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EFKYKAIOY - ANTO®AZH

OEMA: KaBopiopdg MNepfAnuing Xapakinpionkdy Tou NMpoiovrog kar UM Odnyinv yia

T0 XPAOTH GApUaKEUTIKWIV IBIOCKEUAoUATN TTOU TTEPIEXOUV BpaoTiKG qUOTATIKG
SULPIRIDE.

‘ExovTeg utréyry:

a) Tig dardfag  Tng kowri¢ Youpyikig Amdgaonc AYP3 (0} B3B57/2005 “Mept
evappoviang tng EAAnvikig NopoBeoiag pe tnv aviioromyn Kotvotikn gTov touéa mg
KUKAOQOPIAS ..o, TV QUPUAKEUTIKIOV TIPOIGVTWY, TrOU TTpoopilovia
it avBpuwrivn xprion”,

By Tnv ur’ apBy.: 2044/13-1-2005 Amépacn Tpoidpou AL/EQ® (PEK.75/24-1-
2005) "Mept perafiBaong appodioritwy oroug AeuBuvrég Tou EOQ",

v)  Tn M'vwpdrevon rou Emorpovikod SupPouliou Eykpicewy ap.P-539/10-12-2007

ANNMODAZIZOYME

1} H Depidnpn Xapaxmpiatikiv Tou Npoidvrog PAPHOKEUTIKWOV TTROTOVTWY TIOU TERIEXOUV
dpaorikd cuotanxké SULPIRIDE, opifetal we efric:

| NEPIAHWYH TON XAPAKTHPIZTIKON TOY NMPOIONTOS

1. ONOMAZIA TOY QAPMAKEYTIKOY MNMPOIONTOX

2.  TNOIOTIKH KAl MOXOTIKH XYNOEIH

3. PAPMAKOTEXNIKH MOPOH

o Kayouleg

+  Aokia

o Jipdm

+  Evéowo Sidhuua

4, KAINIKEEZ NAHPOOQOPIEX

4.1 BeparreuTikéc evBeifaig

WUXWOIKES KATAOTAOEIS 6TTWE OXILOPPEVEIR KAl OPYUVIKS YuXoauvBpouo,
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4.2  AoccoAoyid Kal FRPOTTOG XOPRYNOHC
Tpo1rog Xopnynong:

- KéwyouAeg, Siokia, oipdT amrd 1o oréya.

- Evégwo Sidhupa: evBopui,

Aogodoyia: H SoooAoyia efaropikederar avaloya pe 1g avaykes KGBe aofevolc,
Apyixiy 8oon 200-400 mg, Buo popéc v Npépa amé Tou oTORATOS TIOU prrepsl va
auénBel £wg 1200 mg npepnoiwg, Biwe oe aoBeveig pe Benkd oupTTtpaTa.

EgnBot aves twv 14 grov: 3-5 molkyg Bapoug owpatog nuepnoiwe.

Na pn xenowotroweitar o8 madid kdrw Twy 14 evdy, 66T n KAk epmeipio sivas
GVETIODKAC,

Negoikry averrapkeia: Emedn n oouAmpidn amekkpiverar pEow twv veepiv, Ba Trpérre va
xopryeiral pe Socoloyia peropdvn kard 35-70% 1 Siakekoppéve oxApa xoprynone o
aoBevelg pe vePIKs} averrdpkea,

Ardhupa via evBouuikn_xopAyngn: via apyxiy evBopuikn aywyr] 200 éwg 800 mg
nuepnoiwg, SnAadny 2 Ewg 8 ployyeg my nuépa, cuviiBwe via 500 BSouddec.

4.3  Avrevdeitsig '

-~ YmepeuaioBnoia ot couAmipidn, 11 o kAo GAAC Qré TQ CUCTOTEG Tou
PUPHAKOU,

- Napovgia mpoAaknivo-eopTpevwy ykwy Tr.X. TTPOACKTIVWLIG OTNV UTTéQUON Kar
KOpKIvOg Tou paatou,

- GaoypwiokOTTWMY, ofsld Topeupia.

- Luvduaopdg pe Aefovrdma (BA. § 4.5 AAMARAETOPAOES PE GAAG QOPHOKEUTIKA
TPOIGVIA Kol AAAES Popeés allnreribpaong).

4.4 E1dikég poarSomomjoaig ko iSiaiTepeg TrTPoPuAdEac Kard ) xprion

Onwg ka pe dAha veupohnmmika prropel va epgaviorei KaxonBec NEupoAnTroké
Lovdpopo, pia BuvnTikG poipaia emmrhoxd, n omola xapakmpileral omd umepdepuia,
Muikh okapyia kar Suoheroupyla Tou autovopou veupikoU ouotipgarog. M xopriyron e
oouArmipidng mpemer va Siaxonsl o mepiTTwon Trou cppavioTel uepBeppia AYVwoThS
CHTiog.

Egpooov 1 veupoAnTriixs aywyh kpivetos amoAdTwg anapaitm oe acBeviy pE vOOO TOU
Parkinson, yiropel va xopnyndzi coukmipidn, arrameitar Spwg Tpocoyn.

Ta veupoAnTrmiKG PTropsl vo sACTTWODUY TOV DUBG TWV CTIaoPmY, OV KOl GUTd BEv el
afiodoynBel pe T couhmpidn. Evopéveg, aoBeveis pe 1oTopikd smAnyioc Ba TpéTar va
TapaKoAoUBOUVTG OTEVA OTR BIGDKEIT TG QYWwyrg HE COUATTIRION,

LE TEPITTTWON VEQEIKNG aveTidpreiag r Sooodoyia Ba 1rpéme va peiwBel (BA. 4.2 Aoocohoyia
Ketl tpdaTog Xoprynong.

Omwg kar pe GAAa vEUPOANTITIKG, XperddeTar 1Bialtepn poooxn ot xopfiynon ¢
CoUATTIPIOGNG Ot NAIKIWPEVOUE aoBeveig.

Lya radia, i aOQAAEIR KOl 1 QITCTEALOHUTIKOTATA 111¢ GouATIpIBng Sev éxer peAernBei
EMapKWG. EvTopévieg, Xpeidletal Tpogoxr) n ouvrayoypdenon ot roidic (BA. 4.2
Aooodoyia kat TROTTOC xopriynong).

Le aoBsveiq pe eTnBeTIKG CUPTIEPIQOPT 1} HE QVNOUXIC KOI TTOpPOPUNTIKY CUUTTERIPORA, 1)
couhmipibn O Trpérrer va xopnynBei pall pe KATToIo NpEpotkd papUaKo,

P
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Hapdroon tou Sigoriuaroc QT

H couAmipidn propel va rpokakéosr Tapdraar Tou Siotipareg QT. Aurd n Spdon, Trou sivay
YVWOTO O EVIOYUES TOV KivBUVO eppdviong goBupng Kotakng appubuiag 6mrwe n ‘GuoTpoen
TWV i@V, eviagx Vet amrd Ty TpolTrdpxouca Ppobukupdia, myv utrorkahiaipia, 1o CUYYEVEG
i emikrnro peydio Sisamug QT.

Mpw améd kGBe xopriynon, kol edv eiven Suvard olugpuva HE TNV KAVIKH kardoTaon Tou

aoBevolg, CUOTAVETO 1} TIApakoAcUBnon Twv TIOPAYOVTWY TToU PTTopel va euvoRoowy Ty

EpQaVIon auThig TG SIOTapaxrc Tou pubuol:

- Bpodukapdla pwixpdrtepn and 55 bpm

- UTTOKCaAIaRia

- Cuyyevig Traparaon tou Siaotparog QT

- 1i0n xopnyoUpeva pdppaka Trou givar meave va TPOKCALTOUY Evrovn Bpabukapdic (< 55
bpm), umoxahicupia, eharTwpévn evBokapbiaxy] aywyipdtnrg, A TTapdract  Tou
Giactriparog QTc (BA. 4.5 AAMAemSpdoeic e GAa PAPPAKEUTIKG TIPOIOVTA Kat GAAEG
HOPQES ahAnAeTriSpaong).

4.5 AMnAemibpdoeig pe GAAD PUPUCKEUTIKG TTpOIGVTA Ka AAAsg uoppiéc
aAAnAemidpaong

4.5.1 XuvBuaopoi mou avrevBeixvuvral
AeBovromra: H AzBovréma avraywviletal Tig OPACES TV VEUPOANTITIKIY QApREKIY
KU QVTgTpOQuwe.

45.2 EuvBuaopoi rou 8¢ ouvioTwvTar

Qwérmveupa: To oivdriveupa propel va evioyioe I KATATTPaivTIKES Bpdaeig Twv
VEUpOANTTIKWVY TrapaydvTwy. Ta aAkooiotya mord kal 1o PAPPOKT TTOU TERIEXOUY
GAKOGAR TTDETTE VA QTTOPEDYOVTOL.

ZUVOUOOHO] LE TG TTUPUKATL QAPUOKEUTIKEC AywyEG Trou pTTopeEl va Trpokaiioouy

«TUCTOOPT) TWV CIXPWVS !

- Pdppaxa mou Tpoxaloly Bpadukapdia GTwe of B-avaoTtohelc, avaaroAsic Twy
SiavAuwv QoBeoTiou TTOU TTPOKCACUY Bpaduxapdia omwe n Diknadépn ka n
Beparrapiin, khowiBivn, youaveacivn, BaktuAinda.

- PApPaKa TIOU TTPOKCAOUY UTToKaAaIic: UTTOKAAICHIIKG S10UpnTIKG, UTIAKTIKG, B
appoTepiKivr evBopAEBiws, yAukokopTikoedy, TETRUKOOTUKTIOEC.

H umrokaAiauia 8a wpétrel va SiopBuwBel,

- AvriappuBuixol TTapdyovieg Karnyopiac la oTrwg kvidivry, Bioomrupapion.

- AvriappuBixoi rapdayovreg Karryopiac i OTMWG apwdapovn, ootahdAn.

- AAa papupaka  dmrwe  Tipolidn, coulrompidn, alhomemiGoAn, TP Ok
avriKaTaBNTITIKG,  Aiblo,  Bemrpidiin,  cioarrpidn, BeiopBalivn,  evBoghéfia
epuBpopuxivy, evOoQALLia Bivkauivn, arAo@avtpivn, revrapdivn,
oappAlotaoivn,

4.5.3 ZuvBuuopoi rou nipérret va Aappdvovral uTTown

o AvniTmepraoikd QAappaKa: avrbmepraoin Spdon kol aufnuévy meavomTa
EPPAVIONG OpBoCTATIKIG UTIOTAONC (ABPoIoTIKG armroréheopa).

*  KaraotaAnkd vou KNE mrou mrepidapfévouy VOPKWTIKG, QvahynTikd, KATaoTaATIKA
TWY - avtaywwvigruy  Twv Hy o utrodoxfwv e woTapivig,  BopBiroupikd,
BeviodiadeTriveg, Kar GAAT ayxohuTika, KAhowsdivn xar ouyyevelg ouoisc.
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e AVTIOEIVA K COURpaAAT: H amoppdenomn Thg TOUATIRIONG MEIWVETLY WETG aTrd
TUYXoPIiYNon. ZUVETIG, 1) couATpIon Bo mpémer va xopnyeital 1o Aiyotepo Glo
WHES TIPIV LTFO LUTd 1O PAPHORG.

s To AiBio auEdver Tov Kivauvo gppavione eEwTrupaiBiKiV CURTTLMGETWV |

s H ooukmpidn evEEXeTal va LEWDOEL THV QITOTEAECROTIKOTATA TG pOTIVORAANG .

4.6  Kinon kai yadouyia

Konon

MeAEreg Kard Thv Quaitapaywyl] Tipoayparoronienkay og frovrikia, apoupaioug ko
KOUVEAID JE yopriynon amrd 1o ardpa wa utroddpia.

L1oug apoupalioug N yovigOTTa KOt 1 Qvarrapaywyikn anddoon sTnpedoTniay Kard
TpéTe SovoctapTwievo ard 1a 40 mglkg. H emidpaon auty avacTpdenkes peTd amrd
4 gfdouddeg. Kabuorépnon Tou TokeTol rraparmpendnke ota 640 mglkg oe xopriynon
and To ovopa xar amd o 80 ma/kg o umedopa xopriynon. Or emdpdoeic autég
Bewpeitar 671 oyETICOVIGN BE T Papuakeioyiky Spdan oty Exkkpion TTpoAaKTivig.

e KavEVQ aTrd 1o Tpia £idn n oucia dev £0ails epfuoTofikn 1y veparoyovo Spdon ot
dogeic Ewg 640 mglkg.

ZToug avBPWTTOUS, av Kai yid OAEg OXEDGV TIG TTERITTTWOEG EHRPUIKMV 1} VEOYVIKWY
Siargpoxwy  TTou  amobodnkav oty ANWn oouAmipidng xatd Tn SIGpKEIg NG
EVKUHOOOVNS yTropouv va JoBolv evahhaxnkég eEnyrioeig o o17olec guivovia Ko THo
mOavES, N ¥prion TNG COUATIIPIONG DE CUTTIVETXI KOTA 71 SIAPKEIR THE EYKUpoolvng
Adyw Trepiopiopévng epreipiac.

Fadouyia
H coukmmipidn exer avixveulel 010 yaAG yuvaikisv uttd aywyr}. ETropevg, i yohouyia

avtevBeikvuTan kartd n SIApKEIa g aywyne.

4.7 Emdpaoeig omny IKavorTnTg odNynong Ko XEpICHoU unxaviov

AxOpa Kt OTaV YXPNOIHOTIORITAN TUHPWIVE BE TIC OUVIGYOYPUWiKES olnyieg, n CouAmpidn
PTTopEl va eTMPEGTEr TO Xpdvo avTidpaong YE arroTEAEoUa i IXovOTNTA 0BNYNoNg OXNUGTWY
EIPICUOU UNXavioy vt PEruBel,

4.8 AveEIBUUNRTEG EVEPYEIEG
Kapdigyveiakéc Sigrgpoyic

- Op8ooTank} urtéracn
- MoAD oTravies TTEPITTTWOENS TrapdTacng tou Siaarparog QT Ko 'TUTTROPNAC TLIV C)PWV

Ev3okpivikéc Siorapaygs
- YreprpohakTivanpia

IevikEC DIQTOPAYES KO EVOXARCEIC g1 BEan YopRynong

- Omwg pe BAa 1a vEupoAnTTTIKG, KaxonBeg olvBpouo (BAée 4.4 EISIKEG TPOEIBOTIOIOLIS KO
IBIOITEPES TIPOPUAGEEIS KaTG 11 XprioT) TO omroio siva pig BuvnTIKA popait eTITAOKN

- Augnon Bapoug

Hrraroxohxéc Sigrapayic
- MOAD omavieg TTERITTHLDEIC QUENCNG TWV ITATIKGV eVUWY

ATUpayEC TOU VEUDIKOU CUSTIHATOC
- KaraoroAn iy utvnhia
- Efwrrupamdikd cupgmmwpara Kai OXETIKEC BiaTapayEc:
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» [Mopkivoovioudg Kol OXETKG oupmTwpora:  1pduog, umeprovia, utroxivnoia,
UTTEPUETPN TIEAASDOIL.

o Ofeia duowivnola kar Suagrovia (omaguol pafdkpavou, Kpion TEDIGTROPNAC
opBaipikiv BoABwv, Tpicuds).

s AxaBnoin.

To CUPTITWPATO QUTd Eival YEVIKG OvaoTpERINO KOTOMIV XOpryNong QVITIOPKIVOOVIKHG
Qylyne.

- Bpadukivnoia (xapakrnpifera amd puBuikés, akoUTieg KIVAOEIS apXiKA TS YAWTTUS Kaih
TOU TIPOCWTTOU) EXEN avagepBEel peTd aimd xopriynon 3 unvav kar dvw, 6Truss ouuBaivel e 6Aa
T veupoAnmTkd. H avimmapkivoovikip aywyr] Sev eival amoreAsoparnky @ pmopsi va
TIPOKAAECE! ETIOEVIITN TWY CUMTTTWNATWV.

- HoAd omdvieg TTepimTwcerg OTTaopwy  Exouwv  avaeepBei (BAéme mop. 4.4 Eidikig
TROEDOTTOIRCEIS KAl IGIAiTEpEg TTPOPUAGEEIC Xxard 1y xpnon).

AvenTapaywyikd gUoTnua Koy SIaTapaxEs Twy HAgTwy
- AlaTapaxEC Trou OXETICOVTAH HE UTTERTIpOACKTIVOIUIL
»  ToAaxTéppoIc
o Apunvoppoid
«  [Tuvaikopaoria
L]
[ ]

Arbyxworn gaorot ko pactoduvia
Letouahuat ducAairoupyia xai avikavoTra

AlgrapoEe 1oy SEQUCTOC KAt TOU UTTRdODoy 10Tl
- ToAl orravies reprrTosi knAiGopiandadouc eEavBniparog

4.9 YmepSooohoyia

H epmepia anrd v umepboooloyia pe couAmipidn eivar  Trepiopiopévn.  Ze
TrepmToelg urrepdooohoyiag, prropel va sppaviotoly exdnAosis duokivnoiag e
omragnkd pafdkpave, TpoexBoAn TS yhwooag ka Tpiopss. Optoptvol aobeveic
prropel va avarmrofouy armeiAnTikég yia 1 (i Toug exBnidiosig Parkinson ko kipa.
H couAtmipidn amopaxpUverar JEpKG He aipodidhucn.

Aev ytrapyer kamroio eidixd avribore o oouvhmpldn. H avniperwomon eivar pévo
CUHTITLILATIK.

Ba mpére ewopévwig vo AauBdavovianr Ta katdhAnAa umootneiknkd pérpa Kol
OUCTAVETA! N OTEVI} TTARAKOAOUENCT TWY JWTKWY ALITOURYILY Kot THE Kapide péxpr
0 aofEViAS VU QVaVIjWEL.

Zmy  mepimtwon  cofapv efwoTrupapidikwy  CUNTITWHATWY, Oa  TIPETTEr v
XOPNYOUVTO QVTIXOAIVEDYIKS QAPUOK.

5: CAPMAKOAOIIKEL 1AIOTHTEEZ
PapuoKoBEpUTTEUTIKT Katnyopic: Avriwuxwod-Beviopitn, kwbndg ATC: NOSA LO1

51 @Quappakoduvapikéc 18dTnreg

H couhmipidn avraywvifetot ekAekTikg Toug Do/D, umodoxelc g vrotrapivig péow
Ty oTroitv galverer om efaoxel Ty veupoAnmimikny g Spdan. H coukmpidn avriker
otV opada Twy uTroxaTecTARHEVVY Beviamdiwy, o omreieg xnuikd Siaeépouyv armd TIc
paivebaaliveg |, Tig Poutupogaivéves ke Ta BaiofavBivia. H ooulmipidn éxer g
IBIOTNTEG QUTLOV TWY KAQOOIKWVY VEUPOANTIIKWY Siagépel Opwe ammd quid aro om
TIPOKOAEE OE KpOTEPe BoBpd KartaoToAr ko efwrrupaudikd cupTTTOMaTa Kai Sev
rapoucialer agioAoyn avrxoAvepyikr Spdorn.
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5.2 QappakokivnTiKES IBIOTRTEG

Karomv eviouuikng xopiynons 100 mg coudmpidng, ro péyioro cmimedo TUYKEVTPWOEWS
agro TAGoua, SnAadn 2,2 mg/l, emruyxaverar et amd 30 Aerd m¢ wpac.

H gouAmipion yopnyoluevn and rou GrolaTog amoppopdrar evios 4,5 wpwv. To péyioro
EMATESO OUYKEVIDWOEWS GT0 TTAdopa givar 0,73 mgr/l. perd mv Afjwn 200 mg, 0,25 mg/l. erd
m Aqyin pag kdwoudag Twy 50 my, kar 0,28 mg/L perd ané epdnaé xophynon S6oswe 50
mg SIAAGLITOC XOPNYOUUEVOU aiTd 10 OTéud.

H BIodiaBeciotara Twy amrd 10U OTOUATOL XOPHYOULEVY poppay, kupalverar amé 25% fwce
35%, pe Eva mAary e0pog Slakupdvaews amé Gropo ve Gropo. Ta eTTESa 19¢ oouAmpidne
OT0 MAGopa siven avdAoya pe 1 SocoAcyia.

H couAmripidn SiEpxerar Taxtws Orous 10ToUC 10U TWHATOC, KUPIWS oro Arap Kok 100
veppoug. MMapampeiror eAdxiorn SIaxuon oTov EYKEPIAO.

Ayorepo and 1o 40% tou popudkou SeousUETaI and TIC TIPWTEVES Fou TAGouaroc. H
avaAOyia KaTavours ora epuBpokaTIapa TROS QU] Tou mAGouarog eivar fon pe 1.

To Moot o orrolo aTTEKKPIVETL HEGW TOU URTPIKOU y&Aaxrog, Exer utrodoyiorel oro 1/1000
g npEponas S6ong.

H vouAmipin Sev upiotaral evepyd perafodioud arov avBpwnve opyavicud., To 92% me
EVOOUUIKITE OO0NS amofdAerar péow rwv olipwv UE 11 HOPQIT Tou auerdBiniou papudrou, H
npioea i) AITERKEIONS TG OOUATTRIBNG arré To mAdopa eivar repitou 8 wpec. O dykog
KOTQVORIG TOU QapUaKkou O€ Karaoraon wopporiac eivai 0,94 Lkg.

O puBLds 0AIKG KaBapoews eivar 126 mi/min.

H OouATHIpION OTTEKKPIVETQ KUPIWG HEOW TWV YEPDWY, [HE TO UNXAVIOPG 1C OTTEIDQuUATIKAG
ombnong. H veppikn k&Bapon ouvnBuwg eivar iooSuvaun pe mv oAikh kaBapon.

5.3 T[poxAhivika SeSopéva yio TRy acpdieia

ZE PUKPOXPOVIEG PEAETEG Ce TOVTIKIQ Ko OPOUPOUS HE VEUPOANTITIKG (APLAKS
TEPIAGUBaVOREVNS Kot THG SouATipiBng £xer raparnpnBei o PEpIKG, aAAG O ot GAa
T gfdn, au§nuévn ouxvoThTa evOOKPIVIKGMY VKWV (HEPIKO! amrd Toug atrolouc ATay o
MEMOVOIMEVEG TTEDITITLITEIS KAKONBEIC).

H onpacia aurdy twy cupnpdrv otov avlpwiro Sev eivar ywwotr. Asv uTrdpxel
amodergn 67 1 XpNon e couATHEIBNG oxetiferar pe kivBuvo Snpioupyiac eykwy orov
avBpwrro. Dpwg Stav guvrayoypapolvIar VEBPOANTTTIKA ot aoBevelc pe veorrAaoia
TOU HQaTol 1} 1oTopikd Kapkivou Tou pactol, 8o TTpETEl vda eknpdrar o TBavoc
KivBuvag ot oxéor Pe 10 00EA0g aTrd T SeparTeia.

6. CAPMAKEYTIKEEX NAHPOOOPIEE

6.1 KaTtdAoyog ExSOywv

6.2 AocupBardrnreg
Aev epappolera.

6.3 Argpkera {wic

6.4 IS1aiTepeg TrpoPuAdgeIg katd 11y @UAGEN Tou TrPoiévTOC
6.5 POoN KAl CUOTUTIKA TOU TTEPIEKTN

6.6 O&nyieg xpAong xal Xeipiopoy

7. KATOXOL THL AAEIAZ KYKAQOOPIAL

8. APIOMOZ(O1} AAEIAY KYKAOQOPIAL
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9. HMEPOMHNIA  NPOQTHEI  EFKPIZHI/ANANEQIHE THY  AAEIAL
KYKACOOPIAL

10. HMEPOMHKNIA ANABEQPHEIHE TOY KEIMENOY

ek sk ek ok e e e oo e sk e e i ke ok ook e gl ok e ok ek ok o et ok e s s o o X ok o e e e s s e ok e e e o ke e e o e S e e deok e e

2) To DUAMo OBnyiiv yia Yo XpRoTn QUPHOKEUTIKWY ISIOOKEUGOUGTWY TTOU TTEPIEXOUY
OpaoTiké ovotankd SULPIRIDE, opiferar we £8nc:

| DPYAAD OAHTION NMA TO XPHITH

1. MPOZAIOPIEMOZ TOY GAPMAKEYTIKOY NPOIONTOX
1.1 Dvoua:

1.2 ZOvBeon
Apaornkn ouoia: Sulpiride

ExdSoxua:
1.3 PuPppPAKOTEXVIKF HOPYI}: - Kayouheg
- Mioxia
- ZipdTH
- Eviowo Sidhuug
1.4 NeprexnikdTnTa o8 Spaoniki ouoia: - Kdwouhes: 50 mg/CAP

- Mwoxia: 200 mg/TAB

- Lipdm 25 mg/5 ml

- Evéowo Sidhupa: 100 mg/2 mi
1.5 fleprypagi-Luokguaoia
1.6 Puppakobeparreuniky karnyopia: AVInUuxwoiks

1.7 Ywre0Buvog adeiag xukhogopiag:

1.8 NupookeuaoThg

2. Tl NPENEI NA INOPIZETE I'A TO ©APMAKQ NOY IAY XOPHIHIE O
MATPOX TAZ

2.1 Fevikég wAnpogopicc

To @dpuaxo meméxer we¢ Spaoniky oucia couAmpidn, n omoia aviaywvilero
EXAEKTIKG Toug uttoloxeis g Dy/D; viomapivng  péow twv omoiwv @diveras Ot
ggaokel Ty veupoAnTrTikg Tng Spdon.

2.2 BeporreuTikég evBeilerg
VUXWOIKES KUTATTAOE! OTIWG TXIZOPREVEIT KAl OPYAVIKS WUXoTivEoouo.
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2.3 Avrevdeileig

- YmepevaioBnoia orn couAmpibny of KAToI0 AAAD aTd O CUTTATIKA TOU
PAPUAKoU,

- Mapousia TPOAGKTIVO-ESRTUIPEVUIY OYKWY TT.X. TIPOACKTIVWHA Oty UTTOQUOCTH Kol
KAPKIVOC TOU --paoToU.

- GaoypWHOKUTIWMA, ot TToppupia.

- ZuvBuaopog pe AeBovtoma (BA. 2.5 AAANAemBpaceis e GAAG QAPHOKT 1) OUDIES).

2.4 Eibixéc wpoaiborromoeig Kar 1IDIaiTEPEG TTPOPUAGELIS KUTa Ty Xprion

2.41 Tevikd: Omwe ko pe dMAa veupoAnmmikd prropei va gppoviorel  Kakorifeg
Neupohinmtixkd ZovBpouo, Wi duvnrikd polpaia eTTiTAOK, n orroia xapakmpileral ard
urrepBeppia, pulkn okapyia ko SUCALToUpYia ToU auTOVOHOU VEUPIKOD OuoTiparog. H
XOPAYNON TS COUATNRIONG TPETTEr va BIGKOTTE OF TTEPNTTWOT) TTOU ERQOVICTE UTTEPBEpUI
AYVWOTNG iTiag.

Egpdoov n veupoAnrrniky] aywyr} xpiverarl amoAltwg arapaitnmn o€ aoBevy pe vooo rou
Parkinson, yopei va XopnynBei couhmpidn, amaiteital pweg Tpoooxs.

Ta veupoAnTITIKG pITOpEl va EAQTTOOOUV Tov OUDG Twv OTTacpiv, av Kot autd Oev EXEl
afiohoynBei pe TN couhmpidn. Emropévorg, aobeveig pe woTopikd emAnyiag Ba Trpémar va
TapakohouBolvral oTevd oTh SIGPKEIR THS OYWYNS PE CoUATHRISH,

Te mephmrwon vegpixic avettapxeiag n Gooohayia Ba rrpérrer va pernBel (BA. 2.6 Aowsochoyia
Ka TROTTOS XopAynang).

Orrwe Ko PE GAAG VEUPOANTITIKG, XpeiddfeTtal 15iiTepn TIpOOOXH oM Xopniynon mg
couhmpiding o nAkwpévous aobeveic.

10 randid, N OUQAASI KAl N GITOTEAECUATIKGTNTA TNG OoUATTIRIdNG Oev £xet peAeTn el
emapkwe. Etropéviog, ypetdleral mpoooxn n ouviayoypagnon oL aidid (BA. 2.6
Aoocoloyig kot TROTTOC XopHynong).

e aoBeveic ue eOETIKA CUUTTEQIPOPA 1] HE QVNOUXIO KAl TTApopUNTIKEy CURTEMPCRG, 1
couhtripibn Ba TrpéTel va XopnynBEel padi JE KATTOD NEEWIOTIKG YAPUCKO,

Napdragn 1ou dgotiuares QT

H couAmpitn prropel va rrpokaAEoer Trapdraon Tou SiaoTthparog QT. Autry n dpaon, Trou eivat
yvwoTs Om evioyOer Tov kivbuveo eugdvions cofapng kohakns appuiag 0twe n “oucTpo@n
TV QIXROV”, evioxueTal amd tnv rpoltrapyouoa Bpadukapdia, Ty utrokastaipia, 1o cuyyeveg
| evriKTnTo peydho Gidotnua QT.

2.4.2 Kinon
H xprion ¢ coukmipidng 08 cuoTAvETal KATA Try SIAPKEKT TG EYKUHOTUVAC AdYW
TIEPIOPITREVNG ERTTEIRIaG.

2.4.3 fodouyia
H coukmpiln Exer avixveudel oro yaha yovaikay utrd aywyr}. Etropévieg, n yahouyia
avrevdsicvuron kard 1y SIGpKEIR THE Ayoyng.

2.4.4 EvtiSpoon ornv IKavoTnTd oBGYNONC KOl XERITHOU PRYAVEIV

AxOpa kit OTaV  XPNoIUOTToEITON CUPQWVE UE TIC CUVTaYOYpogIkES odnyieg, n
gouAmpidn UTTopEl va ETMPEAoEr TO Xpovo aviilpaong He AmoTEAEGHA N RavomTa
odRYNONEC OXNUATWY ] XEIPIOHOU UnXavnpdTy va peiwBel.
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2.5 AAAnAemidpdosig pe dAAa @dppakd i ouoisg

fuvduaouol TTou avrevSEikvuvTal

Aefovroma: H AePovrdtra avraywvifetar Tig BpATES Ty VEUPOANTITIKIY Quppdxuwy
KO QVTIOTROQWC,

ZuvdungLiol TTou 8t CuVIOTWOVIG

Owérveupa: To owdTveupd PTTope! o eVIOXUOE! TIS KQTOTTRCNTIKES Opdoes Twy

VEUPOAITTTIKLOV TrapayovTwy. Ta arkooAoUxd 11014 KOt TO QABHOKA TTOU TTEPIEXOUV

QAKOOAN TTRETYES VA CITOQENYOVTAL.

ZuvBuaopoi PE TIG TTOPAKATW QOPUAKEUTIKES OVWYEC TTOU uTropsl va TTROKOAECOUY

KOUTTROPNA TV QIYLWVY

- Gdppaka Tou wpokoAoly Bpaduxapdic omrwe ol B-avaoToAeic, avagToreic Ty
Olathwy aaBeotiou Tou Tpokaholv Ppaduxapdin &mwe n SATialipn xar g
Beparrapiin, Khovidiv, yovavpaoivn, SoxtuAinda.

- Pappaka ToU TROKCAGTHY UTTOKOMUILIC! UTTOKGAIGHIKE BIOUPATIKG, UTIOKTIKG, B
aUPOTEPIKIVIT EVOOPAESBILIG, YAUKOKOPTIKOEIDY, TETPAKOCAKTIBES.
H utrokaAiaipia Ba rpérer va SropBuwBel.

- AvniappuBpikel Trapayovreg karmyopiag la dmwg kvidivh, Siootrupopidn,.

- AvriappuBpixoi Trapdyovies katnyopiag Hl 6wwe apuwdapdvn, TOTAAGAR

- AN @apuaka  OTwg oSN, coultoTipiBn, OAAOTIERIBOAN, IITTPAUVIKG
avrikaraBArnmmikd,  Aigo,  BerrpibiAn,  owoarpidn, Beaiopidalivn,  evBogAiBia
gpuBpopukivn, evBOMAERi Bivkapivn, ahrogavipivn, TreEvradivn,
oTrappiofaoivr,

ZuvSuaopol TTou TTpETTEl va AapavovTos uTrdwn

*  Avnimepracikd gdppaka: avnimepraoky Spdon ko aufnuévn mlavénTa
eppaviong opBooTtankng UTTdTaong (GBpaTTIKG arrotéheoua).

s KoraoraAtikd tou KNE mrou epihauBavouy vapkwTikd, QVOAYNTIKG, KOTOOTOATIKA
TWY  aviaywwiotTwy  Twv  Hy  umoboxfwv g woTapiviig,  Rapfrroupikd,
BevioBialemives, Kar GANG QyXOAUTIKE, kAoviSivn Kal Guyyeveic ouaiec,

+  Aviidiva Kat 0oukpaAearn: H amoppéenon e couAmpiBng HEIDVETO HETG aTTO
ouyxopiynon. Tuverrig, n coukmpidn Ba mpémer va xopnyeitar 1o AlyoTepo 500
WPES TPV aTrd AuTd TA @APUGKAL. ,

¢ To AiBio aufdver rov KivBuvo eppaviang eSwTTUpaIBIKGY CUITITWUATY .

*  H CoUATHIDION eVBEXETA VU PEGCE! TNV ATTOTEAETHATKOTNTA e POTTIVOPSARCG .

2. 6 Aooodoyia ko TPOTTOG XopRynong

Tpdrroq xoprynong:
- Kétpoureg, Sioxia, oipdrme arnd ro oréua.
- EvEowio Sidhupd: evBopuikn.

AogoAovia: H SovoAoyia e§aropkelierar aViAoya Ps TIC avayKkes KaBe auBevouc.
Apxixn Béon 200-400 mg, ddo @opés TV NUEPE TS TOU OTOUATOS TTOU TTOPE! Vo
aufniei éwg 1200 mg nuepnoiwg, 1Biwg ot aoBeveic pe Benkd oupTITRpATA.

EonBor dyvw 1wy 14 eviov: 3-5 mglkg Bépoug owparog nUEPNGiwe.
Na pry xproigorroeitas o mandid Kavw Twv 14 £1av, D61 n KAk epmepia siven
QVETTUPRKIG.
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Negpikn averrgpkelq: Eneid n coukmpidn amekxpiverar pECW Twv veQpwy, Ba TTRETIEL v
Xopnyeivar pe Sooohoyia pewvpivn kard 35-70% 1) Siakekoppéve oyfipa xopAynong o:
QOBEVEIQ PE VEQPIKY) aVETTAPKEID.

Awdhupag yia evBopuiks YORHYIIan: via apyikr evBouuikd aywyr 200 Ewg 800 mg
Ruepnoiwg, dnhabn 2 £wg 8 puotyyes Ty REEpa, ouvABwe via BUo epdouddec.

2.7 YwrepSooohoyin - Avrigerarion

H epmepia amé thv umepdoooloyia pe  coukmpidn  eival TEPIOPICHEVT. ZE
TIEPITTWOEL uTrEpBocoAoyiag, UITOPE! Vo eppavioToly EKBNALCEIC SuoKIvnoiag pe
OTIaoTIKG paifdxpave, mposkBoh) e yAMbooag ko Tpiopés. Opiopévo aoBeveig
HTTopel va avarrti§ouy arrsiAnrikég via 1y {wri roug exdnAwoeic Parkinson kar KU
H ooukrmipidn amopakplverar Pepikig pe arpodidAvon.

Aev umdpxer kamolo e18IK6 avridoro o coukmpitn. H avnperoTon sivay pévo
CUMTTTWHATIKN.

Ou yrpérer eopéviug va AapPdavovial 1A KATAMNAG UTTOOTHPIKTIKG HETRO KO
CUOTAVETA! 1] OTEVI] TTAPAKOACUENOT TWV JWHKIY AEITOUPYHIV Kot TC Kapdg peyo
0 QuBevig va avavijper.

Iy mepinmtwon  coBaplv  eEWTTUPUIBIKGOY  oUTTWEATEY, Ba TTRETTEL  Va
YOPNyoUvVTOE CvTIXOAVEDRYIKG papUaKa.

2.8 Ty wpérret va YVWPILETE o1y TrEPITITWON TTOU TTapaAsiyers va TTapeTE Lic
Goon

Eav rrpémer va AauBavete 70 pdppoxo o 1axTd xpovikd SiaoTRpaTa Kat rapaieipare
pia 8oon, Ba wpémel va TRV AABETE 10 SuVTOPATERO BuVATS, EPOTOV TO KaraAapare
kard 1n Sidpreia g nuépag. Edav ev to0Toig n nuépa éxer TapéABe kol TARGIAdEl n
WPa yId ™y £Topevn 36aT], CUVEXIOTE KavovikG Trv aywyn xwplc va AdaBete m d6on
TTOU TTORaAEiyare,

Mn dmmAaoiadere g Sdoeig,

2.9 AverriB0unreg evEpyYEIES
Kap&iayyeigréc Siarapuyéc

- DpBoorankd urrdraon :
- FMloAd omdvieg TrepTitoeig Tapdraong Tou diaoriparog QT ke ‘TUTTPOPRS TWV aixuwy’

EVOoKpIVIKES BIOTORUXEC
- YTreppohoknivaLia

Cevikes Sirapayéc kat evoXAROEIC a1 BEan XopRynone
- Orwg pe 6Ax 10 veupoAnTrrid, kakdnBeg olbvBpopo (BAETE 2.4 EIdikEg Trpoaidomoifoeic Ko
IBiaiTepes TpouAGEEIs Kard T Xprion) 1o omolo tivar pia BuvnTiKd poipaio eTTAoKn

- Algnon Bapoug

Haroxohkéc Siarapayéc
- TIoAD Oovrdvieg TEPITTTWOEL QUENTNG TWY RITATIKWLV EVEULIIV
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AlTapoyEC ToU VEUDIKOD QUOTRLOTOC
- Karaotor 1§ urrvnila
- ESWITUpONBIKG OUPTITINOTA KO OXETIKES DIOTApayEC:
o Tapkvoovigpde Ko OXETKG  SuPTITOUaTA: TpOUOG, umepTovig, utokivRoia,
UTTERMETRN TiIEAAGPOIQL.
+ Oteia duokivnoia kar ductovia (oTraopol paiBdkpavou, Kpion TEPpIGTPOQHiC
apOaAKwY BoABay, Tpioube).
* AxaBnoia.
Ta ouprrrdpara autd eivar yevikd AVOIOTPEWIIG  KATOTRV  XOPAYNoNC QYTITIUPKIVOOVIKHC
Qywync,
- Bpabukvnoia (xapaxinpilera and puBuikéc, aKoUTIEG KIVATEIG apxikd NG yALoaag ko
TOU TTROCWTTOU) X2t QvaPepBel HETA T Yoprynon 3 unviov Kot dvw, &rrwg oupBaiver pe dAa
@ VEUpOANTTIIKG. H  avimTupKivoovikr aywys dev givon AmoTEAETUOTIKY 17 pTTopsl va
TTPOKCUAEDE) eidEivwon TWwY CUPTITLHATWY.
- ToAl  orrdvies TepmMTOIOE oTraopdy  Exouy avapepBel  (BAéwe Tap. 2.4 Eidikéc
TTPOLIBOTIOINGEIS Kat IBIQITEPES TPOYUAGEEIS KaTd Tr xenond.

AVOTTOpAYWYIKO CUOTNLT Ko SIOTapaYEC TV UoTY

- AIOTAPAYES TTOU OXETILOVTCH BE WITERTTROAGKTIVAIICY
»  Taloktdéppoa

Aunvoppoia

MuvaikouaoTio

MoyRweon paoTol Ka paotoduvia

LELOUOAIKN BucAerroupyia kar avikavoTTa

Alarapayes Tou BEpuaros kol Tou UTIeSSPIoU 1I0TOY
- MoAd omrdvies TepITToE; knASoBAandwsoue eCavBipaTog

Eav epgaviotodv  of Tapamdviy 1§ GAAEC QVETNIBUPNTES  EVEPYEIEC Trou  Bev
TEQIYPAPOVTQ OTO KElyevo autéd oupBouleubeite apéowg 10 yiarpd cac.

2.10 Huepopnvia Afgng Tou mpoidvrog
Avaypagperan otnv eEWTEPIKA ousKeuaoia.
ZE ERITTTLOON TFOU 1} nuepounviat £xer TTapéAder uny 1o YPNCIJOTIONCETE,

2.1 15iaivepeg wpoguAdieg yia i 9uAaén Tou TPEIGVTOL

KapouAeg, 50mg/CAP: Aamnpeltar oe Bepuokpaaia mepiBalhovioc (£ 25°C) kal
TIROCTATELUEVO aTTd TO W,

Lioxia, 200mg/TAB: Aiarnpeital ot Bepuokpasia mepIBEAiovTog.

Lipom, 26mg/Bml: Aomnpeital o8 8epuoxpuaia mEpIBaAAoviog (£ 25°C) ko
TTPOCTAUTEUPEVO QTTO TO PLIC.

Eveoio Sidhupa, 100mg/2mi AMP: Aiinpeital o Peppokpacia wepiBdAlovrog kas
TTROOTATEUUEVD aTTd TO QLig,

2.12 Hpepopnvia TeAeutdaiag avadedpnornc Tou pUAAou oBnyioy XpRONg:

11



AAYETI-E.4250-13/2
(240)

| 3. NAHPO®OPIES A THN OFOOAOTIKH XPHEH TON ®APMAKGN I

*To @dppaxo qurd 0aC 10 £YPOYE O YIAQTPAC TUc UOVO Yia 10 OUYKEKPINEVD iaTpid oog
TpoPAnpa. Ae Ba wpéren v 10 BIVETE 08 GAAa dropd A va 10 XPNoWOTolEle Vg KATTOIT GAAR
TABRON, XWRIG TTpoNYoupEVIg v EXETE oUBBouleutel 10 yioTps oo,

« Edv kara Tty Oidpreia NG Sepomeiag cupaviotel kdTToo TTPOBANUG HE 1O @URUOKD,
EVIHEQUIOTE QPETWES TO YIATPE 0ag 1} TO QUpMOKeTTod oacg,

» Eav &xere ommoialATIoTE EpWINPOTKA YOpW aTmo 1ic TARPOPOPIES TTOU QPOPOIY TO QAPUUKC
ToU AAPBAVETE 1} XPEIGEECTE KAAUTEPN EVAMEPWOT VIO TO IGTHIKG Gag TpoPAnna pn Siotdoste
val ENTAGETE TIG WANPOQOPIES TUTEC LTS 10 VIGTPS GAC 1) TO PUPLITKOTTOIG TUC.

o N0 Vo givar QTIOTEAEUPATIKG Kot OOQUALS TO GAPUAKD TToU sug Xopnynbnke Ba mwpémel va
AopBaveran copguva LE Tig odnyite Tou oag 568nkav.

» Nty GOPAAEIR oag kar TV Uyein oag elvar amapaitto vo SlaPdocte ug Trpoooyh KdBe
TANPOYORIC TTOU GPOPU TO YAPHUKO TTOU GUg XOpnYAPRKE.

+ Na pn Diampeite 10 pappaKa o eppapla Tou Aoutpol, HidT 1 CEoTn KOy ny wypagia yiropsi va
CAACIDOOUV 10 PAPHAKD KA Vit 10 xaTaoTiaouy smBAaBES yia Tnv uyela s1sted

*» Na pnv Kparare pdappaxa oy 3y 1a XpeialeoTs Aoy A Trou Exouv [10n Mijgel.

» 10 peyaAUTEDR QoRAALID KPATETE AR TO PAPHGKT OF SOQUME UEROG MUKpIA aTTd 1O TrendId.

4. TPONOZ AIAOEIHE

To pappake aurd xopnveirar ye oTrAr aTpikn ouvrayn.
TnA. Kévrpou AnA. +30 210 77 33 777
3} Ot Bikarody ol KOt aVTITTPOGWITO! UTTOXPEOUVTA YIC TV EQUPHOYT TG OVWTEPW EYKUKAIOU
4) Kordmv twy avwtipuw Trales vex 1o OE 1) EyKOKAOG HaC ue ap. 20754/13-5-2005.
Kewomroinon:
Er. . SANOFI AVENTIS AEBE H AIEYOYNTPIA AYED

1° xAL. A TTAIANIAT — MAPKOMOYAOY
190 02 TAIANIA ATTIKHE

Ap. A. KOYTEOYKH

ATTOBEKTEC VI evEpyEID ©
1. Ymoupyeio Yyeiag & Kowvwvikic AMAeyyine

Alvon Qopudkwy & Papuakeimy iy e
Apiotoréhoug 17, 101 87 ABrva /{"w‘j;.-_-"-_";

2. TEEGAAYT o
A Meocoyeiwv 136 e Ty
165 61 ABrva koo s e '

3. Yr. Epyaciag Arraoxoinong & Ko;vdﬁi&ﬁ-ﬁ,LﬂQogﬁc}i@g--‘.-‘ CAD¥
Cevikr Mpappareia KovwviKwy Agpaiidesn: . e Cfeun GPTIFOROYAD
Alan Acgpdhiong AoBéveiag & Mmpﬁm%ﬁ@f{\/

Zradiou 29, 101 10 ABiva
(HE TNV TTOPAKANIOT] EVIHEPWONE TWY ACQUMOTIKGV
Tapeiwv mou Trapéyouy Yyeiovopikd MepiBaiymn)

4. DNaveAAivio farpiké ZoAAoyo
NMAoutdpyou 3, 106 75 ABAv
(He TV TTaparAnGn eEvpEPWon Twv
TOTTIKGW [OTpIKGY ZuAAdywv g xWpac).
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10,

11.

12.

14,

15.

18.

17.

18.

Maveirivia Eviwon Sapuakotrondv
Kopuldn 6, 117 43 ABrjva

MaveAdiivio @apuaxeutikd ZlAloyo

Mepanig 134 & Ayobnpépou

118 54 ABrva

(ME TRV TApAxANGn EVNPEPWITNG TWV

TOTTKWV POpPaKeunkuv ZUAASYWY e xipag)

Mavelnvia Evion @apuakoTromy
NoonAeutikuwv 18pupdrav
MiyaAakotrothou 99, 115 27 ABrva

IKA-$app/xr) YTmpeoia
Ay Kwvivou 8, 102 41 ABrjva

O A Khddog Pappakeurikic Fepi@aiyng
Merrnofwy 30, 108 77 Aérva

Oikog Nalrou Melpaitg
K.NaraoAdyou 15
185 35 Hewpoudie

Oikog Natrou ABrivag
Madorwvog 2 & MNamoiwy
106 77 Asrva

Kévrpo Aninrnpidocewy
Noookopelo MNaidwy “M.& A, Kupiakod”
115 27 Toudi Abriva

LPEE
A, Knpioiag 280 & Aypiviou 3
182 32 XaAdvdpt ATTikng

NaveAdrivia “BEvwon ®apuakopiopnxaviag
Adpwa 7, 115 24 AprreAdxnrrol, ABrijva

2UAAoyo Avifrrov Qapuakeutikav Eidwv & EifikoriTwy
GCdé6g Turoiou

180 xAp. EBvikig odol ABrvtiv-Aapiag

146 10 N. EPYOPAIA ATTIKHE

AeAtio Ayopavouiac
NavemoTtnpiou 42, 106 79 A8Rva

TEBE — Qappaxeutikég Yrnpeoieg
Ay. Kwvoravrivou 5
103 51 A@HNA

Mn pEAn ZudAdywy
{61rwe o mivakac)
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EXQTEPIKH AIANOMH:
1. Alvan ABiohoynone Dpoidviwy
a} Tunpa ASiohdynone Capuakeutikwy Tpoidviwy
B) Mpappareio A’ uiuarog Emormuovikol ZupBouiiou Evkpiosuv
2. Alvon MAnpoopdpnong & Anu. ZyEoewy
3. LAlvon Qapfkav Mehetiov & "Epeuvag
4 Alvon Afkwv YTinpeotiv EAEyyxou Npoitvrwv
Turfua Exdoong & Kwd. Amopdcewy
5 Mpapuareio AsurepofdBuou Emornuovikot ZuuBouhiou
eyx/2008




