ITAPAPTHMA 1

MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
Aripiprazole Accord 5 mg, dioxia

Aripiprazole Accord 10 mg, dwoxkia

Aripiprazole Accord 15 mg, diokia

Aripiprazole Accord 30 mg, dioxkia

2. ITOIOTIKH KAI TIOXOTIKH XYNOEXH

Aripiprazole Accord 5 mg, dioxia

Kd&0e diokio mepiéyet S mg apumimpaloAng.

"Exdoyo ue yvooti 6pdon

Kd&0e diokio tov 5 mg mepiéyel 63 mg Aoktolng (g povodopikn ).

Aripiprazole Accord 10 mg, Siokio

Kd&0e diokio mepiéyetl 10 mg apimimpalding.

"Exd0y0 e yvomorth dpaon

Kd&Be diokio tov 10 mg mepiéyet 59 mg Aaxtdling (og povoidpikn).

Aripiprazole Accord 15 mg, dioxia

Kd&Be diokio mepiéyet 15 mg apimmpalding.

"Exd0y0 e yvmoTti) dpacn

Kd&0e diokio tov 15 mg mepiéyet 88 mg Aaxtdlng (og povoidpikn).

Aripiprazole Accord 30 mg, Siokio

Kda0e diokio mepiéyet 30 mg apimimpalding.

"Exd0y0 ue yvootn 6paon

Kabe dokio tov 30 mg mepiéyet 177 mg Aaktolng (og povoidpikn).

IMa tov TAnpn kaTdloyo Tov ekdoywV, BA. Tapdypapo 6.1.

3. ODAPMAKOTEXNIKH MOP®H
Awoxio

Aripiprazole Accord 5 mg Sioxia

Mn gmikoAvppéva, apeikopta SioKio UTAE YpOUATOS, WAKOVS Tepinov 8,1 mm, TAdtovg 4,6 mm,
TPOTOTONLEVOL 0pBOYMVIOL GYNIOTOG, LE XOPAYUEVT] TNV EVOElEn «AS» ot pio TAeLPa Kot yopig
évoelEn oty GAAN migvpd.

Aripiprazole Accord 10 mg diokia




Mn emkoroppéva, apeikvpta diokio pol ypoduatoc, pnKovg tepinov 8,1 mm, tAdtovg 4,6 mm,
TPOTOTONUEVOL 0pBOYMVIOL GYNLATOS, LE XOpayUEVT TNV £vielin «A10» ot pia TAevpd Kot xwpig
évoelgn otnv dAAn mhevpd.

Aripiprazole Accord 15 mg diokio

Mn emiKoAVUPEVE, QUEIKVPTO JIOKI0 KITPIVOL YPDOUOTOC, SIAUETPOV TTEpimov 7,14 mm, 6TpoyyvAoD
OYNUOTOC, e AOEOTUNEVO AKPO, LE Yopaylévn TV EvOelEn «AlS5» ot pio mhevpd Kot xopic Evoeitn
TNV GAAN TAELPAL.

Aripiprazole Accord 30 mg diokia

Mn emikodvppéva, apeikvopto diokio pol YpouaTog, Stouétpov tepinov 9,1 mm, 6TpoyyvAon
OYNUOTOC, LE AOEOTUNEVO GKPO, UE Yopayuév TV Evoelén «A30» ot pio Thevpd Kot yopic Evoeitn
otV GAAN Thevpa.

4. KAINIKEX TAHPO®OPIEXZ
4.1 OgpamevTikég EVOEiEelg

To Aripiprazole Accord gvdeikvotat yo t Bepaneio g oyiloppévelog o€ eVAMKEG Kat 91OV
nikiog 15 etdv kot Gvem.

To Aripiprazole Accord gvdgikvotat yo t Bepancio Hmiov Emg cofapdV HOVIOK®OV EXEICOSIOV 6E
AwoAun Awatapoyn tomov I kot yio v TpoAnyn vEou HoviakoD enEGodion 6 EVIAIKESG TOV
EUPAVIGOV KVPIMG LOVIOKE ETEIGOO10 KOL TOV OTTOIMV TO LOVIOKE ETEIGOI10 OVTOTOKPIONKAY 6N
Oepameia pe apummpaloin (BAéne mapdypago 5.1).

To Aripiprazole Accord evdeikvutat yio ) Oepamneio Tov pETpimv mg cofupmdv HaVIOK®OV ENEGOdImY
o€ AumoAn Atatapoyn tomov I og epNPouvg nhikiog 13 etdv ko dve péypt 12 efdonddec (PAéme
Topdypao 5.1).

4.2  Aocoloyio kol TpOTOS YopyNons

Aocoloyia
Eviiixeg

2yiloppévera:  cuvioTduevn doon évapéng tov Aripiprazole Accord eivar 10 mg/muépa 1

15 mg/muépa, pe doon cuvenpnong 15 mg/muépa, xyopnyodueva o @opd nuepnoing, aveaptnTeg
TV YELUATOV.

To Aripiprazole Accord sival amotedeouatikd og £va e0pog d6cemv amd 10 mg/muépa £mg

30 mg/muépa. Aev €xetl amoderyBel avénuévn amoTEAECUATIKOTNTO PE OOCELG LEYOAVTEPEG LLOG
nuepnotag 06ong 15 mg av kot pepovapévol acbeveic propei va opeAnBovv amd o peyoddtepn
doon. H péyiom nuepnolo 06om dev mpénetl va, Eemepva ta 30 mg.

Mowviaxa. emeiaodio oe Aimodikn Arazopayn tomov I: ) cuvictdpevn d6on Evapéng tov Aripiprazole
Accord givar 15 mg yoprnyodueva pe Tpoypoppo AYnG ag opag tnv nuépo aveEaptitmg YELUATMV
¢ povobepamneia N Oepameio cuvdvacuov (PAEre Tapdypago 5.1). Opiopuévor acbeveic pmopei va
oeeAnBovv and vymrotepn d06on. H péyiotn nuepnota d6om dev pémetl va vaepPaivel ta 30 mg.

Tlpoinyn vrotporng uoviakwy emelcodiwv oe Aimoiikn Arozopoyn tomov I: yiow TV TPOANYN TG
VIOTPOTNG LAVIOK®DV EMEIC0dIV o€ acbeveig mov Aapfdavouv apimmpaloin wg povobepameio 1
Bepaneio cuvoLAGHOD, cuveyioTe T Bepaneia otny 1010 60T . PuBuicelg g nuepnolog docoroyiag,
neptAapPfavouévng peimwong g 0oong, mpénet va, eetdloviat pe facn TV KAVIKY KotdoToom.



Houdrarpirog ninBoouog

2yloppéveia oe epnifovs nlikiag 15 etdv kot dvw: | cuvicT®dpevn 60om yia to Aripiprazole Accord
elvar 10 mg/mpépa yopnyovpeva ce oyfUa Log opdg nuepncing ave&aptitog yevudtov. H Bgpaneia
npémel vo, apyiletl amd 2 mg (ypnoporoidvrag mosuo dtdAvpa apurimpaloing 1 mg/mL) eni 2 nuépeg,
pe Tithomoinon og 5 mg yo 2 emmAEOV MUEPES TPOKELLEVOL VO, EMLTEVYOEL | GLVIGTAOUEVN MLEPT|CLA
d0om tov 10 mg. Otav kpivetar katdAinro, eraxdAovdeg avEnoelg g 606MG TPEMEL VAL YOPTyouVTOL
o€ KAdouato Tov 5 mg ywpig va vrepPaivetor ) wEYoTn nuepnota 66on tov 30 mg (BAéne
mapbypago 5.1).

To Aripiprazole Accord sivat amoteheouatikd og €0pog d6cemv amd 10 mg/muépa £m¢ 30 mg/Mmuépa.
Agv éyel kotaderyfel ovénuévr amoTEAECUATIKOTNTO PE OOGELG VYNAOTEPEG TNG UEPTOLUG HOCNG TOV
10 mg mapott pepovopévol acheveig etvar mbavo va oeeinfovv and vymidtepn dooN.

To Aripiprazole Accord dg cuviotdtat Tpog yprion o€ aobeveis pe oxlloepévela nAKiog KAT® Tov

15 etdv AOY® OVETOPKOV OTOLXEI®V 0oQAAELNG KOl amoTerecpatikOTNTOC (PAETE Tapaypdpovg 4.8
Ko 5.1).

Moaviaxa ensioodia Aimwolixng Arozapoyng tomov I oe epnfovg nhikiog 13 eTwv kol Gvw: 1 GUVIGTOUEVT
docooyia yio. to Aripiprazole Accord givar 10 mg/muépa yop1yoOUEVE, GE GYALLOL LLOG POPEG
nuepnoing aveEaptntmg yevpdtwv. H Bepaneia npémet va apyilet amd 2 mg (xpnoLOToIdVTOG TOGILO
dtdAvpo, apurimpaloing 1 mg/mL) eni 2 nuépeg, pe Tithomoinon og 5 mg yio. 2 emmAL0V NUEPES
TPOKEWEVOL Vo, emiTELYOEL 1| GLUVIGTOUEVN NUEPN ol dOon Twv 10 mg.

H dubpxera g Oepaneiog mpénet va eival 1 EAGYLOTN OmopaiTnT Yio TOV EAEYYO TOV CUUTTOUATOV
Kot ogv pémel va vrepPaiver Tig 12 efdopddec. Aegv €xet kataderyBel avEnpévn amotelecpaTIKOTNTA
ue d0celg VYNAOTEPEG TNG NUepNolag doomg Tov 10 mg, kat pio nuepniota d6on Tv 30 mg oyetileton
Ue pia 0VGLOOTIKG VYNAOTEPT] GLYVOTNTA ELPAVIONG CNUAVTIKOV aVETIOOUNTOV EVEPYELDV
neprapfavopéveov coppapdtov oxstikov pe EPS (eEomupamdikd copntdpoata), vevnido, KOmwor)
Kot ovénon couatikod Bapovg (Préne mapdypapo 4.8). ['a avtd docelg vYNAOTEPES O

10 mg/muépa o Tpémet vo xpnotuomolobvtal LOVo ce eENPETIKEG TEPUTTMOELS KAl LLE GTEVI] KAVIKN
nopoakoAovOnon (PAéne mapaypapovg 4.4, 4.8 kar 5.1).

Ot vedtepot aobeveic Exovv avénuévo kivouvvo va eppavicovy avembounteg evepyeleg oxeTCONEVES e
mv apummpaloAn. Tuvenmc, o Aripiprazole Accord dev ocuviotdrol yio. yprion o€ aobeveic nAikiog
Koto Tov 13 etdv (BAéne mapaypdeovg 4.8 kat 5.1).

Evepebiototnra oyetilopevy e avtiotiky 01010poyn: 1 0CQOAELD, KOL 1] OTOTELEGUATIKOTITA TOV
Aripiprazole Accord og Toudid kot e@fjfovg nhikiag kétm tv 18 etdv dev Eyovv ok TEKUNPLODEL.
Ta mapovto drabécia dedopéva meptypapovtol otny mapdypapo 5.1 akid 6e pmopel va yivel
ovoTACN Yo, TN 60G0A0Yid.

Tix wov oyetilovrar pe o avvopouo Tourette: | aoPAAELN KO 1] amoTeEAEopOTIKOTTA TOV Aripiprazole
Accord og Toudid kot eprifovg nikiog 6 — 18 etdv dgv Eyovv axoun texunpiwdei. Ta Tapovra
Srabéopa dedopéva TEPLYpAPOVTUL 6TV ToPdypago 5.1 aAld dev pumopel va yivel choTOo Yo TN
docoloyia.

Eidikoi wlnBoouoi

Hramixy dvalertovpyio,

Agv amarteiton pHOon g docoroyiog oe acheveic pe o ¢ HETPLO NTATIKT OVGAELTOVPYIO. X€
acOeveic pe coPapn nratikn SveAettovpyia, To SESOUEVE, TTOV LILAPYOVY EIVOL CVETOPKY Y10 VO,
Kkafopioovv GUYKEKPIUEVEG CLOTAGELC. ZTOLG acbeveig avTodg 1 pOOIoN TG docoroYiag Oa Tpémet va
yiveton pe mpocoyn. 2otdc0o, 1 LEYIoTN Nuepnote 06on Tov 30 mg Bo TpEREL VoL XPTCGILOTOIEITOL [E
npocoyn o acbeveic pe coPapn nrotikn duciertovpyia (PAéne Tapdypago 5.2).

Negpirn dvoiertovpyio,
Agv amouteiton pvBuon g docoroyiag e 0obeveic e veppikn duoAertovpyia.



Hiiouévor aobeveic

H acedieio ko 1 omotedeopatikotnta tov Aripiprazole Accord yio ) Oepancio tng oyilloppévelag 1
HOVIOKOV €TEG0dImV otn Amodkn Awotapayn Tomov I og acbeveic nhikiog 65 eTdV Kot peyahdTEPOLG
oev €yetl amoderyBel. Adym avénuévng evarcOnociog tng mAnbvouiokng avtg opddas, B Tpémel va
e€etdletan n yopnynon kpoTeEPNS 600mMG Evapéng 0Tav KAVIKOL Tapdyovies To dtkatoloyovv (PAEme
mapbypago 4.4).

Dolo
Agv amotteitol puuion g Socoroyiog Yo TIC yuvaikes aoOevels, 6€ GUYKPIOT| LE TOVG GVOPES
acBeveig (PAéne Topdypogo 5.2).

Karviotec
SOpemva pe T HETOPOAKT 080 Tng apmmpaloAng dev amotteitan podUIoTn Tng 60G0A0YING Y10 TOVG
Komviotég (BAEme Tapdypago 4.5).

Tlpooopuoyss e 0oons 10yw aiiniemiopdoewv

Orav vrdpyet tovtdxpovn xopnynomn woxvpov avactorémv tov CYP3A4 ) CYP2D6 pe apimmpaldin,
1 8601 ¢ apmurpaloing Ba tpémel va erattdveral. Otav o avactoréag tov CYP3A4 1 CYP2D6
amocvpetal omd ™ Bepomeio. GuVILAGHOD, 1 80T TG aplTmpaloing Oa Tpémel petd va avédvetot
(BAéme mapdypago 4.5).

Ortav vrapyetl Tontoypovn xopnynon woyvpov enayayéwnv tov CYP3A4 e apumimpaloin, n d6on g
apumimpaloing o mpénet va avédvetat. Otav o emaymyéog tov CYP3A4 amocdpertal and ) Oeponeio
ouvdLACHOV, 1| 600N TG apuTmpaloAng B TPENEL PETE VO LELOVETOL GTN GLVIGTAOUEVN SO0 (PAEmeE
Topaypao 4.5).

Tpdroc yopynong

To Aripiprazole Accord mpoopiletat yia b TOL GTOHOTOS YPN oM.

Ta Stoomepodueva 6To 61O S1oKiM 1] TO TOGIUO SEAVO LITOPETL VAL ¥PNGLULOTOMB0HV EVOAAAKTIKA
avti Tov dwokiwv Aripiprazole Accord ywo ac0gveig mTov duckoiehovtal Vo KATamovy ta Sokio
Aripiprazole Accord (BA. exiong mopdypago 5.2).

4.3 Avtevositeg

YrepevoicOncio 6tn dpacTiKy 0VGIa 1| G€ KATOL0 0td To EKO0Y0 TOV AVOUPEPOVTOL GTNV
napdypoeo 6.1.

4.4  E10kég TPoELd0OTONGELS KOl TPOPVAGEELS KATE TN Y p1ioT
Kotd v avtiyvywoikn Oepaneio, n fertimon g KAVIKNG KOTAGTOCNG TOL 0.60EVOVG, Lmopel va
YPELOTEL APKETEC NUEPEG 1 Kot EPOOUGOES. Xe OAN TV TePiodo vt o1 acbeveic mpémel va. fpickovtan

VO GTEVT] TOPAKOAOVON o).

Téaoegic avToKTOoViag

H epodvion avtoKTovik®Vv GOUTEPLPOP®Y EIVAL EYYEVIG O YOYMGIKEG VOGOUS Kol S10TOPAYES
d1ibeomnG KoL G OPICUEVEC TTEPITTAOCELS £xEL ovapepOel Aiyo petd v évapén 1 tnv oAhayn g
avTyuymoikng Bepanciog, mepilapPavousvng Oepanciog pe apummpaldin (Bréne napdypago 4.8).
Y1evn] Tapokolovinon TV achevdv LYNAOD KIVOUVOL TPETEL VAL GUVOSEVEL TV AVTIYUYOGCIKY|
Oepaneia.

Kapdiayysiokic dtotopoyEg




H opimimpaloin 6o mpénet vo ypnoionoleiton e Tpocoyn o€ acbeveic e diayvoouévn
KapdlyyeloKkt vOGo (10TopKO REPEYLOTOS TOV HVOKAPSion 1) o)oKy Kopdlonddeto, Kapdlak|
OVETAPKELD, 1] SLOTOPAYES AYOYILOTNTAG), AYYEIOEYKEPAMKT VOGO, KATAGTAGEIS TOV Oa Tpodiébetav
ToVG acbeveic Yo eKONMA®OT VTTOTAONG (ALPLIATMOT, VTOOYKOIULIC, KOl OY@YT LLE OVTIDTEPTUCIKA
(QOPUOKEVTIKA TPOTOVTA) 1) VITEPTACTS, CUUTEPIAAUPAVOLEV®V TNG TaXEMS EEEMGTOUEVNG 1| TG
Koo 8ovg.

"Exovv avaeepBet pe avinpuyooikd edappoka nepiotatikd eAefikng Opoufoeuporng (VTE).
Agdopévov 61t o1 acBeveig mov Aappdvovv aviyuymoikd Tapovstdlovy GLYVA ETIKTITOVS
mapayovteg kvduvov yio. VTE, apénet va mpocdiopiloviar 6Aot ot mibavoi mapdyovieg Kivovvov yio
VTE mpwv kou katd tn didpkeia g Oepaneiag pe apumimpaloin kot vo Aappavoviol Tpoinmtikd
LETPAL.

Hopdtaon Tov dwotnuatog QT

>

€ KMVIKEG OOKIUEC TNG aplmmpalOAng, N eninton g mapdTacng Tov dwwotiuatog QT frov
cuykpiowyn pe eketvn Tov gucovikod eoppdakov. H aputimpaloin Ba mpénel va ypnoytomoteitot pe
Tpocoyn o€ acbevels e owoyevelakd 1otopikd napdrtacng QT (PAéne mapdypapo 4.8).

Ovyun dvokivnoio (Tardive dyskinesia)

Y& KAWVIKEC SOKIUEG SIAPKELOG EVOG £TOVG 1 AMYOTEPO, VIINPYOV OYL GLYVEG AVAPOPES SVCKIVNGIOG TOL
amortovoay enclyovosn Bepameio katd T didpketo TG Oepaneiog pe apmmpaloin. Av KGmolog
acBevig mapovclicel onpein Kot CLUTTONOTO OYUNG duokivnoiag evd Aappavet Beponeio pe
aputimpaloAn, npénel va eEgtachel ) peiwon g d6ong 1 Kot 1) drakomn g Aqwng (BAEre
wapaypao 4.8). Ta CLUTTOUNTO AVTH UTOPEL TPOCMPIVE VO, VTOXMPTGOLY 1 AKOUO, UITOPEL KoL VoL
evtafolv, petd ™ drakomn ¢ Oepameiag.

AN EOTLPAUOTKO GUUTTOLLOTO,

Ye KAMVIKES SOKIHEG TNG opumimpalOANG og Taudlatpikd TANBLoNO, Tapatnpnonkay akabnacio Kot
napkvooviopoc. Eav eppavicfoidv onueia kot copntopata aiiov EPS (eEonmvpopidiav
COUTTOUATOV) 6€ acbevi mov AauPavel apimimpalodn, 0o tpénet va eégtachel n ueimon g 660mg
KO GTEVT] KAVIKT TTopaKolovOon.

Kaxon0ec Nevpornmrikd ovdpouo (Neuroleptic Malignant Syndrome, KNX)

To KNX &ivai éva duvntikd Bavoatnedpo chvleto countopa, oyeTI{OIEVO LE OVTIYLYMOIKA. X
KAMVIKEG OOKIUES, avapépOnkay oravieg Tepurtdcelc KNX katd ) odpketo tg Ogpomeiog pe
apurimpalorn. O kKAwvikég exkdnimoelg tov KN givat vrepmopeia, poikn oxoyio, oAAoyn e
TVELUATIKNG KATAOTOOTG KOl OTUEin auTOVOUNG aoTdOe1og (aKovovIeTog GOUYUOS 1| ApTNPLOKT TEoN,
TayvKopdia, dtopopnon kot kapdiakn dvopuduia). [Ipdcbeta onueia propel va eptropfavoovy
QLENUEV KPEATIVOPMOGPOKIVAGT], Louocpatpvovpia (pafdopvdivon) kot ofgia veepikn avemdpkelo.
Qo1660, £0VV eniong avapepOel aLENUEVT KPEATIVOP®GPOKIVAGT Kot padopvdivct, oyt
aropaitnta oyetilopeveg pe KNZ. Edv o ao0evig mopovctdcel onpeio Kot COUTTOUOTO EVOEIKTIKA
tov KNX, 1} eppavicet aveEynto vymio mopetd ywpic npdcbdetec kKAvikég ekdnAmoelg yio KN, 6Aa
TOL VTPV OOIKO, GUUTEPIAQUPAVOUEVTS TNG aptpalOANG, TPETEL VO, S10KOTTOVTOL.

Envnntcés kpioeig

Y& KAWIKEC SOKIUEG, avapEpOnKay Oyl GLYVEC TEPITTMGELC EMANTTIKOV KPIGE®V KATE TN O1APKELN TNG
Oepaneiog pe apummpalodn. Katd cuvéneia, n opumimpalOAn TpEnet va Yp1GILOTOLELTAL [LE TTPOCOYN
o€ 0o0eVElg LIE 1I6TOPIKO daTOPOYNG EMANTTIKOV Kpicewv 1| o€ acbeveic mov £yovv Tpobmobécelg Tov
oyetilovton ue emAnmTiké Kpioelg (PAéne mapdypago 4.8).

Hlxwopévor acbeveic e woymon mov oyetileton pe dvoo




Avénuévn vnodmyro

e Tpelg eAeYOUEVES e EWKOVIKO papLako doKIpéS (n = 938, péon niwia: 82,4 €, gvpog: 56 €wg

99 1) ¢ apummpalding oe nAKiwUEVOLG acbeveig pe Wyoymon Tov oyetileTon pe VOGO TOv
Alzheimer, o1 acOeveig mov Edafav apimimpaloin elyav avénuévo kivouvo Bavdatov oe oyéon Ue o
eKoVIKO @dppaxo. To mocootd tov Bavdatov 6tovg acbeveig mov Elafav apurimpaloin rav 3,5 % ot
ovykpion pe 1o 1,7 % g opddoag tov gikovikov appdicov. Av kat ot attieg Bavatov diépepav, ot
TEPLGGOTEPOL BAVATOL PAVIKE OTL NTOV €iTE Kapdtayyelokng (T.). KOPO10KT OVETAPKELD, OPVISLOg
Bdvotog) gite Aopmdovg POoEWG (w.)y. mTvevpovia) (BAéne mapdypapo 4.8).

Ayyeraxég eyrepalixés avemBountes evépyeieg

211¢ 1016 SOKIUEG, OYYELOKEG EYKEPUAIKEG AVETIOVUNTES EVEPYELES (T.). EYKEPAAIKO ENEIGODIO0,
TOPOOIKO GYOUIKO EMELGOO10), TepthapPavopévev kot Bavatov, avaeépnkay otovg acbeveic (Léon
niia: 84 £, evpog: 78 £mg 88 £tn). Zvvorikd, 1o 1,3 % TV acbevav mov erdufavay aputimpaloin
OVEQPEPAY UYYELOKES EYKEQPOAMKEG avemBOUNTEG EVEPYELEG CLYKPIVOUEVOL LE TO 0,6 Y% TV acbevay
oV EAAUPAVOV TO EIKOVIKO PAPLOKO GTIG O0KLUES VTG, H dtopopd avt dev Tav GTATIGTIKA
onuoavtikn. ot060, 68 Lo oo TIG SOKIUEG ALTES, o doKiun KabBopiopévng doong, vanpée
OMUOVTIKT OYXECT 00G0EEAPTNONG Y10l TIC OYYELOKES EYKEQUMKEG aVETMIOOUNTEC EVEPYELEG OE 0oDEVEIC
nov ehappavay apummpaloin (BAéne Topdypapo 4.8).

H apumimpaloin dev evdeikvutar yia tn Oepaneio aobevav pe yoymon mov oyetiletat pe tnv dvola.

YrepyAvkoupio Kot cakyopnonc dwfnng

"Exet avagepel viepylvkaipio, pepikég eopéc axpaio Kot oxetilopevn pe keto&émon M
VREPOOUOTIKO KO 1] Bdvato, oe acBeveig mov Ehafav dTuma avIyVYOCIKA, CUUTEPIAAUPOVOUEVNG
g apmurpaloing. [apdyovteg kivdvuvou mov mbavov vo tpodiabicovy Toug acbeveic Evavrt
coPup®V ETITAOK®DY, GCOUTEPILOUPAVOLY TOYLSAPKIO KOl OIKOYEVELNKO 10TOPIKO ST, L& KMVIKEG
dox1uég pe apummpalorn, OV LIAPYAY CNUAVTIKES SLOPOPES GTA TOGOGTO EUPAVIONG AVETIHOUNTOV
gvepyeEL®V oV oyeTilovtal pe vrepyALKaLia (TEPIAAUPBOVOLEVOL TOL GOKYOPDOOOVS SLopTn) N Le Un-
(QUOIOAOYIKEC EPYUCTNPLUKES TIUEG YAVKOLUIOG GE GUYKPLOT| LE TO EIKOVIKO @ApuaKo. AkpiPeig
EKTYNGELG KIvOOVOoU avemBountmv evepyelmv mov oyetilovtal pe vrepyAvkaio o acteveic mov
EhaPav apumimpaloAin Kot Pe GALD aVTIWLYOGIKA, eV gival S100EG1UES Yo VoL ETITPEYOLV AUECES
ovykpioeic. Ot acBeveic mov AapBavouy 0mol0dNToTE AVTIYLYMOOIKO TEPTAAUBOVOLEVIS KO TNG
apuTitpalOANG, TPETEL VO, TOPOKOAOVOOVVTOL Y10 OTUElN KOl GUUTTOUATO VIEEPYALKALIiG (OTMG
moAvduyia, moAvovpia, Tolvpayio kot eEacBévnon) Ko ot aobeveic e caxyapdon St N pe
TOPAYOVTEG KIVODUVOL Y10 GOKYOPDON SN TPEMEL VA TopakoAovBoOVTOL TOKTIKA Yo EMOEivmon
TOV eAEYYOL NG YAKOING (PAéme mapdypapo 4.8).

YrepevoucOnoio

Me v apummpaldin eivor duvatd va ekonAmBodv avidpdoelc vrepsvocdnaciag, wov
yapaxmpilovtor and aAlepyikd copntodpata (PAéne mapdypago 4.8).

Avénon Bapov

AvEnon Papovg Tapartnpeitol cuyvd 6ToVg TAGKOVTEG 0md oY oPPEVELN Kol SUTOAKN pHavio A0y
GLV-VOGNPOTNTAG, YPNONG OVTIYVYWOOIK®Y OV VOl YVOGTO 0TL TPoKaAoDV avénen Bapovg, Kakng
dtayeipiong Tov Tpdmov {oNg, Kot evOEYETOL VoL 00N YNOEL 6€ GOPapég emimAokéc. AvEnon Papovug éxet
avapepbel petaly acbevav mov Elafav apumimpaloin, petd v kokioeopia. Otav mapoatnpeitat,
ovppaivel cuvnOmG Gg EKEIVOVG PE OTUAVTIKOVE TOPAYOVTEC KIVEUVOL OTIME 16TOPIKO dtafnTn,
dtaTopayn Tov BuPgoedoVE N AGEVOLO TG VITOPLGNC. L& KAMVIKEG SOKIUES 1) opuipalOAT Oev
QAVNKE Vo TPOKOAEL KAVIKG oMHovTIKN avénon Bapovg oe evihikeg (BAéne Tapdypapo 5.1). Xe
KAMvVIKEG doKIpEC o€ epnPovug acBeveic pe dutoAikn pavia, n apumimpaloin £xel amoderyel 6T
ovvdéetal pe ovénom tov copaTikod Bapovg petd and 4 efoounddsg Bepaneiag. H avEnomn tov
omUaTIKoV Papovg Ba mpénet va mapakoiovbeital e epifoug aobeveic pe dumoAikn pavio. Eqv n
avénon Bapovg eivar KAvikd onpavtikn, Oa wpénet va eEetachel n peimon g 66omg (PAéne
napypago 4.8).



Avcoayia

H vmoxtvnTikdtnta Tov 0160(pAayoL Kot 1) El6pOQNoT) £X0VV GLGYETICOEL LLE TN XPNOT OVTIYVYWOCIK®DV,
cvuneptrapPavopévns g apmumpoaloinc. H apimmpaldin Ba tpémet va ypnoponoteiton Le Tpocoyn
oe acBeveig pe Kivovvo mvevpoviog amd elepoEno.

IToBoloykn yoptomou&io Kot GAAEC dtotapayfc EAEYYOL TTOPOPUNCEDV

Ot acBeveic evoéyetor va Prdcovy avénuéveg TopopUNoELS, EWOKA Yia yapTomai&io, Kadmg Kot
aOLVOiC EAEYYOV OVTMOV TOV TOPOPUNCEDY KATA TNV TEPTOd0 ANYNG aptmimpaloAng. AAleg
TOPOPUNGELS OV £xovv avapepBel: avinuévn ceEovaiikni Tapdpunct, eviopavio, adn@ayKn
dloTopayn N KATAVOYKAGTIKN LIEPPOYia, KaODC Kot GAAES TAPOPUNTIKES KOl KOTOVAYKOUOTIKES
oLUTEPLPOPES. Eivarl onpavTikd yio Toug GuvTayoypapovs vo poTave ToVg aobeveig 1) TOVG PPOVTIGTEG
TOVG GLYKEKPLUEVA Y100 TNV OVATTTLEN VE®V 1] TV aENon Tapopuncemv yaptorai&iog, ceEovalKdv
TOPOPUNCEDV, MVIOUOVIOG, AONPAYIKNG SIATOPAYNG 1) KATOVAYKOCTIKNG VIEPPAyiag 1 ALV
napopuncemv katd tn Oepaneia pe apummpaloin. [pémel va Anedei vwdyn 6Tl To GUUTTOUOTO
GYETIKA LLE TOV EAEYYO TOV TOPOPUNCEDY UTOPEL VO GUVIEOVTOL UE TNV VTOKEIUEVT SlaTaporyn).
Q01660, G€ OPIGUEVEG TEPUTTMOGELS, EYEL AvapePDHEL OTL OL TOPOPLUNCGEIS GTAUATNCAY OTAV EYIVE
peimon g 660mg 1 0TOV SOKOTNKE 1] YOPNYNON TOL PopraKkov. Ot dloTapayéc EAEYYOVL TAPOPUNGEDY
umopel va 00 yncovv ce TpokAnon PAAPNG otov achevi 1 o€ AALOVG, OV JEV AVOYVOPLGTOVY
E&etdiote o evdeydpevo peimong g 606mG 1 akdpLo Kot S10UKOTHG TNG YOPTYNONG TOV GAPUAKOL, OV O
acfevig avamtdéel T€T010V €i00VC TaPOPUNCELS KaTd TV Tepiodo ANyng apimirpaloing (PAémne
napdypago 4.8).

Aaxktoln

To Aripiprazole Accord mepiéyetl Aaktoln. Ot aobeveic pe omdvio KAnpovoutkd tpofAniuata
dvoave&iag otn yohaktoln, TANPT OVETAPKELD AUKTAOTG 1] KOKT amoppoenomn YAVKOLNG-yoAakTOlNG
dgv mpéNEL VO, TOiPVOLV 0VTO TO PAPUOKEVTIKO TPOIOV.

AcBeveic ue cuv-voonpotta AEITY (Awtapayic EAAswuotikic [Ipocoync ue Yrepdpaotnprdtnto)

[Mopd v vymAn cvyvotTo, GLV-VOePOTNTAS TNG AUTOAKN G Alatapayng tomov I ueAEITY, sivat
OtoB€otplo TOAD TEPLOPIGUEVA GTOLYEID UOPAAELNG BTNV TALTOYPOVT XPNON TNG APUTITPALOANG LE
dleyepTIKd: mg ek ToVTOL Ba TpEmet vo Aapfavetar peydin mpocoyn 6tav avtd ta papuoka givol

GUYYOPTYOVLEVAL.

[tooeig

H apumimpaloin evdéyetar va tpokaiésel vTvnAic, opBoGTATIKY VTOTUCT), KIVNTIKY Kol aueOntikn
0oTAOEL, TOV UTOPEL VO 00N YGOLV G TTMGT]. Oa Tpémel va, didetan Tpocoyn katd T Bepaneio
ac0evav oL daTPEYOLY UEYOAVTEPO KivOuvo Kot o Tpémet vo AapPAaveTol vToyn Hio LKpoTeEpT
doon évapéng (m.y. oe nhkiopévoug 1 e€acbevnuévoug acbeveic, PA. mapaypogo 4.2).

45  Allemopdosic pe GALo QUPUIKEVTIKA TPOIOVTO KOl GAAES popPES ahlnAemiopaocnc

AOY® TOV AVTAYOVIGHOD TOV LLE TOVE Ol1-0VOPEVEPYIKOVGS VTTOSOYELS, 1 aptmirpaloin £xel
dUVATOTNTA VO EVIGYVEL TNV EVEPYELD OPIGUEVAOV OVTIDTEPTACIKOV (POPLUKEVTIKOV TPOIOVIMV.

Emeidon n aputimpaldin dpa kupimg oto KN, 0o tpénet vo epiotdtol 1 Tpocoyn otov 1 aplmtepaloin
yopnyeitan poli pe owomvevpa (GAKOOA) 1§ ALY QOPUOKEVTIKA TPoidvTa Tov KNI pe
AAANAOETIKOAVTTTOUEVEG aVETIOVUNTEG EVEPYELEG OTMG 1 KOToloTOAT (BAETE TTapdypapo 4.8).

Bo Tpémel vo PLoTATOL 1] TPOGOYN €AV 1 apummpaldAn yopnynoel tavtdypova [l POPUAKEVTIKE
TPOIOVTO TOV Eivar yvmotd Gl Tpokaiovv mapdtoacn Tov QT 1 NAeKTPOAVTIKES dtaTapayEc.

Avvatotnto GAA®V QUPLOKEVTIKAOV TPOTOVTIMV VO, ETNPEAGOVY TNV opumtpalOAn




"Evog amoxdelotg Tou yaotpikol 0&éoc, o avtaywviotg Ha eapotidivn, peidvel Ty taydtnta,
aroppdeNong g apmrpaloins, aArd n dpdor avtn oev Bewpeiton MG KAVIKE GNULOVTIKY.

H apumimpaloin petaPolrileton pe molhamiég 0600g, 6T onoieg cuppeTéyovv ta Evivpa CYP2D6 kan
CYP3A4 adrd oyt ta évlopa CYP1A. Enopévac, dev anatteitan mpooapoyn e 800G Yo TovG
KOTVIGTEC.

Kwvioivy kar alrot avaotoleic tov CYP2D6

e o KAMvikn dokiun pe vytelg eBelovtés, £vag 1oyvpog avactoréas tov CYP2D6 (kwvidivn) avénoce
v AUC g aprmmpaloing katd 107 %, evd 1 Cmax Topépeve avarroiot. H AUC ko 1 Crax TG
debdpo-apummpaloAng, Tov etval 0 evepydg peTaPoritng, net@Onkay katd 32 % war 47 %. H 66om g
aputitpaloing o mpénet va pewwbel mepimov 6To GO TG GLVTAYOYPAPOVUEVNC, OTAV VTTAPYEL
ovyyopnynon g apummpaloing pe kvidivn. AAdot ioyvpoi avactoreic tov CYP2D6, 6mmg
(QAOVOEETIVN KoL TOPOEETIVY), UTOPEL VO OVOUEVETOL VO £XO0VV TIOPOUOIEG EVEPYELEG KOl Y1 0vTO Ot
TPEMEL vaL YIVOVTOL TOPOLOIEG LELDGELS GTN dOOT).

Keroxovaloln xar dAlor avaoroleic tov CYP3A4

e o KAMvikn dokiun og vyteig eBelovtég, Evag 1oyvupog avactoréns t1ov CYP3A4 (ketokovaloin)
avénoe v AUC kot ™ Crmax Tng apurimpalding katd 63 % kot 37 %, aviietolyme. H AUC kot 1 Creax
g debidpo-apumimpaloing, avénonkay katd 77 % xai 43 %, avtiotoiywe. H tavtdypovn yprion
0VGIAY TOL TPoKOAOOV acbev] petaforiopnd oto CYP2D6, cuyypovag e 163vupole ovacToAEL TOV
CYP3A4 pmopei va 0dnyNoel 6 VYNAOTEPES GLYKEVTIPMGELS OPUTITPAULOANG GTO TAAGLLO GE CUYKPION
U EKEIVEG TIC 0VOiEG OV TTPOKAAOVY ekTETAUEVO peTaforiond oto CYP2D6.

Orav g&etaleton TaTOYPOVN YOPNYNCT KETOKOVALOANG 1 dAhOL 1GYLPpov avactoréa CYP3A4 pe
aputimpalOAT, Ta eVOEXOLEVA OPEAT] Ba TPETEL VO VIEPKOADTTOVY TOVG EVOEXOUEVOLS KIVODVOUG Yl
Tov aoBevn]. Otav vrdpyel TanTdYPOVT YoPNYNoN KeEToKOVALOANG pe apimimpaloin, n d6om g
apuritpaloAng o TpEmEL VO, ELATTOVETIL TEPITOV GTO WG TNG GLVTOYOYPAPOVUEVNC. AXAOL IoYVPOL
avaotolreig tov CYP3 A4, 6mwg 1 rtpaxovaloin kot o1 avacstoreis Tpwtedons tov HIV, propei va
avopévetatl 0Tt Ba Exovv Tapouoleg evEPYELES Kal YU aTo Oa TPETEL VoL YIVOVTOL TOPOUOLEC LELDCELS
g 06on¢ (BAéme mapdypago 4.2).

Mo dwokomel 1) xoprynon avactoréa tov CYP2D6 11 CYP3A4, 1 360 tng aputimpaloincba mpenet
va. 0EAVETOL GTO EMImEdO TOL NTAV TPV ATd TNV Evapén g Oepameing pe T0 GLVIVAGHO.

Orav ypnoiporolovviat acheveic avactoreic tov CYP3A4 (n.y. dSuktwalépun) | tov CYP2D6 (m.y.
ECITOAOTPAUN) TAVTOYPOVA LE TNV aplmrpoalOAn, sivol TOUVOG avopUeEVOUEVES LETPLEG QVENCELS TV
GLYKEVTPMGE®V NG apTnpalOANg 610 TAAGLO.

Kapfouolenivy ko aAlor exaywyeic tov CYP3A4

Metd v tavtdypovn yopnynon kapPapalenivng, evog toyvpol enaymyéo CYP3A4, kot amd tov
OTOUATOG XOPN YOO HEVNS apumimpaloAng o acbeveig pe oxloppévela 1 oyioouvaisOnuotiky
datapayn, ot YeoUeTpikég péceg TWEG TG Cmax kot Tg AUC g aputimpaloing rav 68 % kor 73 %
YOUNAGTEPEG, avTioTOL O, 08 GUYKPLoN HE avTég dtav 1 aputpaloin (30 mg) eyopnynto oe
povobBepamneio. [Topopoimg, ot yeopetpikég péoeg TiES TG Cmax kot TG AUC g deddpo-
aputitpalOAng petd and cvyyopnynon pe KapPapalenivn nrav 69 % kot 71 % yapniotepec,
avtioTolya, 6€ GVYKPIoN UE 0VTEG peTd amd povobepameio pe apimrpaldin. H 06om g
apurimpaloing o mpémet vo SITAAGLAlEToL OTOV VITAPYEL TAVTOYXPOVN YOPNYNCT apmtTpalOANg He
kapPapalenivn. H tavtoypovn yoprynomn apimmpaloing pe aiiovg enoywyeig tov CYP3A4 (6nmg
PLPAUTIKIVY, PLPAUTOVTIVI] QavLTOIVT, PatvoBopPridin, Tpluddvn, epafipévin, vePipamivn kot
vepiko (St. John's Wort)) umopet vo, avopévetat vo, el TopOUOLEG EVEPYELEG KoL YU ovTd Oa Tpémel va
yivovtol Topopoteg avénoelg ot 6601. MOAIG S10KOTEL 1] YOPTNYNON TV IGYLPOV ETAYDOYEDY TOV
CYP3A4, n ocoroyio g apumimpalOAng o TpEMEL VO, LELDVETOL GTT] GUVICTMUEVT OOCT.

Boldrpoiko kou Aibho
Orav ovyyopnynonke eite fainpoiio gite Aibio pali pe apumumpaloin, dev vanpée KAVIKOG
ONUOVTIKY GALOYT OTIG CLUYKEVIPDOGELS TNG ApTpalOAnG, omoTe dev elvar amapaitnto va yivel



TPOGOPLOYN TNG 000MG dtav yopnyeital ite falmpoikd gite MO0 pe apumimpaldin.

Avvordtnto the aprmmpalOAne vo exnpedlel AN QOPULOKEVTIKA TPOIOVTQ

e KMvikég dokpég, dooelg apumimpaloing 10 mg/muépa émg 30 mg npuepnoimg, dev elyov oNUAVTIKY
enidpacn 610 petaforicud tov vrootpopdtov CYP2D6 (avoaroyia de&tpopeboppdvng/3-
methoxymorphinan), CYP2C9 (Bapeapivn), CYP2C19 (openpaloin) kot CYP3A4
(0e&tpopeboppdvr). EmmAiéov, n apummpaloin kot 1) 0eidpo-aputimpaloin dev €dei&av Ot pmopovv
va petafdiovy 1o petafoAopd mov yiveton pe tn pecordfnon tov CYP1A2, in vitro. Qg ek tovtov, 1
apumitpaloAn givol aniBovo vo TPOKAAEGEL e POPLOKEVTIKA TPOTOVTO KAVIKMG CTLLOVTIKEG
OAANAETIOPAGELS TTOV TPAYLLATOTOLOVVTOL LE TY] LEGOAAPNOT OVTAOV TV EVEOU®V.

Ortav 1 apuimpaloin yopnyndnke tavtdypova pe Padmpoikd, Aibo 1§ Aapotpryivr, dev vanpée KAviKa
ONUOVTIKT LETABOAN OTIG CLYKEVIPMGELG TOV BAATPOiKoV, ToL ABiov 1| TG AapoTpryivig.

2Dvipouo oepotovivyg

"Exovv avaeepBel mepimtdoelg cuvdpdpov cepotovivng og acbeveic mov AapPdvovy apimurpaldin Ko
uropohv va peavicovy mBova onpeio Kot GUUTTOUOTA Y10, GVTH TNV KOTAGTAC 010iTepa 6
TEPIMTAOGELG TOVTOYPOVIG YPNONG UE AN GEPOTOVIVEPYIKE PAPUAKEVTIKA TPOIOVTO, OTMOG OL
EKAEKTIKOL AVOGTOAEIC TNG EXAVOTPOCANYNG GEPOTOVIVIG/EKAEKTIKOT OVOGTOAEIG TNE EXOVOUTPOCATYNG
oepotovivng kot vopadpevarivng (SSRI/SNRI), 1 pe pappokevtikd Tpoidva mov givat yvmotd 0Tt
aLEAVOLV TIG CLYKEVTPMGELS TNG apuritpaloing (BAéme mapdypago 4.8).

4.6 Tovipétnra, kONON KO yorovyia

Konon

Agv €yovv mpaypotonon el exapielg Kot KOAG eELeyyOUeVeS SOKIHEG e apumimpalOAn og £YKOOVG
yovaikeg. 'Exyovv avapepOel cuyyevels avopaiies” ®otd60, dev amodeiydnke a1tioA0yYIKOS GUGYETIGIOG
ue v apumimpaloAn. Aokyég og melpapatdlma dev amokieiovy mhavn avartvélokn to&kdTnTa
(BAéme mapdaypago 5.3). Ot acheveic Tpémet va eviepdVOVTOL OTL TPETEL VEL OVAPEPOVY GTO YLUTPO
TOVG €AV petvouv &ykvec 1) mpotifevtal va petvouv éykvec kKatd tn didpkela tng Oepaneiog pe
apumimpalOAn. AOY® avETaPKODS TANPOPOPTONG Y0 TNV OCPAAELN GTOV GvOP®TTO KAl TOV
EPOTNUATIKOV TOL ONUOVPYNONKAV 0o TIG SOKIUES OVATAPAY®YNG O TEWPAPATO A, TO
(OPUOKEVTIKO QVTO TPOTIOV OEV TPEMEL VAL YPNCLOTOLEITAL OE TEPITTOOT) KONGNG EKTOC AV TO
OVOUEVOLEVO OPELOG OIKOOAOYEL GOPMG TOV TOUVO Kivauvo Yo To EUPpuo.

Ta veoyva mov extifevtal og avtiyvywoikd (teptiapfavopévng g apummpaloAns) Katd to Tpito
TPIUNVO TNG EYKVUOGVVNG, SLUTPEXOLV KIVOLVO Y10 ELPAVIOT) AVETIOOUNT®V EVEPYELDV
TEPILOUPAVOUEVOV TOV EEOTLPULUSIKOV KON COUTTOUATOV 0TOGVPCTC TTOL UTOPOVV VO, TOIKIAOVY
o€ GoPapdTnTa Kot S1ApKELN PETA TOV TOKETO. YTAPYOLV OvapOPEG Yo SIEYEPOT], VITEPTOVIM, VTOTOVICL,
TPOWO, LIVNALD, AVATVEVGTIKT SvoyEpela ) dlatapoyn ot cition. Katd cuvéneia, ta veoyva Oa
npénel va TapakorlovBodviot mpocektikd (PAéne mapdypago 4.8).

Oniaocudg

H apumimpaloin/ot petaforitec amekkpivovion 6to avlpdnivo untpikod yoro. [pénel va anopoociotel
€av Ba drokomel 0 Onracpog 1 Ba dwaxonel/amopevydei n Bepaneia pe aputmpaloin, Aapfdavovtag
VITOYT TO OPEAOG TOV ONAaGLOD Y1 TO TTodi Kot To OPEA0G TG Oepameiag yio T yovaika.

Tovipdtta

H opimimpaloin dev emPdpove ) yovipdtnra, pe Bdorn dedopéva amd HEAETEG AVATOPAYWOYIKNG
TOEIKOTNTOG.

4.7 Emopaceig 6Ty IKAVOTITO 001]Y161)G KO YELPLGHOV POV LATOV
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H apumimpaloin €xet pukpn €mg pétpla enidpact) TNV IKAvOTNTO 001 YNoNG KOt XEPIGLOV
punyovnudtov, eéottiog Tlavav evepyEidY 6TO VELPIKO GUGTNLO KOl GTNV OPaGCT), OTTMG KOTAGTOAN,
vvnAa, cvykomy, Bourn opoon, dumhwmio (PAéne Tapdypogo 4.8).

4.8 AvemBopnTeg evépyereg

2Hvoyn Tov TPOoPIA 0oQaAeiog

O1 1o ovyva avapePOpEVEG AVETIOOUNTEC EVEPYELEG O DOKIUES ELEYYOUEVES LLE EIKOVIKO QUPLLOKO
Nrtav akadnoio kKot vavtio, kGOe po epeavifopevn o€ mtepiocotepo and 3 % twv acbevov mov Ehafav
OtO TOV GTOUATOG OPUTITPOLOAT).

Katdloyoc ovemBOUNTOV EVEPYEIDV GE LOPON TLVOKO,

Ot emmtwoelg Tov avemfountov evepysiov (ADR) mov oyetiCovrot pe ) Oepomeio pe opumumpaloin
eppavifovrol atov akdlovbo mivaka. O mivakog £xel dounbei pe Pdon Tig avemBounTeg EVEPYEIEG TTOL
avaépOnkay Katd T S1apKELD TOV KAMVIKAV SOKILMV 1)/K0L KOTA TN ¥P1on UETA TNV KUKAOQOpid.

Oleg o1 avemBounteg evépyeleg avapépovtal BACEL KATYOPiag 0pyoviKoh GLGTHOTOC KoL
ovyvotTac: oA ovyvég (> 1/10), cuyvég (> 1/100 émg < 1/10), oyt cvyvég (> 1/1.000 émg < 1/100),
onavieg (= 1/10.000 émg < 1/1.000), woArd ordvieg (< 1/10.000) kot pun yvootés (dev umopovv va
extyumOovv pe Baon ta dwbéoua dedopéva). Xe kabe opadomoinon avd GuxvotnTa, oL aveTBVUNTES
evépyeleg epoavifovral katd eBivovca celpd coPfapotnToc.

H ocvuyvomta tov avemBopuntov evepyeidv Tov avapEpovtal Katd Tn Xpnon LeTd TV KukAogopia
oTNV ayopa dev €ivail SUVOTOV VO TPOGOIOPLIGTEL, KAOMDG TPOKDATEL ATd AOOPUNTES AVOPOPEC.
SVVETMG, 1 CLYVOTNTO AVTOV TOV AVETIOOUNTOV EVEPYELDY KATATUCCETAL MG «UT) YVOGTN.

Yoyvég Oy ovyvég Mn yvooTé

AwTapayés Tov Agvkomevia

OLLOTOUMTIKOV Kol Ovdetepomevia

TOV AEPPIKOV ®pouforevia

CULOTHOTOG

AwTapayés Tov Allepywn| avtidpaon (m.y.

VOGOTTOL TLKOV OVOQUAOKTIKY] OVTIOpOoT),

GULOTILOTOG aYYEL00IOM UL
oupmepthapPovouévng
SoyKmpUEVNG YADoGOG, oidn o
YADGGAG, 00N TPOGHOTOV,
aAdepyikdc kvnoudc N kvidmeon)

AwTapayés Tov Yreprporaxtvorpioo | AtofnTikd vVIEPOCUDTIKO KOO

EVOOKPIVIKOD Meiopévn Awpnrikn keto&émon

GULOTILOTOG TPOAAKTIVI) TOL

oipaTog

AwTapayés Tov Sakyapmong Yrepyloxopio Yrovoatploipia

RETUPOAMGHOD KL Swafnng Avopetia

™S Opéyng

Yoyuatpikég Avmvia Kotabiwm AmomEPO 0VTOKTOVIOG,

owutapayég Ayyog Y7repoe£ovaMkOTNTO | AVTOKTOVIKOG 10£0GHOG KoL

Avnovyia «emTUYNG» avtoktovio (BAéne

napbypagpo 4.4)
[MaBoroywn yopromar&ia
AwTopayn EAEYYOL TOPOPUNCEDY
Adnoayikn datapoyn
Qviopavio
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Yoyvég

‘O ovyvég

Mn yvooTég

[opelopovia

Embeticn cvpumepipopd
Atéyepon

Nevpikdtnra

Awtapayéc Tov
VELPLKOV
GUGTI|LATOG

Axafnocia
E&omupapudn
dwTapoyn
Tpdpog
Kepararyia
Kotactoln
YrvnMa

Z4&An

Oy dvckvnoio
Avctovia

2HvOpopo avicLymV
TOOLDV

Kakonfeg Nevpoinmrtiko ZHvopopo
ETOGUOG YEVIKEVUEVNC ETANYIOGC
XHvdpopo cepotovivng

Awzapayn Adyov

Op0aipikég
owatapayég

Bounn| 6paocn

Awmhomio
DdwotopoPia

OeBaApocTpOoPIK Kpiom

Koapowakég
owtapayés

Tayvkapdio

Awpvidiog Bdvatog ayveotg
a1tioAoyiog

Kotaxn toyvkapdio diknv
putidiov

Kotuaxéc appubpieg
Kapdiokr avakonn
Bpadvkapdia

Ayyelokég
owtapayés

OpBootatikn
vdTaon

Drefixn BpopPoepforn
(ovumepriapfovopuévav
TVELUOVIKNG EUPOANG KOL EV TM
Bader prePikng OpouPwong)
Ynéptaon

2vykomn

AwTapayés Tov
OVOTTVEDGTIKOV
GULOTNLATOG, TOV
0dpoka KoL TOV

AoErykag

[Tvevpovia and elopdenom
Aopuyyoomacpog
YTOGUAC GTOLATOPAPLYYOL

pecofmpaxion
AwTapayés Tov Avokootnta Hayxpeatitida
YOOTPEVTEPLKOD Avoreyia Avooayia
Novtio Aldppota
Yrepékkpion Kotuaxn dvepopia
o1éAov Avcopia Tov oTopdOoV
"Eperog

AwTapayig Tov

Hrotw avendpxeio

NTATOG KUl TOV Hraotitda
AOANPOP®V ‘Tktepog
Awtoapayéc Tov E&avOnua

O£PNOTOG KOL TOV
VT060PLOV 1670V

Avrtidpaon and potogvaictncio
Alomekia

Yrepidpwon

Yovopopo DRESS (Avrtidpaon oto
PAPLOKO LLE NOCIVOPIALN KOt
GUOTNUKA GUUTTOUATO)

Awtoapayéc Tov
HVOGKEAETIKOV
GUGTI|LOTOG KU1 TOV
GUVOETIKOV 16TOV

Papoopvdivon
Mouahryia
Svokapyio

Awtopayéc TOV
VEQPOV KUl TOV
0VPOPOPMV 00DV

Axpdrela ovpwv
Koataxpdtnon ovpov
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Yoyvég ‘O ovyvég Mn yvooTég

Kotaotaoeig g XHvdpopo and amocvpon

KON 6NG, TNG Aoyiog Qapudrkov TV veoyvav (BAéne

KoL TNG Topaypapo 4.6)

MEPLYEVVITIKIG

TEPLOOOV

Awtapayéc Tov [promopde

aVOTUP Y OYLKOD

GUGTI|LATOG KOl TOV

ROGTOV

I'evikéc dwarapayés | Koémwon Awzoapayn poduiong e

KOl KOTOOTAGELS Beppoxpaciog (m.y. vrobeppia,

™G 090V Yopryneng mopeia)
Owpaxikd GAyog
[epupepikod oidnua

Hopaxivikég Melopévo copatikd fapog

eerdosig AvEnon Papovg
AvEnuévn apvotpaveepdon e
adavivng
AvEnuévn aomapTIK
OULVOTPAVOEPACT
AvEnuévn yappo
YAOLTOLVATPAVGOEPATT
AvENUEVT AAKOAIKT] POOOOTACT
[Mopatetapévo QT
AvEnuévn yAvkoln aipatog
AvEnuévn yAvkolomuévn
aoc@apivn
Awxkdpavon yAukolng aipatog
AvEnuévn KpeoTIVOQP®GPOKIVACT

Ieprypaon emreyuévav avemduntwv VEPYELHOV

Evnlixec

Elwmvpoyudixa ovurrouaro (EI11%)

2yiloppévero: o€ o LoKpag dapketog 52 efdopadmv eEreyyouevn dokun, ot acbeveic mov Elafov
aprmpalorn epeavicay GUVOALKE HkpoTepPN cvyvotnta (25,8 %) EIZ, nepiiapfavouévov
TOPKIVGOVIoUOV, aKkabnoiog, duotoviag Kot duokvnoiag g cOyKplomn LE eKeivovg mov Ehafav
Oepamneio pe alomeptdorn (57,3 %). Xe pio SoKiun Lokpag d1apkelag 26 foouddmy eEreyyouevn e
EIKOVIKO Qdpuaxo, 1 cuyvotnto epeaviong EITE fitav 19 % yio tovg acleveic mov eraupavoy
aputimpaloin kot 13,1 % ywo tovg acbeveig mov eAduPavoy To IKOVIKO PAPLOKO. X& Hid GAAN

e EYYOUEV SOKIUN LOKPAG dtdpkelag 26 efdouddwyv, 1 cuyxvotnta eppdviong EINE ntav 14,8 % yia
ToVG acbeveic mov edduPavay apumpaloin kot 15,1 % yo tovg acbeveic mov ehauPavay odaviomivn.

Moaviaxa ereioodio oty Aiwodikn Arazapoyn tomov I: og o gleyyopevn doxyn 12 efdopddwmv, 1
enmintoon EITX Ntav 23,5 % yuo tovg acbeveic mov Ehafav apummpaloin kot 53,3 % yia tovg aobeveig
7ov Ehafav ahomepldOAn. Le pa dAAN dokun 12 efdopddwv, 1 enintmon EIZ fitav 26,6 % yia Toug
acBeveic mov Ehafav apummpaloin kot 17,6 % yio avtovg mov Elafav Aibo. Xt pokpoypovia pacn
ouvTHPNoNG 26 EFSOUAdMV ULOG SOKLUNG EAEYYOLEVNG IE EIKOVIKO @dpuaxo, N exintwon EITX ftav
18,2 % y1a tovg acbeveic mov ElaPav aptmimpaldAn kot 15,7 % yio tovg acBeveic mov Erafay
EIKOVIKO PAPLOKO.

AxobBnoio
e eEAeYYOUEVEC e EIKOVIKO PAPLOKO SOKIES, 1] EMIMTOOT TNG akadnoiag g dimoiikovg acheveic
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nrav 12,1 % pe v aputimpaloin kot 3,2 % pe to eucovikd edppuaxo. Xe acbeveic pe oyplloppévela 1
enintoon axadnoiag frav 6,2 % pe v apurimpaloin kot 3,0 % Le 10 e1KoVIKO PAPLLOKO.

Avotovia

Enidpaomn g katnyopiog - Zopnt@HOTO SUGTOVIONS, TOPATETAUEVOV [T PLGLOAOYIKOV GTOCUDV
LKV opdd®v, pmopel va epnpavicBovv o gvaicnta dtopa katd T TpdTeg NUEPES TG Bepameiag.
SOUTTOUOTO SVOTOVIOG TEPIAUUPAVOLV: CTOGUOVG TOV VMOV TOV AULULOV, TOAAES POPES
eEeMooopevol oe cHGEIEN TOL AoV, SOLCKOALN KOTATOGNC, SLGKOAIN AvaTTVONG KoL TPOEKPOAT TNg
YA®ooos. Evd ta copntopata avtd propet va epeavicBodv og yauniég 06cels, peaviovio
OCLYVOTEPO KOl UE PEYOADTEPT PapOTNTa LLE LYNANG dPACTIKOTNTOG KOl GE VYNAOTEPEG OOGELC
OVTIWYVYMGIKOV QOPUAKOV TpdTNS YeVIAG. [Tapatnpeital avénuévog kivduvog o&eiag duatoviag o€
Gppeves Kot VEAPES NAIKLOKES OULAOEC.

Tpoloxrtivy

2e KMVIKEG SOKIHEG Y10 TIG EYKEKPIUEVEG EVOEIEELS KOl GOUOOVA LE OVAPOPES LETA TNV KUKAOPOPIaL,
Katd Tn xpnon apuminpaloing topatnpninke 1060 avénon 060 Kot Lelmon TG TPOAAKTIVNG TOV
opov, og cOyKplon ue v Tiun Paong (evotnta 5.1).

Epyootnpiorés mopduetpot

Amd ™ ovykpion petaly apumimpalOAng Kol EIKOVIKOD QUpIEKOD, OGOV apopd TO TOGOGTO TMV
0c0eVOVY OV EULPAVIGOY SVVNTIKA KAVIKDES GUAVTIKEG 0AAAYEG OTIC GUVIHDELS EPYOTTNPLOKES KoL
Mmdopké Tapapétpous (PAéne mapdypao 5.1), dev TPoEkLYAY 1UTPIKADG CLLOVTIKEG dLAPOPES.
HopatnpnOnkoay yevikd mapodikég Kat acvuntopotikég avénoelg e CPK (Kpeatvopwo@okivaon)
070 3,5 % 10V acbevav mov eElduPavay apimirpaldin oe cuykpion pe 1o 2,0 % tov actevov mov
EhaPav eucovikd PApLOKO.

IHodrazpucdc TAnOvoudc

2yiloppévero. os epnflovg nhikiog 15 et xai dve

e Bpoyvypovio, eEAeYYOUEVT] LUE EIKOVIKO APLOKO KAVIKT dokiun mov teptelauPave 302 epnpfovug (13
¢wg 17 etddv) pe oyloppévela, 1 GuxvOTNTO Kot TO €100G TOV AVETIOVUNTOV EVEPYELDV TV TAPOUOLES
Le eKEIVEG TV EVNAK®V, EKTOG Ao TIG akOA0VOEG avemBOuNTES AVTIOPACELS TOV avaEEPON KOV
oLYVOTEPO GE EPNPOLG oV EAaPay apimimpaldAin or' 6,1t 6€ evinAikovg Tov Edafav aptmimpaloin (Kot
OULYVOTEPQ OE GYEON LE TO EIKOVIKO PAPLAKO):

Y mvnAlo/KotastoAn Kot eE@mupapidikn dtatoapoayn avaeépnikay moAd cuyva (= 1/10), ko
Enpootopuia, avénuévn 6pe€n kot opboctatikn vrdtaoT avapéptnkay cuyva (> 1/100, < 1/10). H
EIKOVO 0oQOAElaG e avoryth doKIun enékTaong 26 efOoUAd®mY NTAV TOPOUOLN LE EKEIVT TTOV
apoTnPeNOnKe ot Ppoyvypovia EAeYYOUEVT LE EIKOVIKO PAPLOKO SOKIUTY.

To wpoeik aceoreiag UIOG LOKPOYPOVING, ST TOPANGC, EAEYXOUEVNC LE EIKOVIKO QAPLOKO SOKIUNG
Ntav eniong TapoUolo, EKTOC amd TIG AKOAOVOEC avemBOUNTES AVTIOPAGCELS TTOV avapEPONKOY
GLYVOTEPQ, GE GYECT] LLE TOVG TALOLATPIKOVS 0oBeveic TOV AdpPovay EIKOVIKO QAPUOKO: OTMAELN
Bapovg, avénuéva enimeda tvGovAiving 6To aipa, appuluia kol Aevkomevia avaeEpOniay cuyva

(> 1/100, < 1/10).

Ytov opadonompévo TAnbuoud oyloepevav epnfov (13 éng 17 etdv) pe ékbeon ndve and 2 ypovia,
1N EXITTOON TOV YOUNAOV ETTES®Y TPOAAKTIVIG 6TOV 0pO 6€ Yuvaikes (< 3 ng/mL) kat o Gvdpeg

(< 2 ng/mL) tav 29,5 % ko 48,3 % avtiotorya. Xtov tAnbuoud oxlloppevav eprifov (13 émg

17 etdv) pe ékBeon oe 5 Mg €wc 30 mg apimumpaloing £mg Kat yuo 72 UMVEG, 1] GLYVOTNTA ELPAVIONG
YOLMA®V EMTEd®V TPOAAKTIVIG 0poD ot Kopitotla (< 3 ng/mL) kot ota ayopia (< 2 ng/mL) frav
25,6 ko 45 % avtictoiywg.

e dVo pakpoypovieg dokiuég o epnfoug acbeveic (13 émg 17 etdv) pe oyloppéveta 1 SUToAIKN
dwaTapayn mov Adupavav Bepomeio pe apumimpaloin, 1 cVYVOTNTA ELEAVIOTG YOUNADV ETTESWDV
TPOLaKTiVIG 0pov oTa Kopitota (< 3 ng/mL) kot ota ayopila (< 2 ng/mL) Arav 37,0 % kot 59,4 %
OVTIGTOT MG,

Mowvioxa emeioooio Aimorikns Aratapoyns tomov I oe epnfoue niikiog 13 etwv kou ovw
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H ovyvotta kot 1o €id60¢ TV avembountov evepyeldv o€ epnPoug te Aumolikn Atatapayr Tomov I
NTav TOPOUOLIEG LE AVTES GTOVG EVIAKES EKTOG amd TG akOA0VOES: TOAD cuyvd (> 1/10) vvnAin
(23,0 %), eEomvpaudikn datapayn (18,4 %), akabnoia (16,0 %) kot kénwon (11,8 %): kot cuyvd
(> 1/100, < 1/10) Gryog v KOIAOKNAG YDOPAS, AVENUEVT KOPOLOKT) GUYVOTNTO, OLENUEVO COUATIKO
Bapoc, avénpévn 6peln, poikéc deoUIOMGELS KOt SLGKIVNGLaL.

Ot axdAovBeg avemBOunTeg evépyeteg elyav pia mhovr cuoyétion petasd d66MS Kol UmOKPIoNG:
e&omupaudikn dtatapayn (to teptotatikd frav 10 mg 9,1 %, 30 mg 28,8 %, ikovikd appoKo
1,7 %) kot axabnoio (ta mepiotatikd oy 10 mg 12,1 %, 30 mg 20,3 %, sikovikd @appaxo 1,7 %).

O péoeg petaforég oto copatikd Papog oe epnPoug pe Atmoiikn Awtapayn tomov I otig 12 kot
30 efdopddeg yio v apuripaloin frav 2,4 kg kat 5,8 kg kot yia 1o gikovikd eappako frav 0,2 kg
kot 2,3 kg avrtictoyyo.

21ov modtatpikd TANBuopd n vvniia Kot 1 Kénwon wapaTnpOnKay TEPIGGOTEPO GLYVA O 0GOEVELG
pe SutoAikn datapoyn 6€ GOYKPLoT HE Toug acbeveic pe oyploppéveta.

21ov modtatpikd duroAtko mAnbuvoud (10 éwg 17 etmv) pe ékBeon péypt 30 efdopddeg, Ta meploTOTIKG
YOUNAGDV EMTES®V TPOAAKTIVIIG 6TOV 0pO o€ Kopitota (< 3 ng/mL) kot o€ aydpia (< 2 ng/mL) ftov
28,0 % wan 53,3 % avticToyo.

THaBoloyixn yopromoulio kai GAAES d10TOPOYES EAEY YOV TOPOPUNTEWDY

[MaBoroywkn yoptomai&ia, vepoeEoLaMKOTNTO, MVIOUAVIO Kol 0dN QoYK dtoTopoyn 1
KOTOVOYKAGTIKN VIEPQAYio Lmopel vo Tpokdyovy oe acheveic mov Aaufdvovy Oepameio pe
aputpoloin (BAéne mapdypago 4.4).

Avopopb mbavoloyoduevav avemBOUNT®V EVEPYELDV

H avagopd mbovoroyodpevev avemBountov evepyeudv PETd amd TN Yopnynon adetg KukAopopiog
TOV QUPUOKEVTIKOD TPOIOVTOG eivan onpavtiky. Exitpénetl t cvvey mapakorlodOnon g oyxéong
0PEALOVE-KIVOVVOD TOV QUPUOKEVTIKOD TPOIOVTOC. ZNTeital omd Tovg EXyyEAUATIEG VYEING VO
AVOPEPOVY OTOEGONTOTE TTHAVOLOYOVEVES OVETBVNTES EVEPYELEG LECH TOV £BVIKOD GUOTHLOTOG
avapopdg Tov avaypdeetol oto [apdptnua V.

49 Ymepodooolroyia

nueio Kol GUUTTALLOTO,

Ao T1g KMVIKEG OOKLUES Kot TNV EUTELpio LeTd TV KuKAoPopia, Stomotdbnkav Tuyaieg 1} e Tpodeon
o&eieg vepdocoroyieg povobepameiog tng apmrpalding og evidikeg acbeveic ue avapepbeiosg
d0celg mov ektiu@vtat péxpt kot 1.260 mg ywpic Oavdatove. Ta mbavd woTpikd onuovtikd onueio Kot
CUUTTOUOTO TOV TapoTnPNONKay mepreddpfovay Andapyo, avEnpéEVN apTNPLOKT TEST, LTVNALL,
TayvKopdia, vautio, EUeTo Kot ddppota. EmmAéov, Exovv Anebel avapopég Tuyaiog vepdocoroyiog
o€ povobepameio pe apummpaloin (uéxpt 195 mg) oe Taudid ywpig Oavdtovg. Ta SuVNTIKG 1OTPIKOC
cofapd onpeio Kol GUUTTOUATE TOV avaPEPONKaY TEPLEAGUPavVOY VITVNALL, TAPOSIKT OTOAELL
ouvveidnong Kot eE@mpapdiKd CLUTTOUATO.

Awrygipion vrepBolkne 06onc

H avtuet@mnion g vaepdocoA0Yiog TPEMEL VO EXIKEVTPMVETOAL GTNV VIOGTNPIKTIKN Oepomeio, pe
STNPNON NG ETAPKELNS TOV OEPAYOYDV 00DV, TOL KAAOD AEPIGHOD Kot TN 0EVYOVmGNC Kol TNg
CUUTTOUOTIKNG OVIILETOTIONG. B0 Tpémel va Aapfavetot vdyn n mhavotnta EUTAOKNG TOAADV
(QOPLAKEVTIKAOV TTPoidvTov. It avtd Ba mpénet vo Eekivael apéoms KapdloyyeloKn TopakoAovOno
Kol Bo Tpémel va TepAapBEveL NAEKTPOKAPIIOYPOPIKT TOPAKOAOVONGN Yia TNV aviyvevon Thavdv
appLO®V. MeTd 0md 0mo10dNTOTE OLOMGTOUEVT 1] VTOTTY LIEPOOGOAOYIN LE aptmimpalOin, O
acBevig Oa mpémel va Ppioketal o€ GTEV WTPIKY EXIPAEYT Kol TopakoAoVONGT PEXPIC OTOV
OVOKGLYEL
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Evepyog avBpaxas (50 g) xopnyoduevog pia dpa petd v apuminpaloin, ELdttoce 1 Crax TNG
apuminpaloing kotd 41 % mepimov kot tnv AUC katd 51 % mepinov, vrodeikviovtog 6Tt o dvOpakag
Umopel va gival omoTeEAEcUATIKOG 0T Bepameio TG vIEPdOGOAOYING.

Awodwion

Av Kot 0gV VILAPYEL TANPOPOPNOY| Y10 TV ETLOPOOT) TNG ALUOSOAIOTG TV AVTIUETOTIGT TNG
vepdocoroyiag pe aptmrpaloin, 1 apodtoAon eivat amiBovo va eival xproLn 6TV OVIYETMOTION
NG VIEPOOGOAOYING EMEWON 1 apUTITPalOAN €ivol EKTETOUEVO CLUVOESEUEV UE TIG TTPOTEIVEG TOV
TAQGLOTOG.

5. OPAPMAKOAOTI'IKEX IAIOTHTEX

5.1 ®@appoKodVVEPIKES 1O10TITES

DdappokobepamenTikn Katnyopio: YoxoAnmTikd, dAlo avtyuywokd, Kootkog ATC: NOSAX12
Mnyaviopog dpaong

"Exel mpotabel 611 1 amotedespotikoTnTa TG aptmmpaloing ot oylloepévela Kot T AUToAKn
Awotapayn tomov I emtvyydvetal pe ™ HEGOAAPNOT EVOG GUVIVAGHOD GO LEPIKO UYOVIOCUO GTOVG
vrodoyeic tng vromapivng D2 kot tng ogpotoviving SHT1a kot avtay®vicpod Tov DTod0XE®V TG
oepotovivng SHT2a. H aputimpaloin eppdvice ovtay®vioTIKES 1O10TNTES GE LOVTIELD TEPAUATOLO®V
VTOTOLLVEPYIKTG VIEPOPACTNPLOTNTOS KO OYOVIGTIKES WOIOTNTEG GE LOVTELQ TEPAUATOLD®V
VIOTOUIVEPYIKNG VTTodpactnptotrac. In vitro, n apummpaldin £6g1&e vymAn cuyyévela ohHvoEoNC Ue
TOVG VTodoYElg TG vromouivng D2 kot Ds, e ogpotviviig SHT1a kot SHT2a ko pétpia cuyyévelo pe
ToVG VodoYelg TG vromapivng D4, g ogpotoviving SHT2 kot SHT7, kabmg kot pe toug dhga 1
adpevepykovg kot Hy iotapivikodg vrodoyeic. H aputimpaloin emiong £d6e1&e pétpia cuyyévelo
oLVOESTG UE TO CIUELDL ETMAVATPOCANYTG TNG CEPOTOVIVIG Kol OYL OEIOGT|UEIMTN GLYYEVELD, [LE TOVG
LOVGKOPIVIKOVG VITOd0YElG. AAMNAETIOPACELS [LE VTTOd0YEIS GAAOVG OO TOVG LTOTVTOVG TNG
VTOTOiVNG KOl TG GEPOTOVIVIIG LTOPOLV VO, EENYNCOLV LEPTKES OO TIG AAAEG KAVIKES EMOPAGELG TNG
apurimpalOAnG.

Adaceic aputimpaloing mov kvpaivovtay amd 0,5 mg péypt 30 mg, mov yopnyHRonKay o eopd
NUEPNGIWS G€ LY ATopa. Yo 2 EBOOUAOES, TPOKAAEGAV L0 SOGOEEAPTMUEVT LEIDGT TNG SEGUEVONC
¢ 1 C-raclopride, vrokotactdtn tov vrodoyéa Da/Ds, 6TOV KEPKOPOHPO TUPAVO TOV EYKEPGAOD Kol
070 KEAVPOG TOV PAKOEDOVG TVPNVEL, OTMG HATICTOONKE [LE TOPOYPOPia EKTOUTNG ToltTpovimy.

KAwvikn omoteAeGUOTIKOTITO KOL 0GQAAELD,

Evihikec

2yiloppévera

Ye 1pelg Ppayeiag dbpketog (4 £0g 6 BOOUAdOMV) EAEYYOUEVES LLE EKOVIKO PAPUOKO SOKIUES, TTOV
neplerdpPovay 1.228 evihikeg maoyovteg and oyllo@pévela, Le OeTikd 1 apvNTIKG GCOUTTOUATO, 1)
apuritpalOAT GVOYETICONKE LE OTOTIOTIKA GTLOVTIKG LEYAADTEPES PEATIMOCELS GTU YO MGIKY
GUUTTAOOTO GE GUYKPLOT] LLE TO EIKOVIKO QAPLLOKO.

H apumimpaloin gival amoteAeGUaTIKN 6T Slotpnon TS KAWIKNG PeAtioong katd tn didpKeia
nopateopeVNg Bepameiog o evihikes aoBeveic mov £yovv deilel o apyIkT| OVIOTOKPIoT 01N
Oepamneia. Te (o EAEYYOUEVT LE AAOTEPIOOAT JOKIUT TO TOCOGTO TMV AVTATOKPIOEVTOV acbevmv Tov
SLTPNOOV TNV OVTATOKPIOT] GTO QOPHAKELTIKO TPOToV, 6TIC 52 €BOOUAdES TOV TOPOLOLO KOL Y10, TIG
dvo opadec (apimumpaldin 77 % ko adomepdoin 73 %). To cuvoAlkd TOGOGTO OAOKANPOGNS TNG
SOKIUNG NTAV CTUOVTIKG DYNAOTEPO Y1 Tovg acheveic oe apummpalodn (43 %) oe oyéon pe avTovg o€
aromeptdoin (30 %). Or mpaypatikéc emddoelg otig KAlpakeg Babpolodynong mov ypnoiomomOnkay
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WG OEVTEPOYEVN KATOANKTIKA onpeia mepthapfovouévov tmv PANSS kot kAipoko a&loldynong
koté®iyme Montgomery—Asberg (MADRS), é5e1&av onpaviiky PeAtioon o oyéon pe v
0AOTEPLOOAT).

e ol eAeYXOLEVT] LE EIKOVIKO QAPLOKO dOKIUT, d1apKelag 26 eBOOHAdmV, G EVIALKES
otafeponompévoug acbeveig moyovieg and xpovia oylloepévela, 1 opndada TG apurimpaloing
TOPOVGINCE GNUAVTIKA LEYOADTEPN UEIMON TOL TOGOGTOV VROTPOTNG, 34 % STV opdda TG
aputitpaloAng Kot 57 % 6To EIKOVIKO GApLOKO.

Avcnon Bapovg

Y& KAWVIKEC SOKIUEG 1) apmimpalOAT dEV PAVNKE VO TPOKOAAEL KAVIKA onHavTiKn avénon Bapovg. e
po gleyyopevn pe olaviomivn, SmAd-toeAn, tolvebvikn dokiun yua oxloppévela, dbpkelag 26
efdoudowv, pe 314 eviiikeg acbeveic, T omoiag T0 TPMTUPYIKO KATAANKTIKO GNUElo fTay 1 adEno
Bapovg, onuavtikd Ayotepot acbeveic mov Ehafoav apumumpaloin (n = 18, 1 13 % tov a&loAoynoiuoy
acBevav) eppdvicay avénon Bapovs oe T0606TO TOVAGYIGTOV 7 % TTAVE amd TNV apytkn TN (SnA.
avénomn tovidyotov 5,6 kg yia péon tun apyucod Bapovg ~80,5 kg) oe cvyKpion pe Tovg acbeveic
nov Eafav ohaviamivn (n = 45,1 33 % tov a&loloyioinov acbevav).

Awmidonpkég mopopeTpol

Y& OPASOTTOUNUEVT] AVAAVOT] ATISOUUIK®DVY TOPOUETPMV OO EAEYYOUEVES UE EIKOVIKO PAPLOKO
KAMVIKEG OOKIUES EVATK®V, 1) apmirpaloin dev €5€1EE VoL ETAYEL KAVIKG OTLOVTIKEG LETAPOAEG oTAL
enimedo, TG OMKNG YOANGTEPOANG, TOV TPIYAVKEPLDImV, TNG MTOTP®TEIVIG LYNANG TukvoTnTag (HDL)
Ko TG MTOTpOTEIVNC YounAng mokvomrog (LDL).

Ipoloxrtivy

Ta enineda g TpoAaktiving a&loAoynOnKay og OAEG TIG dOKIUES Y10 OAEG TIG OOCELS TNG apmpalOANg
(n = 28.242). H cuyvotnta £UeavIiong VIEPTPOAUKTIVALULING 1| 0OENGNC THE TPOLAKTIVIG TOD 0pOD GE
acBeveig mov AdpPavav Bepaneio pe aprmmpaloin (0,3 %) NTav TapOUOLES LE TIC TEPUTTMOGELS GE
acBeveig mov AdpPavav eucovikd pappakxo (0,2 %). I'a acBevelg mov Adppavay aprmmpaloin, o
UEGOG YpOVOG HEXPL TNV Evapén NTav 42 Nuépeg Kat 1 uéom dtdpketa tav 34 nuépec.

H ocvyvomnta epedviong vrepmpoloktivarpiog 1 Lelmong ¢ mpolaktivyg Tov opod o acBevelg mov
MapPavay Beponeio pe aprmmpaloin ntav 0,4 %, oe cOykpon pe 0,2 % oe acBeveic mov Aaufavav
€IKoviKO @dpuaxo. [a acBeveic mov AdpuPavay aputimpaldin, o HEGOG xpovog HExPL TNV Evapén NTov
30 nuépeg kau 1 péon dbipketo frav 194 nuépec.

Moaviaxa Eneioooia oty Aiwolixy Awaropoyn tomov 1

e 500 EAEYYOUEVEG UE EIKOVIKO PAPUOKO SOKIUEC povobepameiog LETOPANTAG dOGNC SLAPKELNG

3 efdopddwv, Tov tepliehdpuPavay acbeveic e Evo Loviako 1 LEIKTO ENEIGOO10 AUTOAMKN G Alatapayns
Tomov I, n apumimpaloin giye ovdTEPT] OTOTEAECUATIKOTNTO GE GYECT| LLE TO EIKOVIKO PAPLOKO GT)
UElmON TOV HOVIOK®OV ETEIG001MV Y10, ¥poviko ddotnuo 3 efdouddmv. Ot SoKIUES QVTEG
neplerdpfovay acheveig pe 1 yopic Yoy®oKd GCOUTTOUATO KOl UE 1) YOPIG Toyelo EvaAloyn pAcew®V.

Ye dokun povobepameiog otafepnc OoMG EAEYXOUEVTS LUE EIKOVIKO PAPUOKO, SLOPKELNS
3 efdopddwv, Tov TepiehdpuPave acheveic pe povioko 1 PEKTO enelc0d10 AUToAIKNG AloTopoyng
tomov I, n apumimpaloAn anéTuye Vo TAPOVGIAGEL OVMTEPT OMOTEAEGHLOTIKOTITO OTO TO EIKOVIKO

QAPLLOKO.

e 300 EAEYYOUEVEG LE EIKOVIKO PAPLLOKO KOl OPUCTIKO PAPLOKO SOKIUEG povobepameiog

12 gfdopadmv, o aobeveig e évo paviakd N HEKTO nelc0010 Aok g Alatapayng tomov I, ue q
YOPIG YUYOGIKA COUTTOUOTA, 1) APUTITPULOAT TOPOVGIOCE OVAOTEPT OMOTEAEGLLATIKOTITO OTO TO
EIKOVIKO dapuaKo otig 3 efdopddeg kal S10TPNOT TOV OTOTEAEGUATOG CLYKPIoUN e To AiB1o 1) TV
olomeptdoin ) 121 efdopdda. H aptmmpaloin £deiée emiong cvykpioipo 1060otd acfevav pe
CUUTTOUOTIKN VPEST) OO T Hovia OTm¢ Kol To AiBlo N 1 akomeptdoin 1 121 efdopdda.

e oL EAeYXOUEVT] LE EIKOVIKO QAPLOKO dokiun 6 fdopadmv, Tov apopovce ce acheveic e Eva
HoviaKO 1 LEIKTO eMElc0010 Autolkng Atotapoyng tomov I, pe 1 ympic yuymoikd COUTTOUOTO, TOV
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dgv avtamokpivovtoy LePIKdS ot povobepameio pe AlBo 1 Painpoikd oe BepamevtiKd enimedo opoh
v 2 gBdopdides, n mposOk apummpaloing wg exukovpiky Bepaneia iye MG ATOTEAEG O AVAOTEPT
OTOTELECUATIKOTITO OTN UEI®ON T®V HOVIOKOV COUTTOUATOV GE oXE0N Ue TN povobepameio ABiov 1
Boaimpoikov.

e o eAeYXOLEVT] LLE EIKOVIKO QApLOKO dokiun 26 edopddwyv, mov mapatddnke yio 74 efdopddec, oe
poviakovg acbeveic mov emtedydnke Heeon pe apmmpaloAn Katd T SApKELD PAONS
otafepomoinong mpv and T TVYOOToINGN, 1 APUTTPAlOA TOPOVGINGE VIEPOYT GE GYECT LLE TO
EIKOVIKO QAPLLOKO GTNV TPOANYT ETAVELPAVIONG TNG OTOAIKY|S, KLPIS TpoAapPavovtog Tnv
VTOTPOTN OT1 Hovid, OAAG ATETVYE VO TOPOVGLACEL OVAOTEPOTNTA EVAVTL TOV EIKOVIKOD PUPUAKOV
OTNV TPOATYN ETAVEUPAVIONG TNG KATAOANYTC.

e o, EAeYYOUEVT] LE EIKOVIKO QApLOKO dokiun 52 efdouddwv, oe acheveic | Eva TpEyov Haviako 1
UEKTO €mel50010 AttoMkng Atatapoyng Tomov I 6mov enttevydnke cuveync veeon (KAipaka
a&loroynong paviag Young [Y-MRS] kat MADRS, pe cuvolikr Babuoroyia < 12) ue apumimpaloin
(10 mg/Mmuépa. £o¢ 30 mg/Muépa) copumAnpouatiky pe Aibo 1 Pakepoikd yio 12 cuveydueveg
€BOOLADES, | CUUTANP®UATIKY] apTITPAlOAN £J€1EE VITEPOYN EVOVTL TOV EIKOVIKOD QUPLAKOD, LIE

46 % pelopévo kivouvo (kKhaoua kvdvvou 0,54) otnv TpdAnyn eXavEUQAVIONG TN SUTOAIKNG Kol
Katd 65 % peiwuévo kivouvo (kKhaopo kvdovov 0,35) otny TpoANYN ETOVELPAVIGNC TNG Hoviog
£VOVTL GUUTANPOUOTIKOD EIKOVIKOD POPUEAKOV ALY améTuye va amodeiEel vepoyn EVOVTL EIKOVIKOD
QOPUAKOV GTNV TPOANYT ETMAVEUPAVIONG TNG KATAOAIYNG. ZOUTANPOUATIKY apmitpaloin anédeite
VIEPOYN EVOVTL EIKOVIKOD QOPLAKOV 6T dguTepevovoa PHETpNon EkPaonc, 6Tovg faduodc GUVOAKNG
KAV ektipnong - dtmoiikn| ekdoyn (CGI-BP), coPapodtnta acBéveiag (SOI, povia). Xe avti
dokiun, aobeveic giyav voderybel amd epevvnTég gite o€ AiB10 avorytic dokiung ite og povobepameio
BoAmpoikod dGTE Vo TPOGdopIloTEL PEPIKMG 1 U avtamdkpion. Ot acbeveig siyav otabepomomnbei yia
TovAdyloTov 12 cuveydueveg fdonades e To GuVOLOCUO apumiTPalOANG Kot ToV (610 oTadepomonT)
d1dbeong. XN cuvéyelo oTaBEPOTONUEVOL AICOEVEIC TUYALOTOONKAY MGTE VO GLVEYICOLV LLE TOV 1010
otabepomomn ddfeong pe STAG-TVEAN apuEimpaloAn N eukovikd eapuaxo. TEGeEPIg VITOOUAdES
otabepomomtdv 61absong agloloynnkay 6e TuyaoTouUEVN edon: apuritpaloin + Aiblo,
aputitpaloAn + BuAnpoiko, eikoviko edppoko + Aibo, eucovikd edpuaxo + fainpoixod. Ta mocootd
emovainyipomrag Kaplan-Meier oe omoloonmote engicdd10 d140eoms Yo TO GOUTANPOUATIKO
BepamevTikd dipo NTov 16 % og apummpaldin + Aibo ko 18 % og apummpaloin + Boinpoikd o
obvyKpilon pe 45 % og ewovikd pdprakxo + Albo kot 19 % oe eikovikd edpupoako + PaAmpoiko.

IHodrazpucdc TAnOvoudc

2yiloppévero. o€ epnfiovg

e eAeyyOUEVN] UE EIKOVIKO PApUaKOo doKiun dtapkelag 6 efdouddmy mov tepleAaupove

302 oylloppevikoig epnPoug acbeveis (13 éwc 17 et@v), mov mapovsialav OeTikd 1§ apvnTIKA
CUUTTOUOTO, 1) APITTPOLOAT CLGYETIOONKE e OTATIOTIKMG ONUOVTIKE VYNAOTEPES PEATIDCEIS TOV
YOYOOIKOV COUTTOUATOV GE CUYKPIOT LE TO EIKOVIKO QAPHOKO. ZE VITO-avAAvot epnpov acbevov
petaéd tov nAikiov 15 éog 17 et@v, mov ektpocnnovos 10 74 % Tov GuvoiikoD TANBVGUOD TG
SOKIUNG, TOPUTNPNONKE S1UTHPNOT TOV OTOTEAEGUOTOS KOTA TNV OVOLYTNG PAONC EMEKTACNG TG
doxung ddpketag 26 fdouddwv.

Y& U0, TUYOOTOMUEVT], SITAG TVEAT, EAEYYOUEV UE EIKOVIKO PapUaKo dokLur dtapkelag 60 £mg

89 gfdouddmv oe eprifoug acbeveic (n = 146, nhwiog 13 éwg 17 etodv) pe opiloppévela, vINPYE Ui
OTOTIOTIKA OTLLOVTIKY OlPOPE GTA TOGOGTH VITOTPOTNG YUY MOCIKOV CUUTTOUATOV HETOED TOV
opadmv wov AdpPovay Oepaneia pe apummpaloin (19,39 %) kot avtdv Tov Adppfovay ElKoviko
eappako (37,50 %). To onueio extipnong Tov Adyov kvdvvou ntav 0,461 (95 % ddotnpa
eumotoovvng, 0,242 £wg 0,879) oto cuvoro Tov TANBLGHOD. TNV aVAAVOT TV VTOOUAS®V, TO
onueio ektipunong tov Adyov Kivovvov frav 0,495 yia acBeveic nikiag peta&v 13 kou 14 etov, ot
oyxéon pe 0,454 yio acBeveic nhkiog petaly 15 kor 17 et@v. Q61000, 1) ECTIUNGN TOL AGYOV KIVOUVOL
oTNV OpAda e Tovg mo veapovg acbeveic (13 émg 14 etdv) dev ftav akpipng, avikatontpiloviag Tov
UIKpOTEPO OPBUd asBevdy oty v AOY® opdda (apummpaldin n = 29, eikovikd edppoko n = 12), kot
TO O1AGTN U EUTIGTOGVVIG Y10 ALTHV TV eKTipnon (to omoio kupouvdtay and 0,151 €wg 1,628) dev
EMETPEYE VO GLuVOYOOLV cLUUTEPAGHATA, OGOV APOPE TNV Tapovsia OepamevTikng dpacnc. AviBET®G,
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10 SLoTNUA EUTSTOGVVTG 95% Yo ToV AdGY0 KIvdUVOL GTNV VIOOUAON [LE TOVS LEYUADTEPOVG
acBeveic (apummpaldin n = 69, geikoviko edppaxo n = 36) ntav anod 0,242 éwg 0,879, omdte fTav
duvatov vo cuvaydel copmEPaco GYETIKA Ue TN BepamevTikn] dpdon oTovg peyaAdtepovg acheveic.

Moaviaxa emeioodio Aimolixng Aratapayns tomov I oe maudid. kot epRfovg

H aputimpaloin peremnOnke oe pia eheyydpevn pe gikovikd eappako dokiun ddpketas 30 efdouddwmv
1oV epteAapPave 296 madid kot epnpoug (10 émg 17 etdv), mov TAnpodoay ta kpiripte tov DSM-
IV (Awyvootikd kol 6TatioTikd eYYEPIO0 TV Yoyikdv dtatopay®dv) yio Autoikn Atatapoyr TOTOV
I pe paviaxd 1 piktd enelcdowa e 1| YOPIg YuYOOIKA XopaKTPloTikd Kot glyav pia fadporoyio Y-
MRS 2> 20 katd Vv évapén. Meta&d Tov acbevdy Tov GUUTEPIAMNEONKOY GTNV 0PIk aviALGY
amotelecuatikOTNTOG, 139 06beveig eiyov og cuvumdpyovca didyvmon AEITY.

H aputimpaldin Nrav avdtepn TOL EIKOVIKOD GOPUAKOL GTY| LETOPOAN OO TNV APYLKN TN TV
efoopdoa 4 kot v efdopndda 12 otn cvvohkn Pabuoroyia Y-MRS. Xe pia post-hoc avéivon, n
Beltiomn o€ GYECT LE TO EIKOVIKO QAPLLOKO NTOV 7O £VvTOVT 6ToLG acbeveig ue cuvourdpyovca AEITY
o€ oVyKplon pe v opdada ywpig AEITY, 6mov dev vnpye Kopio S10popd amd T EIKOVIKO QAPLOKO.
Agv Beomiotnke TPOANYN TNG VTLOTPOTNG.

O1 1o kowvég epaviCopeveg avemBounteg evépyeieg 6tovg acbeveic mov Aapupdavouvv Bepaneio pe

30 mg Nrav eEnmupapdikn dwatapayn (28,3 %), vevniia (27,3 %), keparaiyia (23,2 %), Kot vavtia
(14,1 %). H péon avénomn tov copatikod Papovg oe dtdotnua Bepameiog 30 efdopnadwov nrav 2,9 kg
oe avykpion pe 0,98 kg otovg acbeveig mov Eafoav Bepameio e lkoVIKO PAPUOKO.

EvepeOiototnta oyetilopevn pe avtiotikn o10topoyn oe ToroloTpikoig aobevelc (PA. mapaypopo 4.2)

H aprmimpaloin pelemnOnke oe acbeveig nhikiog 6 £0¢ 17 eTdv og 500 EAEYYOUEVES UE EIKOVIKO
Qapuoxo dokiuég drapketog 8 efdopddwv [pe pa petafint d6om (2 mgmuépa o 15 mgMmuépa) kot
pe i otabepn 66on (5 mg/Mmuépa, 10 mg/Mmuépa v 15 mg/Mmpépa)] Ko og pia avorytr) Sokiun

52 gfdouadmv. H yopriynon d6ong oe awtég Tic dokipég exivnoe pe 2 mg/muépa, avénonke ota

5 mg/Mmuépa petd omod pa efdoudda kot avénbnke avd 5 mg/muépa oe efdopadiaio Tpocavénon
pexpt T otoyevpevn 60on. Iave and 75 % tov acbevav frav pikpdtepor towv 13 etdv. H
apuTitpalOAT TOPOVGINCE GTATIOTIKA OVATEPT OMOTELEGUATIKOTITA GE GYEON LE EIKOVIKO QAPHLOKO
o€ Khipako Evepebiotomtog EXEyyov TTapekiiivovcog Xvumepipopdc. Qot060, 1 KAWVIKTY oYéo
oVTOV TOV gVPNUATOG dev Exel TeEKUNPLBEel. To Tpogid acpdielng cvopmepiehdpupave avénon Pépovg
Kot oAAayEC oTa emineda TpoAaktivng. H dibpkeia g pakpdypovng SoKIUNG aopaAELNg TEPLOPIOTNKE
oTIg 52 efdopddes. ZTig opadomomuéves dokiuég o aobeveig mov dafay Oeparmeia pe apumurpaloin,
1N EMNIMTOCN TOV YOUNADV EXTEd®V TPOAAKTIVIG 6TOV 0p06 G€ Kopitala (< 3 ng/ml) Kot o€ aydpia.

(< 2 ng/ml), Nrav 27/46 (58,7 %) kot 258/298 (86,6 %) avtictorya. Xe eAeyYOLEVEG DOKILES LE
EIKOVIKO Qdpuaxo, 1 uéon avénon Bapovg frav 0,4 kg yia gikoviko eapuako kot 1,6 kg yio
apuTimpalon.

H apumimpaloin peletnOnke emiong og pio Sokiun HoKpoypOvIaG CUVTIHPNONG ELEYXOUEVT LE EIKOVIKO
@appako. Metd omd wa otabeponoinomn 13 g 26 gfdouddwv otny apimmpaloin (2 mg/muépa £m¢
15 mg/muépa), ot acbeveic pe wia otabepn avotandkpion eite dttnpninkay o€ apmirpaldin M
VIOKOTAGTAON KOV GTO EIKOVIKO QAppoKo Yo emmAéov 16 gfdoudadec. Ta mocoatd vrotponng Kaplan-
Meier katd v efdopada 16 frav yio v apumimpaloin 35 % xot yuo to g1Koviko eappoko 52 %. O
OYETIKOC KivOuVOog Yo votponn evtog 16 efdopdadmv (apumumpaldAin/eikovikd eappoko) frav 0,57 (un
OTOTIOTIKA OMHavTIKy otapopd). H péon avénon tov copatikod Bépoug kKatd tn SidpKeld tng aong
otabepomoinong (Léxpt 26 efdopnadec) pe aputimpaloin ntav 3,2 kg, kot po mepoitépm péorn avénon
™™g tééng tov 2,2 kg yo aputimpaldin oe cvykpion pe 0,6 kg yio 1o €1KOVIKO QAPUOKO
napatnpnOnke otn devtepn daon (16 efdopddeg) g dokiung. EEmmupapudikd copntopota
avapépOnkav Kupimg Katd TV eaocn g otabeponoinong o 17 % twov acbevov, pe 10 6,5 % va
TaPOoVGLALEL CULTTOUOTO TPOLOV.

Tk wov oyetiloviau pe 1o odvipouo Tourette oe Taudiatpikois aoleveis (PAéme mapdypoapo 4.2)

H anoteleopatikotnta g apumimpoaldAng peretnonke oe madoTpikovs acbeveic e chvopopo
Tourette (apummpaloin: n = 99, eikovikd Pappako: n = 44) g Lo TUYOIOTOUNUEVT], SUTAG TVEAN,
EAEYYOLEVN LE EIKOVIKO QApLaKO HEAETN 8 EBOOUASWDV, YPTCILOTOIDOVTOS Y10 TIC OMASES £VOL GYNUOL
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OepamenTikng aymyng otabepng 06onc e Pdon to Bapoc, Evavt Tov vpove docemV omd S mg/Mmuépa
¢m¢ 20 mg/mpépa, Kot pe 66om Evapéng 2 mg. Ot acBeveig rav and 7 £wg 17 etdv Kot Tapovsiocay
uéco 6po Pabuoroyiag 30 oto Total Tic Score tng khipakag Yale Global Tic Severity Scale (TTS-
YGTSS) oty apywn T, H apumimpaldin enédeiée Pertioon ot petafoin tov TTS-YGTSS and
™V opykn T €oc v 8" efdopdda katd 13,35, yia v opdda yapning 66ong (5 mg 1 10 mg), kot
katd 16,94 yio v opdda vynAng 66ons (10 mg 1 20 mg), o€ cvykpion pe o Peitioon katd 7,09
OV OTUEIDONKE GTNV OLLASE TOV EIKOVIKOD QUPUAKOV.

H amotelecpatikotmta g apurinpaloing oe tardratpikovg acBeveis pe cuvopouo Tourette
(apumumpaldin: n = 32, ewcovikd edapuaxo: n = 29) a&lohoyndnke, emiong, pe £va ELEMKTO gVPOG
docemv amd 2 mg/Mmuépa £mg 20 mg/Mmuépa kot 06om Evapéng 2 mg, GE Lol TUYOLOTONUEVT], 1Al
TOQAT, ELEYYXOLEVN LE E1KOVIKO dppoko perétn 10 gfdopadmv, n onoia de&nydn ot Nota Kopéa.
Ot acBeveic Ntav amd 6 £og 18 etV kot mapovsiacav péco 6po Pabporoyiag 29 oto TTS-YGTSS
omv apyn Tiun. H opdda g apimmpoalding enédeite Peitioon kotd 14,97 otn petofoin tov TTS-
YGTSS am6 v apywn T £oc ) 10" efdopdda, og ohykpion pe pio Pertioon kot 9,62 oty
OLLAS0 TOV EIKOVIKOD QOPUAKO.

H xAwvikn cvvaeeta yuo TNy anoteAespoTIKOTNTA TOV EVPNUATOV dev £xel TekUnpwOel yio kapio amd
aTEG TIG dVO PpayvmpdBecpeg dokipés, Aappdvoviag veoyn to péyehog g enidpaong tng
0epUmEVTIKNG OY®YNG GE GVYKPLION UE TN HEYAAT EMIOPACT] TOV EIKOVIKOD POPUAKOD KO TIC OCUPEIG
EMOPAGEIC GYETIKA UE TNV YOYOKOW®DVIKT] AELTOVPYIKOTNTO. AgV VITdpYovV dtobécipa pakporpodecua
OTOlELD, OGOV 0POPA TNV ATOTEAEGLLOTIKOTNTO, KOl TNV AGPAAELD TNG opuTimpalOANG Y10 0VTY] TN
YopoKTNPWLOUEVT amd SLOKVUAVGELS SLoTapayn.

O Evponaikoc Opyoaviopog Oappdkmv Exel 0OGEL avaoin amd Ty VIoypEot VTOPOANG TV
OTOTELECUATOV TV SOKIU®V HE aptmrpalodn o€ pio 1 TEPIGGOTEPES VILOKATYOPIES TOV
nondlatpikov mAnbvouov ot Bepaneia g oxlloppévelag Kot otn Bepomeio TG STOMKNG
ocuvaoOnuatikng datapoyng (PAETE mopdypapo 4.2 yio TANPOPOPIES GYETIKA LLE TNV TOLSIATPIKY
xpnon).

52 ®appuoxkoKivnTIKES IO0TNTES

Amoppdonon

H apumimpaloin amoppopdrol KOAd, e TIG HEYIOTEG CVYKEVIPAGCELG GTO TAACUA Vo, eppavifovtal péca
o€ 3 émg 5 dpeg and ™ yoprynon. H apumimpaldin veictoton EAIyIOTO TPO-GUOTNUATIKO
petaforiopd. H andivt Prodiobecipdmra petd amd ™ Aqyn diokiov omd 1o otoua sivor 87 %.
I'evpa Thovo10 o€ Almn dev €xel Kapio eXidPACT GTN QUPUOKOKIVITIKY TNG ApmimpalOAN.

Koatavoun

H apumimpaloin katovépeTal EvpE®S 6€ OAO TO GMUA LE PavopeVIKO Oyko katavoung 4,9 L/kg, mov
Oelyvel eKTETAUEVT EEOAYYELOKT KATAVOUT. X& BEPUTEVTIKEG GUYKEVIPMGELS, 1) apITUTpalOAn Kot M
0gbOpo-apuTTPalOAn EivVOL GUVIESEUEVO, LE TIC TPOTEIVEC TOL 0POV GE TOGOGTO UEYUADTEPO A0

99 %, ovvdedepéVo KLPImG Le TNV aABovpivn.

Buoupgtaoynuoatiopdg

H apumimpaloin petaforiletor ekTeETOUEV OO TO NTOP KVPIWS [E TPEIS 000VG PLOUETATPOTNG:
apudpoydvwon, vdpoEviimon kot N-amoorkvrioon. Me Baon dokwuég in vitro, ta évlopa CYP3A4
kot CYP2D6 givor vrevbova, yio v apudpoyovoon katl vdpo&vAinom g aptrirpalding kol N-
aroaAkviioon KataAdvetol amd 1o CYP3A4. H apumimpaloin eivor 10 emikpatéstepo pHopLo
(OPLOKEVTIKOD TPOIOVTOG GTI GUCTNUATIKY KVKAOQOpia. Xt otabdepomompévn Katdotaon, 1
debdpo-aputimpaloln, o evepyog petaforitne, aviimpoconevel epimov to 40 % tov AUC g
apuTpalOANG 6TO TAAGLOL.

Amofol
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O péoeg Tpég nuiong amofoing g apimurpaloing lvan mepinov 75 dpeg 6e 0VGiEg MOV TPOKAAOVV
extetapévo petaforopd tov CYP2D6 kot mepimov 146 dpeg o ovsieg mov mpokaroby achevn
petaforioud CYP2D6.

H oAm kaBapon tov opyavicpov yo v apimupoaloin etvar 0,7 ml/min/kg, mov givan kvpiog
NTOTIKY.

Meté and pa pamal and Tov 6TopaTog §0on apmmpaloing emonuacuévng pe [HC], nepinov to
27 % g yopnynbeicag padievépyetag avaxtionke ota ovpa kot wepimov 10 60 % ota KéTPOVO.
Aryotepo and 10 1 % g avarlointg aputimpaloing arofAndnke ota obpa kot wepimov 1o 18 %
OVOKTHONKE aVOALOIDTN GTA KOTPAVOL.

Iodratpukdc TAnfuoudc

H poppakokivntikny g aputimpaloing kot g debopo-apimurpaldoing o€ moudaTpikods acheveig
nikiog 10 émg 17 etdv NTav TapopHola LE EKEIV TV EVNATK®V LETH amd S10pOHmon Yo TIC SLupopPES
TOV COUATIKOV Popdv.

DapLOKOKIVNTIKA GE E0IKEC OLAdEC acDEVAV

Hiaiouévor

Agv vapyovV S10POPEG GTI| PAPUAKOKIVITIKY TNG apmimpoaloAng HETOED VYLDV NAKIOUEVOY KoL
VEDTEPMV EVNAIK®V, 00TE VILAPYEL KATOLN OVIYVEDGIUN ETOPOACT TN NAIKIOG, GE L0 QUPILOKOKIVITIKN
avéAvon Tov TANOLGHOD TV TAGYOVTI®V O GYLLOPPEVELD.

Dvlo

Agv VTLAPYOLY SLOPOPES BTN POPUOKOKIVITIKT TNG opimpaloAng LETAED VYLDV OVIPOVY KOl YOVOLKDV
001e TopatnpeiTal aviyvedoIUn EXIOPOCT) TOV PUAOV GE L0 POPLOKOKIVITIKY AVAALGT) TOV
TANOLG OV TV TOoKOVTIOV and oY loPPEVELX.

Kdnmvioua
H a&ohdynon g eoapuokokiviTikng 6Tov TANBVGUO OV UTOKAADYE KAVIKOG OTLLOVTIKEG EVEPYELEG
070 TO KATVIGUO GTT] QOPUOKOKIVITIKT TNG aplmiepaloAng.

Dovin
H a&loldynon e eapuokoKvnTIKHG oTov TANOVGHO OV amoKaAvYE KAmola EVOEIEN Y10 KAVIKMG
OTUOVTIKEG SLOPOPES TTOV VO, GLVOEOVTAL LE TI QLA OTN QOPLOKOKIVITIKT TNG apueimpalOANG.

Negpixn dvoiertovpyio,
To, @apUOKOKIVITIKG YOPAKTNPLOTIKA TG aptrimpaloAng Kat g dgbdpo-apimtmpaloing Ppidnkav va
elvar Tapopola o€ acbeveig pe cofapn veppiki| VOGO GUYKPIVOLEVE LLE OQVTH VEAPDV VYLDV 0EAoVI®V.

Hrortikn dvoiertovpyio

Aoxun pe epdmal d6om og dropa pe dtapopovg Pabduoids kippmong tov frartog (Child-Pugh Classes
A, B kot C) dev amokdAvyov GNHOVTIKH ETIOPOOT) TNG NAATIKNG SVGAEITOLPYIONG GTI| POPUAKOKIVITIKY|
™G apmirpaldAing kat g 0ebdpo-apmimpaloOAng, oAAd 1 dokiun meprouPavel uovo 3 acbeveic ue
kippwon tov ratog Class C, mov gival avemopkeis yio v e£oy@yn GOUTEPUGUATOV Y10, TN
UETAPOAIKN TOVG IKAVOTNTOL.

5.3 Mpoxivikd dedopéva yio TNV acQarero,
Ta pn kKhvikd dedopéva dev amokaADTTOLV 1010{TEPO Kivouvo Yia Tov dvBpmmo pe faon Tig
SLUPOTIKES OOKIUES POPUAKOAOYIKNG OCPAAELNS, TOEIKOTNTAG EMOVOLAUPOVOLEVOV dOGEMY,

YOVOTOEIKOTNTOC, EVOEYOLEVIC KAPKIVOYOVOU OPAGTC, TOEIKOTNTOG GTNV OVATOPAYWYIKT IKOVOTITO
Kot ovAmTuén.
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INUAVTIKEG TOEIKOAOYIKEG EMOPACELS TapatnpONKay Ldvo oe 00GEIC 1] EKBEGEIC TOL TTOV GNUOVTIKA
TOPOTAVO oo TN péEYIoTn avBpdmvn 6o 1| £kBeon mov €0eyve OTL O EVEPYELES AVTEG TV
TEPLOPICUEVEG T} OEV €l Kapio oxéon He TNV KAWVIKN xpnor. Avtég mepteldppavoy:
d0c0eEapTMdUEVT TOEIKOTNTA TOV PAOIOV TOV EXVEPPLOI®Y (CLGGMOPEVOT) TNG YPDOCTIKNG
AMITOPOVOKIVIG KOUT| OTMAELN TAPEYYVUATIKOV KVTTAP®V) GE apovpaiovg HeTd amd 104 efdopddeg pe
docelg 20 mg/kg/muépa émg 60 mg/kgmuépa (3 émg 10 popég ) péomn tipn g AUC og
oT00EPOTONUEV KOTAGTAGT TN UEYIOTN TPOTEWVOUEVT dOGT GTOV AvOp®TO) Kol avENGT TV
KOPKIWVOUATOV TOL GAOL00 TOV EMVEPPLITMV KOl GLVIVAGUEVOV AOEVOUATOV/KOPKIVOLATMOV TOV
@AOLD TV EMveEPLBinV o BnAvkovg apovpaiovs, pe doon 60 mg/kg/Mmuépa (10 popéc T péon Ty
g AUC otafepomompévng KaTaoTaong 6Tn LEYLOTN CLUVIGTOUEV dOGN oTov avOpwmro). H
VYNAOTEPT £KBEOM TTOL dEV TPOKAAEL EUPAVIOT] OYK®V o€ ONAEIS apovpaiovg fTay 7-TAAGLo TNG
éxBeong otov avBpwmo 61N cLVIGTMUEVT dOGT.

"Eva couminpopatikd eopnua tav 1 xoroibioon, cov amotédespio e Kabilnong tov Beukmv
ovlebéemv TV VOPOLL-peTafoAlT®V TG apTUTpalOANG 6T YOAN TOV TBNKWOV PeTd omd
emovalopPavopeveg amd tov otopaTog dooels 25 mg/kg/muépa émg 125 mg/kg/muépa (1 éog 3 popég
™ néomn tiun g AUC otabepomompévng KaTaoToonG 0T LEYIOTN CLUVIGTMWUEVT KAMVIKT 060m 1 16
£og 81 popéc T péylotn cuvictduevn 86on otov dvBpwmo Baciopevn oe mg/m?). Ev tovtolg, ot
GUYKEVTPMGELS TOV Beukdv Tpoiovimv c0ELENG TS VOpO&V-aptmmpalOANg 6T YOAN Tov avBpmdTov
OTIG LEYIOTEG TPOTEWVOUEVEG DOGELS, 30 mg TNV NUEPQ, OV NTAV TEPLGGOTEPO amd 6 % TV
GLYKEVTPMGE®V GTN YOAN IOV Bpebnkav 6Tovg TONKOLG Gt dokiur dtapkelag 39 efdouadmv Kot
gtvar Todd 1o kT (6 %) amd Ta Opto ™G iN Vitro dtedvtodTTag.

Y& SOKIUEG EMUVUAAUPBUVOLEVIG BOONC VEAPDV pOLPAI®mY KAl GKOAWMVY, 1 EIKOVA TOEIKOTNTOG TNG
aputitpalOANG NTa cuyKpicun pe ekeivn mov Topatnpnnke og eviihka {oa, Kot dev vnpée EvoeiEn
VEVPOTOEIKOTNTOG 1) AVETIBVUNTOV EVEPYELDV GTNV AVATTVLE).

Me Bdon to 0moTEAEGUATO, (LG TANPOLS GEWPAC KAOIEPOUEVOY EAEYYX®V YOVOTOEIKOTNTAG, T
aputitpaloin BempnOnke 611 dev etvan yovoto&ikny. H apumimpaloin oev emPdpuve n yovipotnta o
dox1pég ToIKOTNTOC ovaTopay®YNe. Avamtuélaxn toikotnTo, Tephapupavouévey g 6060-
eEaptmdpevng kabvotepnuévng euPpuikng 06TEOTOINONG Kol TOV TOUVMY TEPATOYEVETIKMY EVEPYELDV,
napaTnPNOnke o€ apovpaiovg oe HOCELG TOL £XOVV MG OmOTEAESHA £KOeon o€ emimeda younAdTepa
™G Bepamevtikng 60omg (pe Baon v AUC) ko o€ kovveMa og 00GELS oV 001 Y0V o€ €kBeomn 3 ko
11 opég ™ péon tun g AUC otafepomompévng KoTdoToong 0T UEYIGTN CUVIGTOUEVT KAIVIKY
ooon. [apanprnke pntpikn 10EKOTNTA, 68 dOGEIS TAPOUOLEG LUE AVTES TOV TPOKAAOVV OVOTTLELOKN
TOEIKOTNTA.

6. OAPMAKEYTIKEX IAHPO®OPIEX
6.1 Kotahoyog ekdoymv

Aripiprazole Accord 5 mg diokia

Aaktoln povoiidpikn

MiKpoKpLGTUAAIKT KUTTOPIVT

Auvio apafocitov

Y dpo&umpomviikn KuTTOpivn

2TEOTIKO PLOyVT|Gl0

Adka apythovyov wdkokapuiviov (E132)

Aripiprazole Accord 10 mag/ 30 mg dwokia

Aoaxtdln povobdpikn
M1kpoKpUGTAAAIKT KOTTAPIVN
Apvdo apapocitov

Y dpo&umpomuAikn KutTapivy
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2TEOTIKO LLOyVIGLO
Koxkivo o&eido tov aompov (E172)

Aripiprazole Accord 15 mg dwokio.

Aoktoln povoiidpikn

MiKpoKpLGTUAAIKT KOTTOPIVT

Apvio apafoacitov

Y dpo&umpomviikn) KutTapivn

2TE0TIKO PLOyVGl0

Kitpwvo 0&gidio tov oiompov (E172)

6.2 AocvppotoTnTeg

Agv gpappoleral.

6.3 Awgpkero Long

3 ypévia

Adpkela {ong, katd ™ ypnon, LeTd To 1° dvorypa:

- 30 nuépeg (Yo erain molvabvieviov vyming rukvottog [HDPE] 30 diokiwv)

- 100 nuépec (yio @1éAn morlvaBvieviov vyning mokvotntag [HDPE] 100 diokiomv)
6.4 Idwitepeg mpoPuvAdEeLls KaTA TN PULAEN TOV TPOTOVTOG

To eoppoakevTikd ovtd TPoidv dev omartel 11iTEPEC GLUVONKES Yot TNV PVANEN TOL.

6.5 ®@Vo1 K GVOTUTIKA TOVL TEPLEKTY

Ta, dioxia Aripiprazole Accord 5/10/15/30 mg dwotifevtan o€ didtpn koyéAn (blister), povadwv
d0omg and alovpivio/alovpivio og cuokevacieg tov 14 X 1,28 x 1,49 x 1, 56 x 1 98 x 1 diokiwv.

Ta dioxia Aripiprazole Accord 5/10/15 mg éwatifevran o€ giaAn HDPE, ue noua acpoieiog PPCRC,
nov mepéyet 30 1 100 dioxia.

Mmropei va, unv KoKAOQOPOLY OAEG Ol GLCKEVAGIEC.

6.6 Idowitepeg TpouvAdEers ambppryng

Kda0e aypnoiponointo eapuokevtikd mpoidv 1 VIOAEWIO TPETEL VO, OTOPPITTETOL GOUPDVOL UE TIG
KOTO TOTOVG 1GYVOVGEG OYETIKEG OLUTAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX
Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona,

s/n, Edifici Est 62 planta,

08039 Barcelona,

Iomavia

8. APIOMOX(OI) AAEIAY. KYKAO®OPIAX
EU/1/15/1045/001- 006, EU/1/15/1045/023 (5 mg)

EU/1/15/1045/007- 012, EU/1/15/1045/024 (10 mg)
EU/1/15/1045/013- 018, EU/1/15/1045/025 (15 mg)
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EU/1/15/1045/019- 022, EU/1/15/1045/026 (30 mg)

9. HMEPOMHNIA IIPQTHX EI'KPIXHX/ANANEQYHX THX AAEIAX

Hpepounvia mpdtng £ykpiong: 16 NoéuPpiog 2015
Huepounvia televtaiog avavémong: 30 XerntéuPpiog 2020

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPOPOpiES Yio TO TOPOV QUPLOKEVTIKO TPOioV gival S100EG1EG GTOV SIKTLAKO TOTTO
10V Evponaikod Opyoavicpov @appdkev: hitp://www.ema.europa.eu.
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ITAPAPTHMA 11

ITAPATQI'OX(OI) YIIEYOYNOX(OI) I'TA THN AITOAEXMEYXH TQN
ITAPTIAQN

OPOI'H ITIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH
AAAQOI OPOI KAI AITAITHXEIX THX AAETIAYX KYKAO®OPIAX

OPOI'H HEPIOPIXMOI XXETIKA ME THN AX®AAH KAI
ATIOTEAEEIMATIKH XPHXIH TOY ®PAPMAKEYTIKOY ITPOIONTOX
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A.  HAPATQIoOx(0OI) YIHEYOYNOX(OI) I'TA THN AIIOAEEMEYXH TQN ITAPTIAQN

Ovopa kat d1evfvvon tov(tmwv) TopoywyoL(dv) Tov ivarl vevBuvog(ot) Yo THV OT0dOECUEVCT TWV
TOPTIO@V

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéyt,
OX\avoio

Accord Healthcare Polska Sp.z 0.0.,
ul. Lutomierska 50,95-200 Pabianice, [ToAwvia

Accord Healthcare single member S.A.
64th Km National Road Athens,
Lamia, Schimatari, 32009,

EX\GSa

270 £VTUTIO PUALO 0ONYLOV YPNONG TOV PAPUAKELTIKOD TPOIOVTOC TPETEL VO OVAYPAPETUL TO OVOLLOL
Kot 1 91e0BVVOT| TOL TAPAYOYOV TOV VoL LTEVOVVOC Y1 TV OTOSECUEVOT| TG GYETIKNG TOPTIOOC.

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

DoppokevTikd TPoidv Yo TO OTOI0 ATOLTEITAL WOTPIKT GLUVTAYY.

I AAAOI OPOI KAI AITAITHZEIX THX AAETIAY. KYKAO®OPIAX

e  Ex0Biceic meprodukig mopakorovOnong g aocpdisiog (PSURS)

Ot amaitioelg yio v veofoAin towv PSURS yio T0 ev Ady® @apuakevtikd Tpoidv opiloviatl otov
KaTAAOYO UE TIg nuepounvieg avapopds e Evoong (katdioyoc EURD) wov mapotifeton oty
napdypoeo 7, tov dpBpov 107y, tng odnyiag 2001/83/EK kot k6Oe erakdiovdng emkaponoinong
OT®G ONUOGIEVETAL GTIV EVPMOTOIKT] SIKTVOKT TOAT Y10, TO PAUPHLOKAL.

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

e Yyéoro dwuyeipiong Kivovvou (XAK)

O Karoyog Adetag Kvkiopopiag (KAK) Oa die&aydyel Tig amaitodpeVEg SpacTnpLOTNTES Kot
TOPEUPACELS PUPHOKOETOYPVTVIOTG 0TS Tapovcldlovtal 6To cuppmvnév ZAK mov mapovsidleTat
omv evotnta 1.8.2 ¢ ddelog KukLoQopiog Kol 0T01EGONTOTE EMAKOAOVOEC EYKEKPIUEVEG
avabempnoeig tov TAK.

Emwaiporompévo XAK Oa npénet va katatedei:
e Metd and aitnua tov Evponaikod Opyavicpod @apudkmv,

e  OmoTedMOTE TPOTOTOIEITAL TO GVGTNO dtaryElpLoNg KvoOvVo, €101KE MG ATOTEAEGLLOL ANYNG
VEOV TANPOQOPLOV TTOV LITOPOVV VO ETLPEPOVY GTLLOVTIKT] OAAAYT OTN OXECT] OQELOVG-KIVOUVOL
N ©¢ 0mOTELESUA TNG EMITEVLENC EVOG GNUAVTIKOD OPOCTHLOV (PUPUOKOETAYPVTVIOT 1}
glayrotonmoinor Kivdvvov).
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ITAPAPTHMA I1I

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTITIA XYXKEYAXIEX KYYEAHX (BLISTER)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Accord 5 mg dwokia
aputimpaloAn

2. TLYNOEZIH XE APAXTIKH(EX) OYXIA(EY)

Kd&Be diokio mepiéyet 5 mg aputimpalOAng.

3. KATAAOTI'OX EKAOXQN

[epiéyer povoddpikn Aaktoln. AvatpéEte 6To PUALO 0ONYIDV XPTOTG VIO TEPIGGOTEPES TANPOPOPIES.

4, OAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

14 x 1 diokio
28 x 1 dokia
49 x 1 dokia
56 x 1 dokia
98 x 1 diokia

| 5.  TPOMOX KAI OAOX(OI) XOPHTHEHX

AwPaote To PUALO 0INYIDOV XPNONG TPV OO TN XPTIOM.
Ao otONATOC YpTIoN.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXZEITIZOYN TA HITAIAIA

Na puAdooetar o€ 0éon v omoia dev PAEmOLY Kot dev Tpoceyyilovv To TodLd.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTOIHEZH(EIZ), EAN EINAI AAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEX OPYAAEHX
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10. IAIAITEPEXZ TPO®YAAZEEIX I'A THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TQN YHHOAEIMMATQN
MHOY IMPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona,
s/n, Edifici Est 62 planta,

08039 Barcelona,

Tonravia

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/15/1045/001 14x1 1 dwokia
EU/1/15/1045/002 28x1 1 éwokia
EU/1/15/1045/023 49x1 1 éwokia
EU/1/15/1045/003 56x1 1 dwokio
EU/1/15/1045/004 98x1 1 dwokio

13. APIOMOX ITAPTIAAX

[oprida

‘ 14. TENIKH KATATAZH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

| 16. MAHPO®OPIEL XE BRAILLE

Avripiprazole Accord 5 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIFAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A66186T0TOC YPOUU®TOG KMo (2D) mov pépet tov TepAnehEvia LovadIKO avayvmpPIoTIKO KOAKO.

18. MONAAIKOZXZ ANATNQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIZTEX ENAEIZEIZ TIOY HPEIEI NA ANATPA®ONTAI XTI S YZKEYAZIEE
KYYEAHZ (BLISTER) ‘H ITIE TAINIEX (STRIPS)

KYYEAEX AAOYMINIOY/AAOYMINIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Aripiprazole Accord 5 mg dwokia
apumitpaloAn

2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Accord

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTITIA XYXKEYAXIEX KYYEAHX (BLISTER)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Accord 10 mg dwokia
aputimpaloAn

2. TLYNOEZIH XE APAXTIKH(EX) OYXIA(EY)

Kd&Be diokio mepiéyet 10 mg apimmpalding.

3. KATAAOTI'OX EKAOXQN

[epiéyer povoddpikn Aaktoln. AvatpéEte 6To PUALO 0ONYIDV XPTOTG Y10 TEPLGGOTEPES TANPOPOPIES.

4, OAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

14 x 1 diokio
28 x 1 dokia
49 x 1 dokia
56 x 1 dokia
98 x 1 diokia

| 5.  TPOMOX KAI OAOX(OI) XOPHTHEHX

AwPaote To PUALO 0INYIDOV XPNONG TPV OO TN XPTIOM.
Ao otONATOC YpTIoN.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXZEITIZOYN TA HITAIAIA

Na puAdooetar o€ Oéon v onoia dev PAETOLY Kot dgv Tpoceyyilovv Ta TodId.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTOIHEZH(EIZ), EAN EINAI AAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEX OPYAAEHX
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10. IAIAITEPEXZ TPO®YAAZEEIX I'A THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TQN YHHOAEIMMATQN
MHOY IMPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona,
s/n, Edifici Est 62 planta,

08039 Barcelona,

Tonravia

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/15/1045/007 14x1 1 dwoxio
EU/1/15/1045/008 28x1 1 dwokia
EU/1/15/1045/024 49x1 1 éwokia
EU/1/15/1045/009 56x1 1 dwokia
EU/1/15/1045/010 98x1 1 dwokia

13. APIOMOX ITAPTIAAX

[oprida

‘ 14. TENIKH KATATAZH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

| 16. MAHPO®OPIEL XE BRAILLE

Avripiprazole Accord 10 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIFAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A166186T0TOG YPOUH®TOG KDoA (2D) mov pépet Tov TepAn@BEvTo LOVOIIKO avayvOPIoTIKO KMOKO.

18. MONAAIKOZXZ ANATNQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIZTEX ENAEIZEIZ TIOY HPEIEI NA ANATPA®ONTAI XTI S YZKEYAZIEE
KYYEAHZ (BLISTER) ‘H ITIE TAINIEX (STRIPS)

KYYEAEX AAOYMINIOY/AAOYMINIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Aripiprazole Accord 10 mg dwokia
apumitpaloAn

2. ONOMA KATOXOY THX AAEJAY KYKAO®OPIAX

Accord

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTITTA XYXKEYAXIEX KYYEAHY (BLISTER)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Accord 15 mg dwokia
aputimpaloAn

2. TLYNOEZIH XE APAXTIKH(EX) OYXIA(EY)

Kd&Be diokio mepiéyet 15 mg apimmpalding.

3. KATAAOTI'OX EKAOXQN

[epiéyer povoddpikn Aaktoln. AvatpéEte 6To EUALO 0ONYIDV YPTONG Y10 TEPIGGOTEPES TATPOPOPIES.

4, OAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

14 x 1 diokio
28 x 1 dokia
49 x 1 dokia
56 x 1 dokia
98 x 1 diokia

| 5.  TPOMOX KAI OAOX(OI) XOPHTHEHX

AwPaote To PUALO 0INYIDOV XPNONG TPV OO TN XPTIOM.
Ao otONATOC YpTIoN.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXZEITIZOYN TA HITAIAIA

Na puAdooetar o€ 0éon v omoia dev PAEmOLY Kot dev Tpoceyyilovv To TodLd.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTOIHEZH(EIZ), EAN EINAI AAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEX OPYAAEHX
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10. IAIAITEPEXZ TPO®YAAZEEIX I'A THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TQN YHHOAEIMMATQN
MHOY IMPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona,
s/n, Edifici Est 62 planta,

08039 Barcelona,

Tonravia

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/15/1045/013 14x1 1 dwoxia
EU/1/15/1045/014 28x1 1 éwokia
EU/1/15/1045/025 49x1 1 éwokia
EU/1/15/1045/015 56x1 1 dwokia
EU/1/15/1045/016 98x1 1 dwokia

13. APIOMOX ITAPTIAAX

[oprida

‘ 14. TENIKH KATATAZH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

| 16. MAHPO®OPIEL XE BRAILLE

Avripiprazole Accord 15 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIFAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A66186T0TOC YPOUU®TOG KMo (2D) mov pépet tov TepAnehEvia LovadIKO avayvmpPIoTIKO KOAKO.

18. MONAAIKOZXZ ANATNQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIZTEX ENAEIZEIZ TIOY HPEIEI NA ANATPA®ONTAI XTI S YZKEYAZIEE
KYYEAHZ (BLISTER) ‘H ITIE TAINIEX (STRIPS)

KYYEAEX AAOYMINIOY/AAOYMINIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Aripiprazole Accord 15 mg dwokia
apumitpaloAn

2. ONOMA KATOXOY THX AAEJAY KYKAO®OPIAX

Accord

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTITTA XYXKEYAXIEYX KYYEAHY (BLISTER)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Accord 30 mg dwokia
aputimpaloAn

2. TLYNOEZIH XE APAXTIKH(EX) OYXIA(EY)

Kd&Be diokio mepiéyet 30 mg apimimpalding.

3. KATAAOTI'OX EKAOXQN

[epiéyer povoddpikn Aaktoln. AvatpéEte 6To PUALO 0ONYIDV XPTOTG Y10 TEPLGGOTEPES TANPOPOPIES.

4, OAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

14 x 1 diokio
28 x 1 dokia
49 x 1 dokia
56 x 1 dokia
98 x 1 diokia

| 5.  TPOMOX KAI OAOX(OI) XOPHTHEHX

AwPaote To PUALO 0INYIDOV XPNONG TPV OO TN XPTIOM.
Ao otONATOC YpTIoN.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXZEITIZOYN TA HITAIAIA

Na puAdooetar o€ Oéon v onoia dev PAETOLY Kot dgv Tpoceyyilovv Ta TodId.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTOIHEZH(EIZ), EAN EINAI AAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEX OPYAAEHX
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10. IAIAITEPEXZ TPO®YAAZEEIX I'A THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TQN YHHOAEIMMATQN
MHOY IMPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona,
s/n, Edifici Est 62 planta,

08039 Barcelona,

Tonravia

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/15/1045/019 14x1 1 éwokia
EU/1/15/1045/020 28x1 1 éwokia
EU/1/15/1045/026 49x1 1 éwokia
EU/1/15/1045/021 56x1 1 dwokia
EU/1/15/1045/022 98x1 1 dwokio

13. APIOMOX ITAPTIAAX

[oprida

‘ 14. TENIKH KATATAZH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

| 16. MAHPO®OPIEL XE BRAILLE

Avripiprazole Accord 30 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIFAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A166186T0TOG YPOUH®TOG KDoA (2D) mov pépet Tov TepAn@BEvTo LOVOIIKO avayvOPIoTIKO KMOKO.

18. MONAAIKOZXZ ANATNQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIZTEX ENAEIZEIZ TIOY HPEIEI NA ANATPA®ONTAI XTI S YZKEYAZIEE
KYYEAHZ (BLISTER) ‘H ITIE TAINIEX (STRIPS)

KYYEAEX AAOYMINIOY/AAOYMINIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Aripiprazole Accord 30 mg dwokia
apumitpaloAn

2. ONOMA KATOXOY THX AAEJAY KYKAO®OPIAX

Accord

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KOYTITTA ®IAAH KAI ETIKETA ®IAAHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Accord 5 mg dwokia
aputitpaloAn

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kd&Be diokio mepiéyet 5 mg aputimpalOAng.

3. KATAAOT'OX EKAOXQN

[Tepiéyer povoddpikn Aaktoln. AvatpéEte 6To EUALO 0ONYIDY ¥PNONG Y0 TEPICCOTEPES TAT|POPOPIES

‘ 4. OPAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

30 dokia
100 doxia

| 5. TPOMNOX KAI OAOX(OI) XOPHTHEHX

AwPaote T0 @OALO 03N YOV TPV OO TN XPTON).
Ao otONATOC YPTIoN.

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

Na puAdooetar o€ 0éon v ontoia dev PAETOLY Kot dgv Tpoceyyilovy Ta Todid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTOIHZH(EIZ), EAN EINAI AMAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

H ovokevacia praing HDPE 0a mpénet va ypnoonoteitar viog 30 nuepdv and 10 TpdTO GVotlypa.
(ywo ta 30 Siokia)

H ovokevaocia eiaing HDPE 0o mpénet va ypnoiponoteital eviog 100 nuep®v omd To Tp®TO GVOLYLLa.
(yw o 100 droxcior)

Hpepopnvia avoiypartog:
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9. EIAIKEX XYNOHKEX OYAAEHX

10. IAIAITEPEZ TIPO®YAAZEEIX I'A THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY NIPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona,
s/n, Edifici Est 62 planta,

08039 Barcelona,

Toravia

12. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/15/1045/005 30 diokio
EU/1/15/1045/006 100 dwoxia

13. APIOMOX ITAPTIAAX

[oprida

‘ 14. TENIKH KATATAZH I'lTA TH ATAGEXH

| 15. OAHTIEX XPHIHE

‘ 16. TMAHPO®OPIEX XE BRAILLE

Aripiprazole Accord 5 mg

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOZ TPAMMQTOX
KQAIKAX (2D)

A166146T0TOG YPOUH®TOG KDoA (2D) mov pépet Tov TepAn@BEvTo LOVaIIKO avayvmPIoTIKO KMOKO.

18. MONAAIKOZXZ ANATNQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX I1IOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KOYTITTA ®IAAH KAI ETIKETA ®IAAHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Accord 10 mg diokia
aputitpaloAn

2. TYNOEIH XE APAXTIKH(EX) OYXIA(EY)

Kd&Be diokio mepiéyet 10 mg apimmpalding.

3. KATAAOTI'OX EKAOXQN

[epiéyer povoddpikn Aaktoln. AvarpéEte 6To PUALO 0ONYIDV XPNOTG Y10 TEPIGGOTEPES TANPOPOPIES

‘ 4. PAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

30 dwokia
100 doxia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

APAcTE TO POALO 00N YLDV TPV OO TN XPNOT).
Ao otONATOC YpTIoN.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN IPOXEITIZOYN TA ITAIAIA

Noa puAdooetal o€ 0éon v onoia dev PAEmovV Kot dev mpoceyyilovy Ta Todid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTOIHEZH(EIZ), EAN EINAI AAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

H ovokevacia piaing HDPE 0a mpénet va ypnoonoteitat viog 30 nuepdv and 10 TpdTO AVOLlypa.
(ywo ta 30 Siokia)

H ovokevacia eraing HDPE 0o mpénet va ypnoiponoteital eviog 100 nuepdv omd To TpmTO AVOLYLLa.
(yw o 100 droxcior)
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Huepopnvia avoiypartog:

9. EIAIKEX YYNOHKEYX ®YAAZHX

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona,
s/n, Edifici Est 62 planta,

08039 Barcelona,

Toravia

12. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/15/1045/011 30 dokio
EU/1/15/1045/012 100 dwokia

13. APIOMOZX ITAPTIAAX

[oprida

‘ 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHEHE

‘ 16. TMAHPO®OPIEX XE BRAILLE

Aripiprazole Accord 10 mg

17. MONAAIKOX ANAINQPIZTIKOX KQAIKOX. — AISAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A163106T0T0¢ YPOUU®TOC KOdKaS (2D) mov pépet Tov mepAn@OEvTa LoVASIKO aVOyVOPLOTIKO KMOKO.

18. MONAAIKOZXZ ANATNQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX I1IOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KOYTITTA ®IAAH KAI ETIKETA ®IAAHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Accord 15 mg diokia
aputitpaloAn

2. TYNOEIH XE APAXTIKH(EX) OYXIA(EY)

Kd&Be diokio mepiéyet 15 mg apimmpalding.

3. KATAAOTI'OX EKAOXQN

[epiéyer povoddpikn Aaktoln. AvatpéEte 6To EUALO 0ONYIDY ¥PTONG Y10 TEPIGGOTEPES TANPOPOPIES

‘ 4. PAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

30 dwokia
100 doxia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

APAcTE TO POALO 00N YLDV TPV OO TN XPNOT).
A6 oTtONATOC YPTIoN.

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

Noa puAdooetal o€ 0éon v onoia dev PAEmovV Kot dev mpoceyyilovy Ta Todid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTOIHEZH(EIZ), EAN EINAI AAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

H ovokevacia piaing HDPE 0a mpénet va ypnoonoteitat viog 30 nuepdv and 10 TpdTO AVOLlypa.
(ywo ta 30 Siokia)

H ovokevacia eraing HDPE 0o mpénet va ypnoiponoteital eviog 100 nuepdv omd To TpmTO AVOLYLLa.
(yw o 100 droxcior)
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Huepopnvia avoiypartog:

9. EIAIKEX YYNOHKEYX ®YAAZHX

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TON
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAYX KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona,
s/n, Edifici Est 62 planta,

08039 Barcelona,

Toravia

12. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/15/1045/017 30 dokio
EU/1/15/1045/018 100 dwokia

13. APIOMOZX ITAPTIAAX

[oprida

‘ 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHEHE

‘ 16. TMAHPO®OPIEX XE BRAILLE

Aripiprazole Accord 15 mg

17. MONAAIKOX ANAINQPIZTIKOX KQAIKOX. — AISAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A163106T0T0¢ YPOUU®TOC KOdKag (2D) mov pépet Tov meptn@iévta LovadiKo avayvmpLoTIKO KMOIKO.

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

PC:
SN:
NN:
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B. ®’YAAO OAHI'TQN XPHXHX
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@viro oonYLOV ypiong: IIinpoeopics Yo Tov ypriot

Aripiprazole Accord 5 mg dwokia
Aripiprazole Accord 10 mg dwokia
Aripiprazole Accord 15 mg diekia
Aripiprazole Accord 30 mg diekia

apunpalOAn

A PaoTE TPOGEKTIKA OLOKANPO TO PVAAO 00N VLAV YP1ONG TPV OPYIGETE VU TAIPVETE AVTO TO
QPapROKo, O10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GOG.

. DdvidEte avtd TO EUALO 0N YLDV YprionG. Towg ypelaotel va to dwfdcete Eava.
. Edv éxete mepartépo amopieg, pOTAGTE TOV YOTPO GAG 1] TOV QOPLAKOTOLO GOG.
. H cvvtayn yio avtd 10 eapproKo xopnynonke amokAElGTIKA Yio 60G. AgV TPETEL VO ODCETE TO

QAaproko o€ GAAoVG. Mmopel va Tovg TpokaAéoel PAAPN, akOU Kot OTAV TO GUUTTOUOTO TNG
acBévelog Tovg givor 1010 pe ta S1kd Gag,.

. Edv mapotnpfioete Kamolo, avemBOUNTN eVEPYELX, EVIUEPMDGTE TOV YIATPO 1] TOV PUPLOKOTOLO
caG. Avtd 1oyvet kat Yo ke mhovi avemBOunTn evépyela Tov OV avaPEPETAL GTO TAPOHV
@OALO oMYV Yprong. BAEre mapdypao 4.

T epréyel 1o Tapov UALO 00NYLOV:

T eivon To Aripiprazole Accord kot ot givat 1) gp1omn Tov
T npémer va. yvopilete mpv napete o Aripiprazole Accord
Iog vo mapete To Aripiprazole Accord

[MBavég avemBounteg evépyeteg

[Mog va puidooete To Aripiprazole Accord

[epieydpeva tng cLoKELAGING Ko AOITEC TANPOPOPIES

ogakrwdE

1. T givor to Aripiprazole Accord kot wowa giva 1 xp1en Tov

To Aripiprazole Accord mepiéyet ™ dpacTiky ovoio opmpaloin Kol AVAKEL GE (L0 OIS POPUAKMY
OV AEYOVTOL AVTIWLY®GIKE. Xpnoomoleitat yiao tn Oepaneio evnAikmv kot epnfov nhikiog 15 etdv
KoL VO TOL TAGYOLY OO [a VOGO 1) 0Ttoia YopakTnpiletal amd CLUTTOUATO OTWS, TO VO, AKOVV, VO,
BAémovv 1 va arsBdavovTol TPayHaTa ToL dEV VILAPYOVV, KaXVTOYic, AavOUCUEVES OVTIAMWELG,
acLVAPTNTN OUIAi0 KOl GLUTEPLPOPE, Kot cuvansOnuoTikn arddeio. AvOpmmot pe avty TV
KOTAoTOOT Umopel eniong va atcddavovtol katdbiym, evoyéc, ayovia 1| évtaon.

AvT10 TO QApUOKO Ypnoomoteitan yia T Oepameia evnAikmv kot epNPov niwiag 13 etdv Kol dvem,
7OV TAoYoVV otd pia Thnon pe copmtdpate OTmG va atcbdvovtal "avePfacuévol”, £xovtag
vepPolikd amobépata evepynNTIKOTNTAG, AVAYKNG Y10 TOAD AyOTEPO VIIVO amtd TO cLVNOIGHEVO, TTOAD
YPNYOpN OAia e 10€€G TOL EUPOVICOVTOL YPIYOPO Kol LEPIKES POPEG EVTOVT guEPEBIOTOTNTA. XTOVG
eviMKeG TpolapBdvouy eniong tnv emavapopd oVTNG TG KATAoTAONS 6€ 000eVElC Tov EYouV
avtonokpdel otn Oepaneio e aVTO TO PAPUAKO.

2. T apéner vo yvopilets Tpwv napete to Aripiprazole Accord

Mnyv napete to Aripiprazole Accord

. o€ mePImTON aAlepYiag otV apmurpaloAin 1| G€ OTOL0ONTOTE GALO 0TO TO. GLGTOTIKG CVTOD
TOV QPOPHAKOV (OVaPEPOVTAL GTNV TapAypapo 6).

IIpogidomou)celS Ko TPOPLAGEELS

Amevbuvbeite 610 yrotpo cog mpwv mapete To Aripiprazole Accord.
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"Exovv avagepBel okéyelg Kot GUUTEPLPOPES AVTOKTOVIOG KATA TN dtdpKelo TG Bepameiag pe
aputitpaloin. Evnuepdote to yrotpd oag apéowms ehv £xete GKEYELG 1) QGO LATO AVTOTPOVLOTIGLOV.

Ipw amd ™ Bepameio pe to Aripiprazole Accord, evnuep®OTE T0 YTPO GOG OV TACKETE A

. VYN enineda cakydpov (yapoaktnpiletat and copntdpoaTe Omwg VIEPPoAKn dlya, avénuévn
TOGOTNTA 0OVP®V, AOENOT OpeENG Kot aicON o KOTMONG) 1 OIKOYEVELNKO 1GTOPIKO ST

. omaopol (EMANTTIKEG KPIoELS), KaBOTL 0 Y10TPOG oag Umopel va BeAnoel va cag mapoakoiovdei
0 OTEVEL

. 0KOVGLEG, OKAVOVIGTES KIVIGELS TOV VAV, 1010itepA 6T0 TPOGMTO

. Kapdloyyelokég madnoels (Tobnoelg e Kapdidg Kot Tov KUKAOPOPLKOD GLUGTILOTOG),

OIKOYEVELOKO 1GTOPIKO KAPIAYYEIK®DY TAONCEDV, EYKEPAAIKO ETEIGOIIO 1| KLUKPO» EYKEPOUAIKO
eMeGHO10, U1 PLGLOAOYIKT] OPTNPLAKTY| TTiEST

. Opoppor aipartog, 1| 01KoYEVELNKO 16TOPIKO BpOUPOV OUIATOC, ETELDT TA OVTIYVYOGIKH EYOVV
ovoyeTiobel pe 1o oynuotiopd OpouPev aipartog

. Tpornyovuevn eumepio vepPorkng yaptomon&iog

Edv mopoatmpnoete avénon Papovg, avarntoéete aovvnOIoTeC KIVAGELS, ELLQAVIGETE LITVNALL 1) OTTOiOL
napepPaiverl otig cuviBelg KabnuePvEG OpacTNPLOTNTES, 0TO10dNTOTE SLCKOAID GTNV KATATOON M
counToOpato oAkepyiog, Tapakaleiche va evUeEPOGETE TO YOTPO GOG.

Edv gicBe nAikiopévog acbevig mov vogépet amd dvolo (AmdAE VAUNG Kot GAA®Y SLovoNnTIK®V
KAVOTHTOV), €6€iG 1 OTO10G GG PPOVTILEVO GUYYEVIS GOG TPEMEL VAL EVILEPDCEL TO YLOTPO GOG GV
glyate TOTE eYKEPAAIKO 1| "HKpd" £YKEQUAKO ETEIGOO10.

Evnuepdote 1o yiotpd cog apécwmg edv £xete oxéyelg | ccnpota avtotpavpaticpov. Exovv
avapepBel oKEYELS Kol GUUTEPLPOPES ALTOKTOVIOG KATA TN dldpKeLa TG Bepamneiog pe aputmpaloin.

Evnuepdote 10 ylotpd 060G ApECOS €AV TACKETE OO MVTKN duokouyio 1 aKkoyio Le VYNAO TUPETO,
epidpwon, petaforég TN voNTIKNG KaTdoTaong 1 TOAD avEnUEVOnG 1 aKaVOVIGTOVS TAALOVG TNG
KapOLiC.

Evnuepdote tov yuotpd cog av £oeig 1 1 01KoyEVELD Gag/dTopa TOL GO PPOVTILOLY TOPATHPTICOVY
OTL avantuecete opuég N vepPolikn embopia va copmeprpepbeite pe TpOTOLE aGVVNOIGTOVG Yo EGAG
Kot 6gv umopeite va avtiotabeite oTny TOpOpUNGT, TV TAGN 1) TOV TEPAGUO VO EUTAAKEITE GE
CULYKEKPIUEVEG OpaoTnpLoTTES oL Bl pmopovoay va PAGyoLV €64 1 TOLG AAAOVG. AVTEG
ovoudlovtol dtatapoyEg EAEYYOV TV TAPOPUNCEDV Kol UTOPEL va TEPILOUPAVOVY GUUTEPLPOPESG
omwg 0o ot yopromaiéio, VIEPPOAIKT] KATAVAAWDGOT) TPOPNC 1| VIEEPPOAIKES damAveg, i
na0oA0yIKA ovénuévn oe€oLOAIKT OpUn 1 EUUOVT HE aDENCT TV GEEOVAAKOY GKEYEDV 1)
actnudrov.

O ywtpdc cag umopei vo ypetaotel va Tpocapuocet 1 vo Stakdyet T 500 6o,

H apumimpaloin evdéyetar vo TpoKaAEGEL LITVIALL, TTAOGT TNG Tigong OTAV GNKMVESTE, (OAN Kot
oAlay€G oTNV IKAVOTNTA GOG VO KV OEITE KOl VO IGOPPOTNGETE, TOV UITOPEL VO 001 Y)COVV GE TTAOOT).
[pénet va Tpocéyete, 1010ITEPMS av €16TE NAKIOUEVOS 1 £xETE advVapia.

Howowd xon Epnpor
Mn ypnoiponoleite To Tapdv EAPUOKO GE TOLOLH Kol EpriPovg Katm TV 13 etdv. Agv gival yvooto av
€lval OmOTELECUATIKG KOl AGPUAEG GE ALTOVG TOVG aoBeVeic.

Alro gappoxa kot Aripiprazole Accord
Evnuepdote Tov y1otpd 1 10V @opLoKonold cog eav maipvete, £xeTe TApEL TPOSPATO 1) LWITOPEL VoL
TapeTe GAAG PAPUAKO, CUUTEPIAAUPAVOUEVOV QUPHAK®OV TOV EAPONCAY Yopic cuvTayn.

DdappoKo TV PEIDMVOVY TV apTNpLoKT TTieon: To Aripiprazole Accord umopei va avénoet ) dpdon

TOV QOPUAKOV TOV ¥PNCLOTOL00VTAL Yo TN HElwon ¢ aptnplokng Ttieonc. Na elote olyovpot 0Tt
EYETE TIEL OTO YLOTPO GOG OTL TAIPVETE PAPLOKO Y10 VO, EAEYYETE TNV OPTNPLOKN OOG TTEST).
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Orav opPavete To Aripiprazole Accord ue opiopéva @épuaxa, Tovov va onpoivel 4t o yratpog
oag Oa mpénel vo cag alhagel T d6om tov Aripiprazole Accord 1 tov dAlov popudkov. Eival
WO1itepa GNUAVTIKO VO 0VAPEPETE T, akOAoLOA GTOV Y10TPO GOC:

. eappaka yuo T 010pBmaon Tov Kapdiakol puBuov (0Tmg Kvidivn, apodapovn, AEKAivIon)

. avtikatablumtikd 1| Beponeieg pe POTava TOL YPNGLOTOOVVTOL Y10, TV AVTIUETOTIGT TNG
KataOAYMG Ko Tov ayyxovs (6mmg plovoetiv, Tapoetivn, Peviapaivn, veptko)

. OVTIHVKNTIOGIKA Qappaka (6mwg ketokovaloAn, 1tpakovaloAn)

. opopéva eappaka yo t Oepaneio Aoipwéng HIV (6nwg epafrpévin, vePipamnivn, avactoleic
TPOTEACNG, T.X. WovaPipr, prtovaPipn)

. OVTIGTIOG UMK TTOV YPTCIUOTOLOVVTOL Y10, TV OVIILETMION TG EMANYiag (0Tmg
kapPapalenivn, patvotoivn, eatvoPapPirdin)

. opIopéEVH avTIBLOTIKG, TOV YpToomotobvToL Yia T Oepaneia g pupatioong (prpapmovtivy,
PLPOAUTIKIVT)

Avtd ta pdppoka propel va ovEncovy Tov Kivauvo gHeAVIoNG AVETIOOUNTOV EVEPYELDV 1| VO
uewhoovy v amotelecpotikdtnto Tov Aripiprazole Accord. Av cog Tapovclastody TVYOV
0oLVNOIGTO CLUTTOUATA KATE TV TOVTOYPOVT AT KATO10V ard oUTE To PAPLOKA [LE TO
Aripiprazole Accord, tpénet va emiokepeite Tov y1oTpd GoG.

Eivail cvvnfiopévn 1 yprion gopudkmy mov avédvouy ta enineda TG 6EPOTOVIVIG GE KOTAGTAGEIS TOV
TEPAAUPAVOLY KaTAOAWYT|, YEVIKELUEVT oy DON dlatapayr], WeoyvyavayKaoTikn datapayr (IPA)
Kot Kowmvikn eofio, kafdg Kot nuikpavieg kot Tovo:

. TPUTTAVES, TPOUAOOAT] KOl TPLITOPAVT] XPTGLULOTOOVVTOL GE KATAGTAGELS TOV TEPIAAUPAvVOLY
KaTdOALY, YEVIKELUEVT ayydON draTapayn, Weoyvyavaykaotikn dwatapoyn (IPA) kot
Kowmvikn eofia, kabdc Kot nuiKpavies Kot Tdvo

. eKAEKTIKOL AVOOTOAEIC emavanpooAnyng ogpotovivig (SSRIS) (0mwe mapo&etivn kot
(AOVOEETIVN) ypNooToovVTaL Yo KOTaOAW, [PA, Tovikd kot dyyog

. oA o avtikataOAmTikd (6nwe Peviagadivn Kot TpLTTOPavT) YPNCIUoToI00VTAL Vi TV Papid
KaTdOAym

. TPIKVKAIKA (OTT¢ KAOMTPOUiv Kol QUITPITTUALVY) XPTNOLULOTOI0VVTOL Y TV KatdOAnym

. 10 VIepkd (Hypericum perforatum) ypnopomoteitan g Ogpameio pe Potoava yio v fmo
KaTdOAym

. Tavcinova, (0TmS TPARHOOAN Kol TeBdivn) ¥PNOLOTOIOVVTOL Y10, AVOKOVPIOT) OO TOV TOVO

. TPWTAVES (OTTMG GOLUOTPITTAVT] Kot COAMTPUTTAVT)) YPNOLOTO00VTAL Yio. T Bepameia Tng
nukpaviog

Avtd ta pdppoko propel va ov&noovy Tov Kivouvo gReAvIong averBOUNToOVY evePYELOY. AV oag
TOPOVGIAGTOVV TVYOV AGVVHDIOTO GUUTTOUATO KOTA TNV TOVTOYXPOVN ANYT KATO100 0td avTa TO
eapuaxo, pue to Aripiprazole Accord, npénel vo emokebeite Tov yiorpd cag.

Aripiprazole Accord pe Tpo@1}, TOT6 KoL OWVOTVEL PO,
A1 1O QappraKko umopei va Aapupdvetar aveEaptnTa amd To YEOLOTA.
[Ipénel va amopevyeTal 1 (p1|OT OLVOTVEDLLOTOG.

Kbnon, Onraopég ko yovripdtnto

Edwv giote éyxvog i OnAdlete, vopilete 0t umopei va giote £€ykvog 1 oxed1GLETE VO ATOKTNOETE TOOI,
{ntote 1 GV POVAT TOL YIOTPOL GG, TPV TAPETE AVTO TO PAPLOKO.

Ta akdérovba coumtdpato gival TOovo vo epupavicfody 6€ VeoyEvvnTo Lmpd, TOV OTOIMY Ol UNTEPES
£€YOVV ¥PNGLOTOMGEL ALTO TO PAPLOKO GTO TEAEVTOLO TPIUNVO (GTOVG TEAEVTOIOVG TPELG LAVES TNG
€YKVHOGHVNG TOVG): TPEUOVAO, LUIKT dvoKayia kav advvapio, vevniia, o1€yepaon, TpoPAUaTH
avamvong kol SuoKOAL otV TPOSANYT TpoeNc. Edv 10 pwpd cag avoartdéel onotodnmote and avtd
TO GUUTTMOUATO UTOPEL VO YPELOGTEL VO ETIKOIVWVINGETE LLE TO Y1OTPO COLC.

Av hopPavete Aripiprazole Accord, o yatpog 6o culintoet pali cog av mpémnetl vo, Inhacete 10 popd
coc, Aappavovtog vdyn To 0pEAN Tov Ba Exel Yia e54¢ 1 Bepameio Kot Ta 0QEAN TOV Bl ExEL Y10 TO
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Hopo6 6og 0 Onhacpdc. Agv Tpémet va Kavete Katl to V0. ATevBuvleite 6Tov yloTpd Gag Yo ToV
KaAOTEPO duvatd TpoOTo va Tailete T0 pPO Goc, av Aapupdvete avtd T0 PAPLOKO.

Oonynon ko yE1Popog pnyovnudToy

Z6én ko TpofAnpata dpacns propel va mpokvyouy katd T didpketa g Bepaneiog pe avtd to
eappoako (PAéme mapdypoeo 4). Avtd mpénel va AapuPavetal vTOYN GE TEPIMTMOGELS TOV ATOLTEITAL
TANPNG EYPNYOPOT, Y10 TOPASELY O KATE TV 00NYNOT GVTOKIVITOL 1) TOV YEPIGUO UNYOVILATOV.

To Aripiprazole Accord mepiéyet haxtoln
Av 0 yuotpdg 6og, oag eVNUEPMTE OTL ExeTE duGaveLio 6€ OPIGUEVE GAKYOPO, EMIKOIVMVTOTE LIE TOV
Y1otpd GoC, TPV TAPETE AVTO TOPAPLLOKO.

3. Ilog va wapete To Aripiprazole Accord

[Tédvtote va maipveTe TO PAPLOKO ALTO AVGTNPE GOUPMOVE, LE TIG 00T YIES TOL YIOTPOV 1 TOV
Qoppakonolod cag. Eav éxete appiforieg, potioTe TOV Y1TPO 1 TOV QAPUOKOTO0 GOG.

H cvvict®dpevn 80601 Yo evijhkes givan 15 mg o gopd v nuépa. Mnopei 061600 0 yroTpdg Gog
VO GOC GUVTAYOYPOPNGEL UKPOTEPN 1 LEYAADTEPT] 6O0T HEXPL TO HEYIOTO TV 30 Mg pio eopa TV
nUEPQL.

Xpnon og mood ko epnfovg

INoa va yiver duvath n évapén g Oepaneiog pe xounAn 6061, UTOPEITE VO YPTCLLOTOICETE Lo
EVOALOKTIKT Hopen (TOGSIH0 Stdhivpa -uypd) Tov va givol mo katdAinio amd to Aripiprazole Accord.
H d60on pmopet va avénbei otodiokd ot cvvietdpevn d6on yia epfpfoug Tov 10 mg pa gopéd
nuepnoimg. QotdG0 0 YITPOG GOG UTOPEL VO GLVTUYOYPAPHCEL UIK YOUNAOTEPT 1 LYNAOTEPT dOGN
pe péyroto 30 mg po eopd nuepncimg.

Edv éyete v evidmmon 6tL 1 dpdon awtov Tov Qapudkov gival gite VITEPPOAIKA 1o LPT| EiTE
vepPorikd acBeViG, EVIUEPDOTE TOV YIOTPO 1) TOV PUPLOKOTOLO GOG.

Ipoornadiote va Aappavere to Aripiprazole Accord tnv idto @po kadnpepva. Aev éyel onuacio
av to, Aappavete pe N xopig eayntd. Iavra vo AauPavete to S16Kio pe vepO KOl VoL TO KOTOTIVETE
0AOKANPO.

AKONO KOL 0V 01603VESTE KAMDTEPU, 1) SLLPOPOTOMNGETE 1 SLOKOWYETE TNV NUEPNOLA SOCT] AVTOV
TOV QAPUAKOL TPV GLUPBOVAEVTEITE TO Y1UTPO GOG.

Eav napete peyolvtepn d6on Aripiprazole Accord amé tnv Kavoviki)

Edv ovveidnronomoete 0T1 £yete Tapel ueyarvtepn d6om Aripiprazole Accord amd avt mov cog £xet
OVOTNOEL 0 Y1ITPOG G0G (1 oV KATO10¢ GALOG €xel TApEL Kamoto d6on and to Aripiprazole Accord cog)
EVILEPMOTE TOV Y1ATPO 060G apécwc. Eqv dev Bpiokete To yrotpd cag, TNYOIVETE GTO TANGIEGTEPO
vocokopeio pali pe to xouti cag.

Ye aoBeveic mov £govv AdPet vepPoiikn TOGOTNTA APITTPALOANG EYOVV ERPAVIGOEL TO TOPAKAT®
GUUTTALOTOL

. TayvKopdia, diyepon/embetikotnTa, TpofAnuate AdYOV.

. aovvn01oTES KIVIOELS (EW01KA 6TO TPOGMTO N TN YADOGCX) Kol HELWUEVA EMimeda GLVEIdN oM.

AMAa, cuUTTOUOTO, WTopel vo TepAauBivouy:

. o&eia oOyyLOoT, EMANTTIKEG Kpioels (EmANyin), KOO, CLVOVAGUO TVPETOD, TAXVTEPNG

avamVoNg, epidpwong,

. poikn dvokayio kot AnBapyo 1 vevniio, Bpadvtepn avamvon, TViyd, VYNAN 1 YOUNAN
apTNPLOKN Tieon, Kapdlakn appvOuia.

Emkowveovnote apésmg e Tov yioutpd oG 1 LE TO VOCOKOLELD, 0V GO TOPOVCIIoTEL KAmolo arnd ta
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TOPOTAVE® GUUTTMLOTO.

Eav Egyaoete vo mapete to Aripiprazole Accord

Edv mapadieiyete po 066m, vo TNV TAPETE AUECHG LOMG TO BuunbOeite, aAld unv Tapete SmAn d6oM
o€ L0 NUEPQL.

Av etapotioete vo Aoppavere Aripiprazole Accord

Mn crapaticete ) Beponeio aniog enedn vidbete Kodvtepa. Eivar onuavikd va cuveyicete va
Aappdvete 1o Aripiprazole Accord yia 660 ¥povikd dtdoTnio GogG EXEL TTEL O Y1ATPOG GOG.

Edv éxete meprocdtepeg epOTNCELG GYETIKA LLE T YPNOT AVTOL TOV QUPUEAKOV, POTAOTE TOV Y1 TPO N
TOV (POPLOKOTOLO GUG.

4. MBavéc avemBOuNTES EVEPYELEG

Onwg 6Aa To pAPLLOKOL, £TCL KOL 0VTO TO PAPUOKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYEIES, OV
Kot 6gv Tapovctalovial 6 OAOVG TOVG AvEPMOTOLG.

2oyvég avemBounteg evépyeies (umopel va emnpedoovy éwg 1 ota 10 aroua):

. caxyapddng dofhtnge,

. TPOPAN LT DTTVOV,

. aicOnua dyyovg,

. aicOnpo avnovyiog Kot advvapio Topapovig oe NPEUN 6TéoN, SUGKOALN TOPAUOVIG GE L
Béon,

. axodnoio (Lo GBoAn aicOnorm ecmTEPIKNG TOPAYNG KoL Ui, EXPANTIKN AVAYKT] Y10, GOVEYXN
kivnon),

. aveEELEYKTEG OMAGUMOIKES, CTOGTIKEG 1] OKOVOVIGTEG KIVIGELS,

. TPEUOVAO,

. KeQaAaAyia,

. aicOnua kovpoong,

. vIVNAia,

. aicOnua "kevng" KeQUANG,
. Tpepduevn kot Oapmn dpaon,

. LEpEVOS aplBuog 1] SUCKOALN TPOYLOTOTOINONG EVIEPIKMOV KIVIGEWY,
. dvomeyia,

. aicOnua acBeveiog,

. avénpévn Tapaymyn clAtov,

. EUETOG,

. aicOnua kovpaomnc.

Oyt ovyvég avemBounteg evépyeies (umopel vo, exnpedoovy éwg 1 aro 100 droua):

. pelmpéva 1 avénpéva eminedo TG opuoOVNG TPOAUKTIVIG GTO Olijla,

. VIEPPOAIKT| TOGOTNTO GOKYAPOV GTO CiplaL,

. KatdOAym,

. TPOTOTOINLEVO 1 AVENUEVO GEEOVAATKO EVOLOPEPOV,

. aveEELEYKTEG KIVIIGELS TOV GTOHOTOG, TNG YADGGOS Kol TOV AKpmV (OY1n duoKivnoia),

. LLIKT dtortapayn ToL TPOKOUAEL akavOvVIeTES KIVAGELS (dvuaTovia),

. aviovya oo,

. oumAn 6pao,

. gvoiodnoio TOV HOTIOV 6TO MG,

. TayvKapdia,

. TTOOT NG ieong Katd tnv Eyepon and opildvtia 1§ Kabiot 0éon, n onoia TpokaAel Lordda,
aicOnpa «evngy kepaing 1 Mmwobupia,

. AOELyKOC.
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O1 axolovBeg avembountes evépyeieg Exovv avapeplel kKoTOmTY THS KUKAOPOPIOS GtV 0yopd. THS OO
TOV OTOUATOS OPUTITPALOANS, AALG 1] GUXVOTHTA EUPAVIOHS TOVGS OEV EIVAL YVWOTH:

YOUNAG eTITESA AEVKOKVTTAP®V,

YOUNAG emineda apomeToA®Y,

oAdepyikn avtidopaon (7.y. TPHEILO TOV GTOUNTOC, TNG YAMGGAS, TOV TPOCHTOL KOl TOV ANLLOD,
Kvnopog, eavinua),

évapén N emdeivoon dwaPnn, ketoéwon (ketdveg 6To aipa Kot Ta oVPa) 1) KOO,

VYNAG ETITESA GOKYAPOV GTO AL,

oY1 apKeTO VATPLO GTO aipa,

anmiela Opeéng (avopeéia),

anmAgln Bapovg,

avénom Papovg,

OTTOTELPO CVTOKTOVIOG KOl VTOKTOVidL,

aicOnuo embetucoOTNTOC,

diéyepon,

VELPIKOTNTAL,

oLVOLOGHOC TVPETOV, PVTKNG SVOKAPYING, TOYVTEPTG AVATVONG, EPIOPOONG, LELWUEVNS
ouvveidnong Kot ELPVIKOV PETAPOADY GTNV 0pTNPLOKT TIECT] Kol TOV KOPILoKO TAAUO,
Mmofopio (kakon0eg VELPOANTTIKO GUVIPOLO),

kpion omacudv,

oLVOPOUO GePOTOVIVIG (Lo avTidpaon Tov Umopel va EmEEPEL ooOnuaTo peydAng evtoyiog,
vvnAia, adeglotnta, avnovyio, aicOnon pebng, Tupetd, Pidpwon 1 aKayio LOV),
dwTapayn Aoyov,

KaOAwon Tov 0pBoiukdv foABdv og éva onueio,

a1pvidtog Bdvatog ayvmotng artioloyiag,

Kkapdlokég appubuieg amentikég yio ) {on,

KopdloKN TPOSPoAn,

Bpadvkapdia,

Opoppor aiparog otig PAEPES, Witepa 6TA TOSI (TOL CLUTTOATE TEPAOUPAVOLY TPHELLO,
VO KOl KOKKIVIGHO GTO TOOL), TOL UTOPEL va. LETAPEPHOVV HECH TV AYYEI®V TOV OULOTOG
GTOVG TVEVLOVES TPOKOAMVTAG TTOVO 6T0 6TNH0G Kol SuGKOALD 6TV avamvon (epdcov
TOPOTNPNGETE OTOLOONTOTE OO AVTA TOL CLUTTMOUOTO, VAL TNOTE AUECHOC LOTPIKY GLUBOVAT),
VYNAN apTNPLOKY| TTiEST,

MmoBupia,

akovol0 EIGPOPNGT TPOPNG LE Kivouvo Tvevpoviag (Tvevpuovikn Aoipumén),

UVIKOC GTOGIOC OTNV TTEPLOYT| TOV AdpLyYa,

(QAEYLOVY] TOL TAYKPEATOG,

duoKoAia KaTATOONG,

dappota,

KolMak™ dvoeopia,

ducpopia Tov GTOpdYOV,

NTOTIKY AVETAPKELD,

(QAEYLOVT] TOL NTTOTOG,

OYPOTNTA GTO JEPLLO KOL TO AEVKO HEPOG TV LOTIDV,

OVOPOPES T PLGLOAOYIKADV TILAOV eEETAGEMY NTTOTOG,

deppotikd Eavonuo,

pmtogvacnacio Tov dépuarog,

OTTAOAELD LOAMDV,

vepPoAikn epidpwon,

01 GoPapég aAAEPYIKEG avTIOpAcElS, Omwe To ovvopopo DRESS (Avtidopaon oto pappoako pe
NOGWOPIAMO KOl GUGTILUKE GUUTTOUATE), ELEAVICOVTAL OPYIKA LE CUUTTOHOTO OTWS QLT TNG
ypinng, pe eEAvON L 0TO TPOCHOTO Kal, GTI CLUVEYELD, LLE EKTETAUEVA EEOVON LT, VYNAO
TVPETO, OLOYKMOUEVOLG AEUPUEVES, OVENLEVA EMITEOD NATIK®OV EVEOUOV OTIG ALLOTOAOYIKES
e€etdoeig Kot avénon evog THTOV AEVKOKVTTAP®V (NMSIVOQEIAia),

U1 QLUGLOAOYIKT OIICTOCT TOV LMV, TOL UTOPEL VL 001 YNOEL GE TPOPANUATA GTU VEQPU,
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. poikog mdvoc,

. dvokapyio,

. 0K0VGL0 ATMAELD OVP®V (AKPATELR),

. dLoYEPELD. KOTA TNV OVPN O,

. cLVOPOUO amd ATAOGLPOT) PAPLAKOL TV VEOYVDV, GE TEpItToT £kBeons Katd TV
€YKUHOGUVY,

. TOPOTETAUEVT) /KL EXMOVVT GTOOM,

. duokoAia EAEYXOV TG KEVIPIKNG BeproKkpaciog Tov cmdpatog 1| vrepBeppia,

. ndvog oto dpaka,

. TPNEWO TOV XEPIDV, TOV AGTPUYIA®V 1| TOV TOSIDV,

. o€ €£ETAOEIS OUATOG: SIKVILOVGTC TOL GOKYAPOL TOV OiUaTog, auEnuévn yYAvkolvAmpévn
aLpLoGQopiv.

. OVIKOVOTNTO Y10 AVTIGTOGT GE TOPOPUNGT], TACT 1| TEWPUCUO Y10 TPOYUOTOTOINGN MG TPAENg

mov Ba popovoe va ivorl emPAAPNC Yo €5dg 1 TOVg GAAOVC, 1| ool pmopel va TepAapPavet:

- woyvpn TopodpuUNom Yo vepPoliky| yopromaisio ave&aptnTa and TPOSHOTIKES 1|
OLKOYEVELOKEG GUVETELES,

- TPOTOTOMNUEVO 1 LENUEVO GEEOVOAIKS EVOLOPEPOV KOl GUUTEPIPOPE TTOL TPOKOAEL
ONUOVTIKO TPOPANUATIGUO GE €GGG N GTOVG AAAOVG, Y10l TOPASELY AL, OVENUEVN
ceEovalkn opun,

- avelédeykteg VIEPPOAIKEC aryopég,

- adneayikn datopoyn (KATAvVAA®GCT LEYAA®Y TOGOTHTOV TPOPNS GE KPS YPOVIKO
SLIoTN O 1] KOTAVOYKOGTIKY] VIEPPaYia (KOTAVIAMGOT LEYOADTEPTC TOGOTNTOG TPOPTS
07t0 T1 PLGLOAOYIKT Kol TEPIOTOTEPT] OO QLTI TOV YPELALETAL Y1 TV IKAVOTOINGT TNG
nelvag cog).

- TdoM TEPUTAAVIONG.

Evnuepaote tov yuotpd cog edv PLdoeTe KATOLM Ao VTG TIC GUUTEPLPOPEC. O oG AN CEL Yo
TPOTOVG OLOYEIPLONG 1| TEPLOPIGLOD TOV GUUTTOUATOV.

[epiocotepeg BavatnQOpeg TEPITTOGELS OvaPEPONKAY 6E NAIKIOUEVOVE 0GOEVEIC LE AvOola EVHD
edapPovay apimmpaloin. Emimiéov, £xovv avaeepbel Tepimtdoslg eyKe@aAkoD Ene1G0dion 1
"HKpoV" £YKEQOAKOD £TEIGOI0V.

ZopumA PO ROTIKEG OVETLOVUNTES EVEPYELES O TALOLE KL £P1fovg

"Eonpor nikiog 13 etdv Kot dveo arcavOniay mapevépyeleg Tov NTav TapPOHOLES GE GUYVOTNTA Kol
€100g¢ Ue eketvec TV evAiKoV, KTOG amd To OTL 1 LIVNALL, Ol AVEEELEYKTEG CTOCUMOIKEG 1| CTUCTIKES
KIVNGELC, 1) avoLYio KoL 1] KOOPOLoT] NTAV TOAD GUyVES (EVOEXETAL VA EXNPEALOVY TEPIOTOTEPA, OO

1 ota 10 acBeveic) kot o Aryog Gvo KOIAKNG Ydpag, N Enpoctopio, N ovENUEVN KOPI10KN
ouyVOTNTA, 1 OENCT cOpATIKOD BApovg, N awénuévn 6peln, ot PLIKEG SEGUOMGELS, OL U
EAEYYOUEVEC KIVIIGELG TV AKP®@V, Kol TO aicOnuo oAng iaitepa Katd v Eyepon amd Eamlmpuévn 1
kabiot Béom, fTav cuyva (svdéyetal va emnpedlovy éwg kot 1 oto 100 aobeveic).

Ava@opd avemBvunTOV EVEPYELOV

Edv mapatnproete kKamowo avemBOUNTN VEPYELD, EVILEPDOTE TOV YIOTPO 1) TOV POPLOKOTOLO COG.
Av10 1oy0et Ko Yo k6Be mhovn avemBounTn evépyela Tov dgv avaPEPETAL GTO TAPHV PUALO 0ONYIDV
ypIone. Mmopeite emiong va avagépete avembounteg evépyeieg amevbeiag, pécwm Tov eBvikod
GLGTILLOTOG OVAPOPAS TTOL avaypdeetol 6to [Tapdptnua V. Méowm tng avaeopdg avemBountov
gvepyelmv pnopeite va fonbnoete ot GLALOYN TEPICTOTEPOV TATNPOPOPLDV GYETIKA LLE TNV AGPAAELN
TOV TOPOVTOG POPUAKOV.

5. Iog va pvraccete To Aripiprazole Accord

To @dppako avtd Tpénetl vo pUAAGGETOL G€ LEPT TTOL OgV TO PAETOVY Ko dev TO POEVOLY Ta TaLO1dL.

No pn ¥pMoponoteite auTd To PAPLOKO LETE TNV NUEpOUMVIa AENG TTOL AVOPEPETOL OTNV KOWEAN
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(umAioTep) N TV eTikéTa petd v £voeién EXP kot 6to kouti petd v évoeién AHZH. H nuepounvia
MEng elvar 1 TelevTaio NUEPA TOL UV TOV AVOQEPETOL EKEL.

To eoppakevTikd ovtd TPoidv dev omartel 11iTEPEC GLVONKEG YioL TNV PVAAEN TOL.

H ovokevacio praing HDPE 0Oa mpénet va ypnoponoteitat viog 30 nuepdv and 1o mpdTo dvotypa.
(ywo ta 30 diokio)

H ovokevaocia praing HDPE 08a mpénet va ypnoiponoteital evidg 100 nuepdv amd to TpdTo AvOoLyLLa.
(yw o 100 Sroxcio)

Mnv metdite @APUAKOA GTO VEPD TNG OMOYETELONG 1| GTAOIKIAKA amoppipata. Pothote tov
(POPLLOKOTOLO GOG Y10 TO TG VO TETAEETE TAL PAPLLOKO TTOV OEV YpNoLHoToteite mo. Avtd ta pétpa Oa
BonOncovv oty Tpoctacio Tov TEPPAAAOVTOC.

6. Iepreyépevo TS CVOEKEVAGILOS KO LOTES TANPOPOPiEg

T epréyovv Ta dwekia Aripiprazole Accord

. H dpaotikn ovsia givar 1 apimurpaloin.
Avripiprazole Accord 5 mg diokia: Kdafe diokio mepiéyet 5 mg apurimpaloing.
Avripiprazole Accord 10 mg diokia: Kabe diokio mepiéyel 10 mg apurimpaloing.
Aripiprazole Accord 15 mg diokia: Kafe diokio mepiéyet 15 mg apurimpaloing.
Avripiprazole Accord 30 mg diokia: Kabe diokio mepiéyel 30 mg apurimpaldoing.

. Ta dGAAa cvotatikd ivol povoidpikn Aaktoln, LIKPOKPLGTOAMKT KLTTAPivY, GLLLAO
apoPocitov, VOPOEVTPOTLAIKT KVTTAPIVT, GTEATIKO LayVIGLo Kot Adica apyiiiov g
wowokappiviov (E132) (yio 5 mg) 1 koéxkivo 0&gidio Tov odnpov (E172) (v 10 mg ko 30
mQ) 1 kitpwvo o&&idio Tov cdnpov (E172) (v 15 mg).

Epgavien tov Aripiprazole Accord kot epleyépuevo TG 6VGKEVUGIOG

Ta dwokio Aripiprazole Accord 5 mg givon un emkaAvppéva, apgikvpto diokio ke ¥pOUATOC,
pfkovg tepimov 8,1 mm, TAdtovg 4,6 mm, TPOTOTOINUEVOL 0pBOYDVIOL GYNIOTOC, LE YOPOYHEVT] TNV
évoelgn «AS» ot pia mAevpd kot yopig EvOeEn otnv GAAN TAELPAL.

Ta diokio Aripiprazole Accord 10 mg eivar pn emkaivppéva, opgikvpta diokio pol ypduaTog,
pfkovg tepimov 8,1 mm, TAdtovg 4,6 mm, TPOTOTOINUEVOL 0pBOYDVIOL GYNIOTOC, LE YOPOYUEVT] TNV
évoelln «A10» ot pio TAevpd Ko xwpic EvOsiEn oty GAAn TAELPA.

Ta diokio Aripiprazole Accord 15 mg givar pn emkaAvppéva, opgikvpta diokio Kitptvov ypdUaTog,
drapétpov mepintov 7,14 mm, GTPOyYLAOD GYAUATOC, UE AOEOTUNIEVO AKPO, LLE XOPAYUEVT] TNV VOl
«A15» ot pio TAEVPA Kot YoPig EVOEIEN otV GAAN TAEVPAL.

Ta doxio Aripiprazole Accord 30 mg givor un exicoAvppéva, apeikopta diokia pol Yp®UOTOS,
drapétpov mepimov 9,1 mm, 6TPoyyLAOD GYNUOTOC, LE AOEOTUNUEVO GKPO, LE XapayUEVT TV EVOELEN
«A30» ot pio TAeVPA Kot opig EVOEIEN otV GAAN TAELPA.

Ta dwokio Aripiprazole Accord 5/10/15/30 mg Swotibevtot 6€ GVOKEVAGIES SIATPNTOV KLYEADY
(umMiotep) povadag 66ong (Alovuviov/arovuiviov) Tov wepéyovv 14 x 1, 28 x 1,49 x 1,56 X 1 i

98 x 1 dwokia.

Ta. dioxia Aripiprazole Accord 5/10/15 mg dwotifevtan emiong o eidAn HDPE, pe nopa PPCRC, mov
nepEyel 30 1 100 dokia.

Mmropei va, unv KuKAOQOpoLY OAEG Ol CUGKEVAGIEC.
Kartoyog Adsrag Kvkiogopiag

Accord Healthcare S.L.U.
World Trade Center, Moll de Barcelona,
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s/n, Edifici Est 62 planta,
08039 Barcelona,
Tonravia

Hoapoaywyds

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéytn,
OAhovoia

Accord Healthcare Polska Sp.z 0.0.,
ul. Lutomierska 50,95-200 Pabianice, [ToAwvia

Accord Healthcare single member S.A.

64th Km National Road Athens,

Lamia, Schimatari, 32009,

EXAGda

To mapdv @VALo 00N LAV YprioNS avadepOnke Yo TELEVTAIN POPA OTIS
Adreg TNYEG TANPOPOPLOV

Aemtouepeic TANPoPopieg Yo TO QAPLOKO AVTO givol S1BEGILES 6TO JIKTLOKO TOTO TOV Evpomaicoh
Opyaviopov Oopudxev: http://www.ema.europa.eu
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