ITAPAPTHMA 1

MEPIAHYH TON XAPAKTHPIEZTIKOQN TOY ITPOIONTOX



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

Aripiprazole Accord 10 mg, dwoxia

Avripiprazole Accord 15 mg, diokia

Avripiprazole Accord 30 mg, diokia

2. ITOIOTIKH KAI IIOXOTIKH XYNGEXH

Aripiprazole Accord 5 mg, diokia

Kda0e diokio mepiéyet 5 mg apumimpaloAng.

"Exdoyo ue yvootn 6pdon

KdaBe diokio tov 5 mg mepiéyet 63 mg Aaktolng (g povobidpikn ).

Aripiprazole Accord 10 mg, diokio

Ka0e diokio mepiéyet 10 mg apimimpalding.

"Exd0y0 ue yvmorth dpaon

Ka0e diokio tov 10 mg mepiéyet 59 mg Aaktding (¢ povobdpikn).

Aripiprazole Accord 15 mg, diokia

Ka0e dioxio mepiéyet 15 mg apumimpaloing.

"Exd0y0 ue yvmorth dpaon

Ka0e dioxio tov 15 mg mepiéyer 88 mg Aaktdlng (¢ povobdpikn).

Aripiprazole Accord 30 mg, diokio

Ka0e diokio mepiéyet 30 mg apimirpaloing.

"Exdoyo ue yvootn 6pdon

Kabe diokio tov 30 mg nepiéyet 177 mg Aoktolng (og povobdpikn).

Mo tov TAnpn kaTdhoyo Tev ekdoywV, PA. Tapdypago 6.1.

3. OAPMAKOTEXNIKH MOP®H
Atokio

Aripiprazole Accord 5 mg diokia

Mn emkolvppéva, apeikupta d1okio Uhe ¥pOUATOC, URKOVG Tepimov 8,1 mm, mAdtovg 4,6 mm,
TPOTOTONUEVOL 0pBOYDVIOL GYNUOTOC, LE YapayUEVN TNV EVOEIEn «AS» ot pia TAeLpA Kot yopic
évoelgn otnv dAAn mhevpd.

Aripiprazole Accord 10 mg diokio




Mn emkoloppéva, apeikopta dtokia pol ypdpaToc, pnKovg tepinov 8,1 mm, tAdtovg 4,6 mm,
TPOTOTONUEVOL 0pBOYDVIOL GYNIOTOC, e Yapayuévn TNV Evoeln «Al0» otn pio TAevpd kot xwpic
évoelgn otnv dAAn mhevpd.

Aripiprazole Accord 15 mg diokio

Mn emiKoAvUPEVE, QUETKLPTO SIoKIN KITPIVOL ¥PMUATOC, SIOUETPOL TTepimov 7,14 mm, 6Tpoyyvlol
OYNHOTOC, LE AOEOTUNEVO dKpO, LE YapayUEvn TNV EvOeltn «Al5» ot pia mhevpd Kot xwpig Evoeltn
TNV GAAN TAELPAL.

Aripiprazole Accord 30 mg diokia

Mn emikoivppéva, apeikopta diokia pol ypouatog, dStapétpov mepinov 9,1 mm, otpoyyviod
OYNUOTOC, LE AOEOTUNEVO AKPO, e yopayuévn TV Evoelén «A30» otn pia mAevpd kot xopic Evoeitn
TNV GAAN TAELPAL.

4. KAINIKEX ITAHPO®OPIEX
41 OgpamevTikég evOEiEelg

To Aripiprazole Accord evdeikvuton yio ) Oepaneio g oyloppivelag oe eVAMKEG Kot e@rifouvg
nAkiag 15 etdv xou Gve.

To Aripiprazole Accord gvdeikvuton yio ) Ogpaneio MoV og cofopmdv LaVIoK®OV ENEGOdImV oE
Awmoiikn Aatapoyn tomov I kot yio v TpoAny”n vEou HoviakoD ETEIGOSI0V G EVIAIKEC TOV
EULPAVIGOV KUPIMG LOVIOKE ETEIGO10 KOL TOV OTOIMV TO LOVIOKG ETEGOSN OVTOTOKPiONKaY 01N
Bepancio pe aputimpaloin (PAéne mapdypago 5.1).

To Aripiprazole Accord gvdeikvotar yua ) Oepaneio tov HETPLOV E0G GOPapd®V HOVIOKOV ETEIGOSIOV
oe Amolkn Awatapayn tonov I oe gpnPouv niikiog 13 etdv kot avo péypt 12 efdopdades (PAéme
mapbypago 5.1).

4.2  Aocoloyio kol TpoOTOG YOPYNONS

AocoAoyia

Evplixeg

2yiloppéveio.: 1| cuvietdpevn doon évapéng tov Aripiprazole Accord givor 10 mg/muépa 1

15 mg/muépa, pe d6om cuvrnpnong 15 mg/muépa, xopnyodueva po @opd nuepnoing, aveoptnTog
TOV YELUATWOV.

To Aripiprazole Accord givat amotedeopaticd o€ £va e0pog d0cemv amd 10 mg/Mmuépa £mg

30 mg/muépa. Aev €xet amoderyfel ovénuévn OmOTELECUATIKOTNTA UE OOCELS LEYOAVTEPES MLOG
nuepnotag 66ong 15 mg av kot pepovouévor acbeveic umopet vo o@eAn0oldv amd pio, peyoddtepn
doon. H péyiom nuepnoia d6on dev mpénet va Eemepva ta 30 mg.

Movioxd. encio6010. oe Aimolixy Arazapoys; tomoo I 1 cuvioTduevn doon évapéng tov Aripiprazole
Accord givor 15 mg yopryodpevo pe mpdypoppto. AQYnG oG opag Ty nuEPa aveEaptitms YEVUATOV
¢ povobepamneia 1 Oepaneio cuvdvacpov (BAEne Tapdypao 5.1). Opiopévor acBeveic pmopei va
oeeinBovv amd vymiotepn d6on. H péyiom nuepnota 06on dev npémel va vrepPaivetl ta 30 mg.

Llpolnyn vrotpomng poviakmv erelcodiwv oe Airolikn Aratapayn tomov 1: yio TNy TPOAYN TNG
VIOTPOTNG LOVIOKADV EMEGOJIMV € acbeveig mov Aapfdavouvv apumimpaloin g povobepaneio M
Oepaneio cuVvOVAGOD, cuveyioTe TN Oepaneia oy d1a 6601. PuOuicelg g nuepriolog docoroyiag,
neprlapPavouévng peimong tng 06ong, Tpénetl va eEetdlovtal pe faomn Ty KAVIKY Katdotaon).



Houdrazrpirog ninBoouog

2yiloppéveia oe epnflovg nlikiog 15 etwv kai dvw: n cuvioTdpevn ddon yo to Aripiprazole Accord
elvar 10 mg/muépa yopnyovUEVO GE GYNO UIAG OPAG NuepNoimg aveéaptitog yevudtov. H Oepaneia
npémet va. apyilet amd 2 mg (ypnoiporoldvtag Tdciuo dtdAvpa opummpaloing 1 mg/mL) exi 2 nuépec,
ue Tithomoinon og 5 mg yio, 2 emMmAEOV NUEPEC TPOKEUEVOL VO, ETLTELYOEL 1| GLVIGTOUEVT UEPTIOLAL
d0om tov 10 mg. Otav kpivetol KaTtdAANA0, eTakOA0V0EC AVENGELS TNG dOGNC TPETEL VA, YOPTYOVVTOL
o€ KAAopaTo Tov 5 mg yopig va vrepPfaivetar  péytot nuepnota d6on tov 30 mg (BAéne
nopaypago 5.1).

To Aripiprazole Accord givon amotedeopotikod og e0pog d6cemv amd 10 mg/Mmuépa Emwg 30 mg/muépo.
Agv &yetl kotaderyfel avEnuévrn omToTEAECUATIKOTNTO PE HOGELG VYNAOTEPEG TNG NUEPTOLOG OOONG TOV
10 mg napodTL pepovouévol acbeveic eivat mbavo va meeAnfovv and vymidtepn doom).

To Aripiprazole Accord e cuvictdtal mpog yprion o€ acbeveic pe oylloepévela nAkiag KAT® Tov

15 e1@v Aoym avenapkdv ototyelmv acpdieiag kot amoterespatikotntag (PAéne Tapaypapovs 4.8
Ko 5.1).

Moaviaxa ereioodia Aimolixng Arazapayns tomov I oe epnfovs nhikiog 13 eTwv kat avw: 1 GUVIGTOUEVT
docoloyia ya to Aripiprazole Accord givat 10 mg/muépa xopnyodueva o GYNUO LLoG QOPAg
nuepnoing ave&aptntmng yevpdtwv. H Oepaneia npénet va apyilel omd 2 mg (xp1oILOTOIdVTOS TOGILO
ddivpo aputpalding 1 mg/mL) eni 2 nuépeg, pe Tithomoinon o€ 5 mg yia 2 emmAEOV NUEPES
TPoKEEVOL Vo emitevyOel 1 cuvicTdpev Nuepnota door tov 10 mg.

H dubprela g Oepaneiog mpénet va, eivatl n EAIGTN amapaitnTn Y10 TOV EAEYYO TOV CUUTTOUATOV
kot dgv mpémel vo vrepPaiver Tic 12 efdouddec. Aegv €xel katadelyel avénuévn amotelecuaTIKOTNTA
pe d0celg LYNAOTEPES TG NUepNolog doomg twv 10 mg, kot pio nueprola d6on Twv 30 mg oyetileton
pe pio oLGLUGTIKG VYNAOTEPT] GLYVOTNTA ELPAVIOTG CNUAVTIKOV aveETIHOUNTOV EVEPTELDY
nepthappavouévev coufoudtov oxetikav pe EPS (eEnmupoapidikd copatdpata), vavniic, KOTwmon
Kot ovénon copatikod Bapovg (PAéne mapdypapo 4.8). ['a avtd docelg vynAdTEPES OId

10 mg/mpépa Oa mpémer vo, YpNCLLOTOL0VVTAL LOVO GE EEUPETIKES TEPUTTMGELG KOl e GTEVI] KAIVIKT|
napakorovdnon (PAéne mopaypdpovg 4.4, 4.8 ko 5.1).

O1 veodtepot acbeveig Exovv avénuévo xivouvo va epeovicovy avembounteg evépyeleg oxeTILOUEVEG UE
mv aputpaloin. Zvvendg, to Aripiprazole Accord dgv cuvictdtot yio yprion o€ aobeveic nAikiog
Kato tov 13 etdv (PAére Tapaypdeovg 4.8 kot 5.1).

EvepeOiorotnro ayetilouevn pe avtiotikn o1atopoyn: 1 AGOAAELD KOl 1) OTOTEAECUATIKOTNTO TOV
Aripiprazole Accord og Tod1d kot €priPovg nAkiog Kat® Tov 18 gTdv dgv £x0vV 0KOpO TEKUNPLODEL.
Ta mopovto StaBéciio dedopEva TEPTYPAPOVTOL GTNV Topaypapo 5.1 adAd 6e umopel va yivel
GVOTOGCT Y10, T 00GOAOYia.

Tk mwov oyetilovtai pe 1o obvopouo Tourette: | AGQALELN KO 1] at0TEAECHOTIKOTTA TOL Aripiprazole
Accord og Toudid kot eprifovg niikiog 6 — 18 etcdv dgv Eyovv axoun texunpiwbei. Ta Topovra
dwnbéoipa dedopéva meptypdpovtat otny mopdypoapo 5.1 adld dev pmopel va yivel cuGTOoN Y T
docoroyia.

E1d1xoi mAnBvouol

Hrotixn dvalerrovpyio

Agv amotteiton puouion g docoroyiog og achevelg pe Yo Eog PETPLO NIATIKN ducAELToVpYia. Ze
acBeveic pe cofapn nratikn dSvcAettovpyia, To SEdOUEVE TTOV VITAPYOVVY EIVOL AVETOPKT Y10 VOl
KaBopicovV GLYKEKPLUEVES GLGTACELS. TOVG 0oBEVEIG avTOoVC 1 pOOLILGT TG docoAoyiag Ba Tpémel va
yiveton pe mpocoyn. Qotdco, 1 uEylot nuepnoto d6on twv 30 mg Oa Tpénel va, ¥PNGILOTOIEITOL e
npocoyn o€ acbeveic pe copapn nrotikr duoiertovpyio (PAére Tapdypopo 5.2).

Negpixn dvoiertovpyio
Agv amotteiton puuion g Socoroyiog o€ acbevelg pe veppikn SuGAELTOLPYiaL.



Hurxiouévor aobeveic

H acedliein ko 1 amotedeopartikotnta tov Aripiprazole Accord yio ) Ogpomeia g oyloppévelag 1
LOVIOKOV €TEG0dimV otn Atmolikn Awotapayn Tomov I og acbeveic nhikiog 65 eTdv Kot peyoahdTEPOLG
dev €xet amodeyfel. Adyw avénuévne evansnoiog g mAnbucuokig avtng opddog, Ba Tpénet va
eEetdletal n yopNynon UIKpOTEPNS 00GMG EVapENG OTOV KAVIKOL TapdyovTeg TO dKotoloyolv (PAéme
Topaypoo 4.4).

Dolo
Agv amotteiton puouion g Socoroyiog Yo Tig yuvaikes acOevels, 6€ GUYKPIOT E TOVG AVOPEG
acbeveic (PAéne mapdypago 5.2).

Karviotéc
2Opemva pe T HETOPOAMKN 030 Tng apimirpaloAng dev amorteitar puduion tng 6060 0Ying Y10 TOVG
Kkanviotég (PAéne mapdypago 4.5).

Tpooapuoyés e doans Loyw oiiniemidpaoewv

‘Otav vadpyel Tantdypovn Yopnynon woyvpav avactorénv tov CYP3A4 1 CYP2D6 ue aputimpaloin,
1 8601 ¢ apimrpaloing Oa Tpémel va elattdveral. Otav o avactoréag tov CYP3A4 1 CYP2D6
arocvpetal and ) Bepomeior cuVILAGHOD, 1 dooT TG aptmrpalding Oa Tpémel petd va av&dvetat
(BAéme mapdrypago 4.5).

Orav vrdpyetl tontdYpovn Yopnynon woyvpov enaywyéwv Tov CYP3A4 pe aputimpaloin, n d6on g
aputinpaloing Oa mpénet va avEdvetat. Otav o emayoyéag tov CYP3A4 anocvpetat and ) Bepaneia
oLVOLOGHOV, 1) 006N NG APITPAlOANG Oa TPENEL LETE VO LELDVETOL GT GLVIGTOUEV dOoT (PAéme
napbypago 4.5).

Tpdrog yopnynong

To Aripiprazole Accord mpoopiletatr yia a6 TOL GTOUATOG PN oM.

Ta droomelpopeva 6To 6TOHN d1oKio 1) TO TOGLUO ddAV L UTTopEl Vo ypNOLUOTOIN000V EVOALIKTIKA
avti tov diokimv Aripiprazole Accord yio acBeveig Tov SusKoAEHOVTOL VO KATATIOVV TO. SIoKi0l
Aripiprazole Accord (BA. eniong mapdypapo 5.2).

4.3  Avrtevdsieg

YrepevaicOnoio 6tn dpactiKi) ovsia 1] 68 KATo1o and Ta £K60) TOV AVUPEPOVTL TNV
napdypogo 6.1.

4.4 E01kég TPOELOOTOM|GELS KON TPOPVAAEELS KATA T YP1]ON)
Kozd v avtnyuymoikn Oepameio,  feAtimon g KAMVIKAG KATAGTAGTC TOL 0obeEVONG, LTopel va
xpewotel apketég Nuépeg N ko fdopddec. Ze OAN TV mepiodo avtr| o1 acbevelg mpémetl va fpickovTon

VIO OoTEV TapaKoAoVONG.

Tdoeic avTokToVviog

H eppdavion autoKTovIK®V GUUTEPLPOPADV EIVAL EYYEVIG OE YLYMGIKES VOGOLE KO SLOTOPOYES
d1dBeomng KoL GE OPICUEVEC TEPITTAOCELG £XEL avopePOel Aiyo peTd TNV Evapén N TV oAAayn TG
avTyVYOoikng Oepanciog, tepiiapPavouévng Oepanciog pe apummpaloin (PAéne mapdypagpo 4.8).
21evi] TOpaKoAoVON oM TV 0ac0eVOY LYNAOD KIVOHVOL TPEMEL VAL GLVOOEVEL TNV OVTIYVYMOGIKN
Bepamneia.

Kopdwayystokéc drotapayéc




H opimimpaloin Ba mpénet va ypnoiponoleital e Tpocoyn o€ acbeveig pe doyvmouévn
Kapdlayyelokn voso (I6TOPIKd ERPPAYIOTOC TOV HLOKAPSIOV 1 IGYOLUIKT KOPOLOTAOELD, KOPILOKT|
OVETAPKELD, 1] SLOTOPAYES AYOYILOTNTAG), AYYEOEYKEPAAIKT VOGO, KATAGTAGELS Tov Oa Tpodiédetay
Tovg aofeveic Yo ekdNA®GT VITOTAONG (APLOATWOOT], VITOOYKLI, KOl OY®YT LE AVTIDTEPTAGIKE,
QOPUOKEVTIKA TTPOIGVTA) 1| VIEPTOCNC, CUUTEPIAAUPAVOUEVDV TNG TOYEWS EEEMGGOUEVIC 1| TNG
KaKonBoug.

"Exovv avapepetl pe avtiyvyooikd eapupoaka teptototikd erefikng OpouPoeupforns (VTE).
Agdopévov 611 ot acbeveic Tov AapPdvouy avTiyLYOGIKA TOPOVGIALOVY GUYVE ETIKTNTOVS
napdyovteg kivdvovou yio. VTE, npénet va mpocdiopiloviar 6Aot ot mibavoi mapdyovieg Kivovvov yia
VTE mpwv ko katd tn Sidpieia tng Oepaneiog pe apumimpaloin kot vo Aappavovtol Tpoinmikd
LETPAL.

Hapdracn Tov stactiuatoc QT

)3

€ KMVIKEG SOKIUES TNG apmmpalOAng, N eminTon g TapdTacng Tov dwotiratog QT fTav
ovykpiown pe eketvn tov etkovikod eappdakov. H apummpaloin Oa mpémetl va ypnoiponoteital pe
TpocoyN oe aobeveic pe otkoyeveloko otopikd mopdtoong QT (PAéne Tapdypago 4.8).

Ovyun dvokivnoio (Tardive dyskinesia)

e KAMVIKEG SOKIHEG SIAPKELOG EVOG £TOVG 1] AYOTEPO, DTINPYOV OYL GLYVES OVAPOPEG OLGKIVIGIOG TOV
amotovoay enclyovoa Bepameio kotd ™ didpkeln TG Oepaneiog pe apmimpalodn. Av kdmolog
000eVIC TAPOVGIAGEL GNUELN KO CULITTOUOTO OWUNG dSuoKIVNGiag evd Aaupdvel Oepomeia pe
aputpaloin, tpénel va eetacbel n peiwon g 06omg 1 kat 1 dtakom g Ayng (BAEne
napdypaeo 4.8). Ta COUTTOUATO QVTA UTOPEL TPOCOPIVA VO DTOXMOPTIGOVV 1| KOO UTOPEL Ko val
evtafolv, petd  drakomn g Bepamneiog.

AlMo EOTLPOUOTKA GUUTTTMLLOTO,

2 KMVIKEC O0KLUEG TNG apmpalOANG o€ TandtaTptkd TANBvo U, Tapatnpnonkay akabncio kKot
TAPKIVGOVISLOG. Edv eppavicBodv onueia kot copntopata dGAAwv EPS (eEomupapidikdv
CLUUTTOUATOV) 6€ acBevi mov Aapfavel apimimpalodn, Oa Tpénet va e&etachel n peimon g 660mg
KOl GTEVI] KAWVIKY] TopoakoAohonon.

Koxdnbec Nevpoinmrikd Xovopouo (Neuroleptic Malignant Syndrome, KNX)

To KN eivar éva duvntikd Bavatnedpo chvOeto cOUTTOA, OXETILOUEVO LE OVTIYVYMOGIKA. €
KAMVIKEG OOKIUES, avapépOnKay ortavieg Teputtdoels KNX katd ) didpkeia tng Oepomeiog pe
aputipaloAn. Ot kKAvikég exkdnimoelg tov KN eivon vrepmopeéia, poikn axopyio, odloyn g
TVELLLOTIKNG KOTAGTOONG Kot orpeio autévoung aotdielag (akovovioToc GOUYLOS 1] apTNPLOKT TiEo,
Tayvkopdia, dlapopnon Kot kapdiakn dvopvbuia). IIpdécbeta onpeio propet va teptrappdvoovy
aLENUEV KPEATIVOPMOGPOKIVACT], Luocpaiptvovpia (pafdopvoivor) Kot o&eia veppikn avendpkelo.
Qo1000, £0VV emiong avapepOel aLENUEVN KPEATIVOQPMOEOKIVAGT Kol pafdorvoivom, oyt
amapaitnra oyxetilopeveg pe KNZ. Edv o aoBevii¢ Tapovcidoel onpeia Kot COUTTOUATO EVOEIKTIKA
tov KNX, 1] eppavicet ave&iynto vynio mopeto yopic tpdebeteg khvikég ekonimoelg yio KN, 6Aa
TO OVTIYOYWOOIKA, CUUTEPIAQUPAVOUEVG TG aPTITPalOANG, TPETEL VA SIOKOTTOVTOL.

Eminmrucég kpioeig

e KAMVIKEG SOKIHEG, avapEPON KOV Oyl CLYVEG TEPITTMGELS EMANTTIKAOV KPICEMV KATA TN OEPKELD TNG
Bepamncioc pe aputmpaloin. Katd cvvéneia, 1 aptmmpaloin TPEREL VO ¥PNGLLOTTOLEITAL LLE TPOCOYN
o€ ac0evelg e 16TopPIKd SloTapUyNG ETIANTTIKGV KpicemV 1| 6€ acBevels Tov Exovv TpodmobEicelc mov
oyetilovton pe emAnmTikés kpioeig (PAéne mapdypago 4.8).

Hlkiopévol acbeveic pue yoymon mov oyetiletol pue avoio,




Avénuévny vnodmyra

e TpeLg eAeYYOUEVES LE EIKOVIKO Pappako dokiués (n = 938, uéon nhxio: 82,4 €1, €0pog: 56 €mg

99 é11) ¢ apummpalding oe nAMKiwpUEVOLG acbeveic e yoymon mov oyetiletat pe voco Tov
Alzheimer, o1 acBeveic mov Elafav apummpaldin elyav avénuévo kivovvo Bavatov oe oyéon e To
ewoviko @dppaxo. To mocootd Tov Bavdatov otovg acbeveic mov Elafav apurimpaldin tav 3,5 % ot
ovykpion pe to 1,7 % g opddag Tov ewovikol gappdkov. Av kot ot aitieg Bavdrtov diépepav, ot
TEPLETOTEPOL BAVATOL PAVIKE OTL NTOV EiTE KOpIlayyelokng (TT.). KopdloKT OVETAPKELD, OLPVIdLog
Bdvaroc) gite Aowddovg phoemg (m.y. mvevpovia) (PAérne Tapdaypapo 4.8).

Ayyerarcés eyrepalixés avemBounTes eVEPyeIES

2116 1016 dOKIUEG, QyYELOKEG EYKEPAAIKEG AVETIOOUNTEG EVEPYELES (T.). EYKEPOAMKO ENTEIGODIO0,
TOPOSIKO 1o UUIKO ETEIGOO10), TEPIAApPOavOUEVOV Kot Bavitav, avapéptnkay otovg acbeveig (uéom
niia: 84 £, evpog: 78 £mg 88 £1n). Xvvolikd, 1o 1,3 % TV acbevdv mov eddufavay apmrpaloin
AVEPEPAY UYYELOKES EYKEQPOAKEG avemBOUNTES EVEPYELES GLYKPIVOLEVOL e To 0,6 % TV acBevdy
7OV EAGUPOVAY TO EIKOVIKO PAPUOKO GTIG dOKIUEG avTéG. H dtapopd avtr| dgv fTav oTATIOTIKA
oNUAVTIKY. 0T060, GE Ui 00 TIG OOKIUEC OVTEG, o dokLun kabopiouévng doomg, vinpée
ONUOVTIKT] OXECT 00C0EEAPTNONG Y10 TIC AYYELOKES EYKEPAMKES avemBVUNTES EVEPYELEG OF 0GOEVEIC
wov ehdpPavay apummpaloin (BAEne mapdypapo 4.8).

H aputimpaloin dev evdeikvutar yia tn Oepaneio aobevdv pe yoymon mov oyetileTat pe v dvoa.

Yrepylvkopio Kot cakyopnone dwfnng

"Exer avagepbel vepylvkaipia, pepikég popéc akpaio Kot oxeTi{opevn pe keto&éwon M
VIEPOGUMOTIKO KM 1 Bavato, o acbeveig mov EAafav dTuma avTIYLY®OGIKA, CUUTEPIAUUBOVOUEVIG
¢ aputmpaloAne. [Hapdyovieg kivovvov ov mhavdv va Tpodiabécovy Toug aobeveic EvavTt
coPup®V EMTAOK®Y, GUUTEPTLOUPAVOLY TOYVGAPKIN KOl OIKOYEVELNKO 1GTOPIKO SafNtn. L& KMVIKEG
doKIUEG pE apummpalOAn, OV LNPYOV CNUAVTIKEG S10POPEG OTA TOGOCTA ELPAVIOTC AVETIBOUNTOV
EVEPYELDV OV GYETI{oVTaL UE VTTEPYAVKALUIO (TEPIAAUPBOVOUEVOL TOV GOKYOPDIOVE SLof1Tn) N UE UN-
(UOLOAOYIKES EPYUCTNPLUKES TIEG YAVKOUUIOG GE GUYKPLOT UE TO EWKOVIKO papuako. AkpiPeig
EKTINOELG KvOOVOL avemBOunNTmv evepyelmv mov oyetilovtal pe vrepyAvkaipio og acbeveig mov
EhaPav apmimpaloAn Kol LUe GAAC AVTIYVYWOGIKA, eV ival O100EGIUES Yo VO, ETITPEYOVV AUECES
ovykpicelc. Ot aobeveig mov AapuPavouy 0mol0dNTOTE AVTIYVYMOGIKO TEPIAAUBUVOUEVIG KOL TNG
apuTimpalOANG, TPETEL VO, TAPOKOAOLOOVVTAL Y10 OTUElD KOl GUUTTAOUOTO VIEPYALKALUIG (OTMG
moALdWyia, ToAvoLpia, ToAVPayia kKot EacBévnon) kat o1 acbevelg pe cakyapmon dtoprTn N e
TOPAYOVTES KIVODVOL Y10 GOKYOPDIN SafNTn TPEMEL VO TopakoAoVHOVVTOL TOKTIKA Yl EMOeivmon
1OV EAEYYOV TG YALKOLNG (BAETe Topdypago 4.8).

Yrepsvaronoio

Me v apummpaloin eivar duvatd va ekdnAmBodv avtidpdoelg viepsvactnaciog, Tov
yapaxmmpilovror and aAlepyikd copntduata (BAéne mapdypago 4.8).

Avénon Bdapov

AvEnom Papovg mapartnpeitan cuyvd 6Tov TATYOVTES Omd oYILOPPEVELD KOt SUTOAKY povia Adym
GULV-VOGNPOTNTAG, YPNONG OVTIYVYWOGIK®Y OV VOl YVOGTO 0Tl TpokaAoOV avénon Bapovg, KakNg
dtoyeipiong Tov TpdTov (NG, Kol EVOEYETOL VO 001 YNGEL € coPapég emMmAOKEG. AvEnon Papovg Exel
avapepBel petah acbevov mov EhaPav apumimpalddn, petd v kukhopopia. Otav mapatnpeital,
ocvppaivel cuvnBmg og eKElVOVG e CNUAVTIKODS TAPAYOVTEG KIVOUVOL OT®G 1GTOPIKO JafNTn,
dtoTapayn Tov Bupeogd0VE N AGEVOLO TNG VITOPLONC. L& KMVIKEG SOKIUEG 1 opuTimpalOAT Oev
QAVNKE VO TPOKOAEL KAVIKG onuovTikn avénen Papovg oe eviiikeg (BAéne mapdypago 5.1). Xe
KAMVIKEG doKIpEC o€ QN Povug acBeveic pe dutoAkn pavia, n apumpaloin éxel amoderydel Ot
ouvdéeTal ue avHENom Tov cmUATIKOD Papovug petd and 4 efdouddeg Oepaneiag. H avénon tov
copoTikov Bapovg Ba mpémel va mapakolovbeitan o pnPouvg acbeveig pue dutohkn povio. Edv n
avénon PBapovg eivar KAvikd onuavtikn, 0o wpénet vo, eégtachel n peimon g 66ong (PAéne
Topaypao 4.8).



Avcoayia
H vroxivnTikd T Tov 0160(pAayoL Kot 1) El6pOQNCT £X0VV GLUGYETICOEL LLE TN XPTOT] OVTIYVYWOCIK®V,
ocvuneptiapBavopévng g apummpaloine. H aputimpaldin Oa mpémet va ypnoomoteitol Le Tposoyn

o¢ aoBevelg pe kivovvo mvevpoviog and elopdenon.

ITaBoloykn yoptomou&io ko GAAEC dtatapayEc EAEYYOV TOPOPUNCEDV

O1 acBeveic evoéyetar va Pidcovy avénpéveg TopopUNGELS, EO0IKE Yo yapTomoiic, Kafdg Kot
aOLVOLIC EAEYYOV OVTMOV TOV TUPOPUNCEDY KATA TNV TEPT0d0 AYNG apumimpaloAng. AAleg
TOPOPUNCELS TOV £Y0VV avapepBel: avénuévn ce£ovaAtkn| mapdpunct, @VIopovio, oYK
dloTopayn N KATAVOYKAGTIKN VIEPPOyia, KaBDS Kot GAAES TAPOPUNTIKEG KOl KOTOVOYKOGTIKEG
ooumeppopéc. Eivat onpavtikd yio Toug Guvtayoypapovg vo poTave Toug aceveic 1] TOUG PPOVTIOTEG
TOVLG GLYKEKPLUEVA Y10 TNV AVATTTUEN VE®V 1 TNV AOENCT TOPOPUNCEMVY YapTOTOEinG, cEE0VAMKOV
TOPOPUNCEDMV, MVIOUAVINS, 0dNPAUYIKNE SLOTaPayNG N KOTAVOYKAGTIKNG LIEPPUYING 1| GAA®Y
mopopuncemv katd tn Oepaneia pe apimmpaldin. Ipénet va Anebel vtoyn 6TL T GLUTTOHOTO
GYETIKA UE TOV EAEYYO TOV TOPOPUNCEDV UTOPEL VO GUVOEOVTOL LUE TNV VITOKEIEVT] OLOTAPOYT).
Q61060, GE OPIGUEVES TIEPIMTMCELS, £XEL AvapepEel OTL 0L TAPOPUNCEIC GTAUATNGOV OTAV EYIVE
peimon g 600mg 1 0TOV SOKOTNKE 1] YOPTYNON TOL POPrAKov. Ot dSloTapayES EAEYYOV TAPOPUNCEDY
umopel va 0dmnynoovy oe tpokinon PAAPNg otov acbevi N o€ GAAOVG, 0V dEV OVAYVOPLGTOVV
E&etdote To evdeyouevo peimong g 60om¢ 1 akdpo Kot S1KOTNG TNES YOPNYNONS TOV QApUAKOD, OV O
acBevig avartdcel T€Tolov gidovg Tapopunoels kKatd v mepiodo Anyng apimumpalding (PAEne
napaypago 4.8).

Aoaxtoln

To Aripiprazole Accord mepiéyetl haktoln. Ot acBeveig pe omdvio kKAnpovoutkd tpofAnuata
dvoavetiag otn yolaktoln, TANp avendpkela AaKTAoNG 1) KoK amoppdenon yAvkoInc-yolaktdlng
OgV TPEMEL VO, TOIPVOLV LT TO PAPUOKEVLTIKO TPOIOV.

AcOgveic ue ovv-voonpotnta AEITY (Awrapoync EMewwpotikng IHpocoyne pe Yraepdpaoctnptotnio)

[Hopd v vymAn cvyxvotNTa GLV-VOCTPOTNTOS TG AUToAKN G Atatapayng tomov I ueAEITY, sivan
O100€01pL0 TOAD TEPLOPICLEVO GTOLYXEID ACPAAELNG TNV TAVTOYPOVT XPNON TNG apITpalOAng e

OleyepTikd: ¢ €K ToVTOV Ba Tpémel va AapPavetal pLeydiAn Tpocoyr 0Tav ouTd To eApUaKo Eivort

GUYYOPT YOO LEVOL.

[tdhoeig

H apumimpaloin evdéyetar va TpokaAésel LITVNALL, 0pBOGTATIKY VTOTOCT), KIVNTIKY KOl aucOnTikn
aotdbela, Tov Umopel vo 001 YHGouY 6g TTMoT). o Tpénet va didetal mpocoyn Katd tn Bepameio
acBevmV oL SLUTPEYOLY PEYAAVTEPO KivOuvo Kot Ba Tpémel va AapPavetor vTOYN Lo, LUKpOTEPN
d6om évapéng (m.y. o€ nhkiopévoug 1 e&acbevnuévoug acbeveic,: PA. Tapdypogo 4.2).

45 AlMmiemopdosig e GALo QUPRUKEVTIKG TPOIOVTO KOl GAAES popPPES aliniemiopaong

AOY® TOL AVTAYOVIGLOD TOV LLE TOVG 01-0VOPEVEPYLKOVG VTTOJ0YELS, N apumimpaloin Exel T
SVVATOTNTA VO EVIGYVEL TV EVEPYELN OPICUEVOV OVTIDTEPTACIKAOV QOPUAUKEVTIKOV TPOTOVIMV.

Enreidn n apummpaloin dpa kupimg oto KN, Oa mpémet va epiotdtal 1 Tpocoyn 6tav 1 aptmrpoaloin
yopnyeitan poll pe ovomvevpa (0AkodA) 1 GAAL QapPLOKELTIKA TPoTovTa Tov KNZ pe
AAANAOETIKOAVTTTOUEVEG AVETIOOUNTEG eVEPYELES OMG 1] KortaoToAN (BAéne Tapdypago 4.8).

Oa Tpénel va, ePLOTATOL 1] TPOGOYY| €6V 1 apumimpalOAN yopnynoel TaVTOYPOVA UE POPUAKEVTIKA
TPOTOVTO TTOV EIVOL YVOOTO OTL TPoKaAOHV TTapdtact tov QT 1 nAeKTpoAVTIKEG draTapayEs.

AvvotdTnTo GAADV QUPUUKEVTIK®OV TPOTOVIWV VO ETNPEGSOVY TNV opumpoloin




"Evag amokAelotic Tov YaoTpikov 0E£0G, 0 aviaymviotic Ha apotidivn, pewdvel v taydtnto
amoppOENoNG TS aPITTPalOANG, 0AAG 1 Opdon avtr dev Bempeitan MG KAVIKE OMLLOVTIKY.

H apumimpaloin petaPorileton pe molhamiég 0000g, oTig onmoieg cuppeTéyovy ta Evivua CYP2D6 kot
CYP3A4 adré 6y ta éviopa CYPIA. Eropévag, dev amatteiton Tposappoyn g 006MG Yio Toug
KOTVIGTEC.

Kwioivy kou dAlor avaoroleic tov CYP2D6

e wo, KAMvikn dokiun pe vyieic eBedovtég, £vag 1oyvpog avactoréag tov CYP2D6 (kividivn) avénoe
v AUC g aputimpalding kotd 107 %, eved 1 Crax Tapépeve avarroimtn. H AUC kot 1 Crax TG
debdpo-apumimpalOANG, TOL Elval 0 EvePYOg peTaPoritng, pnet@Onkay katd 32 % kot 47 %. H 660m g
aputpaloAng Oa mwpémel va pelwbel mepimov 61O PIGO TG GUVTUYOYPUPOVUEVTG, OTAV VILAPYEL
ocvyyopnynon g apummpaloing pe kvidivr. AAAot ioyvpoi avactoreic tov CYP2D6, 6mmg
PAOVOEETIVN KO TOPOEETIVT, UITOPEL VO, AVOUEVETOL VO, £YOVV TOPOLOLES EVEPYELES Kot YU anTO Oal
TPETEL VO, YIVOVTOL TOPOUOLEG LELMGELS GTT| OOOT).

Keroxovaloln ko aAlor avaoroiels tov CYP3A4

e wo, KAMvikn dokiun og vyieic eBelovtég, £vag 1oyvpog avactoréag tov CYP3A4 (ketokovaloin)
avénoe v AUC kot ™ Cmax TG apumimpaloing katd 63 % kot 37 %, avtictoiyms. H AUC kot 1 Crnax
g debidpo-apumimpaloing, avénonkay katd 77 % kot 43 %, avtictoiywe. H tavtdypovn yprion
0VCIMV OV TPOKAAOLV 0cBevT] peTaforiopd oto CYP2D6, cuyypdvag e 16xvpohs 0vaoTOAELG TOV
CYP3A4 pnopel va 0dnNyNoeL 6€ VYNAOTEPEC GVYKEVTPMOELS APUTITPAlOANG OTO TAUCLO GE GUYKPIoN
e EKEIVEG TIG 0VOIEG TOVL TPOKAAOVV eKTETAUEVO peTafoiiond oto CYP2D6.

Ortav e&etaletol TavTtdYpOovn Yopnynomn ketokovaloAng n dAiov woyvpov avactoréo CYP3A4 e
apurimpalOAn, Ta EVOEXOUEVO OPEAT] Do TPETEL VO VITEPKAADTTOVY TOVG EVOEXOUEVOVS KIVODVOUG Yia.
Tov aoBevn]. Otav vrdpyel TavTdYPOV YOPNYNOoN KETOKOVALOANG e apummpaloin, n d6on TG
aputitpalOANG o TPETEL VO EAATTMVETOL TEPITTOV GTO HIGO TNG CLVIAYOYPAUPOVUEVNS. AAAOL 1GYLPOT
avaotoAeic tov CYP3A4, 6mmg 1 ttpakovaloAn kot ot avacTtoreic Tpmtedong tov HIV, umopei va
avapEVETOL OTL Ba £xouv TapOUOLEG EVEPYELES Kal YU aLTO Bol TPEMEL VO YIVOVTOL TOPOLOLES LELDCELG
g 660ng (BAéme mapdypapo 4.2).

Mo drakomei ) yopnynon avactorén tov CYP2D6 11 CYP3A4, 1 660 ¢ apumimpaloincba npénet
va avédvetol oto enimedo mov NTav TPy amd TV Evopén g Bepaneiog e T0 GLVILOGLO.

Otav ypnoponotodvtor acbeveic avactoreig tov CYP3A4 (m.y. dihtialéun) n tov CYP2D6 (m.y.
EC1TAAOTPAUN) TAVTOYPOVA [E TNV aptmrpalOAn, eival TOavmg avapevopeves HETPLEG AVENCELS TV
CUYKEVTPMGE®V TNG apmmpalOANG 610 TAAGLA.

Kapfoualerivy kou aAlor exoywyeis tov CYP3A4

Metd v tavtdypovn yopnynon kapPapalenivng, evog woyvpol enayoyéa CYP3A4, kot and tov
OTOUATOG XOPNYoUUeEVNS apumimpaloing o acbeveig pe oxloppévela 1| oyxlocuvalsOnuatiky
dtoTopayn, ot Ye®UETPIKES Eaeg TIUES TNG Cmax kot TG AUC ¢ aputimpaloing nTav 68 % kot 73 %
YOUNAOTEPES, AVTIOTOLYO, GE CUYKPIOT LE aVTEC OTav 1 aputitpaloAin (30 mg) exopnynto o
povoBepamneio. Iapopoimg, ot yeopetpikés péoeg TYEC TG Cmax kot g AUC g debidpo-
aputinpaloing petd and cvyyopnynon pe KapPapalenivn nrov 69 % ko 71 % yapnidotepec,
avTioTo M, G€ GUYKPION UE 0VTEG PeTd amd povobepameia pe apimmpaldin. H 66om g
aputitpaloAng o mTpémet vo SMAAGLALETAL OTOV VILAPYEL TOVTOYPOVN YOPNYNCT apmpalOANg Le
kapBopalenivn. H tavtdypovn yoprynon apimmpaloing pe dAlovg enaymyeic tov CYP3A4 (6mwg
PLPAUTTIKIVY, PLPOUTOVTIVI] @avLTOTVT), PatvoBapPrtdin, Tpludovn, epafipévin, vefipamivn kot
vepiko (St. John's Wort)) pmopet va avapévetat vo el mapOpolEg EVEPYELEG Kot YU avtd Bo Tpémel va
yivovtol Topopotec avénoelg atn 0061, MOAIC SI0KOTEL 1) OPTYNON TOV IGYVPDV ETOYDYEDY TOV
CYP3A4, n 6ocoroyio TG apumimpaldAng o mpémel vo, LELOVETOL GTT GUVICTMUEVT OOGT.

Bolzmpoiwxo kor AiBio
Ortav cuyyopnyndnke eite fainpoixo gite Aibo poll pe apummpaldin, dev vanpée KAMVIKMG
OMUOVTIKT] GALOYT OTIG GUYKEVIPDGELG TNG OpuTItpalOANG, OndTE deV gival amapaitnTo va yivel



TPOGOPLOYN TNG 060G dtav yopnyeital eite fodmpoikd gite Abo pe aputimpaldin.

Avvordtnto tne aprmrpaloAng vo exnpedlel AN QOPULOKEVTIKA TPOIOVTQ,

e KAWIKEC dokipég, 06aelg apumimpaloing 10 mgmuépa émg 30 mg nuepnoing, dev iyav oNUAVTIKT
enidpaon 010 petaforicud tv vrootpoudtov CYP2D6 (avaroyia de&tpopuedoppdavng/3-
methoxymorphinan), CYP2C9 (Bapeapivn), CYP2C19 (ouenpaloin) kot CYP3A4
(deEtrpopebopeavn). EmmAéov, n aputimpaloAin ko 1 0ebdpo-aptmumpaloin dev £0e1&av OTL Lropovv
va petafdiovy 1o petafoAopd mov yiveton pe ) pecordfmnon tov CYP1A2, in vitro. Qg ek tovtov, 1
aputitpaloAn givol aniBovo vo TPOKAAEGEL Ie POPLOKEVTIKA TPOTOVTO KAIVIKMG OTLLOVTIKEG
OAANAETIOPAGELS TTOV TPOYLLUTOTOLOVVTOL LE TI] LECOAAPTION QLTAOV TV eviDU®Y.

Otav 1 aputmpaloin xopnyndnke tavtoyxpova pe PaAmpoikd, Aibio 1 Aapotpryivn, dev vanpée kKhvikd
GNUAVTIKN LETOPOAT GTIC GLYKEVTPMGELS TOV PaAmpoiko, Tov ABiov 1 Tng AapoTpryivig.

2Ovipouo aepoTovivyg

"Exovv avaephel mepimtdoeilg cuvdpduov cepotovivig oe aobeveig mov Aaufdavovy aprmimpaloin kot
UopohV va. epeovicovy mhova onueio Kol GOUTTOUOTO Y10, GVTH TNV KOTAGTACT 10l0itepa o
TEPUTTAOCELSG TOVTOYPOVNG PNONG LE OAA GEPOTOVIVEPYIKA PUPLLAKEVTIKA TPOTOVTO, OTMS OL
eKAEKTIKOL AVOOTOAEIS TNG EMAVATPOGANYTG GEPOTOVIVIG/EKAEKTIKOL OVOGTOAEIS TNG EMAVATPOSANYTG
ogpotovivrg kat vopadpevorivig (SSRI/SNRI), 1| pue papuakentikd mpoidvta mov givol yvootd 0Tt
avEAVOLV TIG GLYKEVTPMOGELS TNG aputpalOAng (PAéne mapdypopo 4.8).

4.6 Tovipétnra, kKONon kot yorovyio

Kvnon

Agv &yovv TpayuatomonOel emapkeic kot KaAd eheyyopeves OoKIES L apumimpoaldAn 6e eyKOOVE
yovaikeg. 'Exyovv avapeplel ouyyeveig avouaiies” ©otdc0, dev amodeiydnke outioloyikdg GUGYETIGUOC
pe v aputimpaloAn. Aokyég og melpapatdlma dev amorkieiovy mbavn avartvlokn to&koTnTa
(BAéme mapdypago 5.3). Ot acBeveig mpémel va, evnUePOVOVTOL OTL TPETEL VO AVAPEPOLY GTO YLUTPO
TOVG €dv petvouy éykveg 1 TpoTifevton va petvouy éykueg kotd T didpketla g Bepaneiog e
apumipalOAn. AOY® avemapKoHS TANPOPOPNONG Y0 TV OCPIAELN GTOV AVOP®TO Kol TV
EPOTNUATIKOV TTOV ONUOVPYNONKAY 0md TIC SOKIUES OVATAPOY®YNG O€ TEWPAPATOlma, TO
QOPUOKEVTIKO QVTO TPOTIOV OEV TPEMEL VAL YPNCULOTOLELTOL GE TEPITTMGT KUTGNG EKTOC €AV TO
OVOUEVOLEVO OPELOG OTKOOAOYEL GOPOG TOV TBavVO Kivduvo yia 1o EUPpuo.

Ta veoyva mov extifevtol o€ avtiyuyootkd (meptiapfovouévng g apumimpaloAng) Katd to Tpito
TPIUNVO NG EYKVUOGVVNG, SLOTPEXOLV KIVOLVO Y10l ELPAVICT) AVETOOUNT®V EVEPYELDV
TEPIAAUPOVOUEVOV TOV EEOTLPAMSIKOV KOV CUUTTOUATOV 0TOGVPGTS TOV UITOPOVV VO TOLKIAOUY
o€ GoPapdTTa Kot S1APKELN LETH TOV TOKETO. YTAPYOLV 0vaPOPES Yo SIEYEPCT], VIEPTOVIO, VTOTOVICL,
TPOUO, VIVNALL, OVATVELGTIKY JLGYEPEL 1} dtatapoyn ot oition. Katd cvvénela, o veoyva Oa
TpEmEL vo, Tapakorovbovvtol mpocektikd (PAEne Topdypapo 4.8).

OnAacpodg

H apumimpaloin/ot petaforitec amekipivoviar 1o avBpdnivo untpuko yoro. [pénetl va amopaciotel
eav Ba drakomel 0 Onracuog 1 Oo drakonei/amopevydei n Oepaneia pe apurmpaloin, Aaufdvovtag
VIOYT TO OPEAOG TOV INAAGLOV Y10 TO Tondi Kol To O6PeA0G TG Bepameiog yia T yuvaika.

Tovipdémro

H apumimpaloin dev emPdpuve T yovipotnta, pe fAor 6£d0UEVH O LEAETEC OVATAPOYWYIKNG
TOEIKOTNTOG,

47 Emdpacelg 6Ty tKavOTTO 001]Y161S KOl XEIPLGROD M OviLdTOV
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H opumimpaloin Exet pukpn| €wg LETPLA EMLOPACT TNV IKAVOTITO 001)YNONG KOl YEPLIGLLOV
punyovnudtov, eéottiog mbavav evepyeidv 6To VELPIKO GUGTNLO KOl GTNV OPaGCT], OTMG KOTOGTOAN,
vvnAa, cvykomy, Bourn dpoon, durhomio (PAéne Topdypogo 4.8).

4.8  AvemOOunteg evépyereg

2Hvoyn Tov TPoPiA 0cQaAeiog

O1 o ovyva avapepOpeveg avemBOUNTES EVEPYEIEG O OOKIUEC EAEYYOUEVES LIE EIKOVIKO PAPHLOKO
Nrav axabnoio kot vavtia, kdBe po epeavifopevn o teplocotepo amd 3 % twov acbevav mov Erafav
o TOV GTOUATOG APUTLTPAlOAT.

Koatdloyog ovemBOUntmv eVEPYEIDOY G LLOPON TVOKO,

O1 emntdoelg tov avembduntov evepyerwv (ADR) mov oyetiCovtar pe ) Oepancio pe apurimpaldin
eppavifovrol otov akdrlovbo mivaka. O mivakag £xel doundei pe Pdon Tig avemBOUNTEG EVEPYEIEG TTOV
avaEpONKay Katd T S1ApKELN TOV KAMVIKOV SOKIUMV 1)/KOL KOTA TN ¥PNoN LETA TNV KUKAOPOpIia.

Oleg ot avemBounteg evépyeleg ovapépovtol fACEL KATNYOPIiog 0pYOVIKOD GUGTHLOTOG Kol
ovyvotTag: ToAD cuyvég (= 1/10), cvyvég (= 1/100 éwg < 1/10), oyt cvyvég (= 1/1.000 émg < 1/100),
omavieg (> 1/10.000 émg < 1/1.000), woAd oravieg (< 1/10.000) kot un yvootéc (dev umopovv va
extyumBovv pe Baon ta dwwbéoipa dedopéva). Xe Kabe opadomoinon avd cuyxvotnta, ot avemiounTeg

evépyeleg epoavifovral katd eBivovsa celpd cofoapdTnTac.

H cuyvomto tov avemBountov evepyEidv TOL ava@EPOVTAL KATH T XPNOT LETE TNV Kuklogopia
otV ayopd dgv gival SuvaTdv va TPOodopIoTel, KaODS TPOKVTTEL OO aVBOPUNTEG OVAPOPES.
YUVETMG, 1 CLYVOTITO AVTMV TOV AVETIHOUNTOV EVEPYEIDV KATUTACCETOL MG LT YVOOTN».

Yuyvég ‘O ovyvég Mn yvootég

Awtopayéc Tov Agvkomnevia

ULLOTTOUTIKOV KOl Ovdetepomevia

TOV AEPPIKOD ®poppomevia

GUGTILOTOG

Awtopayéc Tov Alkepyn| avtidpaon (m.y.

UVOGOTOTIKOV OVOLQLAOKTIKY avTtidopao,

GUGTI|LOTOG ayyglo0oion o
ovumepthapBavoprévng
SOYKOUEVIC YADOTOC, 010N Lo
YADGOOG, 0idN A TPOCHTOL,
oAAepYIKOG KVNOUOG N KVidmoT))

Awtopayéc Tov Yrepnporaktivarpio | AafnTikd VIEPOOUMTIKO KOO

EVOOKPIVIKOV Meiopévn ATk ketoE€won

GUGTI|LOTOG TPOAUKTIVI] TOV

olpoTog

Awtoapayéc Tov Zakyapmong YrepyAvkopio Ymovatplopio

peTafoiopod Ko dwaPntng Avopeéia

g 0péyng

Poyotpikég Adnvia Kotabiyn AmoTEpA QVTOKTOVIOG,

owtapayés Ayyog YrepoeEovaAkOTNTa | AVTOKTOVIKOG 10EACUOG Kol

Avnovyia «EMTUYNG» avTokTovia (PAEme

napbypapo 4.4)
ITaBoAoywkn yaptomon&io
Awotapoyn eEAEYXOV TOPOPUICEDY
Adnoaykn dotapayn
Qviopovio
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Yuyvég

‘O ovyvég

Mn yvootég

ITopelopavia

EmBetuc ocopmepipopd
Aéyepon

Nevpikdmra

AwoTapay£g Tov
VELPIKOD
GLOTILATOG

Axafnocia
Eéomupapudwm
dlotapoyn
Tpoéuog
Kepariaiyia
Koatactoln
Ymvniia

Zda\n

Oy dvckvnoio
Avctovia

2HVOPOLO VIGLYWOV
OOV

Kokdnbeg Nevpoinzmtikd Zovdopopo
ETOoUOG YEVIKEDIEVNC EMANYiOG
ZOVOPOLLO GEPOTOVIVIG

Awotapoyn Aoyov

Op0aipikég
owatapayés

Ooun 6pacn

AmAomio
dwtopofia

OpBarpootpopikn kpion

Kopowokég
owurapayig

Toayvrkapdio

Awpvidiog Bdvartog dyvootng
artioloyiag

Kothak| toyvkapdia diknv
putdiov

Kotuokéc appubpieg
Kopdioxn avokomn
Bpadvkapdio

Ayyelokég
owurapayig

OpBootatikn
vrdtaon

DAePkn Opoppoeppforn
(ovumeprropPavopévmv
TVELUOVIKNG EUPOANG KOL EV TM
Babel prePikng Opdupwonc)
Ynéptaon

Xuykomn

Awtoapayéc Tov
UVOTVEVGTIKOV
GUGTI|LOTOG, TOV
0dpaxae Kot TV

Ab6&ykag

IIvevpovia and elopdenon
A0pLyyOOTOGIOG
2rnacpdg GTOUOTOPAPLYYOL

REGOOMPEKIOV

Awtopayéc Tov Avcrotidtra Toykpeatitidn

YOGTPEVTEPIKOD Avormeyia Avooayia
Novtia Avppora
Ynepékkpion Kothiaxn dvoceopia
c1éAov Avceopia Tov oTopdy oV
"Eperog

Awtopayéc Tov Hratum avemdprela

NTATOG KOl TOV Hrartitda

XOANQOp®V ‘Tktepog

AwoTapay£g Tov E&avOnpa

O£PNATOG KOL TOV
VT0OO6PLOV 16TOV

Avtidpoaon and pwtogvaictncio
Alonekia

Yrepidpwon

2ovopopo DRESS (Avrtidpaon oto
QapLOKO LE NOCIVOPIAMa Kot
GUOTNIIK( GUUTTOUOTO)

AwTapay£g Tov
JVOGKELETIKOD
GUGTILATOS KU1 TOV
GUVOETIKOV 16TOV

Papdopworivon
Mvaodyia
dvokapyio

AwTapayis TOV
VEQPOV KUl TOV
0VPOPOPMY 00OV

Axpdrein ovpwv
Koatakpdton odpwv
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Yuyvég ‘O ovyvég Mn yvootég
Kotaotaoeis g ZOVOPOLO Ao amTOCLPOT
KON 6NG, TNG Aoyiog QopuraKov Twv veoyvav (BAéne
KOl TG Topaypapo 4.6)
TEPLYEVVIITIKNG
TEPLOOOV
AwoTapay£g Tov [pramopog
OVOTOPAYOYIKOD
GUGTILATOS KU1 TOV
RaoTOV
Ievikég owarapayés | Komwon AwTapayn poduiong g
KOl KOTOGTAGELS Beppokpaociag (m.y. vmobeppuia,
™G 0800 YopryNoNg mopetia)
Owpaxikd GAyog
ITeppepikd oidnpa
Mopaxivikég Mewwpévo copatikd Bapog
egerdosig AvEnon Papovg
AvEnuévn apvotpaveepdon e
oAovivng
AvENUEVN 0OTOPTIKY
QUVOTPOVOEPGON
AvEnpévn yappa
YAOLTAPVATPAVCPEPACT
AvEnpévn oAKaAKn Oceatdon
Iopatetapévo QT
AvEnpévn yAvkoln aipotog
AvEnuévn yaAvkoloopévn
ooceapivn
Awxdpaven yAvkolng aipotog
AvEnpévn KpeUTIVOPOGOOKIVAGT

Ieprypaen emAeypévav avemt@uuUNTOV EVEPYEIDOV

Evihikec

Eéwrvpopioke oourrouozo (EI1X)

Zyiloppévera: og P LoKpag ddpketog 52 efdopddwmv eheyyouevn dokiun, ot acBeveic mov Erafav
aputitpalOAn LEAVIcaY GUVOMKEA pKpdTEPN cuyvotnta (25,8 %) EILZ, mepirappavopévev
TOPKIVGOVIGLOV, aKaOnoiag, duotoviag Kol dOuoKiviciog o€ cOykpion e ekeivovg mov Elafav
Oepaneio pe olomeptdorn (57,3 %). Ze o dokyun Hokpdc dtapkelag 26 BOOUAdmV EAEYXOUEV LE
EIKOVIKO QdpuaKo, 1 ouyvotnta epeaviong EITE fitav 19 % yio toug acBeveic mov erapupavoy
aprmmrpaloin kot 13,1 % yia toug aobeveig mov eAduPavay To EIKOVIKO GAPLOKO. ZE Lo GAAN
eleyyopevn dokun Hokpag dtdpkelag 26 efdopddwv, 1 cuyxvotnta eupdviong EINE ntav 14,8 % yia
Tovg acbeveic mTov elduPavay aptmmpaloin kou 15,1 % ya tovg acBeveic mov edduPavayv odaviomivn.

Moaviaxa emsioodia oty Aimorikn Aratapayn tomov 1. o€ o gEreyyouevn dokun 12 epdouddwv, 1
enintoon EIIZ ftav 23,5 % ywo tovg acBeveic mov EhaPav apummpaloin kot 53,3 % yia toug acbeveig
7oV Ehafav ahomePIOOAT. Ze pa AL dokun 12 efdouddwv, n erintmon EIZ ftav 26,6 % yio Tovg
acBeveic mov Ehapav apimmpaloin kot 17,6 % yia owtovg mov Elafav Aiblo. Xn poakpoypovia pacn
ouvTnpNong 26 RSOUAd®Y HoG SOKIUNG EAEYYOLEVNG LE EIKOVIKO Qaplako, 1 enintwon EIIX ntav
18,2 % v tovg acBevelg mov Elafav apimimpalodn kot 15,7 % yia tovg acbeveic mov Ehafav
EIKOVIKO PAPLLOKO.

AxaOnoio
Ye eEAEYYOUEVEC LE EIKOVIKO QAPLOKO SOKIUES, 1] EMITTOGT TG axodnoiog oe duroikoie aobeveic
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Nrav 12,1 % pe v aputimpaloin kot 3,2 % pe to eucovikd edppaxo. Xe acleveic pe oylloppévela n
enintoon axodnoiog rav 6,2 % pe v apurimpaloin kot 3,0 % pe 10 gikovikd EAPLLAKO.

Avorovio,

Enidpaon ¢ katnyopiog - ZoURTTOUOTO SVGTOVING, TOPATETAUEVOV U1 PUGLOAOYIKOV CTUGLLOV
LOTK®OV opdd®V, pumopel va epeavicBodv o gvaichnta dtopa Katd Tig TpdTeg NUEPES TG Bepameiag.
SOUTTOHOTO SVOTOVIOG TEPIAUUPAVOLV: CTOGUOVE TMV HUDV TOV AOLLOV, TOAAEG POPEG
eEeMooouevol oe cOGPIEN TOL AoV, SOVCKOALD KOTATOGNC, SUGKOAIN AVOTTVONG KO TTPOEKPOAN TNG
YA®ooas. Evd ta copmtopoata autd propet vo epeavicfodv o yauniés 06celg, peavilovtan
oLYVOTEPA KOl e PEYOADTEPT PapOTNTO Le VYNANG SPACTIKOTNTOG Kol GE VYNAOTEPEG OOGELS
AVIIWYUYOCIKOV QOPUAKOV TpdTNG YeVIAS. [Tapatnpeital avénuévog kivduvog o&eing duotoviag o€
GppeveC Kot VEAPES NAIKLOKES OUADEC.

Tpoloxtivy

2 KMVIKEC OOKLUEG Y10 TIC EYKEKPLUEVEC EVOEIEELC KOl GOUPMVO LE OVOPOPES LETE TNV KUKAOPOpPIaL,
KaTd TN YpNom apummpaloing mopatnpronke 1660 avénomn 660 Kot LEIMON TNG TPOAAKTIVIG TOV
opov, og cOyKplon pe v Tiun Paong (evotnta 5.1).

Epyaotyproxés napauetpor

Amb 1 ovykpilon petald apmumpalOANg Kol EIKOVIKOD PapUEKov, OG0V apopd TO TOGOGTO TMV
0c0evaV OV EUPAVIGOYV SVVNTIKA KAMVIKDG OTIUAVTIKES 0AAOYEG 0TI GUVIOELS EPYOCTNPLOKESG KOl
M oUIKEC TapapéTpoue (PAEme mapdypoo 5.1), dev TPOEKLYAV LUTPIKDC CTUOVTIKES SLUPOPEC.
Hopatmpndniay yevikd mapodikég kat acvpntopotikég avénoeig g CPK (Kpeatvopwopokivaon)
070 3,5 % 1oV acbevav mov eEldpPavay apimimpaldin oe cvykpion pe to 2,0 % tov acbevov mov
ELafav ELKOVIKO PAPLOKO.

IMowdratpukdc TAnfuoude

2yiloppéveio ae epnfovg nhikiog 15 etav kar dve

e Bpoyuypovia eEAeyOUEVT] LE EIKOVIKO PAPLOKO KAWVIKT dokiurn wov mepteddpPave 302 epnpovug (13
¢wg 17 etadv) pe oyloppévela, 1 GUYVOTNTO Kol TO £100¢ TV OVETOOUNTOV EVEPYEIDV NTOV TOPOLOLESG
LE eKelveg TV eVNMK®V, EKTOG Ao TIG akOAOLOES avemBOUNTEC AVTIOPAGELS TTOL OvVOEEPONKAY
ovyvoTeEpa o€ EPTPovg mov Edafov apimmpaldin o' 0,TL o€ evniikovg Tov Elafav apumimpaloin (ko
oVYVOTEPO GE GYECN LE TO EIKOVIKO PAPLLOKO):

Yravniio/kotaotodn Kot Enmupadik dotapayn avaeépdnkay mToAd cuyvd (> 1/10), kot
Enpoortopia, avénuévn opeén kor opboototikn vdtaor avaeépinkay cvyvd (> 1/100, < 1/10). H
€IKoOvVa 0oQoAeiag g avorytn doKIun eTEkTaoNG 26 EBOOUAd®mV NTaV TaPOUOLO e EKEIVT TTOV
mapotnpHonke ot Ppoyvypdvic EAEYYOLEVT LE EIKOVIKO QOAPUOKO SOKIUTY.

To wpoeik aceoreiog LioG LOKPOYPOVIOS, SUTAL TOPANG, EAEYYOUEVIC LLE EIKOVIKO QAPLOKO SOKIUNG
NTav EMIONG TAPOUO10, EKTOG ATO TIG AKOAOVOEC avemBOUNTEG AVTIOPACELS TTOL AVOPEPON KAV
GLYVOTEPQ, GE GYECT UE TOVG TOOLOTPIKODG 0ieOeVElS oV AAuPavay EIKOVIKO PAPUOKO: OTOAEL,
Bapovg, avénuéva enimeda vGoLAIVIC 6TO aipa, appvluia kol Aevkomevio avaeEpniay cuyva

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

Y1ov opadomomuévo taAnbuoud oylloepevav epnPav (13 éng 17 etdv) pe ékbeon navo arnd 2 ypdvia,
1 EMNTOON TOV YAUNADY ETMTES®V TPOAAKTIVIIG 6TOV 0pO 6€ Yuvaikes (< 3 Ng/mL) ko o€ Gvdpeg
(<2 ng/mL) Arav 29,5 % ko 48,3 % avrictoya. Xtov tAnbuopd oyxloppevav epnpov (13 £og

17 etov) pe ékbeon oe 5 Mg €wg 30 mg apimirpalding £mg kat ylo 72 UNVEG, 1] GLYVOTNTU ELPAVIONS
YOUNADV EMTES®V TPOLOKTIVIIG 0poD oTa Kopitotla (< 3 ng/mL) kot ota ayopia (< 2 ng/mL) frav
25,6 xkou 45 % avtiotoiyod.

Ye 500 paKpoypovieg dokiuéEg og epnfoug acbeveic (13 émg 17 etav) pe oylloppévela 1 SUTOAKN
Swotapayn mov Adpupavay Oepaneia pe apumimpaloin, N CLYVOTNTO ELPAVIONC YOUNADY ETTEdDV
npolaktiving opod ota kopitota (< 3 ng/mL) kot ota aydpa (< 2 ng/mL) Rrav 37,0 % kot 59,4 %
AVTIGTOIY®G.

Maviaxa emeioodia Aimolixng Aratapaync tomov I oe epnfovs nlixiog 13 etwv kou avw
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H ovyvomta kot 1o €id0¢ tev avemBountov evepyeldv o epnPoug pe Autolkn Atatapayr Tomov I
NTaV TOPOUOIES LE AVTEC GTOVG EVIAKESG EKTOC atd TG akOAOVOES: TOAD cuyvd (> 1/10) vvnAia
(23,0 %), e&omvpapudikn datapayn (18,4 %), akabnoia (16,0 %) kot kénwon (11,8 %): kKo cuyva
(> 1/100, < 1/10) dryog v KOIAOKNG YDPAS, AVENUEVT KOPOLOKT GUYVOTNTO, OLENUEVO COUATIKO
Bapog, avEnuévn dpeln, Poikéc deaUdDOELS Kot SOLGKIVIGia.

O axoAovBeg avemBOunteg evépyeteg elyav pia mbovr cuoyétion petas&hd d66MG Kol OmOKPIoNG:
eEomupoudikn dwotapayn (ta eprototikd rav 10 mg 9,1 %, 30 mg 28,8 %, sikovikd gapuako
1,7 %) ko axadnoio (ta teprotoatikd fray 10 mg 12,1 %, 30 mg 20,3 %, sikoviko eappoko 1,7 %).

O péoeg petaforég oto copatikd Papog oe epnpoug pe Atmolkn Awotapayn tomov I otig 12 kot
30 gBdouddec yia v apurimpaloin frav 2,4 kg kot 5,8 kg kot yio to eikovikd edpupoko frav 0,2 kg
kot 2,3 kg avtictoyya.

Y1ov mondlatpikd TANOvG IO N vvnAia Kot 1 KOTwon TapaTnPNONKAY TEPIoTOTEPO GLYVEA GE aobeveig
ue SmoMKn dlatapoyn 6€ cOYKPLoT HE Toug acbeveic pe oylloppévela.

Y1ov mondtaTpikd SuroAtko mAnbvoud (10 éwg 17 etmv) ue £xbeon péypt 30 efdouddeg, Ta TEPIGTUTIKG
YOUNAGOV EMTES®V TPOLOKTIVIG 6TOV 0pd o€ Kopitoto (< 3 ng/mL) kot og ayopua (< 2 ng/mL) frav
28,0 % w1 53,3 % avticToryo.

THaBoloyixn yoproroulio kair GAAES O10TOPOYES EAEY YOV TOPOPUNTEWY

[HoBoroywn yoaptomai&io, vTepoeEoLUMKOTNTO, MVIOUAVIO Kol 0N QoYK dtTapoyn M
KOTOVOYKAGTIKN VIEpQayio umopel va tpokdyovy oe aobeveig mov Aapfdavovy Bepameio pe
apumpoloan (PAéne mopdypago 4.4).

Avopopd mavoloyoduevev avemlBOUNTOV EVEPYEIDV

H avoaeopd mBovorloyodpevmv avemiBountoy evepyeidv HeTd amd Tn Yopnynon adstog Kukhopopiog
TOV QUPUOKELTIKOD TPOIOVTOG elval onpavtikn. Exitpénet tn cuveyn mapokolobnon e oxéong
0PEALOVG-KIVODVOL TOV QUPHOUKEVTIKOD TPOTOVTOC. Znteital and Toug EnayyeAUaTiES VYELNG VA
AVOPEPOVY OTTOLEGONTOTE THAVOLOYOVUEVEG AVETIOVUNTEG EVEPYELEG LECH TOV EBVIKOD GUGTHLLOTOG
avapopds mov avaypdeetor oto [Hapdpmua V.

4.9 Ymnepdoosoloyia

Znueio Kol GUUTTOLLOTO.

Ao TIC KMVIKEC SOKIUES KO TNV eUTElpiar LeTd TNV KuKAOQOopia, Stomiotddnkay Tuyaisc 1 pe Tpodbeon
o&eieg vepdocoroyieg povobepaneiog tng apimmpaldoing o evilikeg acbeveig pe avapepbeioeg
d0acelg mov ektTip@vton péxpt kot 1.260 mg ywpig Bavdrovg. Ta mbavd wtpicd onpovtikd onpeio Kot
CUUTTANOTO TOL TTapoTnPNONKay mepteAdpufovoy ANBapyo, avEnpévn apTnPLoKn Teon, vavniia,
Tayvkapdio, votia, Epeto Kot didppoto. Emimiéov, £xouv Anebel avapopic Tuyaiog vTtepdocoAoyiog
o€ povobBepamneio pe apummpaloin (uéxpt 195 mg) oe madid ywpig Bavdrovg. Ta duvnTiKd 10TPIKOG
cofapd onueio Kol CLUTTOUATE, TTOV avaEEPONKaV TEpLEAUPavay vavnAia, TapodIKy ATdAELN
oLVEIdN oG Kol EEMTLPALULOKE CUUTTMOLOTO.

Awyeipion vepFoAknc 60ong

H avtyetdnion tng vaepdocoloyiag TPEMEL VO ETIKEVIPOVETAL GTIV VIOGTNPIKTIKN Oepaneia, pe
TN PNON TNG ETAPKELNG TOV GEPAYOYDY 0OMV, TOL KOAAOD OEPIGHOD KAl TN 0ELYOVMGNG Kol TNg
CUUTTOUOTIKNG OAVTILETOMIONG. Oa Tpémel va AapPaveTor voyn N ThavOTNTA EUTAOKNG TOAADY
QOPUOKEVTIKOV TPoidovTmv. I't' avtd Ba mpénetl va Eekivdiel auéowg Kopdtayyelok mopakolovdnon
kot Bo Tpémel va mepAapPavel NAEKTPOKAPIIOYPAPIKN TOPakoA0VON o™ Yo TNV aviyvevon Tlavmv
appuOmy. Metd and omoladnmote dSomoT@pévn 1| VITomTn VIEPdOGoLoYia Le aputimpaloin, o
acOevig Oa mpémel va Ppicketal 6€ oTEVN TPIKY emiPAeyn Kot TopakoAovdnon uéxpic 6tov
OVOKGLEL
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Evepydc avBpakag (50 g) yopnyoduevog pia dpo LETA TV aptmimpaloAn, EATT®GE TN Crax TNG
apuminpaloing kotd 41 % mepimov kot tnv AUC xatd 51 % mepinov, vrodeikviovtog 6Tt o dvOpakag
umopel va ival omoTEAECUATIKOG 6TN Bepameio TG vIEPdOGOAOYING.

Awodwion

AV ka1 0ev VILAPYEL TANPOPOPNOT| YL TV ETIOPOACT TNG ALLLOOTOAIOTG TNV OVTILETDTICT TNG
vEPSOCcoAOYING pe apmmTpaloAn, 1 alplodoAon givor aniBovo vo etval YpioiIun 6TV AVILETOTION
™G vePdOGOL0YinG emeldN M apmpalOAN Elvol EKTETAUEVE GUVOESEUEVT] LIE TIC TPWTEIVES TOV
TAQGLOTOG,

5. OAPMAKOAOTI'IKEY IAIOTHTEZ

51 @uppokodVVIPIKES 1O1OTNTES

DopprokobepamenTIKy KaTnyopio: YoxoANTTIKA, GALS avTiyuy®oikd, kKmdtkog ATC: NOSAX12
Mnyaviopog dpaong

"Exel mpotobel 611 1 amoterecpatikOTNTo TG ApmimpalOAng ot oxllo@pévela Kot T AUTOAK
Awzapayn Tomov I emruyydveral pe ™ pecoAdfnon evog GuvOLAGHOD Ao HEPIKO AYOVICUO GTOVG
vrodoyeic g vromapivng D2 kat tng oepotoviving SHT1a ko avtay®vicpod Tov DTod0XEMV TNG
oepotovivng SHT2.. H apimumpaloin epoavice avTay®vioTIKEG IO10TNTEG G LOVTELD TELPALUTOL DMV
VIOTOLUVEPYIKNG DTEPOPOUCTNPLOTNTAS KO OYOVIGTIKES 1010TNTEG GE LOVIEAN TTEWPOUATOLDWV
VIOTOUIVEPYIKNG VTTodpactnptotnTac. In vitro, n apummpaldin £6€1&e vymAn cuyyévela chHVOEONS e
ToVG VOdoYElG TG viomapivng D2 ko Da, tng oepotviviig SHT1a kot SHT 24 kKo pétpra cuyyévela pe
ToLg VIodoyeic g vromapivng D4, tng ogpotoviving SHT2c kot SHT7, kabmdg kot pe Toug dAea 1
adpevepykovg kot Hy iotapivikodg vrodoyeic. H apimimpaloin emiong £6e1ée puétpia cuyyévela
oLVOESTG LE TO CTUELN EMAVATPOCANYTG TNG GEPOTOVIVIG Kot 0L AEIOCTUEIDTN CLYYEVELD LE TOVG
HLOVOKAPIVIKOVE VTT000YEC. AAMANAETIOPAGELS [LE VTTOJOYELG AAAOVG ATTO TOLG LTOTVLITOVS TNG
VTOTOUIVNG KO TNG GEPOTOVIVIG LIopohVv va eENYNGOLV LEPIKES OO TIC AAAEG KAVIKEG EMOPACELS TNG
apuTitpalOANG.

Adoeic apimmpaloing mov kvpaivoviay omd 0,5 mg uéyxpt 30 mg, wov yopnyndnkay o popd
NUEPNGIMG G LY ATopa Yo 2 EBOOUAES, TPOKAAETAV Lo dOGOEEQPTMUEVT LelON TG déopEVoNS
¢ C-raclopride, vrokatactdrn tov VIodoya Do/Ds, GTOV KEPKOPOHPO TVPTIVEL TOL EYKEPAAOV Kal
GTO0 KEALPOG TOV PAKOELB0VE TVPNVO, OTWG SOMIGTMOONKE e TOPOYpAPio EKTOUTNC TOlITpOoVimy.

KMviki) omoTeAeoLaTIKOTNTO KOl 0GQAAEL,

Evilixec

2yiloppévelo,

e tpeig Ppayeiag obprelag (4 £oc 6 efSopddmV) EAEYYOUEVES LLE EIKOVIKO PAPLOKO SOKIES, TTOV
meptedapPovay 1.228 eviiikeg Taoyovteg amd oylloppEivela, Le BETIKA 1 apvNTIKG COUTTOUOTA, 1|
apumitpalOAT GUOYETICONKE LI OTOTIOTIKA CNUOVTIKG LEYUADTEPEG PEATIOCELS GTA YOYOGIKA
CUUTTAOTO GE GUYKPLOT LLE TO EIKOVIKO OAPLLOKO.

H apumimpaloin gival amoteAespoTikn 6T Stotpnon e KAVIKNG Pertioong katd tn didpkeia
mopoTeVOpEVIG Depaneiog oe eviAikeg aioOeveig mov Exovv deifel pia opyIKn ovTamdKkpilon ot
Oepameio. e (o EAEYYOUEVT LE AAOTEPIOOAT OOKIUT TO TOGOGTO TV OVTUTOKPLOEVTOV acOevdV TOL
dTNPNOAV TNV OVTATOKPION GTO PUPHOKEVTIKO TPOoioV, 6TIG 52 €BOOUAdEG NTOV TAPOLOLO KOl Yo TIG
dvo opadeg (aptmmpaloin 77 % kot adomepdoin 73 %). To cuvoAlkd TOGOGTO OAOKANP®ONG TNG
SOKLUNG NTOV SNUAVTIKE VYNAOTEPO Y1 TOVS acBeveis o apummpaloin (43 %) oe oyxéon e VTovG GE
aromeptdorn (30 %). O mpaypatikéc emddoelg oTig KAIpakeg Babpoloynong mov ypnoyorotfniay
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®G OEVTEPOYEVT KATOANKTIKA onpeia mepthapfoavouévav tmv PANSS kot kAipoko a&toddynong
kotdOAyng Montgomery—-Asberg (MADRS), é5eiéav onpavriki Bedtioon o oyéon pe ™y
OAOTEPLOOAT.

e o EAEYYOLEVT LE EIKOVIKO QAPLOKO OOKIUN, StapKELOG 26 EBOOUAdMY, OE EVIAKEG
otabepomomuévoug acbeveic mhoyovteg amd ypovia oylloppévela, 1 opdoa e apuTpaloing
TOPOVGINGE CNUAVTIKA LEYOAVTEPT UEI®ON TOL TOGOGTOV VIOTPOTNG, 34 % otV opdada TG
aputitpaloing Kot 57 % 6To E1KOVIKO GApLOKO.

Avcnon papovg

Y& KAMVIKEG SOKIHEG 1) apmmpalOAn deV PAVNKE VO TPOKOAEL KAVIKA onUovTIKY avénor Bapovg. e
o greyyopevn pe olavlomivn, SmAG-TveAT, ToAvedvikn dokiun yio oyloppévela, dtdpketog 26
efdoudowv, pe 314 eviiikeg acbeveic, Tng omoiag T0 TPMTUPYIKO KATAANKTIKO onpeio ftav n adEnon
Bapovg, onuavtikd Aydtepot acbeveic mov Elafav apummpaloin (n = 18, 1 13 % tov a&loloynoiumny
acevav) euepdvicay ovénomn Bapovg € T0606Td TOLAGYIGTOV 7 % TAV® 0o TNV apyikn T (nA.
avénomn tovidyotov 5,6 kg yio uéon tun apyikod Bapovg ~80,5 kg) oe cUyKpion pe Tovg acbeveic
mov Ehafov okavCamivn (N = 45,1 33 % tov a&loloyfciuov achevav).

AImOUIKES TOPOUETPOL

& OPLOSOTOMUEVT] AVAAVOT] ATOOUIKOV TOPAUETPOV OO EAEYYXOUEVES LIE EIKOVIKO QAPHLOKO
KAMVIKEG OOKIUES EVNATK®V, 1) apimurpalodn dev £5€1Ee va emdryel KAMVIKG ONUOVTIKEG LETAPOAEG OTAL
EMIMEDA TNG OAMKNG XOANGTEPOANG, TMV TPLYAVKEPISI®V, TNG MIOTPOTEIVIG LYNANG TokvoTnTag (HDL)
KOl TG MTOTp®TEIVNG YoUnAng Tokvotntag (LDL).

Ilpoiaxtivy

Ta enineda ¢ Tpohaxtivng agloroynniav og dheg TIc SOKIUES Yia OAeG TIG 0OGELC TNG aApUTTPAlOANG
(n = 28.242). H cuyvotnta UAVIONG VIEPTPOAAKTIVOLULOG 1) OENGNG TS TPOLOKTIVIG TOD 0POD GE
acBeveic mov AdpPavay Bepaneio pe apummpaloin (0,3 %) frav TapPOUOIEG E TI TEPIMTMOCELS OE
acBeveic mov AdpPovav eikovikd edppako (0,2 %). I'a acBeveig mov AapPavay apimrpaldin, o
HEGOG YpOVOG HEXPL TNV Evapén NTav 42 nuépeg Kot 1 péom didpketa tav 34 nuépec.

H cuyvomto epedviong vmepmpolaKTvVaLiog 1| LEIMONG 7S TPOAaKTIVHS TOD 0pod o€ 0obeveig Tov
AapPovay Bepomeia pe aprmmpaloin ntav 0,4 %, oe cvykpion pe 0,2 % og acbeveic mov AapPovay
gwoviko edpuaxo. [a acbeveic mov AdpPovay apummpaloin, o pEcog xpovog uéxpt v Evapén nrov
30 nuépeg ko M péon ddpketo oy 194 nuépec.

Moaviaxa Ereioodia oty Aimwolixn Aiozapoyn tomov 1

e 500 eAEYYOUEVEG LE EIKOVIKO PAPHOKO OOKIUES povoBepameiog HeTaPANTNG dOOTG S1GpKELOG

3 efdopddwv, Tov TeplehduPavay acBeveic e Evo LavIoKO 1) HEWKTO EMEIGOO10 AUTOATKNG Alotapaync
tomov [, n apummpaloin elxe avdtepn AMOTEAECUATIKOTNTO GE GYECT] L€ TO EIKOVIKO PAPLAKO OTN|
LEl®OT TOV HOVIOK®OV ENEIGOJIOV Yo Xpoviko ddotnua 3 efdopddwv. Ot dokipés avtég
neplerdpufovay acOeveig pe 1 yopic Yoymoikd GUUTTOUAT Kal LE 1| YOPIC Toyela evaAlayr pacewmy.

e dokun povobepameiog otabfepnc d0oMG EAEYXOUEVTS UE EIKOVIKO PAPLOKO, SLUPKELNG
3 efdopadwv, mov meplehdupave acbeveic pe povioko 1 HEKTO EnEIGO10 AUTOAKNG AloTapayng
Tomov I, n apuwimpaloAn anéTuye Vo TOPOVCIAGEL AVAOTEPT] ATOTEAEGLATIKOTITO OTO TO EIKOVIKO

(APLLOKO.

e 500 EAEYYOUEVEG UE EIKOVIKO PAPLAKO KOL OPUCTIKO QAPLOKO SOKIUEG povobepameiog

12 gBdopdadmv, o acbeveig pe éva paviakd 1 Helkto enelco010 Atmoikng Alatapoyng tomov L, e 1
YOPIG YUYOCIKE CUUTTOUATO, 1) APITITPALOAT] TAPOVCINGE AVADTEPT] ATOTELEGLOTIKOTITO OO TO
EIKOVIKO PApuaKo oTig 3 efSouddeg kal S10THPNOT TOV OMOTEAEGLOTOG CLYKPIoIUN e TO AlBo ) TV
oAomepldoAn ™ 121 efdopdda. H aptmmpaloin £deiée eniong cuykpiciuo 10606To 060EVOV pe
CLUTTOUATIKY VEeo armd T povia OTmg kot To Ao 1 1 alomeptdoin ) 121 efdopdda.

e o, EAeYYOUEVT] LLE EIKOVIKO QAPLOKO doKIUn 6 efdopadmv, Tov apopovce e aoheveic e éva
poviakd 1 LEKTO enelcd010 Atmolikn|g Atatapayng Tomov I, pe 1 xopic yoxmod GLUTTOUATO, TOV
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dgv avtamokpivovtoy LePIKDS ot povobepameio pe Abo 1 Painpoikd o BepamevtiKd enimedo opov
via 2 gfdopddec, 1 TpocHNKn apmimpaloing g emkovpiky| Oepaneio elye oG AMOTELEG LA OVDTEPN
OTTOTELECUOATIKOTNTO OTN UEIMON TOV HOVIOK®OV COUTTOUATOV GE oYEoN Ue TN povobepameio Abiov 1)
Boaimpoikov.

e o EAeYYOUEVN LE EIKOVIKO PAPLLOKO doKIUN 26 efdopddmv, mov Tapatdnke yia 74 efdouddeg, o
poviakovg acbeveic mov emtevydnke Veeon pe apmmpaloAn Katd tn S1dpKeld PAoNg
otabepomoinong mpv amd T TuYaLoToinom, 1 apTTPalOA TOPOVGINGE VITEPOYN GE GYECT UE TO
EIKOVIKO QAPUAKO OTIV TPOANYT EXAVEUPAVIOTG TNG SITOAMKNG, KUPI®S TPOAOUBAVOVTOC TV
VTOTPOTN 0TI Hovid, OAAG ATETVYE VO TOPOVGLACEL OVATEPOTITA EVOVTL TOV EIKOVIKOD QUPUEKOL
OTNV TPOANYN EMAVEUPAVIONG TNG KATAOAYMC.

e o, EAeYXOUEVT] LE EIKOVIKO QApLOKO dokiun 52 efdouddwv, oe acheveic | Eva TpEov Hoviako 1
UEKTO £ME150010 Atmolkng Atatapayng Tomov I 6mov enttevynke cuveyng veeon (KAipoka
a&loroynong paviag Young [Y-MRS] koau MADRS, pe cuvolikn Babporoyia < 12) pe apummpaldin
(10 mg/muépa émg 30 mg/Mmuépa) cvumAnpopetiky pe Aibo 1 Bakrpoikd yia 12 cuveydueveg
€POOLAOES, | CUUTANP®UATIKY] ApTITPALOAN £DEEE VIEPOYT] EVOVTL TOV EIKOVIKOD QOPUIAKOL, e

46 % pelopévo kivovvo (khdopa kivdvvou 0,54) otny Tpdinyn eXaVELEAVIONG TNE SUTOAIKNC Kot
KaTd 65 % petopévo kivovvo (kKhaopa kivdvvov 0,35) oty TpdAnyn eXaveREAvVIong TG Loviag
EVAVTL GUUTANPOUATIKOD EIKOVIKOD QUPIAKOL OAAL améTuyE Vo 0modei&el LITEPOYTN EVOVTL ELKOVIKOD
QOPUAKOV GTNV TPOANYT EMAVELUPAVIONG TNG KATAOAIWYNG. ZOUTANPOUATIKY aptminpaloin anédeite
VIEPOYN EVOVTL EIKOVIKOD QOPLAKOV 0Tr dgutepevovoa HETPMon EkPaocns, 6Tovg fadodc GuVOAKNG
KMVIKNG ekTipnong - omoAikn ekdoyn (CGI-BP), coBapodtnta acbéveroc (SOI, pavia). Xe avt
dokn, aobeveic elyav vroderybel amd epevvnTég gite o€ AiB10 avoryTic dokiung ite oe povobepameio
BoAmpoikod dCTE Vo TPOGdoploTel PEPIKMG 1 KN avtamokpion. Ot acheveig eiyav otabepomombei yia
TovAGylotov 12 cuveydueveg EBOOUAdES e TO GUVOVAGLO apLTTPalOANG Kot ToV 1010 oTafepomomn
duaBeong. Xn cuvéyelo otabepomonpuévol aoheveic TuyotomoOnKay OoTE Vo cuveyicovV e Tov (510
otabepomomntn ddfeong pe SmAG-TEAN apuTimpaloAn N eucoviKo eapuaxo. TEGoEPIg VITOOUAdES
otafepomomTav dtdbeonc a&toroynonkay 6e TuyaloTOIMUEVN EAoN: aplmiapaloin + Aibo,
aputpaloin + PaAmpoikd, eucovikd edppoko + Ao, elkovikd edppako + Boaimpoikd. To TocooTd
emavoAnyipomroc Kaplan-Meier o€ omo100Mmote enelic6010 014001G Yio TO GUUTAN PO UATIKO
Oepamevtikd dkpo fTav 16 % oe apumimpaldoin + Aibo kot 18 % oe apummpaldin + BaAmpoikd ce
ovykpion pe 45 % og ewovikd pdpuako + Albo kot 19 % oe gicovikd edppaxo + Pairpoiko.

Iowdratpukdc TAnfuoude

2yiloppévero, ae epnfovg

e gleyyopevn Ue EIKoVIKO papuako dokiun dudpkelag 6 efdopdadmv mov meptelduPove

302 oyloppevicong epnPoug acbeveig (13 €wg 17 etdv), mov mapovsialav OeTikd 1§ apvnTIKA
GUUTTOLOTO, 1 OPTITPALOAT CLGYETICONKE LLE CTUTIOTIKMG OTLLOVTIKE VYNAOTEPES PEATIOGELS TV
YUYWOGIKOV CUUTTOUATOV GE GUYKPLOT] LLE TO EIKOVIKO PAPUAKO. XE VITO-0VAALGT €PNV 0cOEVDV
petaéd tov nAikiov 15 éwog 17 et@v, Tov exnpoconovcs 10 74 % tov cuvolikol TAnbBvcpov g
SOKIUNG, TopaTnPNONKE d1OTHPNGCT TOV AMOTEAEGLOTOC KOTA TV OVOLYTNHG PACTG EMEKTOCNG TNG
doKIuNG dtapkelag 26 eBOOUGOMV.

g o, TUYOLOTOMUEVT], SITAG TOEAT], EAEYYOUEVN LE EIKOVIKO PAPHOKO doKLuT dtdpkelag 60 £mg

89 gfdoudadmv oe epnfovg acbeveic (n = 146, nhikiag 13 éwg 17 etmv) ue oxillo@pévela, VINPYE UL
GTATIOTIKA GTUOVTIKT S10POPE. GTA, TOGOGTH VTOTPOTNG YV MGIKMOV CUUTTOUATOV UETOED TOV
opdadmv mov AduPavay Oepaneio pe apimmpaloin (19,39 %) ko avtdv mov AdpPoavay eikovikd
oapuakxo (37,50 %). To onueio extiunong tov Adyov kvdvvov ftav 0,461 (95 % ddotnua
gumetoovvng, 0,242 émg 0,879) 610 6UVOAO TOL TANOLGLOD. TNV AVAALGT TV VTOOUAS®V, TO
onpeio exktipnong Tov Adyov kvddvov ftav 0,495 yio acheveic nhikiog petadd 13 ko 14 etov, ot
oyxéon pe 0,454 yio aoBeveic nhiog petalo 15 kot 17 etdv. Q61600, 1 EKTIUNGTN TOL AOYOV KIVOUVOL
GTNV 0pado pe Tovg 1o veapoic acbeveis (13 éwg 14 etcv) dev Nrav akpiPng, avrikoatontpilovtag Tov
pikpotepo apBud acevav oty ev Adym opdda (aptmurpaldin n = 29, ewovikd eappoako n = 12), kot
7O SIAGTNHO EUTIGTOGVVNG Y10 QLTI TNV eKTiuMo™ (To omoio kvpowotoy and 0,151 émg 1,628) dev
EMETPEYE VA, GUVAYHOVV GLUTEPACUATA, OGOV APOPd TNV TaPoLGio OepamevTikng dpdong. Avtifétmg,
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70 SoTNHe EUTIGTOGHVNG 95% Yo Tov AdYo KIvdOVOL GTNV VIOOUAON UE TOVG LEYOAVTEPOVS
aoBeveic (aputtmpaldin n = 69, eikovikd dpuoko n = 36) rav anod 0,242 éwg 0,879, omdTe NTOV
duvatév vo cuvaydel copmEPACHO GYETIKA LE TN BepamenTiky dpdor 6Tovg peyordtepovg acheveic.

Moaviaxa ensioodia Aimolikng Arotapayns tomov I o€ mo1did kot epnfovg

H opimumpaloin peremOnke oe pio eleyydpevn Le ekoviko gappoko dokiun dtdpketog 30 efoopddwv
nov meptelapPave 296 madid ko epriovg (10 €wg 17 etmv), mov TAnpovoay ta kprtiplo, tov DSM-
IV (AwyveoTtikd Kol 6TATIOTIKO EYYEPIO0 TOV YOYIKOV dtoTopay®dv) yia Atmolkn Atatapoyr TOTOU
I pe paviakd 1 piktd ene1c0d10 PE 1} YOPIG YOXWOGIKA XOPaKTNPIOTIKA Kot iyay pio faduoroyio Y-
MRS > 20 katd v évapén. Meta&d Tmv ac0evdv Tov GUUTEPIANEONKAY GTNV 0PYIKA avOAvoT
amoteleouatikotnTog, 139 acbeveig eiyov mg cvvumdpyovca didyvmon AEITY.

H aprmimpaldin Ntav avadtepn TOL EIKOVIKOD QOPUAKOD GTI LETOPOAN OO TNV APYLIKN TIUN TV
efdoudoa 4 kot tnv efoopdda 12 otn cvvorkn faduoroyio Y-MRS. Xe pia post-hoc avéivon, n
Bedtioomn o€ oYECN LE TO EIKOVIKO APLOKO NTOV MO £VTOVT 6Tovg acbeveic e cuvurdpyovca AEITY
og ovyKplon e v opdda ympic AEITY, 6mov dev vanpye kapio 10popd and T EWOVIKO QAPLLAKO.
Agv BecmioTnke TPOANYN TNG VTOTPOTNG.

O1 o kowég eppavitoreves avemBounteg evépyeleg otovg aobeveic mov Aappdvovy Bepaneio pe

30 mg frav eEomupapudikn dratapayn (28,3 %), vovniia (27,3 %), kepaiaiyia (23,2 %), Kot vovutia
(14,1 %). H péon avénon tov couatikod Papovg oe didotua Oepomeiag 30 efdopddwv frav 2,9 kg
og ovykpion pe 0,98 kg otovg acheveic mov ElaPav Bepaneio pe eucovikd eapuoko.

Evepebiorotnta oyeti{ouevy ue avtiotiky o1otopoyi) o Tololatpikoig aobeveic (BA. mopdypopo 4.2)

H apumimpaloin perlemndnke oe acBeveig nhiog 6 £0c 17 etdv og d00 EeYYOUEVES LE EIKOVIKO
QapUaKO SOKIUES diapketog 8 eBdopadwv [pe pwo petapAnt doon (2 mgmuépa émg 15 mg/muépa) kot
ue wa otabepn 06om (5 mg/Mmuépa, 10 mg/muépa 1 15 mg/mpuépa)] Kot oe pia ovorytr SoKiun

52 gfdopddmv. H yoprynon d6ong oe avtég T1g dokipég Eexivnoe pe 2 mg/muépa, avEnonke ota

5 mg/mpépa petd amd pa efdopdda kot avénbnke avéd 5 mg/muépa oe efdopadiaio Tpocavénon
uéxpt T otoygvpévn 60on. [avw amd 75 % tov acbevav nrav pkpdtepot tov 13 etdv. H
apumitpalOAT TOPOVGINCE GTATIOTIKA OVATEPT] OTOTELECUATIKOTNTO GE GYEOT] UE EIKOVIKO (OPLLOKO
oe Kiipoka Evepebiotomtoag EAEyyov TlapekkAiivovcag Xvpmepipopdc. Qo1000, 1 KAVIKN oxéon
aVTOV TOV gVPNUATOG dev Exel TeKuNPLBel. To Tpogid acepdrelag coumepiedupave avénon Papovg
Kot 0AAaYEC oTa emtineda TpoAaxtivng. H didpkeia Tng paxpodypovne SOKIUNG 0CPAAELNG TTEPLOPICTNKE
oT1g 52 eBdopddes. Xtig opadomompéves dokipég oe aobeveig mov hafav Oepaneia pe apmmpaloin,
1 EMMTOON TOV YOUUNADV ETTES®V TPOAAKTIVIG GTOV 0p06 6¢€ Kopitoia (< 3 ng/ml) kot o€ aydpia

(< 2 ng/ml), rov 27/46 (58,7 %) ko 258/298 (86,6 %) avticToryo. Xe eAeyOUEVEG OOKIUEG UE
EIKOVIKO Qdppaxo, 1 péon avénon Bapovg Nrav 0,4 kg yia eucovikd edppaxo kot 1,6 kg yia
aputiepalOAn.

H apumimpaloin perletnOnke emiong oe pio SOKIU HOKPOYPOVIOG GUVTHPNONG EAEYYOUEVT] LLE EIKOVIKO
edppoko. Metd and pia otabepomoinon 13 €wg 26 gfdopddmv otnv aputimpaloin (2 mg/muépa £mg
15 mg/muépa), ot acbeveic pe Lo otabepn avatamdokpion ite dStutnpndnkav ce aputtmpaloin M
VITOKOTACTAON KOV GTO EIKOVIKO PAppoKo Yo emmAéov 16 gfdopdadec. Ta mocoatd vrotponng Kaplan-
Meier katd v gfoopdda 16 frav yo v aputmpaloin 35 % kot ywo to g1koviko edppoko 52 %. O
GYETIKOC KIVOLVOC Y10 VTOTPOTT| £vTOG 16 gfdonddmv (apumimpaloin/siovikd eapuako) fitay 0,57 (un
OTATIOTIKA oNUAVTIKT dtapopd). H péon avénon tov copotikod fapovg katd T d1GpKeLD TG PACNG
otabepomoinong (uéxpt 26 gfdopadeg) pe aputimpaloin rav 3,2 kg, kot po tepoitépm péon avénon
g taéng tov 2,2 kg yuo apimipaldin oe couykpion pe 0,6 kg yio 1o €IKOVIKO QAPOKO
mapotnpnonie ot devtepn edon (16 efdopadeg) g dokiung. EEomupapducd countopoto
avaeépOnkav Kupimg KaTd TV (aomn tng otabeponoinong o€ 17 % tov acbevav, pe 10 6,5 % va
TOPOVCIALEL GUUTTAOUOTO TPOUOV.

Tk wov oyetiovior ue to ovvopouo Tourette e ToudLaTPiKolS aobevels (fAéne mopdypopo 4.2)

H amoteleopatikomto e apumimpaloing pueAethinke og moudiorpikodc acbeveig e chvopopo
Tourette (apumimpaloéAn: n = 99, gikovikd @apuoKo: n = 44) G€ L0 TOYOLOTOUNEVT], OUTAL TUQAN,
EAEYYOUEVT] LE EIKOVIKO QAPHOKO HEAETN 8 EBOOUAd®V, XPTOLUOTOIDVTAS Y10 TIG OUAOES EVOL Oy L0
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OepamenTikng aymync otabepng 06onc e Pdon o Bapoc, Evavtt Tov dpovg d0cemv and 5 mg/Mmuépa
éwc 20 mg/muépa, kot pe d0om Evapéng 2 mg. Ot acbeveic ftav and 7 Eoc 17 etdv Ko Topovciacoy
péco opo Pabuoroyiog 30 oto Total Tic Score tng kKAipakag Yale Global Tic Severity Scale (TTS-
YGTSS) oty apywn tiun. H apimimpaldin enédeiée Pedtiooon ot petaforn tov TTS-YGTSS anod
™mv apykn T éoc v 8" gfdopdda katd 13,35, yio v opdda yapunAng 66onc (5 mg 1 10 mg), Ko
katd 16,94 yioo v opdda vymAng 06ong (10 mg 1 20 mg), o oOykpion pe o Pertioon katd 7,09
OV OTUEIDMONKE GTNV OLADO TOV EWKOVIKOD PUPHAKOL.

H amoteleopaticdtnta g apurimpalding o modtorpikons acbeveic pe cvvopopo Tourette
(apumumpaloin: n = 32, ewcovikd edapuaxo: n = 29) a&loloyndnke, emiong, Le £va ELEAMKTO EVPOG
d0cemv and 2 mg/Muépa £mg 20 mg/Muépa kail 66om Evopéng 2 mg, GE [0 TUYOLOTOINUEVT), SLTAd
TUEAN, ELEYYOUEVT] LE EIKOVIKO Qapuoko uerétn 10 efdoudadmv, n omoia die&nybn ot Notia Kopéa.
Ot acBeveic Ntav and 6 £wg 18 etV kot mapovsiacav péco 6po Pabuoroyiag 29 oto TTS-YGTSS
otV opyn . H opdda g apimimpalding enédeiée Pertioon katd 14,97 otn perafoin tov TTS-
YGTSS and v apyikn Ty €wg t 10" efdoudda, oe cuykpion pe po BeAtioon katd 9,62 otnv
OO0 TOV EIKOVIKOD (UPLAKOL.

H «hwvikni ocuvdeeta ylo Ty 0moTteAeoUATIKOTNTA TOV eVpNIATeV Oev £xel Tekunplwbet yio Kapio omd
oVTEG TIG OVO PpayvumpoBeceg dokES, Aapfavovtag vdyn 1o péyebog g enidpaocng g
OepamEVTIKNG OY®YNG GE GUYKPION LE TN HEYAAT ENLOPAOT] TOV EIKOVIKOD POPUAKOV KO TIC 0CAPELG
EMOPACEIS GYETIKA UE TNV YOYOKOWVMVIKY] AELTOVPYIKOTNTA. AV VITApYoLV dtobécipa pakporpodecua
otoyEin, OGOV aPOPA TNV OMOTEAECUATIKOTITO KOl TNV AGPAAELD TNG apmTpalOANG Yo 0VTH TN
YOPOKTNPLOUEVT amd SloKLUAVGELS SroTapayn.

O Evponaikdg Opyoviopog Poppdkmv €xel dmdoet avafoir and Ty vroypEmon VTOBOANG TwV
OTOTEAECUATOV TV SOKIUOV L apumimpalddn o€ pia 1 TEPIGCOTEPES VTOKOTIYOPIES TOV

ool TpKoD TANBLG oY otn Bepameia Tng oyloppévelag kat ot Oepameio TG SUTOAIKNG
cuvaoOnuatikng dtatapoyng (PAETE Tapdypapo 4.2 yio TANPOPOPIEG GYETIKA [IE TNV TOLSIATPIKN
xpfion).

5.2  ®oppoKoKIVNTIKEG IOLOTNTES

Amoppdonon

H opimimpaloin amoppo@dtal KOAG, e TIC LEYIOTES GVYKEVIPAOOCELS 0TO TAACHO Vo eppavifovTol péca
o€ 3 €m¢ 5 dpeg amd ™ yopnynon. H apimumpaloin veictatal eEAdyIoTO TPO-GUGTNUOTIKO
petapforiopd. H andivtn Prodobecipomra petd amd t Anyn diokiov omd to otopa eivor 87 %.
I'evpa mhovo10 o€ Almn dev €xel Kapia enidPAOT OTN PAPUUKOKIVITIKY TG ApUTITPalOANG.

Koatavoun

H apumimpaloin kotovépetor vpémg o€ OAO T0 MU UE PALVOUEVIKO 0YKO Katavoung 4,9 L/kg, mov
Oglyvel eKTETAPEVT EEMUYYELONKT KATOVOUY|. X€ OEpATEVTIKEG CLYKEVIPDGELS, 1| APUTIITPUlOAT KoL M
debOpo-apumImPalOAN ivol GUVOESEUEVD, LIE TIC TPMTEIVES TOV 0POL GE TOGOCTO LEYAADTEPO OO

99 %, cLVOESEUEVO KLPIMG LE TV OABOLLLIVY.

Blouegtaoynuotioudg

H opimimpaloin petaforiletan ekteTapévo amd 1o Nmop Kupimg Le TPELG 0000¢ PLOUETATPOTNG:
apLOpPoYOVOGST, VOpoELAimon Kkat N-armooikviioon. Me Bdorn doxiuég in vitro, ta éviopa CYP3A4
kot CYP2D6 givor vrevbouva yio v apudpoyodvaoon kot vdpo&urinen g apumurpalding kot 1 N-
amooikviioon kataideton omd 10 CYP3A4. H aputimpaldin sivol 1o emkpatéotepo Hoplo
QOPUOKEVTIKOD TTPOTOVTOG GTN GLOTNUOTIKT KUKAOQOPia. TN 0Ta0EPOTOMUEVT] KATAGTAGT|, 1|
debdpo-apumimpalOAn, 0 evepyOg HETABOAITNG, avTpocwrevel Tepimov to 40 % tov AUC g
apuminpalOANG GTO TAGG L.

Amofoin
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O péoeg Tyéc nulong amofoing g aputmpalodAng eival tepimov 75 ®PEC G€ OVGIEG TOV TPOKOAOVY
extetapévo petaforopd tov CYP2D6 kot mepinov 146 dpeg oe ovsieg mov mpokarodyv acbevn
petaporiopud CYP2D6.

H oA kdBapon tov opyavicuov yo Ty apirepoalodn eivan 0,7 ml/min/kg, mov givar kvpiog
NTOTIKY.

Metd omd o epdmas amd Tov 6TOpNTOC 860N apummpaloing emonuacuévng pe [H*C], mepimov to
27 % g yopnynbeicog padievépyetlag avaktionie ota ovpa kot wepimov 1o 60 % ota KéTPAvO.
Aryotepo and 10 1 % g avarlointng aputimpaloing arofAndnie ota obpa kat wepinov to 18 %
ovVOKTHONKE avOALOIDTN GTA KOTPOVOL.

IMowdratpucdc TAnfuoude

H @appokokivntiki g apmimpaloing Kot g 0ebopo-aptmumpaloing oe maldloTptkons acheveic
nikiog 10 émg 17 etdv NTav Tapopole Le ekeivn TV EVvATK®V HETA amd 010pHwmo Yo TIC SL0popES
TOV COUATIKOV Bapdv.

DapLOKOKIVITIKA GE E0IKEC OLAdEC acheviv

Huriouévor

Agv vapyovV S10POPEG GTI| POPUAKOKIVITIKT TNG apmipaloAng LETAED VYOV NAMKIOUEVOVY KOl
VEDTEP®V EVNATK®V, 00TE LILAPYEL KATOL0 OVIYVEVGIUN EMIOPAOT TNG NAKING, GE L0l QOPLOKOKIVI|TIKN
avaAlvon Tov TANBLoHOD TOV TasYOVTOV Ao oXloPPEVeELd.

@Dvlo

Agv vdpyovv S10.QPOoPEG GTI PAPUAKOKIVITIKY TG apmpaloAng LETAED VYOV avOPOV KOl YOVOIK®DY
00TE TOPATNPELTAL AVIYVEDTIUN ETXLOPACT] TOV GDAOV GE LI QOPUOKOKIVITIKT AVAALGT) TOV
TANOVGHOV TV TACKOVIOV and oY oPPEVELX.

Karviouo
H a&toloynon g eopUaKoKIVTIKNG 6TOV TANBVGHO OeV mOKAAVYE KAIVIKOC CUOVTIKEG EVEPYEIEG
07t TO KAMVIGUO OTY] POPUOKOKIVITIKY TNG oplmirpalOAng.

Doln
H a&oldynon g eopuakoKivTIKAG 6TOV TANBVGUO deV OTOKAAVYE KATOM £VOEIEN Y10 KAVIKAOGC
OTUOVTIKEG SLOPOPES TTOV VO, GLVOIEOVTAL L€ TI GLAT] GTN POPLOKOKIVITIKN TNG 0pUTimpalOANC.

Negpirn dvolertovpyio,
To QapHOKOKIVITIKG XOPOKTNPLOTIKA TNG opumimpaloAng Kot TG deddpo-apumimpaloing Bpédnkav va
elvar Tapopota o€ acbeveic pe copfopn veppikn VOGO GUYKPIVOUEVD, LUE QVTA VEAPDV VYDV 0EAOVTOV.

Hrartikn dvalertovpyio

Aoxun pe epdmag d6om o€ Gropa pe dtapopovg Pabuois kippmong Tov frartog (Child-Pugh Classes
A, B kot C) dev amokaAvyay GNUCVTIKY ETIOPACT] TNG NTATIKNEG SVGAEITOVPYING TN POPUOKOKIVITIKNY
g apmrpaloAng kot g 0ebdpo-apmumpalOAng, OAAG 1 dokiun mepthopPavel povo 3 acbeveig pe
kippwon tov fratog Class C, mov givon avemapkeic yio v e£aymyn CUUTEPACLATOV Y10l TN
UETABOAIKT TOVG IKAVOTI|TO.

5.3 Mpoxiivikd dedopéva Yo TNV a6QAALEL0.
To, un KAviKd dedopéva 6gv amokaADTTOVY 1010itePO Kivouvo yio Tov avOpwmo ue Paon Tig
GUUPOTIKEG OOKLUES PP LAKOAOYIKNG OGQPAAELNG, TOEIKOTNTOG EXAVOAAUPOVOLEV®Y OOCEMV,

YOvOTOEIKOTNTAS, EVOEXOUEVNG KAPKLVOYOVOU OPAOT|S, TOSIKOTNTAG GTNV OVOTOPAY®YIKT IKOVOTN T
Kot ovamTuén.

21



INUAVTIKEG TOEIKOAOYIKEG EMOPACELC TapatnpONKay Ldvo og 6c€1g 1 EKBEGELS TOL TYTAV ONULOVTIKA
Tapamdve omd T PEYIoTN avOpdmivn 66om 1 £kBeom mov £dgtyve OTL O1 EVEPYELEG AVTEG TOV
TEPLOPICUEVEG ) OEV Elyav Kapio oxéon He TNV KAWVIKN xpnon. Avtég mepiedaufavoy:
d000eEaPTMUEVT TOEIKOTNTA TOV PAOIOV TOV EMVEPPLIIMV (CLGGMPEVOT TNG YPDOTIKNG
MITOQOVOKIVIC KO/ OTMAELN TOUPEYYVUATIKDOV KVTTAP®V) G& apovpaiovg petd amd 104 efdouddsg pe
doacelg 20 mg/kg/muépa émg 60 mg/kgmuépa (3 émg 10 popég t péomn Ty g AUC o¢
oTafepomOUEVN KOTAGTAGT 0T UEYIGTN TPOTEWVOUEVT dOGT 6TOV AvOp®TMO) Kot adENoT TV
KOPKIVOUATOV TOL QAOLOD TOV ENVEPPLOIDV KOl GUVOVAGUEVOV AOEVOUATOV/KOUPKIVOUATOY TOV
QAOL00 TOV EMVEEPLBIOV o ONAvKovg apovpaiovg, ue doom 60 mg/kg/muépa (10 popéc ™ uéon Ty
g AUC otafBepomonpévng Katdotaong ot HEYIOTH GUVIGTOUEVT 0001 otov dvBpwmo). H
VynAOTEPT £KBeEoM TTOL deV TPOKAAETL EUPAVIOT OYK®V € ONAELS apovpaiong NTav 7-TAAcio TNG
éxbeong otov AvOpwTo 6N GCLVIGTMUEVT dOGN.

"Eva couminpopatikd eopnua tav 1 xohoABioon, cav amotélecpa g kabilnong tov Bsukov
ovlevéemv TV VOPOEL-UETAPOAITOV TNG apITpPalOANG 6T YOAN TOV TONKWOV UETA 0o
emovalopuPavopeveg amd Tov otopaTog d0celg 25 mg/kg/Mmuépa €mg 125 mg/kgmuépa (1 éwoc 3 popég
™ péon tipn g AUC o1oBepomomévig KATAoTAoNS 0T HEYIGTN GLVIGTOUEVT KAWVIKT d0on 1| 16
gwg 81 opéc T péylot cuvieTdpevn 86on otov dvBpono Puciopevn o mg/m?). Ev todtoig, ot
GLYKEVIPMOELS TV Beuk®dv Tpoidvimv cOevéng ¢ vOPo&v-aptmmpalOANG 61N YOAN TOL AVOPDOTOL
OTIG LEYIOTEG TPOTEWVOUEVEG OGELS, 30 mg TNV NUEPQ, OV NTAV TEPLGGOTEPO amd 6 % TV
CLYKEVTIPMGE®V GTN OAN TOV Bpebnkav 6Tovg mBNKovg 6T dokiur dtdpkelag 39 efdopddmv Kot
gtvar ToAD 1o katw (6 %) and ta 6pia Tng in Vitro dtalvtdTog.

e SOKIEG EMAVAAAUPOVOLEVNG dOONG VEAPDV 0POVPUIMY KOl GKOAWDVY, 1 EIKOVA TOEIKOTNTOG TNG
apurimpalOANG NTav GuyKpiclun pe ekeivn mov mopatnpnonke oe eviiiko (oa, kKot dev vanpée Evoeién
veupoToEIKOTNTOC 1| AVETIOOUNT®V EVEPYELDY GTIV OVATTLED.

Me Bdon to anoTEAECUATO OGS TATPOVG GEPAS KAMEPOUEVOV EAEYYX®V YOVOTOEIKOTNTOG, 1
apuritpaloin BempnOnke 611 dev eivan yovoto&iky. H apumimpaloin dev emPdpuve ) yoviudtnta o€
SoKIUEG TOEIKOTNTOG ovaTOpay®YNS. Avamtu&iaxt To&ikotnTa, TEPIAAUPavVOUEVEY TG 60G0-
eEaptmdpevng kabvotepnuévng pPpuikng 06TEOTOINONG Kot TOV TOUVOV TEPATOYEVETIKMY EVEPYELDV,
napoTNPNONKE 6€ apovpaiovg o HOGELS TOL £XOVV MG OMOTEAEG O, £k0EoN O€ emimeda yoUNAOTEPTL
¢ Bepoamevtikng 66om¢ (ne Pacn v AUC) kot 6€ kovvéALL 6€ SOGELG TOL 001 YOUV G€ £kbeom 3 kot
11 popég ™ péon Tn g AUC otafepomompévng KatdoTooTg 6T LEYIOTI GUVIGTMUEVT] KALVIKT
doon. [Mapapnonke untpikn 10&KdTNTO, 68 dOGEIC TAPOUOLES LUE AVTEC TOV TPOKOAOVY OVOTTLUELKN
to&oTNTO.

6. O®APMAKEYTIKEX IAHPO®OPIEX
6.1 Koataroyog exddymv

Aripiprazole Accord 5 mg dickia

Aoaktdln povobidpikn

M1ikpoKkpUGTAAMKT KOTTAPIVN

Apvdo apapocitov

Y dpo&umpomviikn KuTTOpivn

2TEOTIKO LLOyVI GO

Adxa apythovyov wdtkokapuiviov (E132)

Aripiprazole Accord 10 mg/ 30 mg diwokio

Aoktoln povoidpikn
MiKpoKpLGTUAAIKT KOTTOPIVT
Apwio apapoacitov

Y dpo&umpomviikn KuTTOpivn
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2TEOTIKO LLOyVIGLO
Kékkivo o&eidio tov aionpov (E172)

Aripiprazole Accord 15 mg dioxkia.

Aoaktdln povobdpikn

MiKpoKpLGTUAAIKT KOTTOPIVT

Apwio apapoacitov

Y opo&umpomuikn Kuttapivn

2TEOTIKO PLAyVT|Gl0

Kitpwvo 0&eidro tov oiompov (E172)

6.2 AcvppotoTnTeg

Aev epapuodletor.

6.3 Awdpkero Long

3 ypdvia

Avdpxela {ong, KoTd ™ Xpnomn, LeTd to 1° dvorypa

- 30 nuépeg (v prain moivaibvieviov vymAng mukvotntog [HDPE] 30 diokimv)

- 100 npépeg (vio g1éAn molvabBvAeviov vyning mokvotntag [HDPE] 100 diokiov)
6.4 Idwitepeg TpoPuAAEELS KOTA T QUAIEN TOV TPOTOVTOG

To papuokevtiKd ovtd TPoidv dev amartel Witepeg GLVONKES Yo TV POANER TOV.

6.5 @O0 K GLETUTIKE TOL TEPLEKTN

Ta dioxia Aripiprazole Accord 5/10/15/30 mg dwatiBevron o€ didtpnn koywéAn (blister), povadwv
d00mG amd OAOLIVIO/HAOVUIVIO 6 cuokevacieg Tov 14 X 1,28 x 1,49 x 1, 56 X 1 198 x 1 dwokiwv.

Ta dwokia Aripiprazole Accord 5/10/15 mg dwotiBevton og gidAn HDPE, pe nopa aceaieiog PPCRC,
mov meptEyet 30 1 100 dokio.

Mmopel va unv KukAopopolV OAEG Ol GUCKEVAGIEC.

6.6 Idwitepeg TpouvAAcels amoppLyng

Kd&0e aypnoiponointo poaprokeutikd Tpoidv 1 VTOAENN TPETEL VO OTOPPITTETAL GOUPDVO, [LE TIG
KOTA TOTOVC 16 VOVGEG OYETIKEG OLUTAEELS.

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

World Trade Center, Moll de Barcelona,

s/n, Edifici Est 62 planta,

08039 Barcelona,

Iomavia

8. APIOMOZXZ(OI) AAEIAX 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 E'KPIXHX/ANANEQYHY THX AAEIAX

Hpepopnvia tpmng £ykpiong: 16 NoéuPprog 2015
Hpepounvia televtaiog avavémong: 30 Xentéufpiog 2020

10 HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPOPOpiEg Yo TO TOPOV PUPLOKEVTIKO TPOioOV gival S100€G11EG GTOV SIKTLAKO TOTTO
tov Evponaikod Opyavicuod @apudkov: hitp://www.ema.europa.eu.
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ITAPAPTHMA I1

MHAPAT'QIOx(0Ol YIIEYOYNOZX(OI) I'TA THN AITIOAEEMEYXH TQN
ITAPTIAQN

OPOI'H IEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH
AAAOI OPOI KAI AITAITHXEIX THX AAETAYX KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI
ATIOTEAEXMATIKH XPHXH TOY ®»APMAKEYTIKOY ITPOIONTOX
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A.  TTAPATQI'OX(0OI) YIIEYOGYNOZX(OI) I'TA THN AIIOAEXMEYXH TQN ITAPTIAQN

Ovopa xai d1ev6vvon tov(twv) Topoywyov(dv) Tov gival vrtenfuvog(ot) Yo TV amrodECILELGN TV
TOPTIOW@V

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéytn,
OX\avoio

Accord Healthcare Polska Sp.z 0.0.,

ul. Lutomierska 50,95-200 Pabianice, IToAwvia

370 £VTUTIO OAAO 0dNYLOV YPNOTG TOV PAPUOKEVLTIKOD TPOIOVTOC TPETEL VO OVAYPAPETUL TO OVOLLOL
Kot 1 d1evBvveT TOL TEPAYOYOL OV Eivol LTEVOHVVOC Y1 TV OTOSECUEVOT| TG GYETIKNG TOPTIONG.

B. OPOI'H IIEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH

DoppoxevTikd TPOIOV Yo T0 0molo AmaLTEITAL LOTPIKT GLVTOYT.

I AAAOI OPOI KAI AITAITHZEIX THX AAETAY. KYKAO®OPIAX

e  Ex0Biceic meprodikig mopakorovOnong g aocpdisiag (PSURS)

Ot amaitioelg yio v vroPoAr tov PSURS yio to ev Ady® @apuakevtikd mpoidv opiloviatl otov
KaTdAOYO UE TIg nuepounvieg avapopds e Evoong (katdioyoc EURD) wov mopotifetar oty
napdypoeo 7, tov dpBpov 107y, tng odnyiag 2001/83/EK kot kdOe emakdlovdng emkaiporoinong
OM®G ONUOGIEVETAL GTIV EVPOTAIKT SIKTVOKT TOAT Y10l TO PAPLOKAL.

A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI ATIOTEAEEMATIKH
XPHZIH TOY ®APMAKEYTIKOY ITIPOIONTOX

e Yyéowo dwayeipiong Kivovvov (XAK)

O Kdaroyog Aderag Kvkhopopiag (KAK) Ba dieEaydyet Tig amottovpeves dpactnproTnTeS Kot
ToPEUPACELS PAUPHOKOETOYPVTVIIOTG OTTG Tapovotdlovtal 6to cupeovndév ZAK mov tapovsialetan
omv evotnta 1.8.2 ¢ ddelog KuKAOPOPIog Kot 0T01EGONTOTE EMUKOAOVOEC EYKEKPIUEVEC
avabempnoelg tov TAK.

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

e OnotedNmoTe TPOTOTOLEITAL TO GVGTN A JLAYEIPLONG KIVOUVOL, EOIKA (O OMOTELEGLLOL AYNG
VE®V TANPOQOPIDV TOV UTOPOVV VO ETUPEPOVY GNUAVTIKY GAAXYT) GTI GYECT) 0PELOVG-KIVOHVOL
N ©¢ 0TOTELESUA TNG EMITEVLENC EVOC GNUAVTIKOD 0POGTLOL (POPUOKOETOYPOTVIOT 1)
gloyiotomoinon Kvdvvov).
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IHAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTITTA XYXKEYAXIEYX KYYEAHX (BLISTER)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Avripiprazole Accord 5 mg diokia
aputpaloin

2. YXYNGOEXH XE APAXTIKH(EY) OYXIA(EYX)

Ka0e dioxio mepiéyer 5 mg apurimpalding.

3. KATAAOT'OX EKAOXQN

[Tepiéyer povovdpikn Aaxtdln. AvatpéEte 6To GOALO 0ONYLOVY ¥PHIONE Y10 TEPLOCCOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 x 1 d1okio
28 x 1 dokia
49 x 1 dokia
56 X 1 dtokia
98 x 1 diokia

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To QUALO 00N YLDV ¥PHONG TPV AT TN YPNON.
Amo6 otopaTog ypnon.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEINOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puAdoocetal og BEom v omoia dev PAETOVY Ko dev Tpooeyyilovy Ta modid.

| 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOITIOIHXH(EIX), EAN EINAI ATTIAPAITHTH(EYX)

| 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX YYNOHKEX ®DYAAEHX
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10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TQN YHHOAEIMMATQN
IHOY ITPOEPXONTAI AITIO 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,

Tonmtavia

12. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

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

13. APIOMOX ITAPTIAAX

[Toaptida

| 14. TENIKH KATATAEH I'TA TH AIAGEXH

| 15.  OAHTIEX XPHIHE

| 16. TIAHPO®OPIEX XE BRAILLE

Avripiprazole Accord 5 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOEZ TPAMMQTOX
KQAIKAZX (2D)

A160186T0TOC YPOUUU®TOS KDOKAS (2D) mov eépet Tov TepAneBEvTo LoVAdIKO avayvOPLoTIKO KMOTKO.

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

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

KYYEAEX AAOYMINIOY/AAOYMINIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Avripiprazole Accord 5 mg diokia
apuTtimpalOAn

2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Accord

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX [TAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTITTA XYXKEYAXIEYX KYYEAHX (BLISTER)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Avripiprazole Accord 10 mg diokia
aputtpaloin

2. YXYNGOEXH XE APAXTIKH(EY) OYXIA(EYX)

Ka0e dioxio mepiéyer 10 mg apumimpaloing.

3. KATAAOT'OX EKAOXQN

[Tepiéyer povovdpikn Aaxtdln. AvatpéEte 6To GOALO 0ONYLOVY ¥PHIONE Y10 TEPLOCCOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 x 1 d1okio
28 x 1 dokia
49 x 1 dokia
56 x 1 dokia
98 x 1 diokia

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To QUALO 00N YLDV ¥PHONG TPV AT TN YPNON.
Amo6 otopaTog ypnon.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEINOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puAdoocetal og BEom v omoia dev PAETOVY Ko dev Tpooeyyilovy Ta modid.

| 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOITIOIHXH(EIX), EAN EINAI ATTIAPAITHTH(EYX)

| 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX YYNOHKEX ®DYAAEHX
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10. TAIAITEPEX TIPO®YAAEEIX I'TA THN ATOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TQN YHHOAEIMMATQN
IHOY ITPOEPXONTAI AITIO 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,

Tonmtavia

12. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

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

13. APIOMOX ITAPTIAAX

[Toaptida

| 14. TENIKH KATATAEH I'TA TH AIAGEXH

| 15.  OAHTIEX XPHIHE

| 16. TIAHPO®OPIEX XE BRAILLE

Avripiprazole Accord 10 mg

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A160186T0TOC YPOUUU®TOS KDOKAS (2D) mov eépet Tov TepAneBEvTo LoVAdIKO avayvOPLoTIKO KMOTKO.

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

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

KYYEAEX AAOYMINIOY/AAOYMINIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Avripiprazole Accord 10 mg diokio
apuTitpalOAn

2. ONOMA KATOXOY THX AAETAY. KYKAO®OPIAX

Accord

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX [TAPTIAAX

Lot

5. AAAA XTOIXEIA

35




ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTITTIA XYXKEYAZXIEX KYYEAHX (BLISTER)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Avripiprazole Accord 15 mg diokio
aputtpaloin

2. YXYNGOEXH XE APAXTIKH(EY) OYXIA(EYX)

Ka0e dioxio mepiéyet 15 mg apumimpaloing.

3. KATAAOT'OX EKAOXQN

[Tepiéyer povovdpikn Aaxtdln. AvatpéEte 6To GOALO 0ONYLOVY ¥PHIONE Y10 TEPLOCCOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 x 1 d1okio
28 x 1 dokia
49 x 1 dokia
56 x 1 dokia
98 x 1 diokia

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To QUALO 00N YLDV ¥PHONG TPV AT TN YPNON.
Amo6 otopaTog ypnon.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEINOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puAdoocetal og BEom v omoia dev PAETOVY Ko dev Tpooeyyilovy Ta modid.

| 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOITIOIHXH(EIX), EAN EINAI ATTIAPAITHTH(EYX)

| 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX YYNOHKEX ®DYAAEHX
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10. TAIAITEPEX TIPO®YAAEEIX I'TA THN ATOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TQN YHHOAEIMMATQN
IHOY ITPOEPXONTAI AITIO 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,

Tonmtavia

12. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

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

13. APIOMOX ITAPTIAAX

[Toaptida

| 14. TENIKH KATATAEH I'TA TH AIAGEXH

| 15.  OAHTIEX XPHIHE

| 16. TIAHPO®OPIEX XE BRAILLE

Avripiprazole Accord 15 mg

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A160186T0TOC YPOUUU®TOS KDOKAS (2D) mov eépet Tov TepAneBEvTo LoVAdIKO avayvOPLoTIKO KMOTKO.

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

PC:
SN:
NN:

37



EAAXIZTEE ENAEIZEIZ TIOY HPEIEI NA ANATPA®ONTAI XTI S YZKEYAZIEE
KYYEAHZ (BLISTER) 'H ITIE TAINIEX (STRIPS)

KYYEAEX AAOYMINIOY/AAOYMINIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Avripiprazole Accord 15 mg diokio
apuTitpalOAn

2. ONOMA KATOXOY THX AAETAY. KYKAO®OPIAX

Accord

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX [TAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTITTIA XYXKEYAZXIEX KYYEAHX (BLISTER)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Avripiprazole Accord 30 mg diokio
aputtpaloin

2. YXYNGOEXH XE APAXTIKH(EY) OYXIA(EYX)

Ka0e dioxio mepiéyel 30 mg apumimpaloing.

3. KATAAOT'OX EKAOXQN

[Tepiéyer povovdpikn Aaxtdln. AvatpéEte 6To GOALO 0ONYLOVY ¥PHIONE Y10 TEPLOCCOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 x 1 d1okio
28 x 1 dokia
49 x 1 dokia
56 x 1 dokia
98 x 1 diokia

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To QUALO 00N YLDV ¥PHONG TPV AT TN YPNON.
Amo6 otopaTog ypnon.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEINOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puAdoocetal og BEom v omoia dev PAETOVY Ko dev Tpooeyyilovy Ta modid.

| 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOITIOIHXH(EIX), EAN EINAI ATTIAPAITHTH(EYX)

| 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX YYNOHKEX ®DYAAEHX
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10. TAIAITEPEX TIPO®YAAEEIX I'TA THN ATOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TQN YHHOAEIMMATQN
IHOY ITPOEPXONTAI AITIO 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,

Tonmtavia

12. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

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

13. APIOMOX ITAPTIAAX

[Toaptida

| 14. TENIKH KATATAEH I'TA TH AIAGEXH

| 15.  OAHTIEX XPHIHE

| 16. TIAHPO®OPIEX XE BRAILLE

Avripiprazole Accord 30 mg

17. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A160186T0TOC YPOUUU®TOS KDOKAS (2D) mov eépet Tov TepAneBEvTo LoVAdIKO avayvOPLoTIKO KMOTKO.

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

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

KYYEAEX AAOYMINIOY/AAOYMINIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Avripiprazole Accord 30 mg diokio
apuTitpalOAn

2. ONOMA KATOXOY THX AAETAY. KYKAO®OPIAX

Accord

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX [TAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX I1IOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KOYTIT'TA ®IAAH KAI ETIKETA ®IAAHX

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Accord 5 mg dwokia
aputtpaloin

| 2. LYNOEXH XIE APALTIKH(EX) OYZIA(EL)

Ka0e dioxio mepiéyer 5 mg apurimpalding.

3. KATAAOI'OX EKAOXQN

[Tepiéyer povovdpikn Aaxtdln. AvarpéEte 6To GOALO 0ONYLDVY XPNONE Y10 TEPLOCTOTEPES TANPOPOPIEC

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

30 dokia
100 doxia

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwoBdote 10 EOALO 0N YLDV TPLY amd TN XPNOoN.
Amo6 otopaTog ypnon.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puAdoocetal og BEom v omoia dev PAETOVY Ko dev Tpooeyyilovv Ta modid.

| 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOITIOIHXH(EIX), EAN EINAI ATTIAPAITHTH(EYX)

| 8. HMEPOMHNIA AHEHX

AHEH

H ovokevacia giéing HDPE 0a npénet va ypnoonoteitor evrog 30 nuep®mv amd To TPADTO AVOLYLLL.
(ywo ta 30 dioxior)

H cvokevacia eiaing HDPE 0o mpénet va ypnoiponoteitatl eviog 100 nuepmv omd T0 TpMOTO GVOLYLLa.
(yw o 100 Soxcior)

Hpepounvia avoiypartog:
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9. EIAIKEX XYNOHKEYX OYAAEHX

10. TAIAITEPEX IPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHIOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

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,

Iomavia

12.  APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/15/1045/005 30 éwokia
EU/1/15/1045/006 100 diokia

13. APIOMOX ITAPTIAAX

[Toaptida

| 14. TENIKH KATATAEH I'TA TH AIAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Avripiprazole Accord 5 mg

17. MONAAIKOX ANAI'NQPIEZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160100TATOG YPOUU®MTOS KOdKAG (2D) Tov pépet Tov Tepin@BEvta Lovadtkd ovayvoploTiKO KOAKo.

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

PC:
SN:
NN:
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KOYTIT'TA ®IAAH KAI ETIKETA ®IAAHX

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Accord 10 mg dwokia
aputtpaloin

| 2. ELYNOEXIH XIE APAXTIKH(EX) OYIIA(EY)

Ka0e dioxio mepiéyer 10 mg apumimpaloing.

3. KATAAOT'OX EKAOXQN

[Tepiéyer povovdpikn Aaxtdln. AvarpéEte 6To GOALO 0ONYLDVY XPTONE Y10 TEPLOCTOTEPES TANPOPOPIEC

| 4. PAPMAKOTEXNIKH MOP®H KAI NTEPIEXOMENO

30 dokia
100 doxia

| S. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Awpdaote T0 PUALO 0INYIOV TPV amd TN YPNoM.
Amo6 otopaTog xpnon.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEINOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puAdooetar o€ Oéon v omoia dev PAETOLY Kot dev Tpoceyyilovy To TodLd.

| 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOITIOIHXH(EIX), EAN EINAI ATTIAPAITHTH(EYX)

| 8. HMEPOMHNIA AHEHX

AH

[1]

H

H ovokevacia giéing HDPE 0a npénet va ypnoonoteitor evrog 30 nuep®mv amd To TPDTO (VOLYLLL.
(ywo ta 30 dioxcior)

H cvoxevacio giéAng HDPE 0o mpénel va ypnoipomoteital viog 100 nepdv oo To TpOTO AVOLyLLa.
(yw o 100 Sroxcior)
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Huepopnvia avoiyparog:

9. EIAIKEYX YYNOHKEX ®DYAAEHX

10. ITATIAITEPEZ IPO®YAAEZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATON ITIOY IPOEPXONTAI 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,

Iomavia

12. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/15/1045/011 30 éwokia
EU/1/15/1045/012 100 diokia

13.  APIOMOX ITAPTIAAX

oprtida

| 14. TENIKH KATATAEH I'TA TH AIAOGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Avripiprazole Accord 10 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOXZ TPAMMQTOX
KQAIKAZX (2D)

A166186T0TOC YPOUU®TOG KMo (2D) mov pépet Tov TEPIANPOEVTO LOVOSTIKO VayVOPIGTIKO KOAIKO.

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

PC:
SN:
NN:
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KOYTIT'TA ®IAAH KAI ETIKETA ®IAAHX

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Accord 15 mg dwokia
aputtpaloin

| 2. ELYNOEXIH XIE APAXTIKH(EX) OYIIA(EY)

Ka0e dioxio mepiéyet 15 mg apumimpaloing.

3. KATAAOT'OX EKAOXQN

[Tepiéyer povovdpikn Aaxtdln. AvarpéEte 6To GOALO 0ONYLDVY XPNONC Y10 TEPLOCTOTEPES TANPOPOPIEC

| 4. PAPMAKOTEXNIKH MOP®H KAI NTEPIEXOMENO

30 dokia
100 doxia

| S. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Awpdaote T0 PUALO 0INYIOV TPV amd TN YPNoM.
Amo6 otopaTog xpnon.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEINOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puAdooetar o€ Oéon v omoia dev PAETOLY Kot dev Tpoceyyilovy To TodLd.

| 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOITIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EYX)

| 8. HMEPOMHNIA AHEHX

AH

[1]

H

H ovokevacia giéing HDPE 0a npénet va ypnoonoteitor evrog 30 nuep®mv amd To TPDTO (VOLYLLL.
(ywo ta 30 dioxcior)

H cvoxevacio giéAng HDPE 0o mpénel va ypnoipomoteital viog 100 nepdv oo To TpOTO AVOLyLLa.
(yw o 100 Sroxcior)

46



Hpepopunvia avoiyparog:

9. EIAIKEYX YYNOHKEX ®DYAAEHX

10. TATIAITEPEZ IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATON ITIOY IPOEPXONTAI 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,

Iomavia

12. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/15/1045/017 30 éwokia
EU/1/15/1045/018 100 diokia

13.  APIOMOX ITAPTIAAX

oprtida

| 14. TENIKH KATATAEH I'TA TH AIAOGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Avripiprazole Accord 15 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOXZ TPAMMQTOX
KQAIKAZX (2D)

A166186T0TOC YPOUU®TOG KMo (2D) mov pépet Tov TEPIANPOEVTO LOVOSTIKO VOyVOPIGTIKO KOIIKO.

18. MONAAIKOX ANATNQPIETIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC:
SN:
NN:
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B. PYAAO OAHI'TQN XPHXHX
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@viro oonYLOv ypiong: IIinpoeopics Yo Tov yprioctn

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

aputrpaloin

A doTte TPOGEKTIKG 0AOKANPO TO PVALO 0ONYLAOV YP1)OIG TPV UPYICETE VU TAIPVETE AVTO TO
QPaPROKO, O10TL TEPLAAUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUS.

. DvLaETe 0VTO TO PUALO 00N YLDV Yp1oNG. Towg xpelaotel va To dafdcete Eovd.
. Edv éxete mepartépm amopieg, pOTNGTE TOV YIOTPO GAG 1] TOV QOPLUAKOTOLO GOG.
. H ocvvtayn yio avtd 10 edppoko xopnynbnke amokAeloTKd yio oag. Agv TPEMEL VO SDCETE TO

@AapuraKo o€ GAAoVE. Mmopel va Tovg TPOoKaAEGEL PAAPT, AKOU KoL OTOV TO, GUUTTOUOTO TNG
acBévelog Tovg eivor 1ot e To, O1KA cag.

. Edv mapatnpnoete kKamowo avemBOUNTN EVEPYELD, EVILEPDGTE TOV YIATPO 1) TOV (POPLUKOTOLO
c0G. AT 1oy0el Kat yo KaOe mhovn avemBOuNT evEPYELN TOV JEV OVAPEPETOL GTO TAPOV
@O0 oMYV yprionc. BAéne mapdypago 4.

T epréyer 1o mapév pvAro 00N YLOV:

T eivar To Aripiprazole Accord kot ol givo 1 yprion Tov
T npénel va yvopilete npv Tapete To Aripiprazole Accord
IMog va mapete to Aripiprazole Accord

[Mbavég avemBounteg evépyeteg

Iog vo puidooete To Aripiprazole Accord

[epieydueva g cvokevaciog Kot AOTES TANPOPOPIES

S

1. T givan To Aripiprazole Accord ko oo giva 1) xprjon Tov

To Aripiprazole Accord mepiéyet ™ dpaotikn ovcio apuimpaloin Kol OVAKEL G Uit ORLAS0. QOPUAK®OY
OV AEYOVTOL AVTIYLY®OKE. Xpnowomoteitat yia tn Oepaneio evnAiikmv kon epnpov nhiog 15 etdv
Kol GV Tov TAGYoLV omtd o vOGo 1) omoia yopaktnpileTol amd CLUTTAOUNTO OTTMG, TO VO, 0KOVV, VOl
BAémovv 1 va ateOdvovTatl Tpay LT TOL SEV LILAPYOVV, KAXVTTOY i, AaVOUGUEVES OVTIANYELS,
acLVAPTNTN OpAio KOl GLUTEPLPOPE, Kot GuvorlsOnuoTiky] ardfeio. AvOpwmot e vt TV
KatdoTooT unopel eniong va arcBavovrol katdbiwym, evoyés, ayovia 1| évraon.

AvT0 TO PAppaKO Ypnoomoteiton yia T Oepaneia evnAikmv kot epnPov niwuiag 13 etdv Kot dve,
oV TAoKoLVY and pia whnon pe cvumtdpaTe OTMG va oichdavovtal "avefacuévor”, yovtag
vepPolikd amobéuata vepynTIKOTNTAS, OVAYKNG Y10, TOAD AyOTEPO VTIVO atd TO GLUVNOIGUEVO, TTOAD
YPNYOPN OAia LE 10€EG TTOL EUPAVICOVTOL YPIYOPO KoL LEPTKES POPES EVTOVT EVEPEDIGTOTNTA. XTOVG
EVINALKES TPOAAUPAVOVY ETTIONG TV EXAVAPOPA QLTS TG KATAGTAGNS 6 acbevelg mov &xovv
avtomokpdel otn Oepaneia e aVTO TO EAPUIKO.

2. T péner va yvopilete mpy mapete o Aripiprazole Accord

Mnyv napete to Aripiprazole Accord

. o€ mepintwon aAlepyiog onv apmmpalOAn 1| 6 0mo10dNTOTE GALO OO TO GLGTATIKA AL TOV
TOV QPOPUAKOV (OVaPEPOVTAL GTNV TOPAypaPo 6).

IIpocdomouoeis Ko TPOPVAGEELG

AmevBuvBeite 610 y1aTpo cog mpwv Tapete To Aripiprazole Accord.
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"Eyovv avapepbei okéyelg kal cupmepLpopés avtokToviag Kotd tn didpketa tng Bepaneiog e
aputpaloin. Evnuepdote 10 y101pd 6og apésme 6y £YETE OKEWYELS N OLCONLOTA OVTOTPOVLATICLOV.

Ipw amd ™ Bepamneio pe to Aripiprazole Accord, evuep®OTE T0 YTPO GOG OV TACKETE OO

. VYNAQ enimedo cakydpov (yapaktnpileton amnd countdpata 0T vrepPoiikn diya, avénpévn
TocOTNTA 0VPWV, OENCN OpeENG Kat aicON L KOTMGTG) N 0IKOYEVELOKO 1GTOPIKO O1ofiTn

. onacpol (EMANTTIKEG Kpioels), KaboTt o yraTpdg cog pmopet va Behnoel va cog Tapakoiovdel
O GTEVA

. aK0VGIEG, AKAVOVIGTES KIVAGELC TOV VAV, 1010UTEPA GTO TPOCMTTO

. Kapdloyyelokég madnoels (Tabnoelg e Kapddg Kot Tov KUKAOQOPIKOH GLUGTHLLOTOC),

OIKOYEVELNKO 10TOPIKO KAPILOYYELNKADV TOONGEMVY, EYKEQPOMKO ETEIGOO10 1 KUKPO» EYKEPOUAKO
€MEI00010, U1 EUGIOAOYIKN CPTNPLOKTY TTECT

. Opoppot aipatog, 1| 01KOYEVELNKO 1GTOPIKO OpOUPmV OiOTOG, ETELDN TO OVTIYVYMOOIKH EXOVV
ovoyetiobel pe to oynuaticpd BpouPov aipatog

. TPONYOVpEVT eumelpia VITEPPOAIKNG YapTOTaEiog

Ed&v mapatmpnoete adéEnon Papovc, avartitete acuviBiotes Kivioels, epeoavicete vvniio 1 onoio
mapepPaivel oTig cuVNOELS KOONUEPIVEG dPUGTNPLOTNTES, OTTOLNONTOTE OVGKOALD GTNV KOTATOGN 1
GUUTTOUTE OAAEPYIG, TAPUKOAEIGOE VO EVIUEPDGETE TO YIATPO GUGC.

Edv eicBe nAuciopévog asbeviig mov vroeépet and dvoto (amdAg HVIUNG Kot GAA®V SlovonTik®v
KOVOTNTOV), EG€IC 1| 6TT010G 6ag PPOVTILEVO GUYYEVIS GOC TPEMEL VAL EVIULEPDOEL TO YIUTPO GAG EAV
glyate moté eyKePoAKO 1 "UIKpd" EYKEPAAKO ETEIGODO.

Evnuepaoote 10 ylotpd oG apécmg edv Exete okéyelc | alcnpota avtotpavpaticpon. Exovv
avaeepOel GKEYEIC KoL GUUTEPLPOPES LTOKTOVING KOTA TN dldpKela TG Oepameiog pe apmmpaloan.

Evnuepdote 1o ylotpd cog apécms v maoyeTe 0md Puiky dvokopyio 1 akapyio pe vYnAd TupeTo,
€QIOpwoT, LETOPOAEC TNG VONTIKNG KATAGTOONG 1) TOAD aLENUEVOLE 1] AKOVOVIGTOVG TOALOVS TG
KopOLiG.

Evnuepaote tov ylotpd cog av €6€ig 1 1 01KoYEVELD GOg/ATOMO TTOL GOG PPOVTILOLY TOPATNPTICOVY
0Tl avamTOocETE OpUEG 1 VITEPPOAIKT emBupia vo cuumeplpepbeite e TPOTOVG AGVVHOIGTOVS Y10 EGAC
Kot dgv umopeite va avtiotabeite oty Tapdpunom, TV Téon 1 ToV TEWPAGUO VO EUTANKEITE GE
GUYKEKPLUEVEG dpaaTNPLOTNTEG TTOL B0l PTopovoay va PAGYOLV €64G 1 TOVG GAAOVE. AVTEG
ovopaovTotl S1aTopoyEg EAEYYOL TV TAPOPUNCEDV Kol UTOPEL Vo, TEPIAAUPAVOUY GUUTEPIPOPES
ommg 0o ot yapromaitio, vepPoAKT KATUVAA®GT TPOENG 1) LITEPPOAIKES dambveg, Lo
nmaforoyucd avénuévn ceEovalkn opun N ppovn e abEnomn tev ce£ovoMKdY oKEYEMV I
alcOnudatov.

O ywtpdc c6ag Pmopei vo ¥PeELOoTEl Vo TPOGaPUOGEL 1] va dtakOWEL T dOoN Gac.

H opiumumpaloin evdéyetat va mpokalécel vvniia, TTdon g mieong 0Tav onNKOvVeSTE, (AR Kot
OAAOYEG OTNV IKAVOTNTA oaG Vo, KivnOeite Kol va, IGOPPOTNGETE, TOV UTOPEL VAL 001y |COVY GE TTAOOT).
[Ipénet va Tpocéyete, WO10ITEP®G av €10TE NAMKIOUEVOS 1) £XETE adLVAIQL.

Howora ko Epnpor
Mn ypnoiponoteite To Tapdv EAPUOKO G TALOLE Kol €prifoug KaTm TV 13 etdv. Agv gival yvooto av
elval amoTELECUATIKO KOl AGQPAAEG GE ALTOVG TOVG aoBeveic.

Alo eappoxa kou Aripiprazole Accord
Evnuepdote tov yiotpd 1 1oV ooplokomold cog edv maipvete, £xete mapel mpdseata 1 piropet vo
TapeTE GAAO PAPUAKO, CUUTEPIAAUBAVOUEVOV QUPIAK®OY TTOV EANPONcaY ympic cuvTayn.

Ddappoxa TOL PEWDVOLY TNV apTNPLOKT TTieon: To Aripiprazole Accord pmopei va avénoet ) dpdon

TOV QUPIAK®OV TOV XPNCLOTOIOVVTOL Yid T peimon g aptnplokng wieons. Na giote ciyovpot 01t
€xete meL 670 Y1oTPd GOC OTL TAIPVETE PAPLOKO Y10 VO, EAEYYETE TNV OPTNPLOKN COG TTiEDT).
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Orav happavete to Aripiprazole Accord pe opiopéva @appoxa, mavov vo GNUaiveL 0Tt 0 YLoTpog
oag Oa Tpénet va oag alAGEet T doom tov Aripiprazole Accord 1 tov dA eV eapudkev. Eival
Wuitepa GNUAVTIKO VO 0vaPEPETE TO, akOAoLO GTOV Y10TPO GOC:

. QapuaKa yuo T 510pBmwon Tov Kapdtokov puBuod (6mwg Kividiv, apodapdvn, erekaivion)

. avtikotaOMmTikd 1) Oepomeieg pe PoTava TOL YPNGLLOTOIOVVTOL Y10 TNV GVTILETOTLOT TG
KataOALYNG Kot Tov ayyxovg (dnmwg prlovoetiv, Tapoetivn, Peviapativn, vepiko)

. OVTILDKNTIOGIKE Qappoaka (0nwe keToKova oA, 1tpakovaloin)

. oplopéva eappaka yio, T Oepaneio Aoipwéng HIV (6nwg spapipévin, vePipomivn, avacToreic
TPpOTEACNG, T.X. WovaPipr, prrtovaPipn)

. OVTICTIOG UMK TTOV YPTCILOTOLOVVTOL Y10, TV OVIILETMMION TG EMANYiog (0Tmg
kapPapalenivn, eovotoivy, eavoPapPirdin)

. OpPLoHEVA OVTIBLOTIKA TTOL YPNCLOTO0VVTAL Y10 T Oepameia Tng pupaTioong (PLPAPTOVTIVN,
PLPOUTTIKIVN)

AvTd To, hppoKko uropel va avENcovy Tov Kivauvo EUEAVICNC AVETIODUNTOV EVEPYEIDV 1| VO
LELOGOLY TV amotedeopatikdtnTa Tov Aripiprazole Accord. Av 6og TopovGLaGTOVV TUYOV
0cLVNOIGTO CLUTTOUOTO KOTE TV TOVTOYPOVT] AW KATO00 0td oVTE ToL PAPLOKA. [LE TO
Avripiprazole Accord, tpénel va emiokepbeite Tov y1aTpod GoC.

Eivai cvvnbiopévn 1 gprion eoppdkov mov avEdvouy to enimeda TG 6EPOTOVIVIG GE KOTAGTAGELS TOV
TEPMAUPAVOLY KATAOAYT), YEVIKELUEVT oy DON dtaTapoyn, Weoyvyavaykaotikn otatapoyn (IPA)
Kot KOwmvikn eofio, kafdg Kot nuikpavies kot Tdvo:

. TPUTTAVEG, TPOUUOOAT KOL TPVTTOPAVT YPNOUOTOLOVVTOL GE KATUOTACELS TTOV TEPIALUPAVOVY
KaTAOAYM, YEVIKELUEVT oy dON draTopayn, Weoyvyavaykactikn dtatapoyn (IWA) kot
Kowmvikn eofia, kafdg Kot nuiKpavies Kot Tdvo

. ekAeKTIKOl avaoToleis emavampocinyng oepotovivng (SSRIS) (0nmwg mapo&etivn kot
@Aovo&etivn) ypnoiporotovvrol yio KatdOinym, IPA, moviko kot dyyog

. Ao avtikataOlmtikd (6mwe Peviagadivn Kot TpuTTodvTn) ¥PNCILOTo0vVTaL Yl TV Popid
KatdOiym

. TPIKLKAKE (OO KAOMTPOUIVI KO ULTPUTTUAIVY) ¥PNGULOTO0DVTOL Y10, TV KOTAOAYM

. to vrepkd (Hypericum perforatum) ypnoiponoteiton mg Oepaneio pe fotava yio thv Hmio
KatdOAym

. TovGiTove (0TmG TPARadOAT Kot TEDISIVN) YPTCILOTOIOVVTOL Y0 AVAKODEIoT OO TOV TOVO

. TPTTAVEG (0T COVUATPITTAVT Kol COAULTPUTTAVN) YPTCILOTOIoVVTOL Y TN Oepameio TG
nuKpoaviog

Avtd T0 Qdppoko propei va 0vENGovV Tov Kivouvo eLPAvIoNS oVETIBOUNTOV EVEPYEIDV. AV GOGC
TOPOVCLICTOVY TVYOV ACLVIOICTO CUUTTMOIATH KOTA TV TOLTOYPOVH AQYT KATOL0L od oVTd TO
eapuako pe to Aripiprazole Accord, npénet vo emokepdeite tov ylatpd cog.

Aripiprazole Accord pe Tpo@1}, T0T6 KO OWVéTTVEL O,
AvT16 T0 Pappako propet va Aappdvetar aveEaptnta amd ta yeHHOTA.
[Ipéner va amopevyeTan 1 (P61 OLVOTVEDLLOTOG.

Kbnon, Onlacpég ko yovipdtnto

Edv elote éyxvog 1 Onidlete, vopilete 6T1 umopel va giote £yKvog 1) oyed1dleTe VO ATOKTHCETE TOOL,
{ntiote TN GVUBOLAN TOL YTPOV GUC, TPV TAPETE ALTO TO PAPUAKO.

Ta axérlovBa copntdpaTo elval TOoVE va eLEavicBoby 6€ VEOYEVVITO HMPU, TMV OTTOLMY Ol UNTEPES
£YOLV YPTCILOTOMGEL AVTO TO PAPLOKO GTO TEAELTAIO TPIUNVO (GTOVE TEAEVTOLOVG TPELG UVES TNG
EYKVUOGVVNG TOVG): TPEUOVAO, HVTKT duoKapyio KovT advvapio, vavniia, Si€yepor], TpofAipota
avamvong katl SuoKoAio oty TPdSANYM TpoeNnc. Edv 10 nwpd cag avoartiéel onotodnmote and avtd
TO, GUUTTOUATO UTOPEL VO YPELOCTEL VO EXIKOIVOVIGETE LE TO YIUTPO GOC.

Av AopPavete Aripiprazole Accord, o yatpog 0o cuinmoet pali cog av mpémnet vo Inhacete T0 popd
oo, AauPavovtog vadyn to 0EAN oL Ba Exel Yia €0dg 1 Ogpameia Kot ToL 0@EAT TOL Oa £xEL Y1 TO
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Hopo6 60g 0 Onhacudc. Agv Tpémet va Kavete Kot o V0. ATevBuvbeite 6Tov YoTpd GOg Yio TOV
KAADTEPO dVVOTO TPOTO Vo TAILETE TO HOPO GAG, AV AAUPAVETE OLTO TO PAPLLOKO.

001 yNoN KL LEPIGROS PNY AV LATOV

ZéAn kot TpoPAnuata dpacng UTopel va Tpokhyouy KaTd TN dldpketa g Bepaneiag e avtd 10
Qapuoko (PAéme mapdypapo 4). Avtd mpénel va AapPavetol vTOYN G€ TEPITTMOCELS TOV ATOLTEITOL
TANPNG EYPNYOPOT, Y10 TOPASELY LA KATE TNV 0ONY1|OT GVTOKIVIITOL 1| TOV XEIPIGHO UNYAVILATOV.

To Aripiprazole Accord mepiéyer haktoln
Av 0 yuTpog Gag, cog evnuEpmate OTL £xete dvoavesio G OPIGUEVH GAKYAPO, ETUKOIVOVIOTE LIE TOV
Yotpd Goc, TP TAPETE AVTO TOPAPLLAKO.

3. og va wapete To Aripiprazole Accord

[Tavrtote va maipvete To PAPLOKO OVTO OVGTNPA COLPOVA LE TIC 00N YIEC TOV Y1OTPOV 1| TOV
Qoppoakonolod cag. Eav éxete apeifolies, potote TOV Y10TPO 1 TOV QUPHOKOTOIO GOC.

H ovvictopevn 6601 Yo evijlkeg €ivatl 15 mg o gopd v nuépa. Mmopei wotd6G0 0 Y1oTpog Gog
V0L GOG GUVTAYOYPOUPNGEL LUKPOTEPN 1 LEYAADTEPT) SO0 UEYPL TO LEYIoTO TV 30 Mg (o popd TV
nUEPQL.

Xpion o€ TEdLd KoL Q1 fovg

IMoa va yiver duvath n évapén g Bepaneiog pe xopnAn 6601, UTOPELTE Vo XPTCLULOTOICETE [t
EVOALOKTIKT LopeN (OGO S1dAvpa -uypd) TToL Vo, givarl o KaTdAANA0 amd to Aripiprazole Accord.
H d6on pmopet va, avénbei otodiokd 6t cvoviet@pevn 6601 Yo pfiffoug Tov 10 mg pa gopd
nuepnoimg. QotdG0 0 YIUTPOG GO LTOPEL VO GLUVTOYOYPUPTOEL L, YOUNAOTEPT 1] VYNAGTEPT] dOOT
pe péytoto 30 mg po popa nuepnoims.

Edv éxete v evivmmon 6t 1 dpdion awtod Tov eapudiov givar gite VTEPPOAIKA 1oYVPN Elte
vrepPolikd aoBevg, EVUEPDTTE TOV YLOTPO 1) TOV POPLOKOTOLO GUG.

Ipooradnote va happavere To Aripiprazole Accord v idwo Gdpa kKaOnuepva. Aev £xel onuacio
av o AapPavete pe M yopig aynto. [avra va Aappdvete to diokio e vepd Kot va TO KOTATIVETE
0AOKANPO.

Akopo ko av ae0aveste KOAITEPD, [11] OLLPOPOTOGETE 1) SIUKOWYETE TNV NUEPNOLL HOCT) AVTOV
TOV PAPUAKOL TPV GLUPOVAEVTEITE TO Y1OTPO GOG.

Eav napete peyarotepn d6on Aripiprazole Accord amé Ty Kavoviki

Eav cuveidnromomcete 0Tt £xete mapel peyaivtepn do6on Aripiprazole Accord amd avth Tov cog £yt
GVLOTNOEL 0 Y1aTPOG 60G¢ (1] v KATO10¢ GALOG Exel TapEL kamota ddon amd to Aripiprazole Accord cog)
EVILLEPMGTE TOV Y10TPO Gag apécmc. Eqv dev Bpickete To yratpd oag, mNYyaivete 6To TANGIEGTEPO
vocokopeio poli pe To kKovti cag.

Y& aoBeveic mov £xovv AdPet vrepPoiikn TOGOHTNTA APITITPAlOANG EXOVV EULPAVIGOEL TO TOPAKAT®

GUUTTMOUOTOL:
. TayvKapodia, di€yeporn/embetikdtnTa, TpoPfAnpate Adyov.
. aovvn01oTES KIVAOoELS (E101KE 6TO TPOGMTO 1 TN YAMGGO) Kol LEIWUEVA ENineda GuVEIdNOMNG.

Al cvumtopato pmopel va meptiapfavovy:

. o&eia oOyyvon, emANTTIKEG Kpioels (EmAnyia), KOUK, GLVOVOGIO TVPETOD, TOYLTEPTG

avamvong, pidpwonc,

. poikn dvokapyio kot AnBoapyo 1 vevniia, BpadvdTepn avoamyvor|, TVIYUOS, VYNAN 1 YOUNAR
apTNPLOKN Tieon, Kapdlakn appvOpia.

Emkowveovnote apéomg e tov yotpd cog 1) LE TO VOGOKOUELD, OV GOG TOPOVGLOGTEL KATOL0 amd TO!
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TOPATAV® GUUTTMLOTO.

Eav Eeyaoete vo mapete to Aripiprazole Accord

Edv mapaieiyete po 060m, vo TNV TApETE OUES®G LOMG TO BuunOeite, ALl unv ndpete SutAn doom
G€ L0 NUEPQL.

Av etapaticete vo hoppavere Aripiprazole Accord

Mn otapatioete ) Bepaneio amimg enedn vidwbete kaAvtepa. Eivar onpovtikd va cuveyicete va
Aappdvete o Aripiprazole Accord Yo 660 ¥poviKd SAcTNO GOG EXEL TTEL O YIATPOS CAC.

Edv éxete meplocdtepeg EpMTNGELG GYETIKA LLE TT] YPTOT AVTOV TOL PAPUEAKOV, POTNOTE TOV Y1ATPO 1)
TOV PUPLLOKOTOLO GOG,.

4, IMBavéic avemBounTeg evépyereg

Onwg 6Aa To pAPLOK, £TGL KOL 0VTO TO PAPUAKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot 6gv Topovc1alovtal 6 OAOVG TOVE avOPMOTOLG.

2oyves avemBounteg evépyeleg (umopel va exnpeaoovy éwg 1 ota 10 droua,):

. cokyap®dNG dtapritng,

. TPOPAN LT DTTVOV,

. aicOnua dyyovg,

. aicOnua avnovyiag Kot advvapio Tapapoving oe NPEUN 6TAoT, SLUGKOAIN TAPAUOVAG GE Ll
0éon,

. axoOnoio (Lo afoAn aicOnomn ecwTepKNG TAPAYNG KoL Lol ETPANTIKN AvAYKT Y10 GUVEYN
kivnon),

. aveEELEYKTEG OMACUMITKES, CTUGTIKEG 1] OKOVOVIGTEG KIVIGELS,

. TPELOVAO,

. KeaAadyla,

. aicOnua kovpoong,

. VIVNAQ,

. aioOnua "keving" KeaAng,

. Tpepdpevn kot Bapm) dpacn,

. HE®UEVOG aplOUOG 1 SVGKOALN TPOYUOTOTOINONG EVIEPIKDY KIVIGEWY,

. dvoneyia,

. aioOnpo acBeveiog,

. avénuévn Topaymyn clAtov,

. gneToc,

. aicOnpo kovpaongs.

Oyt ovyvés avemBounteg evépyeieg (umopet vo, exnpeaoovy éwg 1 ora 100 droua):

. HELOUEVA 1 aénuéva ETimeda TNG OPHOVIG TPOAAKTIVIG OTO QL0

. VIEPPOAIKT TOGOTNTO GOKYAPOV GTO Qipla,

. KaTAOAY,

. TPOTOTOINIEVO 1) AVENUEVO GEEOVUAKO EVOLAPEPOV,

. aveEELEYKTEG KIVIIGEIG TOV GTOUOTOG, TNG YADOGOS Kot TV Akpmv (Oyiun duokivnaeia),

. HOTKN SloTtaporyn] TOL TPOKAAEL AKAVOVIGTES KIVAGELS (duoTovia),

. avioLYo OO,

. dutn 6paon,

. guoohnoio TOV LATIOV 6TO POC,

. TayvKopdia,

. TTMOOT NG wieong katd v £yepon and oplovia 1 kabiot 0éon, n omoia Tpokaiel Lardda,
aicOnpo «xevig» kepaing 1 Mmwobupia,

. AOErykoac.
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O1 axoAovBeg avemBounteg evépyeieg Exovy avopepOel KOTOTIY THS KOKAOPOPLOS GTHV 0LyOpa. THS OO
TOV OTOUATOS OPLTITPALOANS, AALG 1] GUYVOTHTO EUPOVIGHS TOVS OEV EIVOL YVWOTH:

YOUNAG ETITES O AEVKOKVTTAP MV,

YOUNAG enineda apomeToMmV,

oAdepyikn avtidopoon (.. TPHEILO TOV GTOUOTOC, TNG YADGGAS, TOL TPOCSHTOL KOl TOV ACLLOD,
Kvnopog, e&avinua),

évapén M emdeivoon dafntn, ketoléwon (KeTOVEC GTO QLo KOL TO, 0VPO,) 1) KDL,

VYNAG ETITESA GUKYAPOV GTO OO,

Oy apKeTO VATPLO GTO aipa,

ammAieln Opeéng (avopeéia),

anmAgla Bdpovg,

avénon papovg,

OmOTELPO LTOKTOVIOG KOl LTOKTOVIAL,

aicOnua embeticoTNTOC,

Siéyepon,

VELPIKOTNTA,

GUVOLOCUOG TLPETOD, LVTKNE SVCKOUYING, TaXDTEPNG OVOTTVONG, EPIOPMONC, ULELMUEVNC
GLVEIONONG Kot EAPVIKMOVY LETAPOADY GTNV 0pTNPLOK TLEGT KOl TOV KAPSIOKO TOAUO,
MmoBopio (kaonfeg VELPOANTTIKO GUVOPOLO),

KpioT CTOCU®YV,

oVVopouo cepotovivig (Ko avtidpaor mov pumopel va empépel arcOfuota peyding gvtoyiog,
vvnAla, adeglotnta, avnovyio, aicbnon peébne, mopetd, pidpwon 1 aKapyio HuaV),
dwotapayn Aoyov,

kaOA@on Tov 0pBolkdy foABov oe éva onpueio,

a1pvidtog Bavartog dyvmotng attiohoyiag,

KapdloKES appubuieg anentcég yio ) {on,

KapdloKn TPoSforn,

Bpadvkapdia,

Opodppor aipatog otig PAEPeS, Waitepa oTa TOdW (To. GLUTTOpATE TEPLOUPAVOLY TPHELNO,
7TOVO KOl KOKKIVIGUO GTO TTOOL), TOV UTOPEL VO, LETAPEPHOVY HEGH TOV OYYEIDV TOV OULOITOC
GTOVG TVEDUOVEG TPOKOAMVTOG TOVO 6TO 0TNH0G Kot SuokoAin TNy avamvor| (Epdsov
TOPOTNPYOETE OMOLOONTOTE AT OVTA TO. CLUTTOHATE, VAL THOTE OUECHG LOTPIKT GLUPOVAN),
VYNAN 0pTNPLOKY TTiEo,

MmoBupia,

axovola elpdPENGN TPOPNS LE Kivouvo Tvevpoviag (Tvevpovikn Aoipmén),

Wikdg omAGUOC GTNV TTEPLOYTN TOV Adpuyya,

(QAEYLLOVT] TOV TTOYKPENTOC,

dvokolia KoTdmoong,

ddppota,

KOIALOKT dvoQopia,

dvoeopia TOV GTOAYOV,

NTOTIKY AVETAPKELD,

(QAEYLLOVT TOV NIATOG,

@YPOTNTA OTO SEPLLO KOL TO AEVKO HEPOC TAOV LOTIDV,

aVaPOPES U1 PLGLOAOYIKAOV TILOV eEeTdGE®MY NTOTOC,

depuatikd eEdvOnua,

ooTogvacinacio Tov dépHATOG,

ATOAELD LOAMDYV,

vepPoArtkn| epidpwon,

o1 coPapég adiepyikéc avidpdoels, Omwg to cvuvopopo DRESS (Avtidpaon oto papuoko pe
NOGWOPIALN KOl GUGTIUKE GUUTTOUATA), ELEAVICOVTOL OPYKA LE CUUTTAOHOTO OGS QLT TNG
ypimng, ue eEGvOnua 6to TPOCWOTO Kal, 6T GVVEXELD, U ekTeETapéEVH e€avOnuaTa, VYNAO
TLPETO, SOYKOUEVOVG AEUPAOEVES, ovENUEVA EMIMESO NTAUTIKOV EVIOU®VY GTIG ALULOTOAOYIKES
e€etdoelc Kot adENom £vOg TOTTOL AEVKOKLTTAP®V (NOCIVOPIAia),

U1 LGIOAOYIKY] S1AGTOCT T®V VMV, TOV UITOPEL VO 001 YNOEL GE TPOPANIATA GTU VEPPE,
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. poikog mdvoc,

. dvokapyia,

. aKoVGL0 ATMAELD OVPOV (CKPATELD),

. dLGYEPELD. KOTA TNV OVPNOT),

. GUVOPOLLO Ao AmOCLPCT POPUAKOL TOV VEOYVAOV, GE TEPITT®OT £KkBeoNG Katd TNV
€YKuHoovVN,

. TOPOTETOUEV 1)/KaL ETDOVVT oTHOM,

. dvokolio eAéyyov NG KeVTPIKNG Oepuokpociag Tov couatog 1 vrepbepuia,

. movo¢ 610 Bdpaxa,

. TPNEWO TOV XEPIDV, TOV AGTPAYOA®V 1] TGV TOSDV,

. o€ e£€T00ELg QOTOG: SIKVUAVONG TOV GUKYGPOV TOV OUOTOC, ALENUEVT YAVKOLLAIOUEVN
oLocapiv.

. OVIKOVOTNTO Y10 AVTIGTOOT G€ TapOPUNGCT], TACT] 1] TEWPOUCUO Y10 TPOYUOTOTOINON LG TPAENG

mov Ba pmopovoe va givor emPAaPng yio 0dg 1 Tovg dAAOVC, 1) omoia pumopel va tephapPavet:

- 1GYLPN TOPOpUN o™ Yo LIEEPPOAIKT yapTomaréio ave&apTnTo and TPOCHOTIKEG
OLKOYEVELNKEC GUVETEIEG,

- TPOTOTMOMLLEVO 1| AVENLEVO GEEOVAAIKO EVILOPEPOV KOl GUUTEPLPOPA TTOV TPOKOAEL
ONUAVTIKO TPoPANUATIoUd G €G0S 1) GTOVG AAAOVC, Y10 TAPASELY LA, OVENUEV
6€E0VOAIKT Opun,

- avelédeyKteg VIEPPOAIKES OyOpEg,

- adnPayKn dtatapoyn (KOTavaA®oT LEYEA®Y TOGOTHTOV TPOPNG GE UIKPO YPOVIKO
SloTNUR) N KOTOVOYKOGTIKT VIEPQAYia (KOTAVIA®ON LEYOADTEPNG TOGOTNTUS TPOPNG
OO T PLGLOAOYIKT Kol TEPICTOTEPT) Ad QLTI TOV YPELALETOL Y1 TNV IKAVOTOINGT| TNG
nelvag cag).

- Téon TEPITAGVIONG.

Evnuepaote tov ylotpd cog edv PLdceTe KATOLo 0o oTEG TIC GUUTEPLPOPES. Ba, GOg WANGEL Yo
TPOTOLG S1aYEIPLONG 1] TEPLOPIGHOV TOV GUUTTOUATOV.

[leprocotepeg BovatnEoOpeg TEPUITOGELS AvaPEPONKAY 68 NAKI®UEVOVS acBeVeic e avola Eva
ehapPavay aprmmpaldin. Emmiéov, égovv avapepbel mepintdoelg eyke@aAlkol eneicodiov 1)
"UKkpoV" £YKEQOAIKOD ETEIGOSIO0V.

YopuTANPOUOTIKEG OVETOOUNTES EVEPYELES 6 TALOLE KL EQT)ovg

"Eenpor niikiag 13 etdv kot v oic0dvOnKoy topevépyEleg Tov NTaV TAPOUOIEG GE GLYVOTTO KOl
€100g pe exeiveg TV eVNAK®V, EKTOG atd TO OTL 1 VTVNALD, Ol AVEEEAEYKTEC CTTAGUMOIKEG 1) CTAGTIKEG
KIVNGELS, 1) avnoLyio Kot 1 KoupaoT NTav ToAD cuyveg (evoéyeTal va ennpealovy meplocdTepa amd

1 ota 10 acbeveic) Kot To GAYOS Gved KOIAMOKNG XOpog, N Enpoctopia, 1 avénuévn kapdiokm
oLYVOTNTA, 1| AENGT COUATIKOD BApovg, 1 avénuévn 0pesn, o1 HUTKEG dEGHOMDOELS, Ol 1N
eleyyldpeves KIVIoElS TV Akpmv, Kot o aicOnua Laing Witepa katd v £yepon omd EamAmpévn 1
Kobioth Béom, Ntav cuyva (evdéyetar va ennpedlovv émc kot 1 oto 100 acbeveic).

Ava@opd avemBOunTov evepystov

Edv mapoatnpioete kamota avemBOUNTN EVEPYELN, EVILEPDOOTE TOV YLUTPO 1) TOV QUPLOKOTOLO GG,
A1 1oyt Kot Yo kéBe mBovr| avemBounTn evEPyELo TOV JEV AVAPEPETOL GTO TAPOV PUAAO 0INYIDV
¥pNone. Mmopeite emiong va avagépete avemBounteg evépyeleg anevbeing, LEcw Tov eBvikon
GUGTNUOTOG OVOPOPAS TOV ovaypapeTon oto Tlapdptnua V. Méow g avaeopds avembountwoy
EVEPYEIDV Umopelte va. fondNoeTe 0T GLALOYN TEPIOCOTEPMV TANPOPOPLOV CYETIKE [LE TNV OCPAAELD
TOV TOPOVTOG PAPUAKOL.

5. IIog va pvidsesete To Aripiprazole Accord

To @dapuako ovtd TPETEL Vo PLAACGETOL GE LEPT) TOV OEV TO PAETOVV KoL OV TO POAVOLV TO TOdLA.

Noa pn ygpnoponoteite ovtd T0 PAPUOKO UETE TV NUEPOUNVio ANENG TOV AVOPEPETOL GTNV KVYEAT
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(umAioTep) N TV eTikéTa petd v £voeién EXP kot 6to kouti petd v évoeién AHEH. H nuepounvia
AENG etvar  TeEhevTOio MUEPO TOV VO TTOV AVAPEPETOL EKEL.

To papuokevtiKd ovtd TPoidv dev amartel Witepeg GLVONKEG Yo TV POANER TOV.

H ovokevacia giéing HDPE 0a npénet va ypnoonoteitor evrog 30 nuep®mv amd To TPADTO (VOLYLLL.
(ywo ta 30 dioxcior)

H cvoxevacio giéAng HDPE 0o mpénel va ypnoipomoteital vrog 100 nuepdv omd To TpOTO AVOLyLLa.
(yw o 100 Soxcior)

Mnv metdite @APUAKO GTO VEPD TNG OMOYETELGNG 1| GTAOIKIAKA aroppipata. Potrote Tov
QOPUOKOTOLd GOC Y10 TO TTMG VO TETAEETE TAL PAPLLOKA, TTOL OEV YpNOLoTOolEite ma. Avtd To pétpa Bo
BonOncovv oty Tpoctacio Tov TEPPAAAOVTOC,.

6. IepreyOpevo TG GVGKEVUGING KOl AOLTES TANPOPOPIES

T epréyovv Ta dwekia Aripiprazole Accord

. H dpactikn ovoia givar ) apimiepaloin.
Aripiprazole Accord 5 mg dwokia: Kabe diokio mepiéyetl 5 mg apurimpaloing.
Aripiprazole Accord 10 mg diokia: Kdfe diokio mepiéyet 10 mg apurimpalOAng.
Avripiprazole Accord 15 mg diokia: Kabe diokio mepiéyetl 15 mg aprmumpaloing.
Aripiprazole Accord 30 mg diokio: Kdfe diokio mepiéyet 30 mg apurimpalOAng.

. Ta GAAo cuoToTikd givol povoidpikn AakTdln, LIKPOKPVOTUAMKY KUTTOPIVY, GUVAO
apoPocitov, VOPOEVTPOTLAIKT KVTTAPIVT, GTEATIKO LaYVIGLO Kal Adio, apyiAiov Tng
wowokappiviov (E132) (yio 5 mg) 1 kdkkvo 0&gidio tov odnpov (E172) (v 10 mg xon 30
mg) M kitpwvo o&eido Tov cnpov (E172) (yua 15 mg).

Epgavien tov Aripiprazole Accord kot TepleyOpevo TG 6VGKEVOGIOG

Ta diokio Aripiprazole Accord 5 mg givat un emkalvppéva, apeikopto S1oKio WIAE YPMOUOTOC,
unirovg epimov 8,1 mm, TAdtovg 4,6 mm, TPOTOTOINUEVOV 0pBOYDVIOL GYNUATOC, UE YOPOYUEVT TV
évoelln «AS» ot pia TAevpd kot yopic EvOelén otnv GAAN TAELPA.

Ta dwokio Aripiprazole Accord 10 mg givar un emkodlvppéva, apeikvpta diokio pol ypmdUOTOG,
unirovg epimov 8,1 mm, TAdtovg 4,6 mm, TPOTOTOINUEVOV 0pBOYDVIOL GYNUATOC, UE YOPOYUEVT] TNV
évoelln «A10» ot pio mhevpd Kot xopig EVOEIEN otV GAAN TAELPA.

Ta dwokio Aripiprazole Accord 15 mg givou un emkoloppéva, apeikvpta diokio KiTptvov xpoUaToc,
Swpétpov mepinov 7,14 mm, GTpoyyLAOL GYNUATOS, e AOEOTUNUEVO GKPO, LE YapayUEVT TV EVOELEN
«A15» ot pio TAevpd Kot xopig £vOeEn oty GAAN TAELPA.

Ta dwokio Aripiprazole Accord 30 mg eivar un emkoAlvppéva, apeikvpta diokio pol Yp®UOTOS,
Swpétpov mepinov 9,1 mm, 6TpoyyvAol oYNUATOC, e AOEOTUNUEVO AKPO, LE YOpOyLEVN TNV EVOEEN
«A30» ot pio TAEVPA Kot Yopig EVOEIEN TNV GAAN TAELPAL.

Ta diokio Aripiprazole Accord 5/10/15/30 mg diatifevion o€ cuokeVAGIES SIATPNTOV KOYEADY
(umhiotep) povadag 66omg (Arlovpviov/odovpiviov) mov wepiéyovy 14 x 1,28 x 1,49 x 1,56 X 1 1

98 x 1 dwokia.

Ta d1oxia Aripiprazole Accord 5/10/15 mg dwutiBevtan eniong oe piéAn HDPE, pe nopa PPCRC, tov
neptéyel 30 1 100 dwokia.

Mmropei v, unv KuKAOQPOPOLY OAEG Ol GUGKEVAGIES.
Katoyog Adsrog Kvkhogopiag

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

Hopaywyog

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéyr,
OAhavdia

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

To mapdov eVALo 00N LAV Ypriong avedepOnke Y10 TELEVTAIL POPA OTIG
AALeg TNYEG TANPOPOPLOV

Aentopepeic mAnpoopiec Yo To appako avtd gival dabéoipeg 01o dikTvaKd TOTO ToLV Evpmmaikol
Opyavicpod Gapudkmv: http://www.ema.europa.eu
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