifpaddvel tnv amofoin
™G AEPOVTOTOG OO TNV KUKAOPOPIO TOV OHATOG LUE OMOTEAEGO L0 QLENUEVT TTEPLOYT KAT® amd TNV
kapmoAn (AUC) oto pappokokivntikd 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 évdeign tov Bepamevtikodv dpdcewv Tov Corbilta Baciletor og dvo dumAd-Toelég peréteg edong 111,
o€ ovvoro 376 acBevov pe voco Parkinson pe S10KVUAVGELG TNG KIVITIKOTNTOG GTO TEAOG TG 00O0NG,
0TOVG 0TOioVG dOONKE evtaKamdvn 1 EIKOVIKO pappako pali pe kébe d6om Aefovtomoc/ovaoToréa
DDC. O xofnueptvog ypovoc ON pe kot yopig evTaKamdvn KOToypaenke o€ Kot 01Kov NUEPOLOYIL
amo Tovg aobevelg. Znv TpdTN PHEAETN, N evToKamovn avENoe To péco Kabnuepwvo ypoévo ON katd

1 opa ko 20 Aentd (CI osy, 45 Aemtd, 1 opa kot 56 Aentd) amd v Tiun 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 eviakamovng kot 0% oty opdda Tov EIKOVIKOD apuaKov. X
ogvTEPT HEAETN, 1 péom avaroyia kKabnuepvov ypdvov ON avéndnie kotd 4,5% (CI o5y, 0,93%,
7,97%) amod v TN évapéne. Avtd petappdletol g péorn avénon 35 Aentdv oTov NuePNGLo Ypovo
ON. Avrictoiya, o nuepnotog ypdvog OFF peimdnie kotd 18% oty evtaxoandvn kot kotd 5% oto
ewoviko edppoko. Exedn o1 dpdoeig towv diokiov Corbilta eivat 1codbvapeg pe exeiveg Tov dtokiov
evtakondvng 200 mg wov xopnyEiToL TOLTOYPOVA LE TO CKEVAGHOTO KapPLvTOTac/AefoVTOTOG TUTIKNG
amelevfépwong mov S1atifevtol 6To EUTOPLO OE OVTIOTOLES OOOELS, TO OMOTEAEGHOTO QLT LITOPOVY
va ypnoononBovv yia va teptypdyouy Tig dpdoeic kot tov Corbilta.

5.2 ®oppokokivnTIKEG 1OLOTITES

L eviKa, yapoxTnplotikd, Twv OpacTiK®wy 00DGLWV

Amoppopnon/xaravour: Y Tapyovv 0VGLOGTIKEG SLOPOPOTOGELS TG ATOPPOPN NG TNG AEPOVTOTOC,
™G KopPvTomag Ko TG EVIAKOTOVNG T000 6€ KAOE HEPOVOUEVO GTOWO OGO Kal amd GTOUO GE GTOMO.
To6c0 1 Aefovtona 660 KAl 1] EVIOKATOVN ATOPPOPOVTOL Kot amoBaAlovtal tayéms. H kapPivtoma
amoppoPaTal Kot amoBUAAETAL ELOPPOS TTO 0PYQ o€ GVYKPLoT Ue TN Agfovtoma. Otav yopnyeitat
EexmploTtd yopic TIg GALEG dVO dpaoTikKEC ovaieg, | ProdiabdesiuotnTo Yio ) Aefovtona givar 15-33%,
v v KopPvtona 40—-70% kot yio Ty eviokamovn 35% petd amd pio 06om 200 mg mov Aapupdvetan
a6 otopotoc. ['evpota Thodoio oe peydha ovdétepa apuvoléa evosyetal va KabvuoTepncouy Kal va
UELDGOVY TNV omoppoenon g AePovionac. H tpoen| dev ennpedlel oe onuavtikd Pabud v
amoppodeNoN T eviakamovng. O dykog katovoung toco g Aefovonag (Vd 0,36—-1,6 1/kg) 660 kan
¢ evrakomovng (Vds 0,27 1/kg) eivar petpiong wikpog evd dgv vdpyovv dtabéotua dedopéva yiao tnv
KapPvtona.

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

Bioustaoynuationoc ko arofors: H Aefovtona petaforileton o€ peydro fabud oe ddpopoug
petaforitec kat ot 600 o GNUAVTIKEG 0001 gival 1 amokapPo&vAiinon and 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
yYAvkovpovidia, kot un cvulevyuéveg evoelc. H availoint kapPivtoma avtictolyei 6to 30% g
GUVOMIKNG OEKKPLONG HECH TV OVP@V.

H evtaxondvn petaforiletar oyeddv TANpmG TPV TV amékkpion uécm tav ovpmv (10 éwng 20%) Kot
g yoAng/Kompavav (80 £wg 90%). H kopra petafoiikn 006¢ givat 1 yAvkovpovidimwon tng
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 tng KAipakag tov 0,55-1,38 I/kg/dpa kot yio tnv
evtakoamdvn eivon ¢ Kiipakoag tov 0,70 V/kg/dpa. O ypdvoc nuilmng amoforng (tiz) etvar 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 Yop1nyovUEV EEXMPLOTA.

AOY® TV cUVTOP®V XPpOVEOV NUoNG amoBoAng, dev AapuBavel dpo TPOUYUATIK] CUGGMPELCT
AePovtoOmag 1 EVIOKATOVNG KATA TNV EXAVOALUPOUVOUEVT XOPTYNOT).

Agdopéva amd in vitro PEAETEG OTOL YPNCLOTOMONKAY TOPACKEVAGHATA 0O AvOpOTIVO NITOTUC
UIKPOS®UATIO SElYVOLV OTL 1] EVTAKOTOVY OVACGTEAAEL TO KLTOYpoua 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

Hlawuévor: Otav yopnysiton yopig KopPvtona Kol EVIOKATOVT, 1] AToppoOenon TG AePovionag
elvar peyaAdvtepn kot 1 amofoin elvar fpadvtepn o€ NAKIOUEVOLS 0td OTL 6€ veapd dtopa. 26T600,
petd to cuvdvaoud KapPvtomag pe Aefovtona, 1 amoppdenon e Aefovtomag eivar TapopHole
HETAED TOV NAMKIOUEVOV Kol TOV VeapoVv atopmv, aAld 1 AUC egakolovbel va givar 1,5 gopd
UEYOADTEP GTOVG NAIKIMUEVOLG AGY® TNG HetpéVNG dpaong g DDC kot tng pikpdtepng kdbopong
AOY® yHpovong. Agv vIdpyovv onUavTiKES dtapopés oty AUC g kopPBivtonag 1 TG EVIOKATOVNG
petald veapav (45-64 etdv) 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 eivan
VYNAOTEPT GE YUVOIKEG OO OTL 0€ AVOPES, KLPIwg AdY® TNG S10.popdG 6TO COUATIKO BAPOS, EVH deV
VILAPYEL SLOPOPA MG TPOG TO PVUAO LE TNV KUPPIVTOTO KOL TV EVIOKATOV.

Hrozikny dvalerrovpyia: O petafolopodg tng eviaxondvng emPpadoveral e acheveic e o mg
pétpo nratikn dSvciertovpyia (Katnyopia A kon 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 1010iteEpeg HEAETEG OYETIKA LE TN
(OPLOKOKIVITIKY TNG KapPivTomas kot tng Aefovtonog o€ acbeveig e nratikn ducieitovpyia,
®0THG0, GLVICTATL TPOGEKTIKT yoprynon tov Corbilta oe acheveic pe o £m¢ LETPLO NTATIKY
dvoettovpyia.

Negpirn dvaieirovpyio: H veppikn dvchertovpyia dev ennpedlet T QOPUOKOKIVITIKN TNG
evtakamovnc. Agv €xovv avapepBel 10104TEPEG LEAETEG OYETIKA LLE TN POPUOKOKIVITIKY TNG
AePovtomag Kot TG kKapPivtomog o acbeveig e veppikn duciettovpyia. Qo1660, 6TOVG 0.60eveic o1
omoiot vrrofdAiovtor o€ apokabapon, icwg mpénet va e&eTacbel n mepintmwon peyaldTEPOL
dtotnuatog petald Tv 66cewv Tov Corbilta (PA. mapdypaeo 4.2).

5.3 Ipoxivikd dgdopéve Yo TNV a6QaALEL0.

Ta un KAvikd dedopéva yio T Agfovtona, TV KapPvtoOma Kol TNV EVIOKAUTOVI, 0TV eEETAGTIKAY
HEHOVOUEVA 1] G GLVOLOCUO, OEV ATOKAAVTTOVV 1310iTEPO KivOLVO Yo Tov dvBpmmo pe Baon Tig
OLUPATIKEG LEAETEC POPUAKOAOYIKNG AGPAAELNG, TOEIKOTNTAG ETOVAAAUPAVOLEV®Y OOGEWY,
YOVOTOEIKOTNTOG KOt EVOEXOUEVNG KAPKIVOYOVOU OpAomg. e HEAETEC TOEIKOTNTOG
emovalopPavopevmy 00GEMV e TNV EVTOKATOVY, Topatnpninke avaipio Tlovov Adym g 1010TNToG
NG EVTOKATOVNG Vo oynpatilel ynAtkd copmioka pe to oidnpo. Ocov agopd v to&kdTnTa TG
EVTOKOTTOVIG GTNV OVATOPOY®YIKH IKAvOTNTa, TapoTnpnonke peimon tov Bapovg tov epPpiwyv Kot
pio gElappd kabvotépnon g avaTTLENG TOV 0GTMOV GE KOVIKAOLG GE EMIMESO GLGTNATIKNG £KOEONC
€VTOG T0V BepamenTikon vpovg. TOco N Aefovtona 660 Kot o1 cuviVAcUOT KapPivtomag Kot
AePovtomag TpokdAecay SLVCTAACIES TV CTALYVOV KOl GKEAETIKEG OLOTANGIEG O KOVIKAOLG.

6. OAPMAKEYTIKEX TAHPO®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@urdéers katd v @OLAEN 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£0n ovokevaciog tov 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.

Mmropei vo, pnv KukAopopohv OAEG Ol CLOKEVAGIES.

6.6 Iowitepec mpo@uLAGEEIS améppLYNg
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Kd&0e aypnoiponointo gappokeutiko Tpoidv 1 VTOAELLN TPETEL VO OTOPPITTETOL COUPMOVA LE TIC
KOTA TOTOVS IGYVOVGEG 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 loviiov 2018

10. HMEPOMHNIA ANAOGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPOQOPIES Y10, TO TAPOV PAPUOKEVLTIKO TPOoidV givar dtaféoipes 6Tov dIKTLOKO TOTO
tov Evponaikod Opyaviopod @appdkov: https:/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 ATTAITHXEIX THX AAETAYX 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 ATOSECLEVCT] TOV TOPTIOWV

Orion Corporation Orion Pharma
Joensuunkatu 7

FI1-24100 Salo

Owlavoio

B. OPOI’'H OI HEPIOPIEMOI 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 armortioelg yio v vrofoin t@v PSURS yia to ev Adym @appokevtikd tpoidv opilovial otov
KATAAOYO UE TIg Nuepounvieg avaeopds g Evoong (katdioyog EURD) mov mapatifetatl otnv
napdypoeo 7, Tov dpbpov 107y, g odnyiag 2001/83/EK kor kdOe emaxdiovdng emtkaiponoinong
OGS OMUOCIEVETAL OTNV EVPOTATKT SIKTLOKT] TOAN Y10, TO. PAPLLOKAL.

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

. Y010 oroyeipiong Kivovvou (XAK)

O Karoyog Adeiag Kukhogopiag (KAK) Oa die€aydyet Tig amottodUEVES dpAGTNPLOTNTEG KOl
TOPEUPAGELS PUPUAKOETAYPOTTVNOTG OTMC Tapovotdloviol 6to cuuemvndév XAK wov
nmopovctaletal oty evotnra 1.8.2 tng ddetog KukAoPopiag Kot 0To1ecoNTOTE ETOKOAOLOEG
eykekpiuévec avadewpnoeig tov TAK.

"Eva emikoupomomuévo TAK Qo mpémet va katatedei:

e Metd anod aitnua tov Evponaikod opyovicpod Oappakwny,

o OnoTEdNMOTE TPOTOTOIEITOL TO GVOTN UM OLOYEIPIONE KIVOVVOL, EIOTKA MG OTOTEAEGLO ANYNG
VE®V TANPOPOPLAOV TOV UTOPOVV VO ETLPEPOVY GNUOVTIKT QALY GTI GYECT] 0QELOVC-
KIVOUVOL M| ¢ UTOTEAEGUO, TG EXITEVENG EVOG OTLLOVTIKOD OPOCTILOL (PAPUOKOETOYPVTVON 1
elaylotomoinon Kvdhvov).
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ITAPAPTHMA 111

EIIIXHMANZXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIEHMANXH
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ENAEIZEIX IIOY IIPEITEI NA ANATPA®ONTAI XTHN EEZQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KEIMENO ETIKETAY ®PIAAHX KAI EEQTEPIKOY KOYTIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Corbilta 50 mg/12,5 mg/200 mg emtkaAvpupéva. e AETTO VUEVIO dlokial
Aepovtoma/kapPvtona/evrakoamovn

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

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

[3.  KATAAOI'OX EKAOXON

[Tepiéyer coxyapoln.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovti

10 emkaAvppéva pe AErTd LUEVIO SLoKiaL
30 emtkaAvUpEVOL LE AETTO LUEVIO dLoKiol
100 emxoivoppévo pe Aemtd vUEVIO dloKia
130 emxoivppévo pe Aemtd vUEVIO dloKia
175 emxoloppévo pe Aentd vuéVio dlokia
250 emkolvppéva 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 ¥PHONG TPV 0T TN XPN oM.
Ao oTOUATOC YpTOT).

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

Na purdccetol og 0éon, tnv omoia dev PAETOVY Kat dev Tpoceyyilovy Ta Tatdid.

21



| 7. AAAH(EY) EIAIKH(EX) ITPOEIAOITIOIHXH(EIY), EAN EINAI AITAPAITHTH(EYX)

| 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
YIHOAEIMMATQOQN ITIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 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/1/13/859/001 10 emkaivoppéva pe AETTO DUEVIO O1oKi0
EU/1/13/859/002 30 emucaivppévo pe Aentd 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)

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

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

[uovo yio. to Kovti]
PC {apOuoc}

SN {ap1Ouoc}
<NN {op1Ouog}>

23




ENAEIZEIX IIOY IIPEITEI NA ANATPA®ONTAI XTHN EEZQTEPIKH 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 Aemntd vuévio dlokio
Aepovtoma/kapPvtona/evrakoamovn

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

Kda0e emcaivppévo pe Aemto vuévio diokio mepiéyel 75 mg Aefovtonag, 18,75 mg kopPfvionog kot
200 mg evtokamdvnc.

[3. KATAAOI'OX EKAOXOQN

[Tepiéyer coxyapoln.

| 4. PAPMAKOTEXNIKH MOP®H KAI HIEPIEXOMENO

Kovti

10 emkaAvppéva pe AErTd LUEVIO SLoKiaL
30 emtkaAvUpEVOL LE AETTO LUEVIO dLoKiol
100 emxoivoppévo pe Aemtd vUEVIO dloKia
130 emxoivppévo pe Aemtd vUEVIO dloKia
175 emuxolvoppévo pe Aemtd vUEVIO dloKia

Etixéra

10 diokio
30 diokio
100 dwokial
130 diokia
175 diokia

[5.  TPOHOX KAI OAOX(OI) XOPHTHEIHZ

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

6. EIAIKH ITPOEIAOINIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIIEI 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) 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
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKQN 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. APIOMOZXZ(OI) AAETAY KYKAO®OPIAX

EU/1/13/859/007 10 emucaivppévo pe AeTTO DUEVIO dloKia
EU/1/13/859/008 30 emucalvppévo 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

[optida

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

corbilta 75/18,75/200 mg [uovo yia 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 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 ETIKETAY ®IAAHY KAI EEQTEPIKOY KOYTIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY INPOIONTOX

Corbilta 100 mg/25 mg/200 mg emkoAvppévVe, e Aemwtd VEVIO diokia
Aepovtoma/kapPvtona/evrakoamovn

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

Kda0e emkaivppévo pe Aemto vuévio dtokio mepiéyel 100 mg Aefovtonac, 25 mg kopPfvromog 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 emxoivoppévo pe Aemtd vUEVIO dloKia
130 emkaivoppéva pe Aemtd vUEVIO dloKia
175 emxoloppévo pe Aemtd vUEVIO dloKia
250 emkolvppéva 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 XPHONG TPV 0t TN XPNOoM.
Ao oTOUATOC YpTOT).

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

Na purdccetol og 0on, tnv omoia dev PAETOVY Kat dev TpoceyyilovV Ta TAOd.
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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 NTPOEPXONTAI 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/1/13/859/012 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 e Aemtd vpuévio diokio
EU/1/13/859/017 250 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 100/25/200 mg [uovo yia to kovti]
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17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

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

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

[uovo yio. to Kovti]
PC {apOuoc}

SN {ap1Ouoc}
<NN {op1Ouog}>
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ENAEIZEIX IIOY IIPEITEI NA ANATPA®ONTAI XTHN EEZQTEPIKH 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 XE 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

[Tepiéyer coxyapoln.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovti

10 emkaAvppéva pe AErTd LUEVIO SLoKiaL
30 emtkaAvUpEVOL LE AETTO LUEVIO dLoKiol
100 emxoivoppévo pe Aemtd vUEVIO dloKia
130 emxoivppévo pe Aemtd vUEVIO dloKia
175 emxoloppéva pe Aewtd UEVIO 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 oTOUATOC YPTOT).

6. EIAIKH ITPOEIAOINIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIIEI NA ®YAAXXIETAI XE OEXH THN OITOIA 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) 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
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN ‘H TQN
YIHOAEIMMATQOQN ITIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Kovti

Orion Corporation
Orionintie 1
F1-02200 Espoo
dwviavdia

Enixéra
Orion Corporation

12. APIOMOZXZ(OI) AAETAY KYKAO®OPIAX

EU/1/13/859/018 10 emuaivppévo 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. TIAHPO®OPIEX XE BRAILLE

corbilta 125/31,25/200 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
KOOWKO. [uovo yia to kovti]

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

[uovo yio. to Kovti]
PC {apOuoc}

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

KEIMENO ETIKETAY ®IAAHY KAI EEQTEPIKOY KOYTIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Corbilta 150 mg/37,5 mg/200 mg emnikodlvppévo, pe Aento vuévio dlokiol
Aepovtoma/kapPvtona/evrakoamovn

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

Kda0e emcaivppévo pe Aemto vuévio diokio mepiéyet 150 mg Aefovronac, 37,5 mg kopPfvTomog Kot
200 mg evtokamdvnc.

[3. KATAAOI'OX EKAOXOQN

[Tepiéyet caxyapdln ko vatpio.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovti

10 emkaAvppéva pe AErTd LUEVIO SLoKiaL
30 emkaALUUEVO LE AETTO LUEVIO dLoKioL
100 emxoivoppévo pe Aemtd vUEVIO dloKia
130 emxoivppévo pe Aemtd vUEVIO dloKia
175 emxoloppévo pe Aemtd vUEVIO 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 ITPOEIAOINIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na eurdccetol og 0on, tnv omoia dev PAETOVY Kot dgv Tpoceyyilovy Ta Tandid.
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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
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN ‘H TQN
YIHOAEIMMATQOQN ITIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Kovti

Orion Corporation
Orionintie 1
F1-02200 Espoo
dwviavdia

Enixéra
Orion Corporation

12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/13/859/023 10 emikoivppéva e AeTTO DUEVIO dloKin
EU/1/13/859/024 30 emucoivppévo pe Aento vuévio diokia
EU/1/13/859/025 100 emkaivppéva pe Aemtd vpuévio diokio
EU/1/13/859/026 130 emkaivppéva pe Aemtd vpuévio 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®MTOS KDOKOS (2D) Tov @épel 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 IIOY IIPEITEI NA ANATPA®ONTAI XTHN EEZQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KEIMENO ETIKETAY ®IAAHX KAI EEQTEPIKOY KOYTIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Corbilta 175 mg/43,75 mg/200 mg emtkaAvpupéva e AEmTd VUEVIO dioKia,
Aepovtoma/kapPvtona/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 emxoivppévo pe Aemtd vUEVIO dloKia
130 emxoivppévo 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 oTOUATOC YPTOT).

6. EIAIKH ITPOEIAOINIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIIEI NA ®YAAXXIETAI XE OEXH THN OITOIA 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) MPOEIAOIOIHZH(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
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN ‘H TQN
YIHOAEIMMATQOQN ITOY ITPOEPXONTAI AIIO AYTA, EOOXON 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 emuaivppévo 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)

37



A166106T0TOG YPUUU®MTOS KDOKOS (2D) Tov @épel Tov TEPIANPOEVTA LOVASIKO OVOYVOPLGTIKO
KOOKO. [uovo yia to kovti]

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

[uovo yio. to Kovti]
PC {apOuoc}

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

KEIMENO ETIKETAY ®IAAHY 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 IE APAXTIKH(EL) OYZIA(EX)

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

[3. KATAAOI'OX EKAOXOQN

[Tepiéyer coxyapoln.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovti

10 emkaAvppéva pe AETTO LUEVIO SLoKiaL
30 emtkaAvUpEVOL LE AETTO LUEVIO dLoKiol
100 emxoivoppévo pe Aemtd vUEVIO dloKia
130 emxoivppévo pe Aemtd vUEVIO dloKia
175 emuxolvoppévo pe Aemtd vUEVIO dloKia

Etixéra

10 diokio
30 diokio
100 diokial
130 diokia
175 diokia

[5.  TPOHNOX KAI OAOX(OI) XOPHTHEIHZ

Awpdote To OAAO 00N YLDV XPNONG TPV 0t TN XPN oM.
Ao oTOUATOC YPTOT).

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

Na eurdccetol og 0éon, tnv omoia dev PAETOVY Kot dgv Tpoceyyilovy Ta Tadid.

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

AHEH

| 9. EIAIKEYX XYNOHKEY ®OYAAEHX

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

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

Kovti

Orion Corporation
Orionintie 1
F1-02200 Espoo
dwviavdia

Enixéra
Orion Corporation

12. APIOMOZXZ(OI) AAETAY KYKAO®OPIAX

EU/1/13/859/034 10 emucaivppévo pe AETTo DUEVIO dloKia
EU/1/13/859/035 30 emucolvppévo pe Aentd vuévio diokia
EU/1/13/859/036 100 emkaivppéva pe Aemtd vuévio diokio
EU/1/13/859/037 130 emkaivppéva pe Aemtd vuévio diokio
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 — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)
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A160106TOTOG YPUUU®TOS KDOKOS (2D) Tov @épel Tov TEPIANQPOEVTA LOVASIKO OVOYVOPLGTIKO
KOOKO. [uovo yia to kovti]

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

[uovo yio. To Kovti]
PC {apOuoc}

SN {ap1Ouoc}
<NN {op1Ouog}>
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B. ®’YAAO OAHI'TQN XPHXHX
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@viro oonYLov piong: Iinpoeopics Yo Tov ypriioty

Corbilta 50 mg/12,5 mg/200 mg emkaivppéva pe Aertod vPévio oloKia
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 0ON YLDV Ypomg. Towg ypelaotel va To dafdoete Eavd.

- Edv éxete mepartépm amopieg, pmTNoTE TOV Y1OTPO 1] TOV QOPLAKOTOLO GG,

- H cvvtayn yuo avtd to pappaKko xopnyndnke amokAEIoTIKA Yio 60G. AgV TPENEL VO ODGETE TO
@apuako o€ GAlovc. Mmopei va toug Tpokarécet PAAPT, Ao Kot OTOV TO CUUTTMOUOTO TNG
aoBéveldg Toug etvan idta pe T d1kd Gog.

- Edv mopatnpnioete kdmoto avemBountn evépyeia, EVUEPDGTE TOV YIATPO 1] TOV QOPLOKOTOLO
cag. Avtd 1oybel kot Yo ka0e mhavn avemBOunTn eVEPYELD TTOL EV OVOPEPETAL GTO TAPOV
@OAAO 00N y1®V Ypnons. BAéme mapdypago 4.

T epréyerL 1o Tapov OLAO 00N YLOV:

Tt eivan To Corbilta ko ot givar i gpron 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, KapPvToma Kot EVIOKATOV) 8 Eval
EMKAAVUPEVO pE AemTd vpévio diokio. To Corbilta ypnoylomoteital og Bepaneia yio T vOc0 TOL
Parkinson.

H vécoc¢ tov Parkinson mpokaieitot amd younid enineda piog ovcicg yvooTn @ VIOTAUivn 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 OVIITAPKIVOOVIKEG OpACELG
g Aefovtomnoc.

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

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

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

- 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)

- nov giyote ToTE KoKONOeg vevpoinntikd cuvdpopo (KNI — npokeitan yio omdvia ovtidpaor o€
(APLLOKO TTOV YPTCLOTOI0VVTAL Yo TN Bepaneio cofupdv YuyK®V dloTapaydV)

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

- 7oV €xete Pfopld Nratikn voco.

IIposgidomou)cels Kol TPOPVAGEELS

Amevuvleite otov yotpo 1 Tov eapuokorold cac 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 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| OTOGUOVG

- 0€ MEPIMTMOT TOL £XETE TAPAUTETAUEVT] O1APPOLL EVILEPDGTE TOV YIOTPO GOG KaBDG pmopel va
elvat onpeio pAeyHovig TOL ToY€0G EVIEPOL

- OMOL0ONTOTE HOPPN COPAPNG WOYIKNG SLOTAPAYNG OT®G Y™

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

2vuPovAievteite TOV Y10TPO GOG EAV TOIPVETE EML TOV TAPOVTOC:

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

- (APLLOKO TO OTTO10 UTOPEL VO TPOKAAEGEL YOUNAT APTNPLOKT THECT] OTOV OTKMOVECTE OO TNV
Kkapéxia 1 o kpePdri. Oa npénel va yvopilete 6T To Corbilta evdéyetal va eMOEVMOGEL AVTEG
TIG AVTIOPACELG.

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

- TopOTNPNOETE OTL 01 POEG GaG Elvat TOAD dKOoUTTOL 1) EULPAVILOVY EVTOVEC GUGTIAGCELS, 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
YW TpO 6Os.

- alcBavieite KaTaOAWYT, £xETE CKEYELS Y10 AVTOKTOVIO, 1] TAPAUTNPNOETE AGLVIOIOTEG CAAAYES
0TI GLUTEPLPOPE GOLG

- SmMOTMOCETE OTL GOG TAlpVEL EaPViKA 0 VITVOG, 1 av acBdveste Evtovn vtvnAia. Ze Té€toln
nepinT®oN dev mPEMEL va, odnyeite N va ypnotponoteite epyaieia | pnyovipata (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 ahAayr| TG
d0GNG TOL AVTITOPKIVGOVIKOD POPUAKOD TOV TO{PVETE.

- TOPOTNPNOETE SIAPPOLO: GLVISTATAL TAPAKOAOVON O™ TOV Bdpovg cag Yo va amopevydel to
EVOEYOLEVO VITEPPOMKNG ATMAELNG PAPOLG

- ToPOTNPNOETE TPOOdELTIKY avopesia, e§acBévion (advvapio, e£GvTinon) Kot amdAelo Bapovg
LECO O GYETIKA LKPO XPOVIKO S1AoTN 0. € TETOWN TTEPINTOOT, Oa Tpémel va eEeTaoTEl TO
EVOEYOLEVO JIEVEPYELOG HLOG YEVIKNG LUTPIKNG EKTIUNONG GUUTEPIAAUPAVOUEVTG TNG NTOTIKNG
Aertovpyiog.

- vidBete TNV avaykn va otopatnoete tn ypnon tov Corbilta, fA. v Tapdypapo “Edv
otopotnoete va naipvere 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 emfupia Yo peyardtepeg d6oelg tov Corbilta
Kol GAADV QOPLOKEVTIKGV TPOIOVIMV TOL YPNCILOTO0VVTaL Yl T Bepaneia Tng vooov Parkinson.

Evnuepdote 10V Y10Tpd Gog £dv €0€IC 1] 1] OIKOYEVELD/O PPOVTIGTNG GOG OLUTICTMGEL TNV ELPAVIOT
TapOpUNoNg 1 EMOLUIOG VO GUUTEPLPEPESTE [LE TPOTOVS OYL SLVNDELS Yo €04G 1| €dv dev umopeite va
avtiotabeite otV mapopunon, 0EAnon 1 nepacud va tpoPeite o€ evépyeleg Tov umopet va fAdyovv
TOV €0VTO GOG N TOVG YOP® GOG. AVTEG 01 GUUTEPLPOPES OvorAlovTal SlatapayEg EAEYYOL TV
TOPOPUNCEMY Kol uopel va teptlapfavouvy edioud ot yaptonaiéio, vVIEPPOAIKN KATOVIA®ON
@aynNTov 1N VIEPPOMKESG SATAVESG, UN PUVOIOAOYIKA avénpévn oeEovaiikn didbeomn 1 evacyoAnon ue
VIEPUETPEG OKEWYELG 1) ctoOnpaTa oeEovaikol epieyopévov. O y1oTpodg oog UIOPEL Vo YPELOCTEL va
emava&loloynoet ) Bepaneio coc.

O y10tpog 060G UTOPEL VO KAVEL TOKTIKEG EPYUSTNPLOKEG EEETAGEIC KATE TN OLAPKELD, LOKPOYPOVIG
Oepoameiog pe to Corbilta.
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Av mpémel va vtoPAndeite o€ xepovpyikn enépPacn, Tapakoreiote va meite otov yoTpd cag OTL
ypnowonoteite to Corbilta.

To Corbilta dev cuvictdrot yio xprion i tn Oepaneio eE@TLPAIIKOY GUUTTOUATOV (T.). AKOVCIEG
KWNGELS, TPEUOVAO, OKAUYIO TOV LOMV KOl LDTKEC GUOTAGELS) TOVL TPOKAAOVVTOL OO GALO QUPLLOKAL.

Howord ko Epnpor

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

Alra @dppoxa kot Corbilta

Evnuepaote tov yiatpd 1 tov opuoKonold cog edv taipverte, Exete mpdopato ndpet 1) pmopet vo
népeTe GALA PAPLOKAL.

Mnyv ndpete 10 Corbilta edv TaipveTe GUYKEKPIUEVO PAPLLOKE Y10 TNV AVTILETMOTION TNG KOTAOAWYNG
(ovvdVAGHOVG EKAEKTIKOV avaoTorémv MAO-A kot MAO-B, 1| un ekiextiko0g avactoieig MAO).

To Corbilta gvdéyetat va avénoet tn dpdon Kot Tig avemBOUnTeg EVEPYEIEG OPICUEVOV PAPUAKOV.

Meto&d avtdv Teptiapfavovol:

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

- PUUTEPOAT KoL IGOTPEVAALVT TTOL YPTCLLOTOLOVVTOL Y10 TNV OVTLUETMTICT AVOTVEVCTIKMV
nadncemv

- 0OPEVOAIVI] TOL YPNOULOTOLEITAL Y10 TNV AVIUETMMICT GOPAPDOV UAAEPYIKMDY AVTIOPACEDY

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

- 0-HEBVAVTOTO TTOV YPTCIUOTOIEITOL VIO TV GVTHETMMICT TG VYNANG OPTNPLOKNG THECTG

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

H dpdon tov Corbilta gvdéyetar va eEacbevioel amd opiopéva QAppaKo. To QAPLOKA AVTH

neptiappavovrat:

- OVTOY®VIOTEG VTOTAUIVIG TTOL (PNCLOTOOVVTAL Yo TN BEpameia TV VONTIKOV S10TopoymV,
™G voTiog Kot ToL ERETOV

- (OIVVTOTVN TTOV YPTCLULOTOLEITOL Y10 TV TPOANYT] TV CTACHUMV

- namoPepivn TOV YPNOUOTOLEITAL Y10 TI YOAAPWOOT] TOV LVMV.

To Corbilta pmopel va Kavel SUGKOAHTEPT TNV OTOPPOPNOT) TOV GLONPOV GO TO YUOTTPEVIEPTIKO
cwlva. I't' avtd T0 Adyo, punv maipvete Tavtoypova to Corbilta kot cupminpopata oenpov. To
Corbilta kot To copumANpOUATE GLOPOL TPEMEL VO AapBavovTat Le dopopd 2 £mg 3 wpav.

To Corbilta pe Tpo@n kot 10T6

Mmnopeite va tapete to Corbilta pe 1| yopig tpoen. o pepikotc acbeveig, to Corbilta pmopet vo unv
amoppo@dtal kKoid, av Anedet pali pe, | Aiyo HeETd amd Tpoen TAOVGLN 6€ TPOTEIVEG (OnmC KpéaTa,
YAPLO, YOAOKTOKOUIKA TpoTdvTa, 6TdOpovg Kot Kophola). Zvppfovievbdeite Tov yiatpod cag, ov
MOTEVETE OTL KATL TETOL0 LGYVEL Y10 GOG.

Kdnon, Onraopoc ko yovipdtnrto

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 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 petd®oEL TNV apTNPLOKT OOG TECT) e ATOTELECUA VO VIdOETE 0KOTOdIVN 1|
LaAn. Eropévamg, va glote 1d1aitepa mpocseKTIKOl OTav 00MYeite 1| OTAV ¥PNOYLOTOLEITE 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
gYPNYOpPoT|. X SPOPETIKN TePinT®mon Unopet va 0EceTe TOV E0VTO GOG 1) TOLG AAAOVG GE Kivduvo
cofapod TpavpaTIcHob 1 Bavdtov.

To Corbilta mepéyerl caxyapolin

To Corbilta mepiéyet caxyapdln (1,2 mg/diokio). Av o yaTpdg GOC, 0OG EVIHEPMTE OTL EYETE
dvcave&io og oploUéva GAKYOPA, EMKOIVOVINGTE LE TOV Y1ATPO GG TPV TAPETE CLTO TO PAPLOKO.

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

3. og va mapete 1o Corbilta

[Tédvtote va maipveTe T0 PAPLOKO OVTO OVOTNPA COUPMOVE, LLE TIG 0O YIEG TOV YIATPOL T} TOL
pappakomolod cog. Eav éxete apeiPoiieg, potnote TOV Y10TPO 1] TOV POPLOKOTOL0 GO,

Mo evAAKec Kot NMKIOUEVOLC:

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

- Mnyv yopilete 1 unv ondrte 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 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
neplocodtepa and 10 diokia nuepnoiog.

Munote pe tov yriTpd 1 Tov eapuakonold cog v Bewpeite 6t 1 dpdon tov Corbilta givar molv
oyVpN 1 TOAD advVOUN, 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 AVTiYEPd oag
ndveo oT10 oepaylopo péxpt avtd vo omdoel. BA.
gwova 1.

Edv napete peyarvtepn 06on Corbilta andé 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 1 o toyde amd TO KOVOVIKO 1 UTopel
VO TUPOVGIUOTEL AALOYT) GTO YPOUN TOV EPUATOS, TNG YADGGUC, TOV LUTIOV 1] TOV 0VP®V GOGC.
Eav Egyaoete va mapete To Corbilta

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

Av pecorofei v ard 1 dpa uéypt tnv erdUevn 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:
[Tapte éva dioxio poiig to Boundeite, mepuévete 1 mpa, kol LETA TAPTE AALO £va diokio. MeTd amod
0T, CLVEYIOTE VO TAIPVETE KOVOVIKE TIG SOCELS.

[Tavta va aprvete vo TepAcEL TOLAAYIGTOV Lo dpo petald Tov Myewnv dtokiov Corbilta yio va
amo@VYeTe TOAVEG avemOOUNTES EVEPYELEC.

Edv otapatiocsere va naipvete To Corbilta

Mnyv ctapatioete ) AMyn Tov Corbilta gdv dgv 60.G TO GLGTACEL O Y1ATPOG GOC. 1€ AVTIHV TNV
TEPIMTOOT, O YIOTPOG GG EVOEYETAUL VO TPEMEL VO pLOUICEL TOL GAAD OVTITOPKIVOOVIKE QAPUOKE OO,
€101KA TN AEPOVTOTA, Y10l VO VITAPYEL EMAPKNG EAEYYOG TOV CUUTTOUATOV 60G. Edv dtokdyete
amotopa to Corbilta Kot To VTOAOUTA AVTITOPKIVGOVIKG QAPHOKA, UTOPEL VO TPOKANOoVV
OVETBVUNTEG EVEPYELEG.

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

4. IMBavéig avemBounteg evépysieg

Onwg 6ha To pAppOKa, £TCL KOl AVTO TO PAPHOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv Tapovoidlovral og 6AoVG Tovg avBpmmove. TToAAEG amd Tic avemBounteg evEpyeleg UTOPOLV
va katampaiviovv pe pvubuion g 66omng.

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

OpECMS IE TOV Y1UTPO 6ag:

- O1 pbdeg oag Exovv yivel TOAD AKOUTTOL 1] EUPOVILOVY £VTOVEG GLOTAGELS, £XETE TPELOVAO,
avnovyia, GUYYLGoT), TVPETO, TAYVTOAULA, 1] LEYAAES OIOKVUAVGELG TNV APTNPLOKT GOG THEST).
Avtd pumopel va givan cuumtdpato Tov Kakondovg vevpoinmrikod cuvopopov (KN, pog
oTavioG GoPapng avTidPaoNG G€ PAPHOKO TOV YPTCILOTOIOVVTOL Y10, TV OVTIUETOTION
STOPUYDV TOV KEVIPIKOD VELPIKOL GUGTAUATOS) 1] TNG pafdopvoivong (Lo GTaviog
cofapng HLIKNG SloTapayng).

- Allepyucn| avtidpaon, Ta onueia propei va mepthapPdvovy kvidmwon (kvidmtikd eEavinua),
oayobvpa, eEavonua, TpnHéyLo 6To TPOcWOTO, Gt XEIAN, OTN YA®GGA 1) 6TO AQLILO, TPAYLLO TTOV
Umopel va TPOKAAEGEL OUGKOAIN GTIV 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

- LiKog 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

- €EeTOC, KOIMOKOG TOVOGS Kot duopopia, aicOnua kKavcov, Enpootopia, SuGKOIAOTHTO

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

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

- EMEICOO10 KAPIKNG 1] APTNPLOKNG VOGOL (T.)Y. TOVOG 6TOV BMPOKA), 0KAVOVIGTOS 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 OTIC apOpMOELS

- AOUDEELG TOL OVPOTONTUKOD.

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, LT
(PUOIOAOYIKG OTOTEAEGUATO SOKILACLIOV TNG NTOTIKNG AEITOLPYiag

- OTAGLOL

- aicOnua avnouyiog

- YUYOTIKE CUUTTOUATO

- KoAlTId0 (PAeypovn oTo oy £vTEPO)

- 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 ug foon o diabéoiua dsdousva):

Embopio yio peydieg d6oeic tov Corbilta mov vepPaivovv exeiveg Tov omattovvToL Yio TOV EAEYYO
KIVITIKOV GUUTTOUAT®V, TOV VUL YVOOTH ¢ GUVOPOUO amoppviuiong tng viorapivig. Mepikoi
acBeveig mapovotalovy coPapég Un PLGIOAOYIKEG aKOVGIEG KIVIGELS (SLVGKIVIGIES), SIUKVIAVGELS
dtdBeong 1 GAAeg avemBOUNTEG EVEPYELEG LETA OO TN ANy peydAwv docemv tov Corbilta.

"Exovv avoopepbel eniong o1 mapakdt® avemBOunTes EVEPYELEC:
- nratitido (eAeyHOVH TOL NTATOC)
- Qoyovpa.

Mropei va gpeavicete Tic axoAovbeg ovemBounTeg eVEpYELEC:
- Advvapia avtictaong otnv mopdpuncn va tpofeite oe gvépyela mov mbavov va givar
emPrafng, n onoia uropei va teprroppavet:
- duvatn mapopunom yuo vepPorikn yopTomaiSio Tapd TIG GOPUPES TPOCOTIKES 1)
OUKOYEVELUKES CUVETELEG
- SLPOPOTONLEVO 1] LENUEVO GEEOVOAIKO EVOLOPEPOV KOl GUUTEPLPOPA UE 1d10iTEPT
avnovyio o€ EGAG 1 TOLG YOP® GOGC, OTMG Y10 TOPASELY[La, aVENUEVT 6eEOVLOAIKTY
d1Beom
- avelédeykteg vepPorKEG ayopE 1} SATAVEG
- KPOUTAAT GoynToL (KOTAVAA®GT) LEYAA®Y TOGOTHT®Y GAyNTOV GE UIKPE YPOVIKA
SOTAUATO) 1| KATOVOYKOGTIKN KOATAVAAWDGT) GayNnToy (KATOVAA®MGOT TEPIGSOTEPOV
(OyNToL OO TO PLGLOAOYIKO KOl TEPLGGOTEPO OO OGO YPELALETAL Y10 VO IKOvOTTotnOel 1
TEvVa 00g).

Evnuepdote TovV Y10Tp0 G0g €0V TOPOVCIAGETE KATOL0 At AVTEG TIG CVUTEPLPOPES, B culntoeTe
TPOTOLE XEPIGHOV 1] LEIWONE TOV CUUTTOUAT®OV CVTOV.

Ava@opd avemOuuUNTOV EVEPYELOV

Edv mapatnpnoete kdmotla avemBountn evépyeia, EVIIEPDCTE TOV YIOTPO GOG 1| TOV QAPHOKOTOLO
caG. AvTo 1oyvEeL Kot yio KaOe mhavr avemBOunTn evEpyeLln TOL dEV AVAPEPETAL GTO TAPOV POAAO
odnyldv ypnons. Mnopeite eniong va avagépete avemBounteg evépyeleg anevbeiag, LEGH TOV
€0viKov ouoTNUATOG avaPopdg Tov avaypdeeTol oto [apdpmuo 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 @apuaxo avtd TPENEL VoL PLAACGETOL GE LEPT TOV OEV TO PAETOLV Kot dgV TO POAVOLVY Ta, TOLdLAL.

Na pn xp1OILOTOIEITE AVTO TO PAPUOKO HETA TNV NLLEPOUN VL ANENG TOV AVOPEPETAL OTI PLAAT Kol
o10 kovuti. H nuepopunvia Anéng sivar ) tehevtoio nUéEPA TOL PRV TOV AVUPEPETAL EKEL.

To papuaxo avtod dev amartel Waitepeg ouVONKeS POAAENG.

Mnyv metdite @ApLoKa 6To VEPO TNG AMOYETEVOTG 1] 0TA OKLoKE amoppippota. Potote tov
(POPLLOKOTOLO GOG Y10 TO TTMG VO TETAEETE TO PAPLLOKE TTOV OEV YPTCILOTOIEITE T AVTA ToL pPéETpa 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 AePfovonog, 12,5 mg kapPvtonas
rot 200 mg evraKamovg.

- Ta @GAAo GLGTOTIKG GTOV TLPNVA TOV S10KIOL Elval VOTPLOVY0G SLLGTAVPOVUEVT KAPUEALOLN ,
OTEOTIKO POyVio10, Apodo apafoacitov, pavvitodn (E421) kot moPfdovn (E1201).

- Ta cvotaTikd oty eTKAAVYT Le AemTd VUEVIO givar YAvkepOoAn (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 €1 Sapopetikd peyedn cvokevaciag (10, 30, 100, 130, 175 7 250 dwokia).
Mmnopet vo, v KukAoPopoOV OAEG Ol GUCKEVAGIES.

Kartoyog Adsrwog Kvkrogpopiag
Orion Corporation

Orionintie 1

F1-02200 Espoo

dwviavdia

Hapaockevaotiig

Orion Corporation Orion Pharma
Joensuunkatu 7

FI-24100 Salo

dwviavdia

[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

Bbarapus
Orion Corporation
Ten.: +358 10 4261

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

EALGoo
Orion Corporation
TnA: +358 10 4261

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Orion Corporation
Tel. +358 10 4261

Ireland
Orion Corporation
Tel: +358 10 4261

island
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 81280696

Kvnpog
Orion Corporation
Tnh: +358 10 4261

Lietuva
Orion Corporation
Tel. +358 10 4261

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

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
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel.: +358 10 4261

Slovenija
Orion Corporation
Tel: +358 10 4261

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
Orion Corporation
Tel: +358 10 4261

To mapév pvAiro 0dNYLOV YprioNS avadepOnKe Y10 TELEVTAIN POPE GTIG

Aldeg Tyég TANPOQOPLAOV

Agntouepeic TANPOQopiec Y10 TO PAPLOKO 0VTO gival S100EGILEC GTOV SIKTLOKO TOTO TOL
Evponaikod Opyoviopuod ®apudkmv: https://www.ema.europa.cu.
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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/KapPvtoma/evaKomdvn

AW PaoTe TPOCEKTIKA OLOKANPO TO PVALO 001 VLAV YPIGNS TPLY 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, poToTE TOV Y10TPO 1] TOV QOPLAKOTOLO GOG.

- H cvvtayn yuo avtd T0 @appaKo xopnynonke amokAEloTIKA Yio 60c. AgV TPENEL VO ODGETE TO
@apuako o€ GAlovc. Mmopei va toug Tpokarécet PAAPT, Ao Kot OTOV TO CUUTTMOUOTO TNG
aoBéveldg toug etvan idtol pe T d1kd Goc.

- Edv mopatnprioete kdmola avemBountn evépyeia, EVNUEPDOGTE TOV YIOTPO 1] TOV (OPLOKOTOLO
caG. Avto 1oybel kot Yo KaOe mhav avemBOunTn eVEPYELD TTOL OEV OVOPEPETAL GTO TOPOV
@OAAO 001 yI®V Ypnons. BAéme mapdypago 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 ndpete 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, KapPvToma Kol EVIOKATOV) 8 Eval
EMKAAVUPEVO pE AemTd vpévio diokio. To Corbilta ypnoyomoteitar mg Bepaneia yio tn voco TOL
Parkinson.

H v6co¢ tov Parkinson mpoxaieitot amd yapnAd enineda piog ovciag Yoot o VIOTAUivn 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 OVIITAPKIVOOVIKEG OpACELG
g Aefovtomnoc.

2. T pémer va yvopilete mpwy napete 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 (OVAPEPOVTOL GTNV TOPAYPAPO 6)

- OV €YETE YAAOKOUA KAEIGTNG YoViag (o o@BaApiKn 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 giyate TOTE KoKONOeG vevpoinntikd cuvdpopo (KNI — npoxettar yio ondvia ovtidpaon o€
(APLLOKO TTOV YPTCLOTOI0VVTAL Yo TN Bepaneio cofupdv YuyK®V dloTapaydV)

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

- 7oV €xeTe Popld NratiKn voco.

IIposgidomou|oElS KoL TPOPVAGEELS

AmevOuvleite otov y1oTpd 1 ToV Qaprokorold coc tpw mhpete to Corbilta eqv yete ) glyote 6To
moperOoV:
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- KapdloK TPOSPoin 1 orolesdfmote GAAEG TaBNGELG TNG KaPAAG, LETAED T™V OTolMV Eivar Kot
01 KapdloKES appubuies, 1| TOV AHOPOP®V aryyeimV

- GoBpa M omoladNmote GAAN TAONON TOV TVELHOVAOV

- 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€ MEPIMTMOTN TOL £XETE TAPOTETAUEVT] O1APPOLL EVILEPDGTE TOV YIOTPO G0G KaBDG pmopel va
elvar onpeio eAeyHovig ToV ToXE0G EVIEPOL

- OMOL0ONTOTE HOPPN COPAPNG WOYIKNG SLOTAPAYNG OT®G Y™

- YPOVIO YAODK®UO OVOIKTNG Y®VING, ENEON evOEYETOL va ypetaletar pHBuon g 66omg oag Kot
Vo omotteiTan TapoKolovonon g wieong Tv oeBaAludv 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 OTKOVECTE OO TNV
kapéha 1 1o kpePdrt. Oa tpénel va yvopilete 6T 1o Corbilta evdéyetar va eMOEVMOGEL AVTEG
TIG AVTIOPACELG.

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

- TapoTNPNOETE OTL 01 POEG GOG Elvar TOAD AKOUTTOL 1) ELPAVILOVY EVTOVEC GUGTIAGELG, 1] EGV
EUPAVICETE TPOWO, AVNOLYI0, GUYYVOT], TVPETO, TOYLTOALLIN, 1 LEYAAES OLOKVLAVGELS OTNV
aptnpokn oag migon. Edv cvuPei otidnmote amd To ovoTEP®, EMKOIVOVI|GTE APECOG UE TOV
YW TpO 6Os.

- aloBavieite KoTaOAWYT, £xETE GKEYELS Y10l AVTOKTOVIO, 1| TAPATPNOETE AGLVIOIGTEG AAAAYES
0TI GLUTEPLPOPE GOLG

- SmMOTMOCETE OTL GOG TAlpVEL EaPViKA 0 VITVOG, 1 av acBdveste Evtovn vtvnAia. Ze Té€toln
nepinT®OoN dev TPENEL VoL odnyeite N va ypnotponoteite epyaieia | pnyovipata (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 umopel va Tpemet vo. KAVEL aAAay™| TG
d0CMG TOL AVTITOPKIVGOVIKOD POPUAKOV TOL TAPVETE.

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

- napaTnpoeTe TPoodevtikn avopeéio, eEacbévion (advvapio, e£dvtinon) kot andAelo BApovg
LEGO OE GYETIKA LKPO YPOVIKO S1AoTN . € TETOWN TEPINTOOT, Oa Tpémel va eEeTaOTEL TO
EVOEYOLEVO JIEVEPYELOG HLOG YEVIKNG LUTPIKNG EKTIUNONG GUUTEPIAAUPAVOUEVTG TNG NTOTIKNG
Aertovpyiog.

- vidBete TNV avaykn va otopatnoete tn xpnon tov Corbilta, fA. v Tapdypapo “Edv
otopotnoete va maipvete to Corbiltay.

Evnuepdote 10V Y10Tpd 600G €dv €G€IC 1] 1] OIKOYEVELY GOG/0 PPOVTIGTNG GOG OLOTICTMGEL OTL
TapoLGAeTe CUUTTOUATA 01600 TOL 08N YOV oty embupia yio peyaivtepeg 06oe1g Tov Corbilta
Kol GAADV QOPLOKEVTIKGV TPOIOVIMV TOL YPNCILOTO0VVTaL Yo T Bepaneia Tng vooov Parkinson.

Evnuepdote 10V Y10Tpd Gog £dv €0€IC 1] 1] OIKOYEVELD/O PPOVTIGTNG GOG OLUTICTMGEL TNV ELPAVIOT
TapOpUNoNg 1 EMOLUIOG VO GUUTEPLPEPESTE [LE TPOTOVS OYL SLVNDELS Yo €04G 1| €dv dev umopeite va
avtiotabeite otV Tapodpunon, BEANoN N TEPAcuUd va TpoPeite oe evépyeleg mov umopet va, fAdyouvv
TOV €0VTO GOG 1] TOVG YOP® GOG. AVTEG 0L GUUTEPLPOPES OvoralovTal SlatapayEg ELEYYOL TV
TOPOPUNCEMY Kol uopel va tepthapfavouv ebioud ot yaptonaréio, vrepPoAlkn KOTAVIA®ON
@ayNTov 1N VIEPPOMKES SATAVESG, UM PUCIOAOYIKA cvénpévn ceEovaiikn didbeon 1 evacyoinon pe
VIEPUETPEG OKEWYELG 1) ctoOnpaTa oeEovaikol epieyopévov. O y1oTpodg oog UIOPEL Vo YPELOCTEL va
emava&loloynoet ) Bepaneio coc.

O y1otpog 6aG UTOPEL VO KAVEL TOKTIKEG EPYUSTNPLKEG EEETAGEIC KATE TN OLAPKELL 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 cuvictdrot yio yprion yia tn Oepaneio eEOMUPAIIKOY GUUTTOUATOV (T.). AKOVCIEG
KWNGELS, TPEUOVAO, OKAUYIO TOV LVMV 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
ovvietdrol n yprion Tov Corbilta 6g modid 1 epnPoug.

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 maipvete GUYKEKPIUEVO PAPLLOKO Y10 TNV AVTILETMTION TNG KOTAOAWYNG
(cvvdvaopovg ekAEKTIKAOV ovaotoréwv MAO-A kor MAO-B, 1 un ekiextikodc avactoreigc MAO).

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

Meto&d avtdv Teptiapfavovol:

- (APLLOKO TTOV YPTCLUOTOLOVVTOL Y10, TNV OVTIUETOTION TNG KATAOAIYNG OTTmg LokAoPepion,
OULTPLTTIAIVY, OECUTPOLIVY, LOTPOTIALVY, Beviapadivn Kot Tapoletivn

- PUUTEPOAT KoL IGOTPEVAALVT TTOL YPTCLLOTOLOVVTOL Y10 TNV OVTLUETMTICT AVOTVEVCTIKMV
nadncemv

- 0OPEVOAIVI] TTOL YPTCILOTOIEITAL Y10 TV AVTHETMMICT GOPAPDOV OAAEPYIKMDY AVTIOPACEDY

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

- 0-HEBVAVTOTO TTOV YPTCIUOTOIEITOL VIO TV GVTHETMMICT TNG VYNANG OPTNPLUKTG TIECTG

- OTTOLOPPIVI) TTOL YPNCOTOLEITAL Y10 TNV AVTIUETOTIOT TG VOGoL Tov Parkinson.

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

neptiappavovrat:

- OVTOY®VIOTEG VIOTAUIVIG IOV (PTCLOTOLOVVTOL Yol T BEPUTELN TMV VONTIKAOV SLOTOPUAYDV,
™G vouTiog Kot ToL ERETOV

- (OIVVTOTVN TTOV YPTCLULOTOLEITOL Y10 TV TPOANYT] TV CTACHUMV

- namoPepivn TOV YPNOLUOTOLEITAL Y10 TN YOAAPWOOT) TV HLDV.

To Corbilta propei vo KGveL SUGKOAITEPT] TNV OTOPPOPNOT TOV GLONPOV UTO TO YOOTPEVIEPTIKO
ocwlva. I't" avtd to Adyo, punv maipvete Tavtoypova to Corbilta kot copmAnpopata cdnpov. 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 yopic tpoen. o pepucotc acbeveig, to Corbilta propei vo unv
amoppo@dtal KoAd, av Anedei pali pe, | Aiyo HETA amd Tpoen TAOVGLN G TPOTEIVES (OTTMG 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 Onralete, vouilete 0TL pmopel va giote £ykvog 1 oxed1aleTe v AmoKTHOETE TOdi,
{ntote TN GLUPOLAT TOV Y1OTPOD 1] TOV PAPUAKOTOIOD GAG TPV TAPETE AVTO TO PAPLOKO.

Agv mpémel va OnAalete katd tn didpkewn 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 glote 1d10itepa mPOcGEKTIKOL OTOV 001 YEITE | OTAV YPNOYLOTOLEITE EpYOieia 1|

LN OV LLOLTOL.

Av vimBete €viovn vTvnAia, 1 oV, LEPIKES POPES, SLOTICTMCETE OTL Gag TAlpVEL EQPVIKA O VTTVOG,
neppuévete péxpl va EUTVNGETE TELEIG TPV 00N YNGETE 1 KAVETE OTIONTOTE TOL ONOLTEL VO €10TE OF
€YPNYOPOoT|. X SPOPETIKN TEPINT®ON Umopel va BEGETE TOV E0VTO GOG 1] TOLG AAAOVG € 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
dvcaveéia og oploUEVO GAKYOPA, EMKOIVOVINGTE LE TOV YIATPO GG TPV TAPETE CLTO TO PAPLLOKO.

To pdappaxo avtod mepiéxel Myodtepo amd 1 mmol (23 mg) vatpiov avd PEYIOTN GUVIGTMOUEVN
nuepnoa 8601, givol avtd Tov ovopdlovpe «eAebBepo vatpiovy.

3. [ og va tapete To Corbilta

[Tédvtote va maipveTe T0 PAPLOKO OVTO OVOTNPA COUPMOVE, LLE TIG 00N YIEG TOV YIATPOV T} TOL
Qoppakomolov coc. Edv éxete apeiporieg, potiote TOV Y1Tpd 1 TOV GOPUOKOTOLO GO,

Mo evAAKec Kot NMKIOUEVOLC:

- O ywtpog oag Ba cag mel akpipic moca diokio Corbilta va maipvete kaBe nuépa.

- Mnyv yopilete 1 unv ondte ta diokio 68 PIKPOTEP KOUUATIO.

- [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 naipvete
neplocodtepa and 10 diokia nuepnoiog.

Munote pe tov yriTpd 1 Tov eapuakonold cog v Bewpeite 6t 1 dpdon tov Corbilta givar molv
oyvpN 1 TOAD adHVOUN, 1] AV EUEAVICETE TIOAVEG AVETBOUNTEG 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 amd tnv kavoviki)

Av mapete katd AdBog mepiocotepa 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 umopet va givot o apydg N mo Toyde amd TO KovoviKO 1 UTopel
VO TUPOVGIUOTEL AALAYT) GTO YPOU TOV SEPUATOS, TNG YADGGUC, TOV LATIOV 1] TOV 00P®V GOGC.
Eav Egyaoete va napete 1o Corbilta

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

Av pecorofei v ard 1 dpa uéypt tnv erduevn 6661 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:
[Tapte éva dioxio poiig to Boundeite, mepuévete 1 mpa, kot LeTd TAPTE GALO €val diokio. MeTd amod
avTd, ocvveYioTE VO TAIPVETE KOVOVIKA TIC SOCELS.

[Tavta va aprvete vo TepAcel TOLAAYIoTOV pia ®po petald Tov AMyewnv dtokiov Corbilta yio va
amo@VYeTe TOAVEG avemOOUNTES EVEPYELEC.

Edv otapatioete va naipvere to Corbilta

Mnyv ctapatioete tn Ayn tov Corbilta gdv dev 60G T0 CLGTHCEL 0 Y1ATPOG GOC. XE AVTIHV TNV
TEPIMTOOT, O YIOTPOG GG EVOEYETAL VO TPEMEL VO. pLOUICEL TOL GAAD OVTITOPKIVOOVIKE QAPUOKE OO,
€101KA TN AEPOVTOTA, Y10l VO VITAPYEL EMAPKNG EAEYYOG TOV CUUTTOUATOV 0aG. Edv dtokdyete
amotopa to Corbilta Kot To VIOAOUTA AVTITOPKIVGOVIKG PAPHOKA, UTOPEL VO TPOKAN OO0V
OVETBVUNTEG EVEPYELEG.

Edv éxete meplocOTEPES EPOTNOELG GYETIKA LLE TN XPNION ALTOV TOV PUPUEAKOV, POTNGTE TOV YLOTPO 1|
TOV POPUUKOTOLO GOG.

4. IMBavég avemBopnTeg evépyseieg

Onwg 6ha To pAppOKa, £TCL KOl GVTO TO PAPHOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv Tapovoidlovral og 6AoVG Tovg avBpmmove. TToAAEG amd Tic avemBounteg evEpyeleg UTOPOLV
va katampaiviovv pe pvubuion g 66omng.

Edv ot d1dpketa g Oepaneiog pe Corbilta eppaviotodv To TOPAKAT® GUUTTOUAT, ETLKOIVOVI|CTE

OpECMS IE TOV Y1UTPO 6ag:

- O1 pbdeg oag Exovv yivel TOAD AKOUTTOL 1] EUPOVILOVY £VTOVEG GLOTAGELS, £XETE TPELOVAO,
avnovyia, GOYYLGoT), TVPETO, TAYVTOAULA, 1] LEYAAES OIOKVUAVOELG OTNV CPTNPLOKT GOG TIEDT).
Avtd pumopel va givarl cuumtdpato Tov Kakondovg vevpoinmrikod cuvopopov (KN, pog
oTavioG GoPapng avTidPaoNG G€ PAPHOKO TOV YPTCILOTOIOVVTOL Y10, TV OVTIUETOTION
STOPUYDV TOV KEVIPLIKOL VELPLIKOL GLGTAATOG) 1] TS pafdopvorvong (Log OTaviog
cofapng HLIKNG SloTapayng).

- Allepyn| avtidpoaon, to onpeia propei va mepthapfdvouy kvidmon (kvidmtikd eEavinua),
oayobvpa, eEavonua, TpnHéyLo 6To TPOcWOTO, Gt XEIAN, OTN YA®GGA 1) 6TO AQLILO, TPAYLLO TTOV
Umopel vo TPOKAAEGEL SUGKOAIN GTIV OVOTVOT 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

- LiKog Tdvog

- ddppota.

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

LaAn 1 AmmoBopio AOy® YoUNANG apTnPLoKnG TESNG, VYNAN apTNPLoKy o

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

- €EeTOC, KOIMOKOG TOVOGS Kot duopopia, aicOnua kKavcov, Enpootopia, SuGKOIAOTHTO

- advvapio Tov acbevoivg va koynBel, yevdaisOnoelg, cuyyvo, Un eucstoroyikd dvelpa (Leta&d
TOV OTOI®V KOl EPLAATEG), KOVpOoN

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

- 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
- TOVOKEPAUAOGC, TOVOG OTIC apOpMOELS

- AOUDEELG TOL OVPOTONTUKOD.

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, LT
(PUOIOAOYIKE OTOTEAEGHOTO QOKILACIDV TNG TATIKNG Agttovpyiog

- OTAGLOL

- aicOnua avnouyiog

- YUYOTIKE CUUTTOUATO

- KoAlTId0 (PAeypovn oTo oy £vTEPO)

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

- dVGKOAID OTNV KATATOON

- advvapio ovpnong.

Mn yvootéc (17 ovyvotnto dev umopei vo. extiunBsi ue foon o diabéoiuo dedousva):

Embopio yio peydieg d6oeic tov Corbilta mov vepPaivovv exeiveg Tov omattovvToL Yio TOV EAEYYO
KIVITIKOV GUUTTOUAT®V, TOV VUL YVOOTH ¢ GUVOPOUO amoppviuiong tng viorapivig. Mepikoi
acBeveig mapovotalovy cofapég Un PLGIOAOYIKEG 0KOVGIEG KIVIGELS (OVOKIVIGIES), SIOKVUAVGELS
dtdBeong 1 GAAeg avemBOUNTEG EVEPYELEG LETA OO TN ANy peydAwv docemv tov Corbilta.

"Exovv avoopepbel eniong o1 mapakdt® avemBOunTes EVEPYELEC:
- nratitdo (eAeyHov| TOV NTATOG)
- Qoyovpa.

Mmopei va gpeavicete Tic axoAovbeg ovemBounteg evépyelec:
- Advvapia avtictaong otnv mopdpuncn va tpofeite oe gvépyela mov mbavov va givar
emPrafng, n onoia uropei va teprroppavet:
- duvartn mapopunom yio vrepPoiikn yapTomaSio Tapd TIG GOPaPEG TPOCOTIKES Iy
OUKOYEVELUKES CUVETELEG
- SLPOPOTONEVO 1 LENUEVO GEEOVOAKO EVOLOPEPOV KOl CUUTEPIPOPA LE 1aiTEPT
avnovyio o€ EGAG 1 TOLG YOP® GOGC, OTMG Y10 TOPASELY[La, aVENUEVT 6eEOVLOAIKTY
d1Beom
- avelédeykteg vepPorKEG ayopE 1} SATAVEG
- KPOTAAT GoynToL (KOTAVAA®GT) LEYGA®Y TOGOTNT®V GAyNTOV GE UIKPE YPOVIKA
SOTAUATO) 1| KATOVOYKOGTIKN KOATAVAAWDGT) GayNnToy (KATOVAA®MGOT TEPIGSOTEPOV
(OyNToL OO TO PLGLOAOYIKO KOl TEPLGGOTEPO OO OGO YPELALETAL Y10 VO IKOvOTTotnOel 1
TEvVa 00g).

Evnuepdote 10V y10tpo G0¢ €0V TOPOVGLAGETE KATOL0, 0ltd OVTEG TIC GUUTEPLPOPES, Do culnToeTe
TPOTOLE XEPIGHOV 1] LEIWONE TOV CUUTTOUAT®OV CVTOV.

Ava@opd avemOuuUNTOV EVEPYELOV

Edv mopatnpnoete kdmotla avemBountn evépyeia, EVIIEPDCTE TOV YIOTPO GOG 1| TOV PAPHOKOTOLO
c0G. AvTd 1oyDeL Kot Yo KaOe mhav avemBOunTn evEPYELD TTOL EV AVAPEPETAL GTO TAPOV PVAAO
odnyldv ypnons. Mrnopeite eniong va avagépete avemBounteg evépyeleg anevbeiag, LEGH TOV
€0viKov ouoTNUATOG avaPopdg Tov avaypdeeTol oto [apdpmuo 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 uraccete To Corbilta
To pappaKo avtd TPETEL VO PUAGCCETAL GE PEPT] TOV OEV TO PAETOLV Kot dgV TO POAVOLVY Ta, TOdLAL.

Na pn ¥p1OoILOTOIEITE AVTO TO PAPLOKO HETA TNV NUEPOUN VL ANENG TOV AVAPEPETAL GTI] PLAAT] Kol
o1o kovuti. H nuepopunvia Anéng sivar ) tehevtoio nUéEPA TOL PV TOV AVOPEPETAL EKEL.

To pappaxo avtod dev amartel Wwaitepeg ovvONKes POAAENC.

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

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 75 mg/18,75 mg/200 mg nepiéyet 75 mg AePovtonag, 18,75 mg
kapPvtonog kot 200 mg evraxamdvng.

- Ta @GAAo GLGTOTIKG GTOV TLPNVA TOV S10KIOL Elval VOTPLOVY0G dLLGTAVPOVUEVT KAPUEALOLN ,
OTEOTIKO POyVio10, Apodo apafoacitov, pavvitodn (E421) kot moPfdovn (E1201).

- Ta cvotaTikd otV eXKAALYT e AemTO VUEVIO ivor YAukepOoAn (85 toig ekatd) (E422),
VIPOPEAAOLT), OTEATIKO Hayviolo, ToAvcopPikd 80, epubpod o&gidio tov cdnpov (E172),
cakyopoln kot d10&gidto titaviov (E171).

Epgévion tov Corbilta kon mepreyopeva g cvokevaciog

Ta dioxio Corbilta 75 mg/18,75 mg/200 mg gival ovolytol KOQEKOKKIVOL YPMUATOC, 0BG
EMKUAVUUEVE, e AETTO VEVIO, pépovta TV £vdeln “LCE 75” ot pio mievpd toug.

To Corbilta 75 mg/18,75 mg/200 mg datiBeton o mévte drapopetikd peyédn cvokevaociaog (10, 30,
100, 130 1 175 dwokia). Mmopei va unv KukKAOQOpoOV OAEG 01 GUCKEVAGIES.

Kartoyog Adsrwog Kvkrogpopiag
Orion Corporation

Orionintie 1

F1-02200 Espoo

dwviavdia

Hapaockevaotiig

Orion Corporation Orion Pharma
Joensuunkatu 7

FI-24100 Salo

dwviavdia

INo omoladnmote TANpoPopia oYETIKA LUE TO TAPOHV PUPLAKEVTIKO TPOTOV, TAPUKUAEISTE 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

Bbarapus
Orion Corporation
Ten.: +358 10 4261

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

EALGoo
Orion Corporation
TnA: +358 10 4261

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Orion Corporation
Tel. +358 10 4261

Ireland
Orion Corporation
Tel: +358 10 4261

island
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 81280696

Kvnpog
Orion Corporation
Tnh: +358 10 4261

Lietuva
Orion Corporation
Tel. +358 10 4261

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

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
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel.: +358 10 4261

Slovenija
Orion Corporation
Tel: +358 10 4261

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
Orion Corporation
Tel: +358 10 4261

To mapév pviro 0dNYLOV YprioNS avadepONKe Y10 TELEVTAIN POPE GTIG

Aldeg Tyég TANPOQOPLAOV

Aemtopepeic TANpoeopies Yo To PApLaKO avTO gival S100ECIUES GTOV SIKTLOKO TOTO TOL
Evponaikod Opyoviopod @apudrkmv: https://www.ema.europa.eu.
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@viro oonYLov piong: Iinpoeopics Yo Tov ypiioty

Corbilta 100 mg/25 mg/200 mg emkarivoppéva pe AeTTd VREVIO d16Kia
Aepovtoma/KapPvtoma/evaKomdvn

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, pmTNGTE TOV YOTPO 1) TOV POPLOKOTOLO GG,

- H cvvtayn yuo avtd To pappaKo xopnyndnke amokAEloTIKA Yio 6oc. Agv TPENEL VO, SDGETE TO
@apuako o€ GAlovc. Mmopei va toug Tpokarécet PAAPT, Ao Kot OTOV TO CUUTTMOUOTO TNG
aoBéveldg toug etvan idtol pe T d1kd Goc.

- Edv mopatnprioete kdmola avemBounTn evépyeia, EVNUEPDOGTE TOV YIOTPO 1] TOV QOPLOKOTOLO
cag. Avtd 1oybet Kot Yo Ka0e mhavr avemBOunTn VEPYELD TTOV EV OVOPEPETAL GTO TAPOV
@OAAO 001 yI®V Ypnons. BAéme mapdypago 4.

T epréyer 1o Tapov GUAAO 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 dpaotikég ovaieg (Aefovtona, kapPvToma Kot EVIOKATOV) OE Eval
EMKAAVUPEVO pE AemTd vpévio diokio. To Corbilta ypnoyomoteitar mg Bepaneia yio tn voco TOL
Parkinson.

H vécoc tov Parkinson wpokaleitat amd younid enineda piog ovoing YVOoTh 0 VIOTAUIV) 6ToV
eyképadro. H Aefovtona av&avel Tnv mocdTNT TG VIOTOUIVIG KOl ETOUEVMG LEUDVEL TOL CUUTTMOLOTO
g vocov tov Parkinson. H xapfivtona kot 1 evtakamovn BEATIOVOVY TIG OVIITAPKIVOOVIKEG OpACELG
g Aefovtomnoc.

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

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

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

- OV €YETE OYKO TOL EMVEPPLOIOV

- OV TOipVETE KATOL Qappaka yo T Oepameio TG KatdOAlnyng (uvOVAGHODS EKAEKTIKMDV
avactoréov 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 Yio. T Bgpaneio cofapmv YuyiK®V dlatapaydv)

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

- 7oV €yete Papld Nratikn voco.

IIposgidomou|oElS KoL TPOPVAGEELS

Amnevfuvleite oTov Yotpd 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 appubuies, 1| TOV AHOPOP®V aryyeimV

- GoBpa M omoladnmote GAAN TAON O™ TOV TVELHOVAOY

- NnaTiKd TPOPANUe, TN uropel va amorteitan pHOon g 66ong oag

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

- €AKN 6ToUd OV 1| OTOGUOVG

- 0€ MEPIMTMON TOV £XETE TAPOTETAUEVT] O1APPOLA EVIUEPDGTE TOV YIATPO Gag KOOMG Uropel va
elvar onpeio eAeyHovig ToV ToXE0G EVIEPOL

- OTOLOONTOTE POPPN COPAPTIC WOYIKNG SLATOPAYNG OT®G 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.

2vuPovlevteite TOV Y10TPO GOG EAV TOIPVETE EME TOL TOPOVTOC:

- AVTIYOYOTIKE PAPLAKO (QAPUOKO TOV YPTCLLOTOIOVVTIOL TNV AVTILETMTION TG WYOY®ONC)

- (APLLOKO TO OTTO10 UTOPEL VO TPOKOAEGEL YOUNAT OPTNPLOKT THECT] OTAV OTKMOVECTE 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 GOG Elvat TOAD AKOUTTOL 1) ELPAVILOVY EVTOVEC GUGTIAGELG, 1] GV
EUPAVICETE TPOWO, AVNOVYI0, GUYYVOT], TVPETO, TOYLTOALIN, 1 LEYAAES OLOKVLAVGELS GTNV
aptnpokn oag migon. Edv cvuPei otidnmote amd To ovoTEP®, EMKOIVOVI|GTE APECOG UE TOV
YW TpO 6Os.

- aloBavieite KoTAOAWYT, £XETE GKEYELC Y10 AVTOKTOVIO, 1 TAPATNPNOETE AGLVNOIGTEG AAAAYES
0TI GLUTEPLPOPE GOLG

- dmoTMoETE OTL GOG TaipveEL EapviKd o0 VITVOG, 1 av acBdveste Evtovn vtvnAia. Ze Té€tola
nepinT®OoN dev TPENEL VoL odnyeite N va ypnotponoteite epyaieia | pnyovipata (BA. exiong v
Tapdypoeo “Od1ynomn Kot XEPIoUOS UNYovnHAT®Y™).

- TapoTNPNOETE OTL AVveEELEYKTEG KIVIIGELS apyilouV 1 ETOEVAOVOVTAL LETA TNV EvapEn TG
Mymc tov Corbilta. Edv copfei avtd, o y1atpdc cog umopel va Tpemet vo. KAVEL aAAay™| TG
900G TOV AVTITOPKIVGOVIKOD PUPLAKOV TOL TOUPVETE.

- TOPOTNPNOETE SIAPPOLO: GLVICTATAL TOPAKOAOVON O™ TOV Bépovg Gag Yo va amopevydel to
evoeyopevo vrtepPolkng ammAELag fApovg

- napaTnpoeTe TPoodevtikn avopeéio, eEacbévion (advvapio, e£dvtinon) kot andAelo BApovg
LEGO OE GYETIKA LKPO YPOVIKO S1AoTN . e TETol TEPINTOT, Oa Tpémel va eEeTaoTel TO
EVOEYOLEVO JIEVEPYELOG HLOG YEVIKNG UTPIKNG EKTIUNONG GUUTEPIAAUPAVOUEVTG TG NTOTIKNG
Aertovpyiog.

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

Evnuepdote 10V Y10Tpo Gog £dv €0€IC 1] 1] OIKOYEVELD GOG/O PPOVTIOTNG GO SLOTIGTMOCEL OTL
TapoLGAeTe CUUTTOUATA 01600 TOL 08N YOV oty embupia yio peyaivtepeg 06oe1g Tov Corbilta
KoL GAADV QOPLOKEVTIKGV TPOIOVIMV OV YPNCILOTO00VTAL Yo TN Bepaneio Tng vocov Parkinson.

Evnuepdote oV Y10Tpd Gog edv €G€IC 1] 1] OIKOYEVELN/O PPOVTIOTIG GOG OOTICTMGEL TNV ELPAVIOT|
TapOpUNoNg 1 EMBLUING VO GUUTEPLPEPESTE e TPOTOVS OYL SLVNDELS Yo €GGG 1| €6V 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 OvopralovTal SlatapayEg EAEYYOL TV
TOPOPUNCEMY Kol uopel va tepthapfavouv ebioud ot yaptonaréio, vrepPoAlkn KOTAVIA®ON
@aynNTov 1N VIEPPOMKESG SATAVESG, UN PVOIOAOYIKA avénpévn ceEovaiikn didbeon 1| evacyoinon ue
VIEPUETPEG OKEWYELG 1) atoOnpaTa oeEovaikol epieyopévov. O y1otpodg oog UIOPEL Vo YPELOCTEL va
emava&loloynoet ) Bepaneio coc.

O y1otpog oag UTOPEl Vo KAVEL TOKTIKEG EPYUSTNPLOKEG EEETAGEIC KATE TN OLAPKELD, LOKPOYPOVIG
Oepaneiog pe to Corbilta.
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Av mpénel va vtoPAnOeite og yepovpyikn enépPaocn, Tapakoreiote va weite otov yaTpd cag OTL
ypnowonoteite to Corbilta.

To Corbilta dev cuvictdrot yio yprion yia tn Oepaneio eEOMUPAIIKOY GUUTTOUATOV (T.). AKOVCIEG
KWNGELS, TPEUOVAO, OKAUYIO TOV LOMV KOl LDTKEC GUOTAGELS) TOVL TPOKAAOVVTOL OTO GALD QAPLLOKAL.

Moo kar Epnpor

H eumepio pe 1o Corbilta o ac0gveic nAikiog kdto tov 18 etdv ivor Teplopicuévn. Erouévac, dev
ovvietdrtol n yprion Tov Corbilta 6g modid 1 pnfoug.

Alra @appoxa ko Corbilta

Evnuepoote tov ylotpo 1 TOV QOPUOKOTOL0 GG 6V TOipveTE, £XETE TPOGPATO TAPEL 1] Uopel vol
népeTe GALA PApLOKAL.

Mnyv ndpete 10 Corbilta edv maipvete GUYKEKPIUEVO PAPLLOKO Y10 TNV AVTILETMTION TNG KOTAOAWYNG
(cvvdvaopovg ekAekTIK®OV avaotoréwv MAO-A kot MAO-B, 1 un ekiextikodc avactoreic MAO).

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

Meto&d avtdv Teptiapfavovol:

- (APLLOKO TTOV YPTCLUOTOLOVVTOL Y10, TNV OVTLUETOTION TNG KATAOAIYNG 0T pokAoPepion,
OULTPLTTIAVY, OECUTPOLIVY, LOTPOTIALVY], BevAapalivn kot Tapoletivn

- PUUTEPOAT KoL IGOTPEVAALVT TTOL YPTCLLOTOLOVVTOL Y10 TNV OVTLUETMTICT AVOTVEVCTIKMV
nadncemv

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

- vopadpeVaAivT, vTomapuivn kot 60BovTapLivr Tov YPNCLULOTOIOVVTOL Y1t TV VTLLETMOTIOT
KOPOOKOV TOBNGEMV KO TNG YAUNANG OPTNPLOKNG TIECTG

- a-HEBVAVTOTO TTOV YPTCILOTOIEITOL Y10 TNV AVIYETMICT TG VYNANG 0PTNPLOKNG TECT

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

H dpdon tov Corbilta gvdéyetar va eEacbevioel amd opiopéva QappaKo. To eAPLOKE QT

neptiappavovrat:

- OVTOY®VIOTEG VIOTAUIVIG IOV (PTCLOTOLOVVTOL Yol T BEPUTELN TMV VONTIKAOV SLOTOPUAYDV,
NG vouTiog Kot ToL ERETOV

- (OVVTOTVN TOV YPTCLULOTOLEITAL Y10 TV TPOANYT TV CTOCUDV

- namoPepivn TOV YPNOLUOTOLEITAL Y10 TN YOAAPWOOT) TV HLDV.

To Corbilta propei vo KGveL SUGKOAITEPT] TIV OTOPPOPNOT TOV GLONPOV ATO TO YOOTTPEVIEPTIKO
colva. I't' avtd 10 AdY0, punv maipvete tavtdypova to Corbilta kot cupminpopata odnpov. To
Corbilta kot To copumANpOUATE GLOPOL TPEMEL VO AapBavovTat Le dopopd 2 £mg 3 wpav.

To Corbilta pe Tpo@n kot 70T6

Mmnopeite va tapete to Corbilta pe 1| yopic tpoen. o pepikotc acbeveig, to Corbilta propet vo unv
amoppo@dtal kKodd, av Anedet pali pe, | Aiyo HeTd amd Tpoen TAoVo1N 6€ TPOTEIVEG (OnmC KpéaTa,
YAPLOL, YOAUKTOKOUIKA TpoTovTa, 6Tdpovg Kot Kaphola). Zvpupfovievdeite tov yiatpod cag, ov
MOTEVETE OTL KATL TETO10 LGYVEL Y10 GOG.

Kdnon, Onracpoc ko yovipdtnto

Edwv eiote éyxvog 1 Onralete, vouilete 0T1 pnopel va giote £ykvog 1 oxed1aleTe Vo AmOKTHOETE 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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0o1ynon ko EPLoPOg pyavnpdTmy

To Corbilta pmopel va peidoel TV apTnplokn oog TECT) e ATOTELESUA VO VIdOETE 0KOTOdIVN 1|
LaAn. Eropévamg, va glote 1d10itepa TPOGEKTIKOL OTOV 001 YEITE | OTAV YPNOYLOTOLEITE EpYyOieia 1|

LN OV LLOLTOL.

Av vimBete €vtovn vTvnAia, 1 oV, LEPIKES POPES, SLOTICTMCETE OTL GOG TAlpVEL EAPVIKA O VTTVOG,
neppuévete péxpl va EUTVNGETE TELEIG TPV 00N YNGETE 1 KAVETE OTIONTOTE TOL ONOLTEL VO €10TE OF
€YPNYOPOoT|. X SPOPETIKN TePinT®ON Unopei va 0E6ETE TOV E0VTO GOG 1] TOLG AAAOVG GE KivOuVO
cofapod TpavpaTIcHob 1 Bavdtov.

To Corbilta mepéyel caxyapolin

To Corbilta mepiéyet caxyapdln (1,6 mg/diokio). Av 0 YaTpdg GOC, COG EVIHEPMTE OTL EYETE
dvcaveéio o OpIoUEVO GAKYOPO, EMIKOVOVIOTE UE TOV YIATPO GG TPV TAPETE CLTO TO PAPLLOKO.

To pdappaxo avtod mepiéxel Myodtepo amd 1 mmol (23 mg) vatpiov avd LEYIGTN GUVIGTOUEV
nuepnoa 8601, givol avtd Tov ovopdlovpe «eAebBepo vatpiovy.

3. [ og va tapete To Corbilta

[Téavtote va maipveTe T0 PAPLOKO OVTO OVOTNPE COUPOVO. LE TIG 0dNYIEG TOV YITPOV T} TOL
Qoppakomolov coc. Edv éxete apeiporieg, potiote TOV Y1Tpd 1 TOV GOPUOKOTOLO GO,

Mo evAAKec Kot NMKIOUEVOLC:

- O ywatpog oag Ba cag mel akppag toca 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 ot Bepaneia, 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 naipvete
neplocodtepa and 10 diokia nuepnoiog.

Munote pe tov yriTpd 1 Tov eapuaKonold cog v Bewpeite 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 1o
OO, KOL GTY] GUVEYEW TECTE LLE TOV AVTiYEPd 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 OtL Tpémel, cupPfovievdeite apéowng tov
YITPO M TOV PUPLOKOTOLO GOC. X€ TEPINTOOT VITEpdoGoroYiag pmopel va aicBavieite chyyvon 1
avnovyia, o kapdlakdg cog puOudc umopet va givot o apydg 1 mo Toyde amd TO KOVOoVIKO 1 UTopet
VO TUPOVGIUOTEL AAAAYT) GTO YPDOUO TOV OEPUATOS, TNG YADGGOC, TOV LATIOV 1 TOV 00P®V GOGC.
Eav Egyaoete va napete 1o 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 diokio poiig to Bounbeite kot mhpte TO EMOUEVO O1GKIO TNV KAVOVIKT] DPO.

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

[Tavta vo apnvete vo mepAGEL TOLVAGYIGTOV Lia ®pa petald Tov AMyewnv dtokiov Corbilta yio va
amo@VYeTe TOAVEG avemOOUNTES 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 EVOEYETAL VAL TPEMEL VO, pLOUIGEL TOL GAAD OVTITOPKIVOOVIKE PAPUAKE GO,
€101KA TN AEPOVTOTA, Y10l VO VITAPYEL EMAPKNG EAEYYOG TOV CUUTTOUATOV 0aG. Edv dtokdyete
amotopa to Corbilta Kot To VTOAOTA AVTITOPKIVGOVIKA PAPHOKA, UTOPEL VO TPOKANH0VY
aVETBVOUNTEG EVEPYELEG.

Edv éxete meplocOTEPES EPOTNOELG GYETIKA LLE TN XPNION ALTOV TOV PUPUEAKOV, POTNGTE TOV YLOTPO 1|
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 og 6AoVG Tovg avBpmmove. TToAAEG amd Tic avemBounteg evEpyeleg UTOPOLV
va katampaviovv pe puduion g d6omng.

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

OpECMS IE TOV Y1UTPO 6ag:

- O1 pbeg 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
OTAVI0G GOPap1g aVTIOPOONG GE PAPHOKO TOV YPTCLLOTOIOVVTOL Y10 TV AVTIUETOTION
STOPAYDV TOV KEVIPIKOV VELPIKOL GUGTAUATOSG) 1 TNG pafdopvoivong (Hag oTaviog
cofapng HLIKNG SloTapayng).

- Allepyucn| avtidpaon, Ta onueio propei va mepthapPdvovy kvidmwon (kvidmtikd eEavinua),
oayobvpa, eEavonua, TpnHéyLo 6To TPOcWOTO, Gt XEIAN, OTN YA®GGA 1) 6TO AQLILO, 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

- LiKog Tdvog

- ddppota.

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

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

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

- €EeTOC, KOIMOKOG TOVOGS Kot duopopia, aicOnua kKavcov, Enpootopia, SuGKOIAOTHTO

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

- YOYKEG AALAYEG — CUUTEPIAAUPAVOUEVAOV TPOPANUAT®V [E TN UVIHT, GYYOLS Kot KATAOAYNMG
(MBavmg pe oKEYELG ALTOKTOVING)

- EMEICOO10 KOPIOKNG 1} APTNPLOKNAG VOGOL (T.)Y. TOVOG GTOV BMPOKA), 0KAVOVIGTOS KAPOLOKOG

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

- ooppayict 6To EVTEPO

- oALoy€G 0TOV aPOUO TOV AILOCEUPIOY TOL UTOPEL VO £Y0VV (OC OTOTELEGLO OLOpPaLyia, LT
(PUOIOAOYIKE OTOTEAEGHOTO QOKILACIDV TNG TATIKNG AgtTovpyiog

- OTAGLOL

- aicOnua avnouyiog

- YUYOTIKE CUUTTOUATO

- KoAlTId0 (PAeypovn oTo oy £vTEPO)

- SVOYPOUOTIGUOG EKTOG 0 TO 00Pa (TT.). TOV SEPUATOG, TV VOYLDY, TOV LOAADV, TOL 10pDTO)

- dVGKOAID OTNV KATATOON

- advvapio ovpnong.

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

Embopio yio peydieg 66ceig Tov Corbilta wov vrepPaivouv exeiveg Tov amattovvTal yio Tov EAEYY0
KIVITIKOV GUUTTOUAT®V, TOV VUL YVOOTH ¢ GUVOPOLO amoppviuiong tng viorapivig. Mepikoi
acBeveig mapovotalovy cofapég Un PLGIOAOYIKEG 0KOVG1EG KIVIGELS (OVOKIVINGIES), SIUKVUAVGELS
d1iBeomg 1 GAAeg avemBOUNTEC EVEPYELEG HETA ATO TN ANYT pEYAA®Y docemv tov Corbilta.

"Exovv avoopepbel eniong o1 mapakdt® avemBOunTes EVEPYELEC:
- nratitido (pAeYHOVH TOL TOTOC)
- Qoyovpa.

Mropei va gpeavicete Tic axoAovbeg ovemBounTeg eVEpYELEC:
- Advvapia avtiotaong oty mapopunon va Tpofeite oe gvépyela mov mBavov va givar
emPrafng, n onoia uropei va teprroppavet:
- duvartn mapopunomn yio vaepPoiiky yopToraio Tapd TIG GOPaPEG TPOCOMIKES Iy
OUKOYEVELUKES CUVETELEG
- SLOPOPOTONLEVO 1] LENUEVO GEEOVOAIKO EVOLOPEPOV KOl GUUTEPLPOPA UE 1d104TEPT
avnovyio o€ EGAG 1 TOLG YOP® GOGC, OTMG Y10 TOPASELY[La, aVENUEVT 6eEOVLOAIKTY
d1Beom
- avelédeykteg vepPorKEG ayopE 1} SATAVEG
- KPOUTAAT PoynToL (KOTAVAAW®GT) LEYAA®Y TOGOTHT®Y GAyNTOV GE UIKPE YPOVIKA
SOTAUATO) 1] KATOVOYKOGTIKN KOATAVAAWDGT) @ayntoy (KATavAA®MGCT TEPIGGOTEPO
(OyNToL OO TO PLGLOAOYIKO KOl TEPLGGOTEPO OO OGO YPELALETAL Y10 VO IKOvOTTotnOel 1
TEvVa 00g).

Evnuepdote Tov y10tpd G0¢ €0V TOPOVGLAGETE KATOL0, 0td OVTEG TIC GUUTEPLPOPES, Do culntoeTe
TPOTOLE XEPICUOV 1} LEIDMONE TOV CUUTTOUAT®V OVTOV.

Ava@opd avemOuuUNTOV EVEPYELOV

Edv mopatnpnoete kdmotla avemBountn evépyeia, EVIIEPDCTE TOV YIOTPO GOG 1| TOV PAPHOKOTOLO
caG. AvTo 1oybEeL Kot Yo KaOe mhovn avemBOunNTN EVEPYELD TTOL dEV AVAPEPETAL GTO TAPOV POAAO
odnyldv ypnons. Mnopeite eniong vo avaeépete avembBounteg evépyeleg anevbeiag, LEGH TOV
€0viKov ouoTNUATOG avaPopdg Tov avaypdeeTol oto [apdpmuo V. Méow g avapopdg
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avemBounTev evepyelmv pumopeite va fonbnocete ot cLAAOYN TEPIGCOTEPOV TAPOPOPIDV GYETIKA
LE TNV AOPAAELN TOV TOPOVTOG POPLLAKOV.

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 yp1oULOTOIEITE AVTO TO PAPUOKO HETA TNV NUEPOUNVia ANENG TOV AVOPEPETAL OTI PLAAT Kol
o1o kovuti. H nuepopunvia Anéng sivar 1 tedevtaio nUéEPA TOL PV TOV AVOPEPETOL EKEL.

To papuaxo avtod dev amartel Waitepeg ouVONKeS POAAENG.

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

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

- O1 dpacTikég ovoieg Tov Corbilta gival 1 AePovtona, 1 KapPLvToOTo KoL 1) EVIOKATOVT.

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

- Ta GAAa GLOTOTIKG GTOV TLPNVA TOV J1OKIOL Eival VOTPLoUY 0 SUGTOVPOVUEVT KAPUEALOLN ,
OTENTIKO payvio10, auoio apafoacitov, pavvitdoin (E421) kot moPfidovn (E1201).

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

Epg@avion tov Corbilta ko wepreydpeva TS 6V6KEVAGIOG

Ta dioxio Corbilta 100 mg/25 mg/200 mg eivor KapekOKKIva 1 YKPLLoKOKKIVA, oG, ETtKaAvUUEVO
ue Aemto vUéVIO, Yopig eyKomn, eépovta Tnv évoelgn “LCE 100” ot pio mievpd tovg.

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

Karoyog Adsrag Kvkhogopiag
Orion Corporation

Orionintie 1

FI1-02200 Espoo

Ddvravoia

Mopaockevaotig

Orion Corporation Orion Pharma
Joensuunkatu 7

F1-24100 Salo

Ddvravoia

INo omo1001moTE TANPOPOPIN GYETIKA UE TO TAPOV PAPUUKEVTIKO TPOTOV, TAPAKOAEIGTE VO
amevbuvbeite oTov ToTIKO OVTITPOc®TO TOV Katdyov e Adetag Kukhopopiog:
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Belgié/Belgique/Belgien

Sandoz n.v./s.a.

Tél/Tel: +32 2 722 97 97

Bbarapus
Orion Corporation
Ten.: +358 10 4261

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

EALGoo
Orion Corporation
TnA: +358 10 4261

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Orion Corporation
Tel. +358 10 4261

Ireland
Orion Corporation
Tel: +358 10 4261

island
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 81280696

Kvnpog
Orion Corporation
Tnh: +358 10 4261

Lietuva
Orion Corporation
Tel. +358 10 4261

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

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
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel.: +358 10 4261

Slovenija
Orion Corporation
Tel: +358 10 4261

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
Orion Corporation
Tel: +358 10 4261

To mapév pviro 0dNYLOV YprioNS avadepOnKe Y10 TELEVTAIN POPE OTIS

Alheg Tyég TANPOQOPLAOV

Agntouepeic TANPOQopiec Y10 TO PAPLOKO 0VTO gival S100EGIEC GTOV SIKTVLOKO TOTO TOL
Evponaikod Opyoviopuod ®apudkmv: https://www.ema.europa.cu.
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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/evarKomndvn

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 0dN YLDV Ypioms. Towg ypelaotel va to dafdoete Eavd.

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

- H ovvtayn yuo avtd T0 @appaKo xopnynonke amokAEloTIKA Yo 60c. AgV TPENEL VO ODGETE TO
@apuako og GAlovg. Mmopei va toug Tpokarécetl PAAPT, aKOUA Kol OTOV TO CUUTTMOUOTO TNG
aoBéveldg toug etvan idwa pe ta d1kd Gog.

- Edv mopatnprioete kdmola avemBounTn evépyeia, EVNUEPDOGTE TOV YIOTPO 1] TOV QOPLOKOTOLO
cag. Avtd 1oydet kot Yo kaOe mbavn avemBOUNTN EVEPYELD TTOV EV OVAPEPETAL GTO TAPOV
@OAAO 001 yI®V Ypnons. BAéme mapdypago 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 ndpete 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 dpaotikég ovaieg (Aefovtona, kapPvTona Kot EVIOKATOVN) OE Eval
EMKAAVUPEVO P AemTd vpéVio dtokio. To Corbilta ypnoyomoteitar mg Bepaneia yia 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 GUUTTMLOTO
g vocov tov Parkinson. H xapfivtona kot 1 evtakamovn BEATIOVOVY TIG AVIUTAPKIVOOVIKEG OPACELG
g Aefovtomnoc.

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

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

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

- OV €YETE OYKO TOL EMVEPPLOIOV

- OV TOIPVETE KATOW0 PAPHOKA Y1 T Ogpameia Tng KaTaOAWY™NG (cVVILAGHODG EKAEKTIKMV
avactoréov MAO-A kot MAO-B, 1 un ekiextikobvg avaotoreic MAO)

- Tov giyate TOTE KoKONOeG vevpoinntikd cuvdpopo (KNI — npokeitan yio omdvia ovtidpaor o€
(APLLOKO TTOV YPTCLOTOI0VVTAL Yo TN Bepaneio cofupdv YuyK®V dloTapaydV)

- 7OV giyoTe TOTE PN TPAVHOTIKY pafdopvoivon (Hie ohvia HoiKn dtaTopoyn)

- 7oV €yete Popld Nratikn 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 GAAEG TaBNOELG TG KaPIAG, LeTAED TV OTolV givar 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 VOCO 1] ToONGELG TOL GYeTI{OoVTaL [IE TIC OPUOVES

- €AKN 6ToUd OV 1| OTOGUOVG

- 0€ MEPIMTMOTN TOL £XETE TAPAUTETAUEVT] OLAPPOLL EVILEPDGTE TOV YIUTPO GOG KaBDG pmopel va
elvar onpeio eAeyHovig ToV ToXE0G EVIEPOL

- OMOL0ONTOTE HOPPN COPAPNG WOYIKNG SLOTAPAYNG OT®G Y™

- YPOVIO YAODK®UO OVOIKTIG YOVING, EXEWON eVOEYETOL VAL ypelaletal pvbpon g 660ng oag Kot
Vo omotteiTan TapoKolovonon g wieong Tv oeBaAludv Gog.

2vuPovlevteite TOV Y10TPO GOG EAV TOIPVETE EME TOL TOPOVTOC:

- OVTIYOYOTIKGE PAPLOKO (PAPULAKO TOL YPNCUYLOTOIOVVTNL GTV OVTILETMTIOT TNG WYOY®ONC)

- (APLLOKO TO OTTO10 UTOPEL VO TPOKAAEGEL YOUUNAT APTNPLOKT THECT] OTOAV OTNKMVECTE OO TNV
Kkapéxia 1 o kpePdrt. Oa npénel va yvopilete 0TL 10 Corbilta eviéyeTonl va EMOEVMOGEL OVTEG
TIG AVTIOPACELG.

2vuPovievteite Tov yTpd coc av katd ™ dibpkeia g Bepaneiog pe o Corbilta:

- TopoTNPNOETE OTL 01 POEG GaG Elvat TOAD dKoUTTOL 1) EULPAVILOVY EVTOVEC GUGTAGELG, 1] EGV
EUPAVICETE TPOWO, AVNOVYI0, GUYYVOT], TVPETO, TOYLTOALIN, 1 LEYAAES OLOKVLAVGELS OTNV
aptnpokn oag mieorn. Edv ouufel otidnmote amd to oveTEP®, EMKOIVOVI|GTE APEGCOG IUE TOV
YW TpO 6Os.

- aloBavieite KaTaOAWYT, £xETE GKEYELS Y10 AVTOKTOVIO, 1] TAPATNPNOETE AGLVIOIGTEG AAAAYES
0TI GLUTEPLPOPE GOLG

- SmMOoTMOCETE OTL GOG TAlpVEL EaPViKA 0 VITVOG, 1 av acBdveste Evtovn vtvnAia. Ze Té€Toln
nepinT®OoN dev TPENEL VoL odnyeite N va ypnotponoteite epyaieia | pnyovipata (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 yiatpdc cog Umopei va TpEnet vo KAVEL aAAay™| TG
d0GNG TOL AVTITOPKIVGOVIKOD POPLAKOV TOL TAPVETE.

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

- TaPpATNPNOETE TPO0dELTIKY avopesia, e§acBévion (advvapia, £dvtinon) kot andAelo Bapovg
LEGO OE GYETIKA LKPO YPOVIKO S1AoTN . e TETOw TEPInTOT, Oa Tpémel va eEeTaoTel TO
EVOEYOLEVO JIEVEPYELOG HLOG YEVIKNG LUTPIKNG EKTIUNONG GUUTEPIAAUPAVOUEVNG TNG NTTOTIKNG
Aertovpyiog.

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

Evnuepdote oV Y10tpd Gog £dv €0€IC 1] 1) OIKOYEVELYL GOG/0 PPOVTICTNG GOG SLOTICTMGEL OTL
TaPoLCIALETe CLUTTOUATE 01OV TOL 00N YOV oty embupia yio peyaidtepeg d6oelg tov Corbilta
Kol GAADV QOPLOKEVTIKGV TPOIOVIMV TOL YPNCILOTO0VVTaL Yo TN Bepaneia Tng vooov Parkinson.

Evnuepdote 10V Y10Tpd Gog £dv €0€IC 1] 1] OIKOYEVELD/O PPOVTIGTNG GOG OLUTICTMGEL TNV ELPAVIOT
TapOpUNoNg 1 EMOBLLING VO CUUTEPLPEPESTE e TPOTOVS OYL SLVNDELS Yo €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 Ol GUUTEPUPOPES OVOUALOVTOL SLOTAPAYES EAEYYOL TV
TOPOPUNCEMY Kol uopel va tepthapfavouv ebioud ot yaptonaréio, vrepPoAlkn KOTAVIA®ON
@aynNTov 1N VIEPPOMKESG SATAVESG, UN PVOIOAOYIKA avénpévn ceEovaiikn didbeon 1| evacyoinon ue
VIEPUETPEG OKEWYELG 1) ctoOnpaTa oeEovaikol epieyopévov. O y1oTpdg oG UIOPETL Va YPELOCTEL va
emava&loloynoet ) Bepaneio 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 vtoPAndeite o€ xepovpyikn enépPacn, Tapakoreiote va weite otov YaTpd cag OTL
ypnowonoteite to Corbilta.

To Corbilta dev cuvictdtol yio yprion yio ) 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 givorl meplopicuévn. Eropévac, dev
ovvietdrtol n yprion Tov Corbilta 6g modid 1 pnfoug.

Alra @appoxa ko Corbilta

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

Mnyv ndpete 1o Corbilta edv TaipveTe GUYKEKPIUEVO PAPLOKE Y10 TNV AVIILETMOMIOT TG KOTAOAWYNG
(ovvdVAGHOVG EKAEKTIKOV avaoTolé®mv MAO-A kot MAO-B, 1| un ekiextiko0g avactoieig MAO).

To Corbilta gvdéyetar va avénoet tn dpdon Kot TG avemBoUNTEG EVEPYEIEG OPIOUEVOV PAPUAK®V.

Meto&d avtdv Teptiapfavovol:

- (APLLOKO TTOV YPTCLUOTOLOVVTOL Y10, TNV OVTLUETOTION TNG KATAOAIYNG 0T pokAoPepion,
OULTPLTTIALVY, OECUTPALIVY, LOTPOTIALVY, Beviapadivn Kot Tapo&eTivn

- PUUTEPOAT KO IGOTPEVAALVT] TTOL YPTCLLOTOLOVVTOL Y10 TNV OVTLUETMICT| OVOTVEVGTIKMV
nadncemv

- 0OPEVOALIVI] TTOL YPTCILOTOIEITOL Y10 TV CVTHETMTMIOT GOPAPDV OAAEPYIKMV AVTIOPACEWDY

- vopadpevarivr, viomapivn kot SoBovtaptivn Tov ¥PNCLOTOIOVVTOL Y10 TV AVTLLETMOTIOT
KOpOOKOV ToBNoEMV KOl TNG YAUNANG OPTNPLOKNG THECTG

- 0-HEBVAVTOTO TOV YPTCILOTOIEITAL Y10 TNV AVTIUETOTIOT TG VYNANG 0PTNPLOKNG TECTG

- 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 VIOTAUIVIG TTOL (PTCULOTOLOVVTOL Yo T BEpameia TOV VONTIKOV S10TopaymV,
NG vouTiog Kot ToL ERETOV

- (OIVVTOTVN TTOV YPTCLULOTOLEITOL Y10 TV TPOANYT] TV CTACHUMV

- namoPepivn TOV YPNCIUOTOIEITOL Y10 TN YOAAPWOOT] TV HLUMV.

To Corbilta propet vo KGvel SUGKOAITEPT] TNV OTOPPOPTOT) TOV GLONPOV ATO TO YOOTTPEVIEPTIKO
colva. I't' avtd 10 AdY0, punv maipvete tavtdypova to Corbilta kot cupminpopata odnpov. To
Corbilta kot Ta copuTANpOUATE GLOTPOV TPEMEL VO AapPBdvovTat pe dopopd 2 £mg 3 wpav.

To Corbilta pe Tpo@n kot 70T6

Mmnopeite va tapete to Corbilta pe 1| yopic tpoen. o pepikotc acbeveig, o Corbilta propei vo unv
amoppo@dtal kKoid, av Anedet pali pe, | Aiyo HeTd amd Tpoen TAoVon 6€ TPOTEIVEG (dnmC 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 Onralete, vouilete 0TL pmopel va giote £ykvog 1 oxed1GLETE VO AMOKTNOETE T,
{ntote TN GLUPOLAT TOV Y1OTPOD 1] TOV PAPUAKOTOIOD GAG TPV TAPETE ALTO TO PAPHLOKO.

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

To Corbilta pmopei vo peudGEL TNV APTNPLOKT OO THECT] UE AMOTEALECHA VO, VIOBETE 0KOTOdIVI 1|
LaAn. Eropévamg, va glote diaitepa mpooekTikol 6tav odnyeite 1| dtav ypnoylonoteite epyoieio

LN OV LLOLTOL.

Av vimBete €vtovn vTvnAia, 1 oV, LEPIKES POPES, SLOTICTMCETE OTL Gag TaipveEL EQPVIKA O VTTVOG,
neplpévete PEpl va EUTVNGETE TEALEIWC TPV 00T YNGETE 1| KAVETE OTIONTOTE TOV OlOLTEL VO €l0TE OF
gypNyopor. Xe dpopeTIKN TepinT®mon unopet vo BEceTe TOV €0VTO GOG 1| TOLG AAAOVG GE Kivouvo
cofapod TpavpaTIcHob 1 Bavdtov.

To Corbilta mepéyerl caxyapolin

To Corbilta mepiéyel caxyapdln (1,6 mg/diokio). Av o YaTpdg GOC, COG EVHEPMTE OTL EYETE
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 PEYIOTN GUVIGTMOUEVN
nuepnoa 8601, ivor avtd Tov ovopdlovpe «eAeblBepo vatTpiovy.

3. [ og va tapete To Corbilta

[Téavtote va maipvete T0 PAPUOKO OVTO OVOTNPE GOUPOVO. LE TIG 0dNYIEG TOV YIATPOV T} TOL
poppoakomolov coc. Edv éxete apeiporieg, potiote TOV Y10TPO 1] TOV GOPLOKOTOLO GO,

Mo eviAikeg 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.

- [Ipéner va maipvete povo éva diokio kdbe popd.

- Avdloya pe 1o Tog avtidpate 61N Bepaneia, 0 Y1OTpOS 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
neplocodtepa and 10 diokia nuepnoiog.

Munote pe tov yriTpd 1 Tov eapuakonold cog v Bewpeite 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 LE TOV avTiyelpd oag
ndveo oT10 oepaylopo péxpt avtd vo omdoel. BA.
gwova 1.

Edv napete peyardtepn 06on Corbilta andé tnv kavoviki)

Av mapete katd Adbog tepiocdtepa diokia Corbilta amd ot1 mpémel, cupPfovievdeite apéowng tov
YTPO M TOV PAPUOKOTOO GOC. 1€ TEPITTMOT VITEPOOGOA0YING Umopel va aicavieite chyyvon 1
avnovyia, o kapdlakdg cog puOudc umopet va givot o apydg N mo Toyde amd TO KOVOVIKO 1 UTopet
VO TUPOVGIUOTEL AALOYT) GTO YPOUN TOV EPUATOS, TNG YADGGUC, TOV LUTIOV 1] TOV 0VP®V GOGC.
Edv Egyaoete va napete 1o Corbilta

Mnyv mépete SmAn 366N Y1 VO, AVOTAPOCETE 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 Mydtepo amd 1 dpa puéypt Ty exduevn d0om Gogc:
[Tapte €va dioxio poiig to Bounbdeite, mepuévete 1 mpa, kot LeTd TAPTE AALO €val diokio. MeTd amod
0T, CLVEYIOTE VO TAIPVETE KOVOVIKE TIG SOCELS.

[Tavta va aprvete vo TepAcEL TOLAAYIGTOV pia dpo petald Tov Myewnv diokiov Corbilta yio va
amo@VYeTe TOAVEG avemOOUNTES EVEPYELEC.

Edv ctapatiocere 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 TAL AAAN AVTITOPKIVGOVIKG QAPUOKE GO,
€101KA TN AEPOVTOTA, Y10l VO VITAPYEL EMAPKNG EAEYYOG TOV CUUTTOUATOV 0aG. Edv dtokdyete
amotopa to Corbilta Kot To VTOAOTA AVTITOPKIVGOVIKA PAPHOKA, UTOPEL VO TPOKANH0VY
OVETBVUNTEG EVEPYELEG.

Edv éxete meplocOTEPES EPOTICELG GYETIKA LLE TN XPNION OLTOV TOV PUPUAKOV, POTNGTE TOV Y1OTPO 1|
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 6AoVG Tovg avOpmmove. [ToAlég amd Tic avemBounteg evépyeleg UTopovV
va katampaiviovv pe pvubuion g 66omng.

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

OpECMS IE TOV Y1UTPO 6ag:

- O1 pbdeg oag Exovv yivel moAD AKaUTTOL 1 ELPaviiovy £VIOVEG GUOTACELS, £XETE TPEUOVAO,
avnovyia, GOYYLGoT), TVPETO, TAYVTOAULA, 1] LEYAAES OIOKVUAVOELG OTNV APTNPLOKT GOG TIEDT).
Avtd pumopel va givan cuumtdpato Tov Kakondovg vevpoinmrikod cuvopopov (KN, pog
OTAVIOG GOPap1g aVTIOPUOTC GE GAPLAKO TOV YPTCLLOTOIOVVTAL Y1 TV OVTIULETOTION
STOPUYDV TOV KEVIPLIKOL VELPLIKOL GLGTAATOG) 1] TS pafdopvorvong (Log OTaviog
cofapng HLIKNG SloTapayng).

- Allepyucn| avtidpaon, Ta onueia propei va mepthapPdvovy kvidmwon (kvidmtikd eEavinua),
oayobvpa, eEavinpua, TprH&yLo oto TPOcHOTO, Gt XEIAN, OTN YA®GGA 1| GTO AQLILO, TPAYLLO TTOV
Umopel va TPOKAAEGEL OUGKOAIN GTIV OVOTVOT) 1] GTNV KATATOGN.

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

- aicOnuo adrebeciog (vavtio)

- aKivouVog SLVGYPOUATIGHOG 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

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

- €EeTOC, KOIMOKOG TOVOGS Kot duopopia, aicOnua kKavcov, Enpootopia, SuGKOIAOTHTO

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

- YOYKEG AALUYEG — CUUTEPIAAUPAVOUEVOV TPOPANUATOV e TN UVIUN, GyYOLS Kol KOTAOAYNG
(MBavmg pe oKEYELG ALTOKTOVING)

- 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
- TOVOKEPAAOG, TOVOG GTIC 0pHpMOELS

- AOUDEELG TOL OVPOTONTUKOD.

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

- KapdloKN TPOGROAN

- ooppayic 6To EVTEPO

- oAL0YEG OTOV OPOUO TOV ALLOCOAPIOY TTOL UTOPEL VO, EYOVV MG OTOTEAEGLO OLOppayia, Un
(PUOIOAOYIKE OTOTEAEGHOTO QOKILACIDV TNG TATIKNG Agttovpyiog

- OTAGLOL

- aicOnua avnouyiog

- YUYOTIKE CUUTTOUATO

- KoAlTId0 (PAeypovn oTo oy £vTEPO)

- SUCYPOUOTICHOG EKTOC OO TO. OVPA. (). TOV SEPUATOG, TOV VOYLDY, TOV LOAADV, TOL 1OPDTO)

- dVGKOAID OTNV KATATOON

- advvapio ovpnong.

Mn yvootéc (n ovyvotra dev propei va exktiunfei pe Baon ta dwwbéoyua dedouéva):

Embopio yio peydieg d6oeic tov Corbilta mov vepPaivovv exeiveg Tov amattovvToL Yio TOV EAEYYO
KIVITIKOV GUUTTOUAT®V, TOV VUL YVOOTH ¢ GUVOPOUO amoppviuiong tng viorapivig. Mepikoi
acBeveig mapovotalovy cofapég Un PLGIOAOYIKEG 0KOVG1EG KIVIGELS (OVOKIVINGIES), SIUKVUAVGELS
dtiBeong 1 GAAeg avemBOUNTEG EVEPYELES LETA OO TN ANYT pEYAA®Y docemv Ttov Corbilta.

"Exovv avoopepbel eniong o1 mapakdt® avemBOunTes EVEPYELEC:
- nratitida (AeyLov TOL NTOTOG)
- Qoyovpa.

Mropei va gpeavicete Tic axoAovbeg ovemBounTeg eVEpYELEC:
- Advvapia avtictaong otny mopdpuncn va tpoPeite oe gvépyela mov mBavov va glvar
emPrafng, n onoia uropei va teprroppavet:
- duvartn mapopunom yio vrepPoiikn yapTomaSio Tapd TIG GOPaPEG TPOCOTIKES Iy
OUKOYEVELUKES CUVETELEG
- SLPOPOTONLEVO 1] LENUEVO GEEOVOAIKO EVOLOPEPOV KOl GUUTEPLPOPA UE 1d10iTEPT
avnovyia o€ €6GG N TOLG YOP® GAG, OTMG Yo TAPASELY LA, AVENUEVT] GEEOVOAIKT
d1Beom
- avelédeykteg vTepPOAKEG ayOpES 1) OATAVEG
- 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 OO OGO YPELILETAL Y10 VAL KOVOTTOtnOel 1
TEvVa 00g).

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

Ava@opd avemOuuUNTOV EVEPYELOV

Edv moapatnpnoete kdmotla avemBountn evépyeia, EVIIEPDGTE TOV YIOTPO GOG 1| TOV QAPHOKOTOLO
caG. AvTo 1oybEeL Kot Yo KaOe mhovn avemBOunNTN EVEPYELD TTOL dEV AVAPEPETAL GTO TAPOV POAAO
odnyldv ypnons. Mnopeite eniong va avagépete avemBounteg evépyeleg anevbeiog, LEGH TOV
€0viKov ouoTNUATOG avaPopdg Tov avaypdeeTol oto [apdpmuo V. Méow g avapopdg
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AVETBOUNTOV EVEPYEL®V UTOPEITE Vo fonONcETE GTN GLAAOYN TEPIGGATEPOV TATPOPOPIDV GYETIKA
LE TNV AOPAAELN TOV TOPOVTOG POPLLAKOV.

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

Na pn xp1OILOTOIEITE AVTO TO PAPUOKO UETA TNV NUEPOUN VL ANENG TOV AVOPEPETAL OTI PLAAT Kol
o1o kovuti. H nuepopunvia Anéng sivar ) tehevtoio nUéEPA TOL PRV TOV AVUPEPETAL EKEL.

To papuaxo avtod dev amartel Waitepeg ouVONKeS POAAENG.

Mnyv metdite @ApLoKa 6To VEPO TNG AMOYETEVOTG 1] 0TA OKLoKE amoppippota. Potote tov
(POPLLOKOTOLO GOG Y10 TO TTMG VO TETAEETE TO PAPLLOKO TTOV OEV YPTCILOTOIEITE Tl AVTA ToL pLETPa. Oa
BonOnoovv oty Tpoctacio Tov TEPPAIAOVTOG.

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

- O1 dpaoTikég ovoieg Tov Corbilta givar 1 Aefovona, 1 kapPLvToTa Kot 1) EVIOKATOVT.

- 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 GLGTOTIKG GTOV TLPNVA TOV S10KIOL Elval VOTPLOVY0G SLLGTAVPOVUEVT KAPUEALOLN,
OTEOTIKO POyVio10, Apodo apafoacitov, pavvitodn (E421) kot moPfdovn (E1201).

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

Epgévion tov Corbilta kon mepreyopeva g cvokevaciog

Ta dioxio Corbilta 125 mg/31,25 mg/200 mg givor avorytod KAPeEKOKKIVOL YPOUATOS, OPAA
EMKUAVUUEVA e AETTTO VUEVIO, pEpovTa TNV £voeln “LCE 125” ot pia ©hievpd tovg.

To Corbilta 125 mg/31,25 mg/200 mg dwotifetan o€ mévte drapopeTikd peyédn 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

dwvravoia

Hapaockevaotiig

Orion Corporation Orion Pharma
Joensuunkatu 7

FI-24100 Salo

dwviavdia

[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

Bbarapus
Orion Corporation
Ten.: +358 10 4261

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

EALGoo
Orion Corporation
TnA: +358 10 4261

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Orion Corporation
Tel. +358 10 4261

Ireland
Orion Corporation
Tel: +358 10 4261

island
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 81280696

Kvnpog
Orion Corporation
Tnh: +358 10 4261

Lietuva
Orion Corporation
Tel. +358 10 4261

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

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
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel.: +358 10 4261

Slovenija
Orion Corporation
Tel: +358 10 4261

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
Orion Corporation
Tel: +358 10 4261

To mapév pviro 0dNYLOV YprioNS avadepOnKe Y10 TELEVTAIN POPE OTIS

Aldeg Tyég TANPOQOPLAOV

Agntouepeic TANPOoQopiec Y10 To PAPLOKO 0VTO gival S100EG1ILEC GTOV SIKTLOKO TOTO TOL
Evponaikod Opyoviopuod ®apudkmv: https://www.ema.europa.cu.
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@viro oonYLov piong: Iinpoeopics Yo Tov ypriioty

Corbilta 150 mg/37,5 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, poToTE TOV Y10TPO 1] TOV QOPLAKOTOLO GOG.

- 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 Sk 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.

T epréyer 1o Tapdv OLA0 00N YLOV:

Tt eivon o Corbilta kot ot givot 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 cLOKELAGTNG KO 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 ypnoyomoteitar mg Bepaneia yio tn voco ToV
Parkinson.

H vococ tov Parkinson mpokaldeitot amd younid enineda piog ovoing YvooTh 0 VIOTAUIV) 6ToV
eyképaro. H Aefovtona av&avetl Tnv mocdTTa TG VIOTOUIVIG KOl EMOUEVMG LEUDVEL TOL GUUTTMOLOTO
g vocov tov Parkinson. H xapBivtona kot 1 eviakamovn PEATIOVOUVY TIG AVIUTHPKIVOOVIKEG OPACELS
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.
GLOTATIKA OLTOV TOV POPLAKOV (OVAPEPOVTOL 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)

- Tov giyate TOTE KoKONOeG vevpoinntikd cuvdpopo (KNI — npokeitan yio omdvia ovtidpaor o€
(APLLOKO TTOV YPTCLOTOI0VVTAL Yo TN Bepaneio cofupdv YuyK®V dloTapaydV)

- 7oV giyoTe TOTE PN TPAVHOTIKY padopvoivon (Hie oTdvia HoiKn dtaTopoyn)

- 7oV €yete Popld Nratikn 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 TG KaPIAG, LETAED T™V OTolV Eivarl 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€ MEPIMTMOTN TOL £XETE TAPAUTETAUEVT] OLAPPOLL EVILEPDGTE TOV YIUTPO GOG KaBDG pmopel va
elvar onpeio eAeyHovig ToV ToXE0G EVIEPOL

- OMOL0ONTOTE HOPPN COPAPNG WOYIKNG SLOTAPAYNG OT®G Y™

- YPOVIO YAODK®UO OVOIKTIG YOVIOG, EXEWON VOEyeTAL Va, xperdaletal pubuion g 66onG cog Kot
Vo omotteiTan TapoKolovonon g wieong Tv oeBaAludv Gog.

2vuPovlevteite TOV Y10TPO GOG EAV TOIPVETE EME TOL TOPOVTOC:

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

- (APLLOKO TO OTTOI0 UTOPEL VO TPOKOAEGEL YOUNAT OPTNPLOKT TIECT] OTAV ONKMOVEGTE 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:

- TopaTNPNoETE OTL 01 POEG 0aG Evat 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 6as.

- aloBavieite KaTaOAWYT, £xETE GKEYELS Y10 AVTOKTOVIO, 1] TAPATNPNOETE AGLVIOIGTEG AAAAYES
0TI GLUTEPLPOPE GOLG

- SmMOTMOCETE OTL GOG TAlpVEL EaPViKA 0 VITVOG, 1 av acBdveste Evtovn vtvnAia. Ze Té€toln
nepinT®OoN dev mPEMEL VoL odnyeite N va ypnotponoteite epyaieia | pnyovipata (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 Umopel va TpEmet vo. KAVEL aAAayT| TNG
d0GNG TOL AVTITOPKIVGOVIKOD POPLAKOV TOL TAPVETE.

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

- napaTnpNoeTe Tpoodevtikn avopeio, eEacbévion (advvapio, e£GvTAnon) Kol amdAEL BApovg
LEGO OE GYETIKA LKPO YPOVIKO SlAoTN . e TETOWN TEPINTOT, 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 Yiotpd Gog edv €0€IC 1] 1] OIKOYEVELDL GOG/0 PPOVTICTNG GOG SLOTICTMGEL OTL
TapoLCALeTe CUUTTONOTE 010D TOL 03N YOV oty emfupia Yo peyarvtepeg d6oelg tov Corbilta
Kol GAADV QOPLOKEVTIKGV TPOIOVIMV TOL YPNCILOTO0VVTaL Yo TN Bepaneia Tng vooov Parkinson.

Evnuepdote 10V Y10Tpd Gog €0V €0€IC 1] 1] OIKOYEVELD/O PPOVTIGTNG GOG OLUTICTMGEL TNV EULPAVIOT|
TapOpUNoNg 1 EMOLUING VO GUUTEPIPEPESTE [Le TPOTOVS OYL SLVNDELS Yo €04G 1| €dv dev pmopeite va
avtiotabeite oty Tapopunon, 6EAnon 1 mepacud vo tpofeite o evépyeleg Tov pmopel vo PAdyovv
TOV €0VTO GOG N TOVG YOP® GOG. AVTEG 01 GUUTEPLPOPES OvorAlovTal SlatapayEg EAEYYOL TV
TOPOPUNCEMY Kol umopel va tepthapfavouv ebiopd ot yaptoraéia, vrepPorikn KoTavVIA®ON
@aynNTov 1N VIEPPOMKESG SATAVESG, UN PLVOIOAOYIKA avénpévn oeEovaiikn didbeon 1| evacyoinon pe
VIEPUETPEG OKEWYELG 1) ctoOnpaTa oe&ovaikol epieyopévov. O y1oTpodg oog UIOPEL Vo YPELOCTEL va
emava&loloynoet ) Bepaneio coc.

O y1otpog 060G UTOPEL VO KAVEL TOKTIKEG EPYUCTNPLOKEC EEETAGEIC KATE, TN O1GPKELD 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 ) 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
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 Taipvete GUYKEKPILEVO PAPLOKE Y10 TNV OVTIIUETMORIOT TG KOTAOAWWNG
(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 YPTCLUOTOLOVVTOL Y10, TNV OVTLUETOTION TNG KATAOAIYNG 0T pokAoPepion,
OULTPLTTIALVY, OECUTPALIVY, LOTPOTIALVY, Beviapadivn Kot Tapo&eTivn

- PUUTEPOAT KO IGOTPEVAALVT TTOL YPTCLLOTOLOVVTOL Y10 TNV OVTLUETMTIOT AVOTVEVCTIKMV
nadncemv

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

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

- a-pEBVAVTOTO TOV YPTCILOTOIEITOAL Y10 TNV AVTIUETMMTICT TG VYNANG OPTPLOKNG TECTG

- 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®OVIOTEG VTOTOULIVIG TTOV YPTCULOTOLOVVTOL 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 TNV ATOPPOPTGT) TOV GLOTPOV GO TO YOGTPEVTIEPIKO
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| yopic tpoen. o pepikotc acbeveig, o Corbilta propei vo unv
amoppo@dtal KoAd, av Anedei pali pe, | Aiyo HETA amd Tpoen TAOVGLN G TPOTEIVES (OTTMG KpéaTa,
YAPLOL, YOAOKTOKOUIKA TPOTOVTO, GTOPOLG Kol Kopvoln). Xvupfovievbdeite 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 AVTO TO PAPHOKO.

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 glote 1dtaitepa mpocekTikoi dtav odnyeite 1| 6tav ypnoyLonoteite epyaieio 1

LN OV LLOLTOL.

Av vimBete €vtovn vTvnAia, 1 oV, LEPIKES POPES, SLOTICTMCETE OTL Gag TaipveEL EQPVIKA O VTTVOG,
nepuévete péxpl va EUTVNGETE TEAEIG TPV 00N YNGETE 1 KAVETE OTIONTOTE TOL OMOLTEL VO €10TE OF
gypNyopon. Xe dpOopETIKN TepinTmon unopet va BEceTe TOV €0VTO GOG 1) TOLG AAAOVG GE Kivouvo
cofapod TpavpaTIcHob 1 Bavdtov.

To Corbilta mepéyel caxyapoln kol vatpio

To Corbilta mepiéyet caxyapdln (1,9 mg/diokio). Av o yTpdg GOC, OUG EVUEPMGE OTL EYETE
dvcaveéia og oploUEVA GAKYOPA, EMKOIVOVINGTE LE TOV YIATPO OOG TPV TAPETE OVTO TO PAPLLOKO.

To pappaxo avtod mepiéyet 2,6 mg vatpiov (KHPLO GLGTATIKO LAYEPIKOV/EMTPOTELIOV AAATOG) GE
k0 diokio. H péytotn cuvictdpevn nuepnota 86om (10 diokia) mepiéyetl 26 mg vatpiov. Avtd
oodvvapel pe 1o 1,3% tng cuviIeTOUEVNC HEYIOTNG NUEPTOLOG TPOGANYNG VATPIOD LE TNV SUTPOPT|
Yo Evay EVAAIKA.

3. [ og va mapete 1o Corbilta

[Tédvtote va maipveTe T0 PAPLOKO OVTO OVOTNPE COUPOVO. LE TIG 0dNYIEG TOV YITPOV T} TOL
pappakomolod coc. Edv éxete apeiporieg, potiote TOV Y10TPO 1] TOV POPLOKOTOLO GO,

Mo eviAkec Kot NMKIOUEVOLC:

- O ywtpog oag Ba cag mel akpipac moca diokio Corbilta va maipvete kaBe nuépa.

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

- [Ipénet va maipvete povo éva diokio kébe popd.

- Avdloya pe 1o Tog avtidpate ot Bepaneia, 0 YOTpOg GG UTOPEL VO 00lG CLGTIHOEL 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
neprocotepa and 10 diokia nuepnoiog.

Munote pe tov yriTpd 1 Tov eapuoKkonold cog v Bewpeite 6t 1 dpdon tov Corbilta givar molv
VPN 1 TOAD adbVOUN, 1] AV EPEAVIGETE TIOUVEG OVETIBOUNTEG EVEPYELEG.

Ewova 1

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

Edv napete peyarvtepn o6on Corbilta andé tnv kavoviki)

Av mapete katd Adbog tepiocotepa diokia Corbilta amd ot1 mpémel, cupPfovievdeite apéowng tov
YITPO M TOV PUPLOKOTOLO GOC. X€ TEPIMTOOT VITEPdoGoroYiag pmopel va aicBavieite chyyvon 1
avnovyia, o kapdlakdg cog puOudc umopet va givot o apydg N mo toyde amd TO KOVOVIKO 1 UTopel
VO TOPOVGIOOTEL AAAAYT) GTO YPOUA TOV FEPUATOS, TNG YADSCUC, TOV LATIOV 1] TOV 00P®V GOGC.

Eav Egyaoete va napete 1o Corbilta

Mnyv napete SmAN 6OGN Y10 VO, AVOTANPOCETE TO d1oKi0 oV Egydoarte.
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Av pecolafel mhvo amd 1 dpa péypt Ty emduevn d6on cag:
[apte €va dioxio potig to Bounbeite kot mhpte TO EMOUEVO OIGKIO TNV KAVOVIKT| DPO.

Av pecorafel AMydtepo omd 1 dpa puéypt Ty exduevn d0om Gog:
[Tapte €va dioxio poiig to Bounbdeite, mepuévete 1 mpa, kot LeTd TAPTE AALO €val diokio. MeTd amod
VT, CLVEYIOTE VO TAIPVETE KOVOVIKA TIC SOCELS,

[Tévta va apfvete vo TepAGEL TOLVAGYIGTOV pio dpa petald Tov Myewnv diokiov Corbilta yio va
amo@VYeTe TOAVEG avemOOUNTES EVEPYELEC.

Edv otapoatioete va naipvere to Corbilta

Mnyv ctapatioete tn Ayn Tov Corbilta gdv dev 60G T0 GLGTHCEL 0 Y1TPOG GUG. XE QLTI TNV
TEPIMTOOT, O YIOTPOG GG EVOEYETAUL VO TPEMEL VO, pLOUICEL TOL GAAD OVTITOPKIVOOVIKE QAPUOKE OO,
€101KA TN AEPOVTOTA, Y10 VO VITAPYEL EXAPKNG EAEYYOG TOV CUUTTOUATOV 0aG. Edv dtokdyete
amotopa to Corbilta Kot To VEOAOUTA AVTITOPKIVGOVIKA GAPHOKA, UTOPEL VO TPOKAN OOV
VETOVUNTEG EVEPYELEG.

Edv éxete meplocOTEPES EPOTNOELG GYETIKA LLE TN XPNION ALTOV TOV PUPUEAKOV, POTACTE TOV YLOTPO 1|
TOV POPUOKOTTOLO GOG.

4. IMBavéc avemBopnteg evépysieg

Onwg 6ha To pAppaKa, £T6L KoL 0VTO TO PAPHOKO UTOPEL Vo TPOKAAESEL aVETIOOUNTEG EVEPYELES, OV
Kot 6gv Tapovoidlovral oe 6AoVG Tovg avBpmdmove. TToAAEG amod Tic avemBounteg evEpyeleg UTOPOLV
va katarpatviovv pe pvbuion g 66omng.

Edv ot didpketa g Oepaneiog pe Corbilta eppaviotodv To TOPAKAT® CUUTTOUATO, EXTKOIVOVI|CTE

OpECMS IE TOV Y1UTPO 6Og:

- O1 pbdeg oag Exovv yivel TOAD AKOUTTOL 1] EUPOVILOVV £VTOVEG GLOTAGELS, £XETE TPEUOVAO,
avnovyia, GOYYLGoT), TVPETO, TAYVTOAULA, 1] LEYAAES OIOKVUAVOELG OTNV CPTNPLOKT GOG TIEST).
Avtd pumopel va givatl cuumtdpaTo ToL Kakondovg vevpoinmrikod cuvopopov (KN, pog
oTAviog GoPapng avTidpaoNG G€ PAPHOKO TOV YPTCLLOTOIOVVTOL Y10 TV OVTIUETOTION
STOPUYDV TOV KEVIPLIKOL VELPLKOL GUGTAATOG) 1] TS pafdopvorvong (Log OTaviog
cofapng HLIKNG SloTapayng).

- Alepycn| avtidpaon, Ta onueio puropei va tepthapPdvovy kvidmwon (kvidmtikd eEavinua),
oayobvpa, eEavinua, TpnHéyLo 6To TPOcWOTO, Gt XEIAN, OTN YA®GGA 1| GTO AQLILO, TPAYLLO TTOV
umopel va TPOKAAEGEL OUGKOAIN BTNV OVATVOT 1] GTNV KATATOGN.

o\ ovyvég (umopet va. exnpedoovy wepioootepo. 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 TESNG, VYNAT apTnploKy Tieon

- emdeivon TV cuurtOUdTeV g vosov Ttov Parkinson, {aAn, vrvniio

- éUEeTOC, KOIMOKOG TOVOGS Kot duopopia, aicnua kKavcov, Enpootopia, SuGKOIAOTHTO

- advvapio Tov acevovg va ko Bel, yevdaisOnoelc, cuyyvo, U PueloAoyikd ovelpa (Leta&d
TOV OTOI®V KOl EPLAATEG), KOVpOoN

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

83



- EMECOO10 KAPIKNG 1] APTNPLOKNG VOGOL (T.). TOVOG GTOV BMPOKA), 0KAVOVIGTOS KAPOLOKOG
TaApOS M pLOUOG

- TO GLYVEC TTOGELS

- Aoy OVIOo oL

- avénpévn epidpwon, eavinuata

- UVIKEG KPAUTES, TPNELLO TOV KAT® AKP®V

- Oopumn 6paon

- avopio

- pelmpévn 6peln, peimon copotikod Bapovg

- TOVOKEPAAOG, TOVOG GTIC 0pHpMCELS

- AOUMEELG TOL OLPOTONTUKOD.

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

- KapdloKN TPOGROAN

- ooppayic 6To £VTEPO

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

- OTAGLOL

- aicOnua avnouyiog

- YUYOTIKE COUTTOATO

- KoAiTId0 (PAeypovn oto oy £viepo)

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

- dVGKOAID OTNV KATATOGON

- advvapio ovpnong.

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

Embopio yio peydieg d6ceig tov Corbilta mov vepPaivouv exeiveg Tov amattovvToL Yo ToV EAEYYO
KIVITIKOV GUUTTOUATOV, TOV VUL YVOOTH 0¢ GUVOPOUO aroppviuiong tng viorapiving. Mepikoi
acBeveig mapovcstalovy cofapég PUn PLCIOAOYIKEG 0KOVG1EG KIVIGELS (SLVOKIVIGIES), SIOKVUAVGELS
duiBeomng 1 GAAeg avemBOUNTEG EVEPYELEG LETA OO TN ANy HeydAwv docemv tov Corbilta.

"Exovv avoopepbel eniong o1 mapakdt® avemBOunTes EVEPYELEC:
- nratitido (AEYHOVH TOL TOTOC)
- Qayovpa.

Mmopei va gpeavicete Tig axoAovbeg ovemBounTeg evépyelec:
- Advvapia avtictaong otny mopdpuncn va tpofeite oe gvépyela mov mbavov va givar
emPrapfng, n onoia uropei va teprroppavet:
- duvartn mapopunon yio vrepPoiikn yapTomaSio Tapd TIG GoPaPEG TPOCOMIKES Iy
OUKOYEVELUKES CLVETELEG
- SLPOPOTONIEVO N ALENUEVO GEEOVOALKO 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) LEYGA®Y TOGOTNTMV QAyNTOV GE UIKPE YPOVIKE
SOTAUATO) 1| KATOVOYKOGTIKN KOTAVAAWDGT GayNnToy (KATOVAA®MGON TEPIGSOTEPOV
(ayNToL OO TO PLGLOAOYIKO KOl TEPLGGOTEPO OO OGO YPELALETAL Y10 VO IKOvOTTotnOel 1
TEvVa 00g).

Evnuepdote Tov y10tpo G0¢ €0V TOPOVGLAGETE KATOL0, atd 0VTEG TIC GUUTEPLPOPES, Do culntoete
TPOTOVE XEPIoUOD 1} LEIDMONE TOV CUUTTOUATMOV CVTOV.

Ava@opd avemOOpUNTOV EVEPYELOV

Edv mopatnpnoete kdmotla avemBountn evépyeia, EVIIEPDGTE TOV YIOTPO GOG 1| TOV PAPHOKOTOLO
caG. Avto 1oybEeL Kot Yo KaOe mhovn avemBOUNTN EVEPYELD TTOL SEV AVAPEPETAL GTO TAPOV PVAAO
odnyldv ypnons. Mropeite emiong va avagépete avemBounteg evépyeleg anevbeiag, LEGH TOV
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€0viKov ouoTNUATOG avaPopdg Tov avaypaeeTor oto [lapdpmmua V. Méow g avapopdg
avemBoUNTOV EVEPYEL®V Umopeite va fonbNnoeTe 0T GLAAOYN TEPIGCOTEPOV TATPOPOPIDYV GYETIKA
LE TNV AOPAAELN TOV TOPOVTOG POPULAKOV.

5. og va guraccete To Corbilta
To @apparo avtd TPETEL VO PUAGCCETAL GE PEPT] TOV OEV TO PAETOLV Kot dgV TO PBGVOLVY Ta TOLO1A.

Na pn ¥p1oILOTOIEITE AVTO TO PAPLOKO HETA TNV NUEPOUNVIL ANENG TOV AVAPEPETAL GTI] PLAAT Kol
o1o kovuti. H nuepounvia Anéng sivar ) tehevtoio nUéEPA TOL PRV TOV AVUPEPETAL EKEL.

To pappaxo avtod dev amattel Wwitepeg ouvONKes POAAENG.

Mnv metdite @AppoKa 6To vepod TG AmoyETELONG 1] 0TA OKLoKE amoppippota. Potote tov
(POPLOKOTOLO GOG Y10 TO TMG VO TETAEETE TO PAPLLOKA TTOV OEV YPTCILOTOLEITE Tl AVTA ToL pLETpal Oal
BonOnoovv oty Tpoctacio Tov TEPPAIAOVTOG.

6. Iepreydpeva TS 6VOKELAGIOS KOl AOUTEG TANPOPOPIES
T tepréyer 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 AePfovronoag, 37,5 mg
KkapPivronog kot 200 mg evtakomndvng.

- Ta GALo CLGTATIKA GTOV TVPTVE TOV J10KIOL Eival VATPLOUY0G S1GTALPOVUEVT KapUeEALOLN,
oTEATIKO LOyViol0, ApoAo apafocitov, pavvitodn (E421) ko mofidovn (E1201).

- Ta cvotaTikd oty eTKAAVY™ Le AemTo VPEVIO 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 Tepreyopeva g cvokevaciog

Ta d1oxio Corbilta 150 mg/37,5 mg/200 mg givan kapekOKKIva 1] YKPILOKOKKIVA 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 01 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 TANPOPOPIN GYETIKA LE TO TAPOV PUPUIKEVTIKO TPOTOV, TAPAUKUAEITTE 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

Bbarapus
Orion Corporation
Ten.: +358 10 4261

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

EALGoo
Orion Corporation
TnA: +358 10 4261

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Orion Corporation
Tel. +358 10 4261

Ireland
Orion Corporation
Tel: +358 10 4261

island
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 81280696

Kvnpog
Orion Corporation
Tnh: +358 10 4261

Lietuva
Orion Corporation
Tel. +358 10 4261

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

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
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel.: +358 10 4261

Slovenija
Orion Corporation
Tel: +358 10 4261

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
Orion Corporation
Tel: +358 10 4261

To mapdv @vALo 0dNYLOV YprioNS avadepOnKe Y10 TELEVTAIN POPE OTIG

Aldeg Tyég TANPOQOPLAOV

Agntouepeic TANPOQopiec Y10 TO PAPLOKO 0VTO gival S100EGILEC GTOV SIKTLOKO TOTO TOL
Evponaikod Opyoviopuod ®apudkmv: https:// www.ema.europa.cu.
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@viro oonYLov piong: Iinpoeopics Yo Tov ypriioty

Corbilta 175 mg/43,75 mg/200 mg emkaioppéva pe Aewté VPEVIO OoKia
Aepovtoma/KapPvtoma/evarKomndvn

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

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

- H cvvtayn yuo avtd To pappaKo xopnyndnke amokAEIoTIKA Yio 60G. AgV TPENEL VO ODGETE TO
@apuako o€ GAlovc. Mmopei va toug Tpokarécet PAAPT, Ao Kot OTOV TO CUUTTMOUOTO TNG
aoBéveldg toug etvan idwa pe ta d1kd Gog.

- Edv mopatnprioete kdmola avemBounTn evépyeia, EVNUEPDOGTE TOV YIOTPO 1] TOV QOPLOKOTOLO
caG. AvTo 1oybeL kot Yo KaOe Thavr avemBOunTn evEPYELD TOL EV OVOPEPETAL GTO TAPOV
@OAAO 001 yI®V Ypnons. BAéme mapdypago 4.

T epréyer 1o Tapév OLA0 00N YLOV:

Tt eivon o Corbilta kot ot givot 1 gpron Tov

T pénel va yvopilete mpv wapete 1o Corbilta

[og va ndpete 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 ovsieg (Aefovtoma, KapPvTona Kol EVIOKATOVT]) OE £val
EMKAAVUPEVO pE AemTd vpévio diokio. To Corbilta ypnoyomoteitar mg Bepaneia yio tn voco TOL
Parkinson.

H vococ tov Parkinson mpokaldeitot amd younid enineda piog ovoing YvooTh 0 VIOTAUIV) 6ToV
eyképadro. H Aefovtona av&avetl tnv mocdTTa TG VIOTOUIVNG KOl EMOUEVMG LEUDVEL TOL CUUTTMOLOTO
g vocov tov Parkinson. H xapfivtona kot 1 evtakamovn BEATIOVOVY TIG AVIUTAPKIVOOVIKEG OPACELG
g Aefovtomnoc.

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

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

- Tov giyate TOTE KoKONOeG vevpoinntikd cuvdpopo (KNI — npokeitan yio omdvia ovtidpaor o€
(APLLOKO TOV YPTCLUOTO0VVTAL Yio T Bepaneio cofapmv YuyiK®V dlotapaydV)

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

- 7oV €yete Popld Nratikn voco.

IIposgidomou|oElS KoL TPOPVAGEELS

AmnevBuvleite oTov Yorpd N Tov eapuakorold caoc 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 appubuies, 1| TOV AHOPOP®V aryyeimv

- GoBpa M omoladnmote GAAN TAON O™ TOV TVELHOVAOY

- NnaTiKd TpOPAN e, EXEWON Umopel va amatteitan pHOon g 66omng oag

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

- €AKN 6ToUd OV 1| OTOGUOVG

- 0€ MEPIMTMOTN TOL £XETE TAPAUTETAUEVT] OLAPPOLL EVILEPDGTE TOV YIUTPO GOG KaBDG pmopel va
elvar onpeio eAeyHovig TOV TOXE0G EVIEPOL

- OMOL0ONTOTE HOPPN COPAPNG WOYIKNG SLOTAPAYNG OT®G Y™

- YPOVIO YAODK®UO OVOIKTIG YOVING, EXEWON eVOEYETOL VAL ypelaletal pvbpon g 660ng oag Kot
Vo omotteiTan TapoKolovonon g wieong Tv oeBaAludv Gog.

2vuPovAievteite TOV Y1OTPO GOG EAV TOIPVETE EML TOL TOPOVTOC:

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

- (APLLOKO TO OTTO10 UTOPEL VO TPOKAAEGEL YOUUNAT APTNPLOKT THECT] OTOAV OTNKMVECTE OO TNV
Kkapéxia 1 1o kpePdrl. Oa npénel va yvmpilete 6T 1o Corbilta evdéyeton va EMOEVMOGEL AVTEG
TIG AVTIOPACELG.

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

- TopoTNPNOETE OTL 01 POEG GaG Elvat TOAD dKoUTTOL 1) EULPAVILOVY EVTOVEC GUGTAGELG, 1] EGV
EUPAVICETE TPOLO, AVNOVYI0L, GUYYVOT], TUPETO, TAYLTOALIN, 1 LEYAAES OLOKVLAVGELS OTNV
aptnpokn oag migon. Edv cvuPei otidnmote amd To ovoTEP®, EMKOIVOVI|GTE APECOG UE TOV
YW TpO 6Os.

- aloBavieite KaTaOAWYT, £xETE GKEYELS Y10 AVTOKTOVIO, 1] TAPATNPNOETE AGLVIOIGTEG AAAAYES
0TI GLUTEPLPOPE GOLG

- MO TAOGETE OTL GOG TAipVEL EaPViKA 0 VITIVOG, 1 av acBdveste Evtovn vtvnAia. Ze Té€toln
nepinT®OoN dev TPENEL VoL odnyeite N va ypnotponoteite epyaieia | pnyovipata (BA. exiong v
Tapdypoeo “Od1ynomn Kot XEPIoUOS UNYovnHAT®Y™).

- TapoTNPNoETE OTL aveEELEYKTEG KIVIIGELS 0pyilouV 1 ETOEVAOVOVTAL LETA TNV EVapEN TNG
Mymc tov Corbilta. Edv copfei avtd, o y1atpdc cog umopel va Tpemet vo. KAVEL aAAay™| TG
d0GNG TOL AVTITOPKIVGOVIKOD POPLAKOV TOL TAPVETE.

- TOPUTNPNOETE SIAPPOLA: GLVISTATAL TOPAKOAOVON O™ TOV Blpovg cag Yo va amopevydel to
EVOEYOLEVO VITEPPOMKNG ATMAELNG PAPOLG

- napaTnpoeTe TPoodevtikn avopeéio, eEacbévion (advvapio, e£dvtinon) kot andAelo BApovg
LEGO OE GYETIKA LKPO YPOVIKO S1AoTN . e TETOw TEPInTOT, Oa Tpémel va eEeTaoTel TO
EVOEYOLEVO JIEVEPYELNG HLOG YEVIKNG LUTPIKNG EKTIUNONG GUUTEPIAAUPAVOUEVTG TNG NTOTIKNG
Aertovpyiog.

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

Evnuepdote oV Y10Tpd Gog gdv £6€IC 1] 1) OIKOYEVELY GOG/0 PPOVTIGTNG GOG OOTICTMGEL OTL
TapoLCALeTe CUUTTONATA 010D TOL 03N YOV oty emfupia Yo peyardtepeg d6oelg tov Corbilta
Kol GAADV QOPLOKEVTIKGV TPOIOVIMV TOL YPNCILOTO0VVTaL Yo TN Bepaneia Tng vooov Parkinson.

Evnuepdote Tov Y10Tpd G0g edv £6€iC 1] 1) OIKOYEVELR/O PPOVTIGTIG GOG OLOTICTMGEL TNV EULPAVIOT
TapOpUNoNg 1 EMOLUIOG VO GUUTEPLPEPESTE [LE TPOTOVS OYL SLVNDELS Yo €04G 1| €dv dev umopeite va
avtiotabeite oty Tapopunon, 0EAnon M mepacud vo tpofeite o evépyeleg Tov pmopel vo PAdyovv
TOV €00TO GOG 1 TOVG YOP® GOG. AVTEG 0L GUUTEPLPOPES OvoralovTal SlatapayEg EAEYYXOL TV
TOPOPUNCEMY Kol uopel va tepthapfavouv ebioud ot yaptonaréio, vrepPoAlkn KOTAVIA®ON
@aynNTov 1N VIEPPOMKESG SATAVESG, U1 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 y1otpog 060G UTOPEL VO KAVEL TOKTIKEG EPYASTNPLOKEC EEETAGEIC KATE, TN OIGPKELD LOKPOYPOVIG
Oepaneiog pe to Corbilta.
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Av mpénel va vtoPAndeite og yelpovpyikn enéuPaon, Topakareiote va weite oTov YaTpd oag OTL
ypnowonoteite to Corbilta.

To Corbilta dev cuvictdtol yio yprion yio ) Oepaneio e£@TLPAIIK®OY GOUTTOUATOV (T.). AKOVCIEG
KWNGELG, TPEUOVAO, OKAUYIO TOV LVMV 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
ovvietdrtol n yprion Tov Corbilta 6g modid 1 pnfoug.

Alra @appoxa ko Corbilta

Evnuepaote tov yiotpd 1 Tov QoproKonold cog edv malpvete, Exete Tpdopato Tapet 1) pmopet vo
népeTe GALA PApLOKAL.

Mnyv ndpete 1o Corbilta edv TaipveTe GUYKEKPIUEVO PAPLOKE Y10 TNV AVIILETMOMIOT TG KOTAOAWYNG
(ovvdVAGHOVG EKAEKTIKOV avaoTolé®mv MAO-A kot MAO-B, 1| un ekAextiko0g avactoreic MAO).

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

Meto&d avtdv Teptiapfavovol:

- (APLLOKO TTOV YPTCLUOTOLOVVTOL Y10, TNV OVTLUETOTION TNG KATAOAIYNG 0T pokAoPepion,
OULTPLTTIALVY, OECUTPOLIVY], LOTPOTIALYY, Beviapadivn Kot Tapo&etivn

- PUUTEPOAT KoL IGOTPEVAALVT TTOL YPTCLLOTOLOVVTOL Y10 TNV OVTLUETMTICT AVOTVEVCTIKMV
nadncemv

- 0OPEVOALIVI] TTOL YPTCILOTOIEITOL Y10 TV CVTHETMTMIOT GOPAPDV OAAEPYIKMV AVTIOPACEWDY

- vopadpevaAivr, viomapuivn kot 60BovTapLivn Tov YPNCLLOTOIOVVTAL Y10 TV VTLLETAOTIOT
KOPOOKOV TOBNGEMV KO TNG YAUNANG OPTNPLOKNG TIECTG

- 0-HEBVAVTOTO TOV YPTCILOTOIEITAL Y10 TNV AVTIUETOTIOT TG VYNANG 0PTNPLOKNG TECTG

- OTTOLOPPIVY] TTOL YPNOYLOTOLEITAL Y10l TNV AVTILETOTIOT TG VOsov Tov Parkinson.

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

neptiappavovrat:

- OVTOY®VIOTEG VIOTAUIVIG TTOL (PTCULOTOLOVVTOL Yo T BEpameia TOV VONTIKOV S10TopaymV,
NG vouTiog Kot ToL ERETOV

- (OIVVTOTVN TTOV YPTCLULOTOIEITOL Y10 TV TPOANYT) TV CTACHUMV

- namoPepivn TOV YPNOLUOTOLEITAL Y10 TN YOAAPWOOT) TV HLDV.

To Corbilta propet vo KGvel SUGKOAITEPT] TNV OTOPPOPTOT) TOV GLONPOV ATO TO YOOTTPEVIEPTIKO
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| yopic tpoen. o pepikotc acbeveig, o Corbilta propei vo unv
amoppo@drtal KoAd, av Anedet pali pe, | Aiyo HETA amd TpoeN TAOVGLN G TPOTEIVES (OTTMG 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 0T1 pmopel va giote £ykvog 1 oxed1aleTe Vo AmOKTHOETE T,
{ntote TN GLUPOLAT TOV Y1OTPOD 1] TOV PAPUAKOTOIOD GAG TPV TAPETE ALTO TO PAPHLOKO.

Agv mpémel va Ondalete katd ) didpketo g Oepaneiog pe Corbilta.
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001 ynon Ko EPLOROS PNV LATOV

To Corbilta pmopei vo peudoel TNV apTnploxn oog TieoT Ue amoTéAecpa vo vidnBeTe okotodivn 1
LaAn. Eropévamg, va glote diaitepa mpooekTikol 6tav odnyeite 1| dtav ypnoylonoteite epyoieio

LN OV LLOLTOL.

Av vimBete €vtovn vTvnAia, 1 oV, LEPIKES POPES, SLOMIGTMOCETE OTL Gag TaipveL EQPVIKA O VTTVOG,
neppuévete péxpl va EUTVNGETE TELEIG TPV 00N YNGETE 1 KAVETE OTIONTOTE TOL ONOLTEL VO €10TE OF
gypNyopor. Xe dpopeTIKN TepinT®mon unopet vo BEceTe TOV €0VTO GOG 1| TOLG AAAOVG GE Kivouvo
cofapod TpavpaTIcHob 1 Bavdrtov.

To Corbilta mepéyerl caxyapolin

To Corbilta mepiéyet caxyapdln (1,89 mg/diokio). Av 0 yloTpOg GOG, GOG EVIUEPWOTE OTL EXETE
dvcaveéia og oploUEVA GAKYOPA, EMKOIVOVINGTE LE TOV YIATPO OOG TPV TAPETE OVTO TO PAPLLOKO.

To pdappaxo avtd mepiéyel Aydtepo amd 1 mmol (23 mg) vatTpiov avd PEYIOTN GUVIGTMOUEVN
nuepnoa 8601, givol avtd Tov ovopdlovpe «eAebBepo vatpiovy.

3. [ og va tapete To Corbilta

[Tédvtote va maipveTe T0 PAPLOKO OVTO OVOTNPE COUPOVO. E TIG 0dNYIEG TOV YIATPOV T} TOL
poppokomolod coc. Edv éxete apeiporieg, potote TOV Y10TPO 1] TOV (OPLOKOTOLO GO,

Mo evAAKec 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.

- [Ipénet va maipvete povo éva diokio kébe popd.

- Avdloya pe 10 Tog avtidpate ot Bepaneio, 0 YOTPOG GG UTOPEL VO 00lG GLGTIHOEL 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 eapuaKonold cog v Bewpeite 6t 1 dpdon tov Corbilta givar molv
VPN 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 avVTixeEpd oag
Tdveo oT10 oepaylopo péxpt avtd vo omdoel. BA.
gwova 1.

Edv napete peyardtepn 66on Corbilta andé tnv kavoviki)

Av mapete katd AdBog tepiocotepa diokia Corbilta amd ot1 mpémel, cupPfovievdeite apéowng tov
YITPO M TOV PAPUOKOTOLO GOC. 1€ TEPIMTMOT VITEPSOGOA0YING Hmopel va aicBavieite chyyvon 1
avnovyia, o kapdlakds cog puOudc umopet va givot o apydg N mo Toyde amd To KOVOVIKO 1 UTopei
VO TUPOVGIUOTEL AALOYT) GTO YPOU TOV EPUATOS, TNG YADGGUC, TOV LATIOV 1] TOV 0VP®V GOGC.
Eav Egyaoete va napete 1o Corbilta

Mnyv népete AN 606N Y10 VO, AVOTANPOCETE TO d1oKio oV Egydoarte.

Av pecolofei mdvo and 1 dpo uéypt tnv exduevn 66om coc:
[Mapte éva diokio pnolig to Bounbeite kot whpTe TO EMOUEVO O1GKIO TIV KAVOVIKT] DPO.
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Av pecorafel Mydtepo amd 1 dpa puéypt Ty exdpevn d0om 6og:
[Tapte €va dioxio poiig to Bounbdeite, mepuévete 1 mpa, kot LeTd TAPTE AALO £val diokio. MeTd amod
0T, CLVEYIOTE VO TAIPVETE KOVOVIKE TIG SOCELS.

[Tavta va apnvete vo TepACEL TOLAGYIGTOV Lo ®pa petald tov Myewnv dtokiov Corbilta yia va
amo@VYete TOAVEG avemOOUNTES EVEPYELEC.

Edv otapoatioete va naipvere to Corbilta

Mnyv otapatioete ) AMyn Tov Corbilta gdv 6gv 60.G T0 GLGTACEL O YATPOG GOC. 1€ AVTIHV TNV
TEPIMTOOT, 0 YIOTPOG GOG EVOEYETAL VO, TPETEL VO pLOUICEL TAL AAAN AVTITOPKIVOOVIKG QAPUOKE GO,
€101KA TN AEPOVTOTA, Y10 VO VITAPYEL EXAPKNG EAEYYOG TOV CUUTTOUATOV 0aG. Edv dtokdyete
arotopa to Corbilta Kot To VEOAOUTA AVTITOPKIVGOVIKG GAPHOKA, UTOPEL VO TPOKANHOVY
VETBVUNTEG EVEPYELEG.

Edv éxete meplocOTEPEG EPOTNCELG GYETIKA LLE TN XPNON OLTOV TOV PUPUAKOV, POTNGTE TOV Y1TPO M|
TOV POPUOKOTOLO GOG.

4. IMBavic avemBopnteg evépysieg

Onwg 6ha To pAppOKa, £TGL KOl AVTO TO PAPHOKO UTOPEL VoL TPOKAAESEL aVeTIOOUNTEG EVEPYELES, OV
Kot 6gv Tapovoidlovral oe 6AovG Tovg avBpmmove. [ToAlég amd Tic avemBounteg evEpyeleg UTopovV
va katarpatviovv pe pvbuion g 66omng.

Edv ot d1dpkera g Oepanciog pe Corbilta eppoaviotodv To TOPOKAT® CUUTTOUATO, ETKOIVOVI|CTE

OpECMS IE TOV Y1OTPO 6Og:

- O1 pbdeg oag Exovv yivel ToAD AKaUTTOL 1 EPPAvICoOVV £VIOVEG GUGTAGELS, £XETE TPELOVAO,
avnovyia, GOYYLGoT), TVPETO, TAYVTOAULA, 1] LEYAAES OIOKVUAVOELG OTNV CPTNPLOKT GOG TIEST).
Avtd pumopel va givarl cuurtdpaTo Tov Kakondovg vevpoinmrikod cuvopopov (KN, pog
OTAVIOG GOPap1g aVTIOPUOTC GE PAPLAKO TOV YPTCLOTOIOVVTAL Y1l TV OVTIULETOTION
STOPUYDV TOV KEVIPLIKOL VELPLIKOL GLGTANATOG) 1] TS pafdopvorvong (oG OTaviog
cofapng HLIKNG SloTapayng).

- Alepyucn| avtidpaon, Ta onueia propei va mepthapPdvouy kvidmwon (kvidmtikd eEavinua),
oayobvpa, eEavinpua, TprHéyLo oto TPOCHOTO, Gt XEIAN, OTN YA®GGA 1) 6TO AQLILO, TPAYLLO TTOV
Umopel va TPOKAAEGEL OUGKOAIN GTIV OVATVOT 1] GTNV KATATOGN.

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

- aicOnuo adrobeciog (vavtio)

- aKivouVog SLGYPOUATICHOG 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 cuuTTOUAT®V TNg vosov Tov Parkinson, {aAn, vrvniia

- €EeTOC, KOIMOKOG TOVOGS Kot duopopia, aicOnua kavcov, Enpootopia, SuGKOIAOTHTO

- advvapio Tov acbevovg va ko Bel, yeudaicOnoelg, cuyyvo, U PuoloAoYIKA dvelpa (LeTa&d
TOV OTOI®V KOl EPLAATEG), KOVpOoN

- YOYKEG AALUYEG — CUUTEPIAAUPAVOUEVOV TPOPANUATOV LE TN UVIUN, GyYOLS Kol KATAOAYNG
(MBavmg pe oKEYELG ALTOKTOVING)

- EMECOO10 KAPIKNG 1] APTNPLOKNAG VOGOL (T.)Y. TOVOG GTOV BMPOKA), OKAVOVIGTOS KAPILOKOG
TaApOG M pLOUOG

- TO GLYVES TTAGELS
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- Aoy avioo Lo

- avénpévn epidpwon, eavinuata

- UUIKEG KPAUTES, TPNEO TOV KAT® AKP®V

- Bopumn 6poaon

- avopio

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

- AOUMEELG TOL OVPOTONTUKOD.

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

- KapdloKN TPOGROAN

- ooppayic 6To EVTEPO

- oAL0yEG OTOV OPOUO TOV AILOCEAPIOY TOL UTOPEL VO £YOVV (OC OTOTEAEGLO OLOppayia, UN
(UOIOAOYIKE OTOTEAEGHOTO QOKILACIDV TNG TATIKNG Agttovpyiog

- OTAGLOL

- aicOnua avnouyiog

- YUYOTIKE CUUTTOUATO

- KoAlTId0 (PAeypovn oTo oyh £vTePO)

- SUCYPOUOTICHOG EKTOC OO TO. OVPA. (). TOV SEPUATOG, TOV VOYLDY, TOV LOAADV, TOL 1OPpDTO)

- dVGKOAID OTNV KATATOON

- advvapio ovpnong.

Mn yvootéc (17 ovyvotnta dev umopel vo. extiunBsi us foon ta diabéoua dedousva):

Embopio yio peydieg 66ceig Tov Corbilta wov vepPaivouv exegiveg Tov amattovvTal yio TOV EAEYYO
KIVITIKOV GUUTTOUATOV, TOV VUL YVOOTH ¢ GUVOPOUO amoppviuiong tng viorapiving. Mepikoi
acBeveig mapovostalovy coPapég Un PLCIOAOYIKEG 0KOVG1EG KIVIGELS (SVOKIVIGIES), SIUKVUAVGELS
d1iBeomng 1 GAAeg avemBOUNTEG EVEPYELES HETA ATO TN ANYT HEYAA®Y dOcemv Tov Corbilta.

"Exovv avoopepbel eniong o1 mapakdt® avemOOunTes EVEPYELEC:
- nratitido (AEYHOVH TOL TOTOC)
- Qayovpa.

Mmopei va gpoavicete Tic akdAovBeg ovemBounNTeg eVEpYELEC:
- Advvapia avtictaong otny mopdpuncn va tpoPeite oe gvépyela mov mBavov va glvar
emPrafng, n onoia uropei va teprroppavet:
- duvartn mapopunon yio vepPoiikn yapTomaiSio Tapd TIG GoPaPEG TPOCOTIKES Iy
OUKOYEVELNKES CUVETELEG
- SLPOPOTONLEVO 1] LENUEVO GEEOVOAIKO EVOLOPEPOV KOl GUUTEPLPOPA UE 1d10iTEPT
avnovyio g €6GG N TOVG YOP® GOG, OTMG Y0 TAPASELY LA, AVENUEVT GeEOVLOAIKTY
d1Beom
- avelédeykteg vepPOrKEG ayopE 1) SATAVEG
- KPOUTAAT PoyNToL (KOTAVAA®GT) LEYGA®MY TOGOTHTMOV GAYNTOV GE UIKPE YPOVIKA
SOTAUATO) 1] KATOVOYKOGTIKN KOATAVAAWDGT) GayNnTov (KATOVAA®MGON TEPIGGOTEPOV
QayNToL OO TO PLGIOAOYIKO KOl TEPIGGOTEPO ATO OGO YPELLETAL Y1l VO tKovoTotn el 1
TEVa 00G).

Evnuepdote T0v y10tpo G0¢ €0V TOPOVGLAGETE KATOL0, atd OVTEG TIC GUUTEPLPOPES, Do culnToeTe
TPOTOLE XEPIGUOV 1} LEIWONE TOV CUUTTOUAT®OV CVTOV.

Ava@opd avemOuuUNTOV EVEPYELOV

Edv mapatnpnoete kamola avemBountn evépyeia, EVNUEPDCTE TOV YIOTPO GOG 1| TOV QAPHOKOTOLO
c0G. AvTd 1oydEeL Kot Yo KaOe mhavr avemBOunTn evEPYELD TOL EV AVAPEPETAL GTO TAPOV PVAAO
odnyldv ypnons. Mnopeite eniong va avagépete avemBounteg evépyeleg anevbeiag, LEGH TOV
€0viKov ouoTNUATOG avaPopdg Tov avaypdeeTol oto [apdpmua V. Méow g avapopdg
avemBoUNTOV EVEPYEL®V Umopeite va fonbnoete ot GLAAOYN TEPICCOTEPOV TANPOPOPIDV GYETIKA
LE TNV AOPAAELN TOV TOPOVTOG POPULAKOV.
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5. og va guraccete To Corbilta
To @appaKo avtd TPETEL VO PUAGCCETAL GE PEPT] TOV OEV TO PAETOLV Kot dgV TO PBAVOLVY Ta TOLO1A.

Na pn xp1oLOTOIEITE AVTO TO PAPUOKO HETA TNV NUEPOUNViL ANENG TOV AVOPEPETAL OTI PLAAT Kol
o1o kovuti. H nuepounvia Anéng sivar ) tehevtoio nUéEPA TOL VA TOV AVUPEPETAL EKEL.

To pappaxo avtod dev amartel Waitepeg cuVONKeS POAAENG.

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

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

- O1 dpaotikég ovoieg Tov Corbilta givar 1 Aefovtona, 1 kapPLvToTa Kot 1) EVIOKATOVT.

- Kd&Be diokio Corbilta 175 mg/43,75 mg/200 mg nepiéyet 175 mg Aefovionac, 43,75 mg
kapPvtonog ko 200 mg evraxamdvng.

- Ta @GAAo GLGTOTIKG GTOV TLPNVA TOV S10KIOL Elval VOTPLOVY0G SLLGTAVPOVUEVT] KApUEALOL,
OTEOTIKO PayVio10, Apodo apafoacitov, pavvitodn (E421) ko moPfdovn (E1201).

- Ta cvotaTikd otV erKAALYT e AemTO VUEVIO ivar YAvkepOoAn (85 toig ekatd) (E422),
VIPOUEAAOLT), OTEATIKO Hayviolo, ToAvcopPikd 80, epubpod o&gidio tov cdnpov (E172),
cakyopoln kot d10&gidto titaviov (E171).

Epgévion tov Corbilta kon Tepreyopeva g cvokevaciog

Ta dioxio Corbilta 175 mg/43,75 mg/200 mg ivar avoryton KaQeKOKKIVOU YPOUOTOS, OGA,
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 drotifetan o€ mévte drapopeTikd peyédn cvorevaciog (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 TANPOPOPIN GYETIKA LE TO TAPOV PAPLOKEVTIKO TPOTOV, TOPAKOAEITTE VO
angvBuvleite otov TomKo 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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Bbarapus

Orion Corporation
Ten.: +358 10 4261
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

EALGoo
Orion Corporation
TnA: +358 10 4261

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Orion Corporation
Tel. +358 10 4261

Ireland
Orion Corporation
Tel: +358 10 4261

island
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 81280696

Kvnpog
Orion Corporation
Tnh: +358 10 4261

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

Romania
Orion Corporation
Tel.: +358 10 4261

Slovenija
Orion Corporation

Tel: +358 10 4261

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



To mapév pvAiro 0dNYLOV YprioNS avadepOnKe Y10 TELEVTAIN POPE GTIG

Aldeg Tyég TANPOQOPLAOV

Aemtopepeic TAnpopopies Yo To PApLaKo avTo gival S100EC1UES GTOV SIKTLOKO TOTO TOL
Evpomnaikod Opyaviopov appdimv: https://www.ema.europa.eu.
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®vrAo 0oLV xpiong: [IAnpogopisg Yo Tov ypioTy

Corbilta 200 mg/50 mg/200 mg emkaivppéva pe Aemtd VpéVIo oloKia
Aepovtoma/KapPivtoma/evtakandvn

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 YpIoms. Towg ypelaotel va To dafdoete Eavd.

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

- H ovvtayn yuo avtd T0 @appaKo xopnynonke amokAEloTIKA Yo 60c. AgV TPENEL VO ODGETE TO
@apuako o€ GAlovc. Mmopei va toug Tpokarécetl PAAPT, Ao Kot OTOV TO CUUTTMOUOTO TG
aoBéveldg toug etvan idto pe T dikd 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 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 ndpete to Corbilta

[Mbavég avemBounteg evépyeleg

[Mog va purdccete to Corbilta

[epieydueva TG cLEKEVAGIOG KO AOUTEG TANPOPOPIEG

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 P AemTd vpévio diokio. To Corbilta ypnoyomoteitar mg Bepaneia yia tn voco Tov
Parkinson.

H vococ tov Parkinson mpokaldeitot amd younid enineda piog ovoing YvooTh 0 VIOTAUIV) 6ToV
eyképaro. H Aefovtona av&avetl Tnv mocdTTa TG VIOTOUIVIG KOl EMOUEVMG LEUDVEL TOL GUUTTMOLOTO
g vocov tov Parkinson. H xapBivtona kot n eviakamovn BEATIOVOVY TIG OVIITAPKIVGOVIKEG 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 ATTO Ta.
GULOTATIKA OLTOV TOV POPLAKOV (OVAPEPOVTOL GTNV TOPAYPAPO 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)

- Tov giyate TOTE KoKONOeG vevpoinntikd cuvdpopo (KNI — npokeitan yio omdvia ovtidpaor o€
(APLLOKO TTOV YPTCLOTOI0VVTAL Yo TN Bepaneio cofupdv YuyK®V dloTapaydV)

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

- 7oV €yete Popld Nratikn 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 omolmv ivor Kot
01 KapdloKES appLOuies, 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 GTOUAY OV 1| OTLOGUOVG

- 0€ MEPIMTMOTN TOL £XETE TAPAUTETAUEVT] OLAPPOLL EVILEPDGTE TOV YIUTPO GOG KaBDG pmopel va
elvar onpeio eAeyHovig ToV ToXE0G EVIEPOL

- OMOL0ONTOTE HOPPN COPAPNG WOYIKNG SLOTAPAYNG OT®G Y™

- YPOVIO YAODK®UO OVOIKTIG YOVIOG, EXEWON eVOEYETUL VA xpelaletal pvubuion g 66ong oag Kot
Vo omotteiTan TapoKolovonon g wieong Tv oeBaAludv Gog.

2vuPovlevteite TOV Y10TPO GOG EAV TOIPVETE EME TOL TOPOVTOC:

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

- (APLLOKO TO OO0 UTOPEL VO TPOKOAEGEL YOUNAT PTNPLOKT THECT] OTAV OTKMOVECTE OO TNV
Kkapéxia 1 o kpePdrt. Oa npénel va yvopilete 0TL 10 Corbilta eviéyeTonl va EMOEVMOGEL OVTEG
TIG AVTIOPACELG.

2vupovlevteite Tov yiotpd oG av Kotd T d1dpkela e Bepaneiog pe to Corbilta:

- TapoTNPNOETE OTL 01 POEG 0aG Eivat TOAD dKopmTol 1] EHLPavifovy EVToveS GUGTAGELS, 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
YW TpO 6Os.

- aloBavieite KaTaOAWYT, £xETE GKEYELS Y10 AVTOKTOVIO, 1] TAPATNPNOETE AGLVIOIGTEG AAAAYES
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 epyaieia | pnyovipata (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 umopel va Tpemet vo KAVEL aAAayn| TG
d0GNG TOL AVTITOPKIVGOVIKOD POPLAKOV TOL TAPVETE.

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

- napaTnpNoeTe Tpoodevtikn avopeéio, eEacbévion (advvapio, e£GvTinon) Kot amdAEL BApovg
LECO OE GYETIKA LKPO YPOVIKO SldoTNo. e TETow TTEPinToT, Oa Tpénel va eEeTaoTel TO
EVOEYOLEVO JIEVEPYELOG HLOG YEVIKNG LUTPIKNG EKTIUNONG GUUTEPIAAUPAVOUEVTG TNG NTOTIKNG
Aertovpyiog.

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

Evnuepdote 0V Yiotpd Gog edv €0€IC 1] 1] OIKOYEVELDL GOG/0 PPOVTICTNG GOG SLOTICTMGEL OTL
TapoLCIALeTe CLUTTONATA E01GHOD TOL 08N YOV oty embupia yio peyoivtepeg 06oelg tov Corbilta
Kol GAADV QOPLOKEVTIKGV TPOIOVIMV TOL YPNCLOTO0VVTAL Yo TN Bgpaneia Tng vooov Parkinson.

Evnuepdote 10V Y10Tpd Gog €0V €0€IC 1] 1] OIKOYEVELD/O PPOVTIGTNG GOG OLUTICTMGEL TNV EULPAVIOT|
TapOpUNoNg 1 EMBLUING VO GUUTEPLPEPESTE e TPOTOVS OYL GLVNBELS Yo €G4G 1| €4V dev umopeite va
avtiotabeite oty Tapopunon, 6EAnon 1 mepacud vo tpofeite o evépyeleg Tov pmopel vo PAdyovv
TOV €0VTO GOG N TOVG YOP® GOG. AVTEG 01 GUUTEPLPOPES OvorAlovTal SlatapayEg EAEYYOL TV
TOPOPUNCEMY Kol uopel va teptiapfdavovy ediopd ot yaptonaiéio, vIEPPOAIKT KATAVIA®ON
@aynNTov 1N VIEPPOMKESG SATAVESG, UN PLVOIOAOYIKA avénpévn oeEovaiikn didbeon 1| evacyoinon pe
VIEPUETPEG OKEWYELG 1) ctoOnpaTa oe&ovaikol epieyopévov. O y1oTpodg oog UIOPEL Vo YPELOCTEL va
emava&loloynoet ) Bepansio cac.

O y1otpog 060G UTOPEL VO KAVEL TOKTIKEG EPYUCTNPLOKEC EEETAGEIC KATE, TN O1GPKELD 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 cuvictdtot yia xprion 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 givor meplopicuévn. 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 Taipvete GUYKEKPILEVO GAPLOKE, VIO TNV AVTILETMOTIOT TG KOTAOAWYG
(ovvdVAGHOVG EKAEKTIKOV avaoTolé®mv MAO-A kot MAO-B, 1| un ekiextiko0g avactoieig MAO).

To Corbilta gvdéyetar va avénoet tn dpaor Kot Tig avemBuUNTEG EVEPYEIEG OPICUEVOV QUPUAK®V.

Meto&d avtdv Teptiapfavovol:

- (APLLOKO TTOV YPTCLUOTOLOVVTOL Y10, TNV OVTLUETOTION TNG KATAOAIYNG 0T pokAoPepion,
OULTPLTTIALVY, OECUTPALIVY, LOTPOTIALVY, Beviapadivn Kot Tapo&eTivn

- PUUTEPOAT KO IGOTPEVAALVT TTOL YPTCLLOTOLOVVTOL Y10 TNV OVTLUETMTIOT AVOTVEVCTIKMDV
nadncemv

- 0OPEVOAIVI] TTOL YPNOULOTOLEITAL Y10 TV AVTHETMMICT GOPAPDOV OAAEPYIKDY AVTIOPACEWDY

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

- 0-HEBVAVTOTO TTOV YPTCIUOTOIEITOL Y10 TNV AVTIHETMMIOT TG VYNANG OPTPLOKNG TECTG

- 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 VTOTAUIVIG TOL (PTCLOTOLOVVTAL Y10l T BEPUNEIN TMV VONTIKAOV SOTOPAY DV,
NG vouTiog Kot ToL ERETOV

- (OIVVTOTVN TTOV YPTCLULOTOLEITOL Y10 TV TPOANYT] TV CTACHUMV

- namoPepivn TOV YPNOLUOTOLEITAL Y10 TN YOAAPWOOT) TV HLDV.

To Corbilta prmopet va KGvel SUGKOAHTEPT TNV OTOPPOPTOT) TOV GLOTPOV GO TO YOTTPEVTIEPIKO
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 vo tapete To Corbilta pe 1 yopic tpoen. o pepucotc acbeveig, to Corbilta pmopei va unv
amoppo@dtal KoAd, av Anedei pali pe, | Aiyo HETA amd Tpoen TAOVGLN G TPOTEIVES (OTTMG KpéaTa,
YAPLOL, YOAOKTOKOUIKA TPOIOVTA, GTTOPOLE Kol Kopvdia). XvufovAievdeite Tov yiotpo 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 cVUPOLAT TOV Y1OTPOD 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 pmopei vo peudoel TNV apTnploxn oog TieoT Ue amoTéAecpa vo vidnBeTe okotodivn 1
LaAn. Eropévmg, va glote 1d1aitepa mpoceKTiKol Otav 0dnyeite 1| OTav ypnoyLonoteite pyoieio M

LN OV LLOLTOL.

Av vimBete €vtovn vTvnAia, 1 oV, LEPIKES POPES, SLOTICTMCETE OTL Gag TaipveEL EQPVIKA O VTTVOG,
neplpévete péypl va EUTVNGETE TELEIWC TPV 00N YNGETE 1| KAVETE OTIONTOTE TOV OALTEL VO €l0TE OF
gypNyopon. Xe dpOopETIKN mepinTmon unopet va 0EceTe TOV £0VTO GOG 1) TOLG AAAOVG GE Kivduvo
cofapod TpavpaTIcHob 1 Bavdtov.

To Corbilta mepéyerl caxyapolin

To Corbilta mepiéyet caxyapdln (2,3 mg/diokio). Av 0 YTpdS GOC, OUG EVUEPMGE OTL EYETE
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 PEYIOTN GUVIGTMOUEVN
nuepnoa 8601, givol avtd Tov ovopdlovpe «eAebBepo vatpiovy.

3. [ og va tapete To Corbilta

[Tédvtote va maipveTe T0 PAPUAKO OVTO OVOTNPA COUPOVE, LE TIG 0N YIEG TOV YIATPOV 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 toéca 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 Tog avtidpate ot Bepaneio, 0 YOTPOG GG UTOPEL VO 00lG GLGTIHOEL LYNAOTEPN
N xapnAdtepn d6om.

- Edv maipvete diokia Corbilta 200 mg/50 mg/200 mg, unv naipvete tepiocodtepa and 7 diokia
TNG GLUYKEKPYEVIC TEPLEKTIKOTNTAG NUEPNTIWG,.

Munote pe tov yriTpd 1 Tov eapuaKonold cog v Bewpeite 6t 1 dpdon tov Corbilta givar molv
woyvpN 1 TOAD adbVaUN, 1| AV EREAVICETE TOOVEG OVETIBOUNTEG 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 peyardtepn 06on Corbilta amd tnv kavoviki)

Av mapete katd AdBog tepiocotepa 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 1 mo Toyde amd TO KOVovIKO 1 UTopel
VO TUPOVGIUOTEL AALOYT) GTO YPOU TOV EPUATOS, TNG YADGGUC, TOV LATIOV 1] TOV 0VP®V GOGC.
Edv Egyaoete va napete 1o Corbilta

Mnyv népete AN 606N Y10 VO, AVOTANPOCETE TO d1oKio oV Egydoarte.

Av pecolofeil mdvo amd 1 dpo uéypt tnv exduevn 66om coc:
[Mapte éva diokio pnolig to Bounbeite kot whpTe TO EMOUEVO O1GKIO TIV KAVOVIKT] DPO.
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Av pecorafel AMydtepo omd 1 dpa puéypt Ty exduevn d0om Gog:
[Tapte €va dioxio poiig to Bounbdeite, mepuévete 1 mpa, kot LeTd TAPTE AALO £val diokio. MeTd amod
0T, CLVEYIOTE VO TAIPVETE KOVOVIKE TIG SOCELS.

[Tavta va apnvete vo TepAcEL TOLAAYIGTOV pia ®po petald Tov AMfyewnv diokiov Corbilta yia va
amo@VYete TOAVEG avemOOUNTES EVEPYELEC.

Edv otapoatioete va naipvere to Corbilta

Mnyv ctapartioete T AMyn tov Corbilta €dv 6gv 60.G T0 GLGTACEL O YATPOG GOC. XE AVTIHV TNV
TEPIMTOOT, O YIOTPOG GG EVOEYETAUL VO TPEMEL VO. pLOUICEL TOL GAAD OVTITOPKIVOOVIKE QAPUOKA OO,
€101KA TN AEPOVTOTA, Y10 VO VITAPYEL EMAPKNG ELEYYOG TOV CUUTTOUATOV oaG. Edv dtakdyete
arotopa to Corbilta Kot To VEOAOUTA AVTITOPKIVGOVIKG GAPHOKA, UTOPEL VO TPOKANHOVY
VETBVUNTEG EVEPYELEG.

Edv éxete meplocOTEPES EPOTNOELG GYETIKA LLE TN XPNION CLTOV TOV PUPUEAKOV, POTNCTE TOV YLOTPO M|
TOV POPUOKOTOLO GOG.

4. IMBavig avemBopnTeg evépyereg

Onwg 6ha To pAppOKa, £TGL KOl AVTO TO PAPHOKO UTOPEL VoL TPOKAAESEL aVeTIOOUNTEG EVEPYELES, OV
Kot 6gv Tapovoidlovral oe 6AoVG Tovg avBpmmove. TToAAEG amod Tic avemBounteg evEpyeleg UTOPOLV
va katarpatviovv pe pvbuion g 66omng.

Edv ot d1dpketa g Oepaneiog pe Corbilta pooaviotovv To TOPOKAT® CUUTTOUATO, ETKOIVOVI|CTE

OpECMS IE TOV Y1OTPO 6Og:

- O1 pbdeg oag Exovv yivel TOAD AKOUTTOL 1] EUPOVILOVV £VTOVEG GLOTAGELS, £XETE TPELOVAO,
avnovyia, GOYYLGoT), TVPETO, TAYVTOAULA, 1] LEYAAEG OIOKVUAVGELG GTNV APTNPLOKT GOG TIECT).
Avtd pumopel va givarl cuurtdpaTo Tov Kakondovg vevpoinmrikod cuvopopov (KN, pog
oTaviog GoPapng avTidpaoNG G€ PAPHOKO TOV YPTCLLOTOIOVVTOL Y10 TV OVTIUETOTION
STOPUYDV TOV KEVIPIKOD VELPLKOL GUGTAUATOG) 1 TNG pafdopvolvong (o omdviag
cofapng HLIKNG SloTapayng).

- Alepyucn| avtidpaon, Ta onueia propei va mepthapPdvouy kvidmwon (kvidmtikd eEavinua),
oayobvpa, eEavinua, TpnHéyLo 6To TPOCcWOTO, Gt XEIAN, OTN YA®GGA 1) GTO AQLILO, TPAYLLO TTOV
Umopel va TPOKAAEGEL OUGKOAIN GTIV OVATVOT 1] GTNV KATATOON.

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

- aicOnuo adrobeciog (vavtio)

- aKivOLVOG SLVGYPOUATIGHOG 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

- €EeTOC, KOIMOKOG TOVOGS Kot duopopia, aicOnua kavcov, Enpootopia, SuGKOIAOTHTO

- advvapio Tov acbevovg va ko Bel, yevdarsOnoelg, cuyyvo, U Puoloroyikd ovelpa (Leta&d
TOV OTOI®V KOl EPLAATEG), KOVpOoN

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

- EMECOO10 KAPIKNG 1] ApTNPLOKNAG VOGOL (T.)Y. TOVOG 6TOV 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
- TOVOKEPOUAOG, TOVOG GTIC 0pHpMOELS

- AOMEELG TOL OVPOTONTUKOD.

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

- KapdloKN TPOGROAN

- ooppayic 6To EVTEPO

- oALoy€G 0TOV OPOUO TOV AILOCEUPIOY TOL UTOPEL VO £Y0VV (OC OTOTEAEGLOL OLOPPaLYia, LT
(PUOIOAOYIKG OTOTEAEGUATO SOKIUAGLAOV TNG NTOTIKNG AEITOLPYiag

- OTAGLOL

- aicOnua avnouyiog

- YUYOTIKE CUUTTOUATO

- KoAlTId0 (PAeypovn oTo oyh £vTePO)

- 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 ug foon ta diabéoiua dsdousva):

Embopio yio peydieg 66c¢eig Tov Corbilta wov vepPaivouv exegiveg Tov amattovvTol yio Tov EAEYY0
KIVITIKOV GUUTTOUATOV, TOV VUL YVOOTH ¢ GUVOPOUO amoppviuiong tng viorapiving. Mepikoi
acBeveig mapovotalovy coPapég Un PLCIOAOYIKEG 0KOVG1EG KIVIGELS (SLVOKIVINGIES), SIUKVIAVGELS
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.

Mmopei va gpoavicete Tic akdAovBeg ovemBounNTeg eVEpYELEC:
- Advvapia avtictaong otny mopdpuncn va tpofeite oe gvépyela mov mbavov va givar
emPrafng, n onoia uropei va teprroppavet:
- duvarn mapopunon yio vepPorikn yopTomaiSio Tapd TIG GOPAPEG TPOCOTIKES 1)
OUKOYEVELNKES CUVETELEG
- SLPOPOTONLEVO 1] LENUEVO GEEOVOAIKO EVOLOPEPOV KOl GUUTEPLPOPA UE 1d10iTEPT
avnovyio € EGGG 1 TOLG YOP® GOGC, OTMG Y10 TAPASELY LA, aVENUEVT 6eEOVLOAIKTY
d1Beom
- avelédeykteg vepPOrKEG ayopE 1) SATAVEG
- KPOUTAAT PoynToL (KOTOVAA®OT) LEYGA®Y TOGOTNTMV GAYNTOV GE UIKPE YPOVIKA
SOTAUATO) 1] KATOVOYKOGTIKN KOATAVAAWDGT) GayNnTov (KATOVAA®MGON TEPIGGOTEPOV
(ayNToL OO TO PLGLOAOYIKO KOl TEPLGGOTEPO OO OGO YPELALETAL Y10 VO IKOvOTotnOel 1
TEVa 00G).

Evnuepdote Tov Y10tpo G0g €0V TOPOVGLAGETE KATOL0 OO OTEG TIC GUUTEPLPOPES, Do culnToeTe
TPOTOLE XEPIGUOV 1} LEIWONE TOV CUUTTOUAT®OV CVTOV.

Ava@opd avemOuuUNTOV EVEPYELOV

Edv mopatnpnoete kdmotla avemBountn evépyeia, EVIIEPDTTE TOV YIOTPO GOG 1| TOV PAPHOKOTOLO
caG. Avto 1oydel Kot Yo kKaOe mhovn avemBOUNTN EVEPYELD TTOVL EV OVAPEPETAL GTO TAPOV PVAAO
odnyldv ypnons. Mnopeite eniong va avagépete avemBounteg evépyeleg anevbeiag, LEGH TOV
€0viKov ouoTNUATOG avaPopdg Tov avaypdeeTol oto [apdpmua V. Méow g avapopdg
avemBOUNTOV EVEPYEL®V Umopeite va fonbNoete 0T GLAAOYN TEPIGGOTEPOV TATPOPOPIDV GYETIKA
LE TNV AOPAAELN TOV TOPOVTOG POPULAKOV.
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5. og va guraccete To Corbilta
To @dapuaxo avtd TPEMEL VO PUAGCCETAL GE LEPT] TOV OEV TO PAETOLV Kot dgV TO PBAVOLY Ta TOLO1E.

Na pn ¥p1CIULOTOIEITE AVTO TO PAPLOKO HETA TNV NUEPOUN VL ANENG TOV AVAPEPETAL GTI] PLAAT Kol
o10 kouti. H nuepopunvia Anéng sivar n tehevtaio nUEPO TOL AV TOV AVOPEPETAL EKEL.

To pappaxo avtod dev amartel Waitepeg cuVONKeS POAAENG.

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

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

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

- Ka6¢ diokio Corbilta 200 mg/50 mg/200 mg nepiéyet 200 mg Aefovtonac, S0 mg kapPvronog
rot 200 mg evraKamovg.

- Ta @GAAo GLGTOTIKG GTOV TLPNVA TOV S10KIOL Elval VOTPLOVY0G SLLGTAVPOVUEVT KAPUEALOLN,
OTEOTIKO PayVio10, Apolo apafoacitov, pavvitodn (E421) kot moPfidovn (E1201).

- Ta GAA0 GLOTOTIKA TNV EXKAALYT) e AETTO VUEVIO givarl YAukepOAn (85 toig ekatd) (E422),
VIPOPEAAOL, OTEATIKO payviolo, ToAvcopPikd 80, epubpd o&eidio tov adfpov (E 172),
cakyopoln kot 610&eidio Titaviov (E 171).

Epgévion tov Corbilta kon Tepreyopeva g cvokevaciog

Ta dwokia Corbilta 200 mg/50 mg/200 mg etvar okoVpoL KOPEKOKKIVOV XPOUATOS, OPBAA,
EMKOAVUPUEVA [LE AETTO VUEVIO, YOPIG eyKoTn, Pépovta TV £voelgn “LCE 200 otn pio mhevpd Tovg.

To Corbilta 200 mg/50 mg/200 mg dwatiBevron og TéEVTe dropopetikd ueyédn cvokevaaciog (10, 30,
100, 130 1 175 dwokia). 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 omoladnmote TANpoPopia oYETIKA LE TO TAPOV PUPUIKEVTIKO TPOTOV, TAPAKOAEISTE VO
angvBuvleite otov TomKO 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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Bbarapus
Orion Corporation
Ten.: +358 10 4261

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

EALGoo
Orion Corporation
TnA: +358 10 4261

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Orion Corporation
Tel. +358 10 4261

Ireland
Orion Corporation
Tel: +358 10 4261

island
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 81280696

Kvnpog
Orion Corporation
Tnh: +358 10 4261

Latvija
Orion Corporation
Tel: +358 10 4261

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

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
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel.: +358 10 4261

Slovenija
Orion Corporation

Tel: +358 10 4261

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
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To mapév pvAiro 0dNYLOV YprioNS avadepOnKe Y10 TELEVTAIN POPE GTIG

Addreg INYES TANPOPOPLOY

Aemtopepeic TANpoeopies Yo To PApLaKo avTo gival S100EG1UES GTOV SIKTLOKO TOTO TOL
Evponaikod Opyaviopov appdiov: https://www.ema.europa.eu.
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