ITAPAPTHMA 1

MNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
Aripiprazole Mylan Pharma 5 mg, diokia

Aripiprazole Mylan Pharma 10 mg, Siokia

Aripiprazole Mylan Pharma 15 mg, diokia

Aripiprazole Mylan Pharma 30 mg, dwokia

2. MNOIOTIKH KAI TIOXOTIKH XYNGEXH

Aripiprazole Mylan Pharma 5 mg. diokia

Kd&Be dioxio mepiéyet S mg aputimpalding.

"Exdoyo ue yvootn dpdon

28 mg paAtolng ava diokio
Aripiprazole Mylan Pharma 10 mg, diokia
Kd0e dioxio mepiéyet 10 mg apimmpaloAng.

"Exdoyo ue yvootn dpdon

56 mg poaitolng ava diokio
Aripiprazole Mylan Pharma 15 mg, dwokia
KdaBe diokio mepiéyet 15 mg apumimpaloing.

"Exd0y0 ue yvootn dpbon

84 mg paitdéing avé diokio

Aripiprazole Mylan Pharma 30 mg, diokio

Kd&Be dioxio mepiéyet 30 mg apimurpaloing

"Exdoyo ue yvootn épbon

168 mg poitolng ava diokio

Mo tov TAnpn katdloyo TV ekddywv, BA. Tapdypago 6.1.

3. OAPMAKOTEXNIKH MOP®H
Aokio

Aripiprazole Mylan Pharma 5 mg, diokia

Avoytd pumhe Tpog pumhe, SIAOTIKTO GTPOYYLAA Kot appikvpta diokio pe diapetpo 6.1 mm, yopoypéva
pe «5» ot po TAevpd.

Aripiprazole Mylan Pharma 10 mg, diokio

PoC, otpoyyvrd kot apeikvpto diokia pe diipetpo 8.1 mm, yapayuéva pe «10» ot po TAgvpd.
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Aripiprazole Mylan Pharma 15 mg, diokio

Kitpwoa, otpoyyvrd kot apgikvpto diokio pe dtdpetpo 10.1 mm, yopaypéva pe «15» otn o TAevpd.

Aripiprazole Mylan Pharma 30 mg, diokio

Pol, ofd, apgixvupta dtokia pe 17.1 mm pnkog kon 8.1 mm mAdtoc, yopoyuéva pe «30» otn pio
TAELPAL.

4. KAINIKEX IIAHPO®OPIEX
4.1 OgpamevTiKEG EVOEIEELG

To Aripiprazole Mylan Pharma gvdgikvoton yuo tn Ogpomeio g ox1loppévelng oe EVAAIKES Kol
epnPoug niikiog 15 etdv Kot Gvo.

To Aripiprazole Mylan Pharma gvdeixvotal yio ) Ogponeio Hmiov £0¢ Gofapmy HOVIAKMDY
engl00diov og Atmolkr Awatapayn Tomov I kat yio tnv TpdAnym véou poviakol enelcodiov o
EVIMKEG OV EUPAVICAV KUPIWS LOVIOKA ETEGOOL0L KOL TOV OTOIMV TO LOVIOK( ETEIGOSI0L
avtomokpiOnkav ot Bepancio pe aputinpaloin (PAEne Topdypagpo 5.1).

To Aripiprazole Mylan Pharma gvdeikvotor yia t Oeponeio Tov HETpLOV Emg GOPapdY LAVIOKOY
enelc0diov og Amoikr| Awtapayn tomov I og eprfovg nikiag 13 e1dv kot Gvo péypt Kot ylo
12 efdouddeg (PAéme mapdypapo 5.1).

4.2 Aocoloyia kol TpOTOG YOPNYNONS

Aocoloyia

Evnlixeg

2yloppévela. | GUVIGTOWEVT d0oN Evopéng g apumimpalding eivor 10 mgmuépa i 15 mg/muépa, pe
doom cvvtpnong 15 mgmuépa, yopryovueva pio gopd nuepncing, aveEaptniog Tmv yevpdtov. H
apuminpaloAn eival amoTeEAEGLOTIKY G Eva €0pog d0cemv omd 10 mg/muépa émg 30 mg/muépa. dev
€xetl amodelyfel avEnUévn OTOTELECUATIKOTNTO LE OOCELG LEYOAVTEPEG TNG Mo NUEPNOLOG dOOTG

15 mg av kot pepovopévotl aoBevelg pmopel va @@eAnBovv omd vynAotepn d00N. 1 LEYLGTN NUEPTOLL
doon dev mpénet va vaepPaivet Ta 30 mg.

Moaviaxa emeicod10. ae dimodikn drozapoy Tomov I: 1| GUVIGTONEVT] 6001 Evapéng Tng apummpaloing
glvar 15 mg yopryodpeva e TpOYpapo ANYNG OGS GOPAg TV NUEPT, OVEEAPTHTOG YEVUATOV G
povoBepamneio 1 Oepaneio cuvovacpov (PAéne mapdaypaeo 5.1). Opiopévor acBeveic pmopet va
oeeAnfovv and vymAdtepn doon. H péyiom nuepfoto d6on dev mpénet va, vrepPaivel ta 30 mg.

Lpoinyn vroTPOTHS HOVIOK®Y ETEIT00IWV ae Atmolikn Aazapaoyi toTov I: yioL TNV TPOANY™ NG
VTOTPOTNG LOVIOKADV ETEIGOSIMV 6€ 060gvelg Tov Aapfavouy apumimpaloAn g povobepameio M
Bepameio cuvdvaoov, cvveyiote T Bepameio NV b1 d6om. Pubuicelg tng nuepriolag docoroyiag,
nmeprhapPavouévng peimong g doong, mpénel va eggtdlovTol pe Paon v KAMVIK KOTAGTOo.

Houdrazpixog wAnBoouog

Zyiloppéveia ae epnfovg niikiog 15 ety kai dvew: 1 GLVIGTOWUEVT 000N Yo TV opuTinpalOAn gival
10 mg/muépa yopnyoOUEVa GE GYALLOL P0G pOopag Nuepnoimg avegaptitog yevpdtov. H Bepaneio
npénet va, apyilel and 2 mg (pNOUOTOIDVTAG VO KATAAANAO QAPUOKEVTIKO TPOIOV TOV TEPLEXEL
apumimpaloAn) ent VO NUEPES, Le TITAOTOINGT GE 5 mg Yo VO EMTAEOV NUEPES TPOKELEVOL VO,
emtevybel n cvvietOpevn Nuepnioa 66om Tv 10 mg. Otav kpiveton KatdAAnio, emakdAovdeg
AVENGELS TNG 000G TPETEL VAL YOPTYOUVTOL GE KAAGHOTO TOV 5 mg, ympic va vrepPaivetal n péylot
nuepnowa 66om tev 30 mg (BAéne mapdypapo 5.1). H aputimpaldin ivol omotelespatikny g e0pog
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docemv and 10 mg/muépa éog 30 mg/muépa. Aegv €xerl katadeyBel avEnpévn AmTOTELEGUATIKOTNTA LIE
d0GE1G VYNAOTEPEG TNG MHEpNolag doons Tv 10 mg, TapoTt pepovopévor acbeveig eivar mbavo va
oeeAnfovv arnd vynmidtepn doon.

H apumimpaldin dev ovviotdrtal mpog ypfon o€ acbeveis pe oxlloppévela KaTm Tov 15 e1dv Adym
OVETOPKOV GTOLYEI®V Y10 TNV 0CQAAELN Kol TNV omoTehespaTikotnTa (PAETE Tapaypdpovg 4.8 Kot
5.1).

Moviaxa emeioodio Aimoling Aratapayns tomov I oe epifovs nlixiag 13 etV kor Gvw: 1) GUVIGTOUEVT|
docoroyia yio TNV apummpaloAn ival 10 mg/muépa yopnyodueva o€ GYNUa (oG @Opag NUeEPNGimg
avegoptntog yevpdtov. H Bepaneia mpénetl va apyilet amd 2 mg (ypnoiLomoimvtog Evo KaTdAANAo
QOPUOKEVTIKO TTPOTOV TOL TEPIEYEL apuTImpalOAn) el dVO NUEPES, Le TLITAOTOINGN 6€ 5 mg Yo

d00 emmALOV NUEPES TPOKEWEVOL VO, emtTeLyDel 1 GuvicTOUEVT NuepNotla 66om tov 10 mg. H
dudpketa g Bepameiog Tpémel va etvat 1 EAAYICTN AmopaiTnTn Yo TOV EAEYXO TOV GUUTTOUATOV Kot
dev mpémel vo vrepPaivel Tic 12 efdoudodes. Agv Exet kataderyfel avénuévn OTOTEAECUATIKOTNTO UE
d0oe1g VYNAOTEPES TNG NpEepT oG 60ong Tov 10 mg, eved N nuepnowa d6on tov 30 mg oyetileton pe
L0 OVGLOGTIKA VYNAOTEPT CLYVOTNTO ELPAVIONG CTLOVTIIK®V AVETIOOUNTOV EVEPYEILDV,
TEPIAOUPOVOLEVOV GUUBOUATOV GYETIKOV UE EEMTVPAUIOIIKA CUUTTMOUOTO, VIVIALL, KOTWOOT Kol
avEnon copatikol Bapovg (BAEre mapdypapo 4.8). ['a avtd, d6ce1g vyMAdTEpES 0md 10 mg/muépa Ba
TPENEL VAL YPTCLLOTOIOVVTOL LOVO GE EEOIPETIKEG TEPUTTMGELS KOl UE GTEVT KAVIKT] TTopokoAovON o™
(PAéme mapaypagpovg 4.4, 4.8 xar 5.1).

O1 vedtepot acbeveic Exovv avénpévo kivouvo va eppavicovy avemBountes evépyeleg oxeT ONEVES LE
v opummpaloin. ZuVenmg, 1 opumitpaloin dev cuvicTdtal yio ypron o€ acbeveic nlikiog KdTo TV
13 et@v (Préne mapaypapovg 4.8 kat 5.1).

EvepeOiorotnro. ayetilouevn pe avtiotikn dtatopoyn: 1 AGOAAELD KOl 1] OTOTEAEGUATIKOTNTA TG
apuminpalOAng og Taudld Kot pnPovg niikiag Katwm tov 18 etdv dev £yovv axodpo tekunpimbel. Ta
TapOvVTo, S1OEGILN SESOUEVA TEPTYPAPOVTAL TNV TTOPAYPaPO 5.1, aAAd dev umopel va yivel cuataom
Yo, TN docoloyia.

T mwov ayetiCovrou e o ovvopouo Tourette: 1 ACOAAELN KOL 1] ATOTEAECUATIKOTITO TNG
apuminpalOAng oe Tadid Kot pnPouvg nikiag 6 — 18 etmv dev Exovv axoun tekunpiwbdei. Ta Ttapdvia
Swbéoa dedopéva meprypdpovtatl oty mapdypaeo 5.1 aArd dev pmopel va yivel choTaon yio
docoloyia.

Ewdwkoi mtAnbvcuoi

Hlwuévor acbeveic

H acepdlelo ko amotelecpatikdtnTo TG apumimpaloing yio ) Oepaneio g oyilloppévelog 1 Tov
HOVIOK@V ETEGOdImV 6 0obgveig nAikiog 65 eT@v Kot peyolvtepovg pe Atmoikn Awotapayn tomov I,
dev éyel amoderyBel. Adyw avénpévng evoioOnoiog g TAnBucolaKkng avtng opddog, Ba mTpémet va
e€etdletor n yopnynon piKpoTepPng 0060oMG Evapéng, OTav KAVIKOL mapdyovteg To dikaioloyovv (BAEre
mapdypoeo 4.4).

Hrotikn dvalertovpyio

Agv amorteitan podpion g docoAoyiog o€ aobeveis Le o £0g HETPLO NIATIKY dvoAETovpYia. Ze
acOeveic pe coPapn Nratikny ducAettovpyia, To GEGOUEVO TOL VITAPYOLV EIVOL AVETAPKT] Y10, VO
KaBopiocovv GLYKEKPLUEVEG GVGTAGELS. XTOVG 0oBeVeic avTog 1) pOBIoT TG docoAoyiag Ba Tpénet va
yivetat pe mpocoyn. Qotdco, 1 péylot nuepniota d6om Tv 30 mg Oa mpénet va ypnoILOTOIEITOL UE
mpocoyn oe aobeveig pue coPapn nratikn dvciettovpyia (PAEne Tapdypago 5.2).

Negpirn dvoiertovpyio.
Agv amorteitan podpion g docoroying o€ acheveic Le veppikn ducaiettovpyia.

Dilo
Agv amatteitor pvuouion g docoroyiog yia TiG yuvaikes ac0eveis, 6€ GOYKPIOT LE TOVG GVOPES
acBeveic (PAéme mapdypopo 5.2).



Karviotéc
Zoppova pe ) petaforikn 086 g apurinpalding, dev amarteitar puOon g 60G0A0YING Y10 TOVG
Kanmviotés (PAéme mapdypaeo 4.5).

Tpooapuoyes e doons Loyw olinlemidpdoewv

Otav vrdpyetl Tavtdypovn yopnynon wyvpadv avactorémv tov CYP3A4 1 CYP2D6 pe apimimpaloin,
N 6o ¢ aputmpaloing Oa tpénel va elattdveral. Otav o avaotoréag tov CYP3A4 1 CYP2D6
amocvpeTal oo TN Bepaneio cuLVILAGHOD, 1 dooT TG apimpalding Ba Tpémel petd vo avédvetan
(BAéme mapdypaeo 4.5). Otav vapyel ToTOYXPOVN Y0P YNCT 1oYXVP®V enay®yEmV Tov CYP3A4 pe
apumimpaloAn, N 66on ¢ apuminpaloing Oo tpénet va avédvetar. Otav o emayoyéag tov CYP3A4
amocvpetal amd T Bepameio cuVdLACHOD, 1 dOGN TG apuTITPaloAng Ba TPEmeL PeTd VoL LELDVETAL
o1 cvviotouevn doon (PAére mapdypoeo 4.5).

Tpoémog yoprynong

Ta dwokia Aripiprazole Mylan Pharma npoopifovtat yio 06 Tov 6ToUaTog XpIon.

Ta dtaomepdpeva 6to 6ToUN S1oKin 1] TO TOGIHO dtdAvpa uropel va ypnoomoinfovy eVOALAKTIKA,
avti Tov diokiwv Aripiprazole Mylan Pharma, yio ac0gveig mov dueKoAeDOVTOL VO KOTOTIOVV TO,
dwokia Aripiprazole Mylan Pharma (BA. eriong mopdypago 5.2).

4.3 Avtevositeg

YrepevarcOnoio otn dpacTiKy] ovcia 1) G KATOL0 amd T £KO0Y0 TOV AVOPEPOVTOL OTNV
mapAypao 6.1.

4.4 E01Kég TPOEIDOTOMGELS KU TPOPVAAEELS KATA T1) (p1)oN)
Katd v avtiyvywokn Ogpaneia, n fertioon g KAVIKNAG KATAGTOGNG TOL 0o0EVONG Umopel va
YPEWOTEL APKETEG NUEPEG N KO EPOOUAdEC. Ze OAN TV TEpiodo avth o1 aobeveis Tpénel va Ppickovtat

VO GTEV TAPAKOAOVON o).

Tdoeic avtokToviog

H ep@dvion autoKTovik®v GUUTEPIPOP®Y EIVAL EYYEVIC GE YUXWOOIKES VOGOUG KOl SLLTOPOYES
d1abeomng Ko, G OPICUEVES TEPITTAOCELS, £xEL ovapepOel Aiyo petd v évapén N v odiayn e
avTyLY®G1knG Bepaneiog, copnepiiapfovopévng Bepanciog pe apummpaloin (BAéne mapdypago 4.8).
Ytevn TapakoAovONon TV achevdY DYNAOD KIvEHVOL TPETEL VO, GUVOSEDEL TNV OVTIYVYMGTKN
Oepameia.

Kapduayysiokéc datopoyEg

H aptmimpaldin Oa mpémet va ypnoylomnoteital Pe Tpocoyn o€ aoOeVELS e dlayvoouévn
KapOLOYYELOKT] VOGO (10TOPIKO EUOPAYLLOTOS TOV HVOKAPSiov 1 oYK Kapdtomdoeia, Kopdlakn
AVETAPKELD 1] SUTAPAYEG ALY OYILOTNTOC), OYYEOEYKEPAAIKT VOGO, KATAGTAGELS oV Bo Tpodiébetav
Tovg ac0eveic Yo ekdNA®oT VTdTaoNS (APLIATOGT), VTOOYKALLIO KOl Ay®YN] UE OVTIDTEPTACTK
QOPLOKEVTIKGE TPOTIOVTAL) 1 VAEPTAONG, CLUTEPIAAUPAVOUEV®V TNG TOXEDS EEEMOOOUEVNC ) TNG
kaxonovg. ‘Exyovv avapepbel pe avinyuymoikd edpuaxoe tepiotatikd eAefikng Opopfospupoing.
Agdopévov 611 o1 acBeveic Tov AapPavouy avIIyLYOGIKA TOPOVGLALOVY GUYVE ETIKTNTOVG
Tapdyovteg Kivovvov yia pAePkn Opoppoepnfoln, mpémel va mpocdiopilovor 6lot ot mbavol
TaPAYoVTEG KIvdUuvoL Yo pAePikn Opopfoepforn, mpv Kot Katd t didpkela tng Oepaneiog pe
apmmpalOAN, Kol Vo AUPBEVOVTOL TPOANTTIKG HETPA.



Iapdtaon tov dwuotiuotoc QT

e KAMvikég 00KIES TG aptmurpalOAng, 1| cLYVOTNTA ELEAVIOTG Tapdtacng Tov dtacthipatog QT frav
oLYKpIoN pe eKelvn TOL ekoviKoD gapudkov. H aputimpaldin mpémet vo yproylomoteitan pe
TPOCOYN 0€ 0GOEVELG LIE O1KOYEVELNKO 10TOPIKO TTapdtaotg Tov dactipatog QT (BAéne

mapdypoeo 4.8).

Ovyun dvokwnoio

e KAMVIKEG QOKIUEG O1APKELOG EVOG £TOVG 1 AYOTEPO, VTINPYOV OYL GUYVEG AVAPOPEG SOLCKIVNGLOG TOV
amattovcoy eneiyovoo Oepaneio katd tn didpkewa g Oepomeiog pe apurimpaloin. Av KAmo10g
ac0eVIg TAPOVGIACEL GTUELD KO CUUTTOMHOTO OYIUNG dvokvnoiag, eved Aappavel Oepameia pe
aputinpaloin, npénel va eEetachel | peimon g d6omng 1| kot 1 drakonn g Ayng (PAéne
Topaypoeo 4.8). Ta COPUTTONTO AVTA UTOPEL TPOGOPIVE VO VTTOYMPTICOVV, 1] OKOLL KOl VO,
evtafovv, petd  dokomn g Oepamneiog.

Al\a EOTLPOUOIKA GUUTTOULOTO,

Te KAMVIKEG S0KIUES TG apmmpal0Ang o€ TodaTpikd mAnbvoud, Topatnpndnkoy axadnoio kot
mapkivooviopos. Edv epeavicBodv onpeio kot copntdpato dAA®V EOTUPASIKAOV CUUTTOUITOV GE
acBevi mov AopPavetl aprmmpaloAn, Oa npémet va eEetacBel ) peiwon g dOGNG KoL GTEVH KAWVIKA
TapoKolovONon.

Kaxonbeg Nevpoinmrikd Zovépopo (KNY)

To NMS givan éva duvnrikd Bovatneopo cOvOETO GOUTTOUA, GXETILOUEVO UE OVTIWYVYXMGIKA. XE
KAWVIKEG SOKIUES, avapépOnKav ortdvieg teputtooels KNX katd ) didpketo g Oepaneiog e
apmmpaloAn. Ot kKAvikég ekdnimoelg tov KNE eivor vepmopeia, poikn axopyio, oAAoyn g
TVEVUATIKNG KATAGTOONG KOt oMpeio aoTdHE0¢ TOV GVTOVOUOD VEVPIKOD GUGTAUATOG (OKOVOVIGTOG
SQLYHOG N APTNPLOKY TTEST, TayLKaPdia, dapdpnor kot Kapdiokn dvepvduia). [Ipdcheta onpeia
umopel va TepAapfavouy avEnIév KpeoTIVOQ®MGPOKIVAGT, Locpatlptvovpia (pafdopvdiven) Kot
oelo veppikn| avemdpkela. QoT1060, EYovV emiong avagepBel avENUEVT KPEATIVOPMOGPOKLVAGT Kot
pafdopvorvon, oyt anapaitnta oxetilopeves pe KNX. Edv o acbevig mapovoidoet onpueio Kot
oopntopate gvoekTikd Tov KNZ 1 gpopavicel ave&ynto vynio mopetod, yopig npdobeteg kKAVIKEG
ekdnAooelg yio KNZ, 6ha ta avinyuymoikd, copmepthapfavopévng g aptmmpaloAns, TpEnet va
dlokomTovTaL.

Enuinrrikéc kpiogig

Ze KMVIKEG OOKIUES, avaPEPONKAV O}l GLUYVESG TEPITTACELS EMANTTIKMV KPIGEDV KOTA TN SIIPKELR TNG
Oepaneiog pe apimmpaloin. Katd cvvéneia, n apummpoaloAn TpEMEL VO (PICLOTOLEITOL LE TPOGOYN
o€ aobevelg Le 16Topkd dloTapayns EMANTTIKOV Kpioemv 1 o€ 00OEVEIS e KOTAGTAGELG TOV
oyetilovion pe emAnmTikég kpioelc (PAéme mapdypoeo 4.8).

HAkiwopévor acBeveic ue yoywon mov oyetiletor pue dvolo

Avénuévy Gvnootnra

e TPELG EAEYYOUEVEG LE EIKOVIKO PapLaKko dokéES (n = 938, péon nhwia: 82,4 £tn, e0pog: 56 Emg
99 1) g apmmpalOAng o€ NAKI®UEVOVS aoBeveis e yiywon mov oyetileTon pe voGo Tov
Alzheimer, o1 aofeveig mov ELafav apimmpaldin eiyav oavénpévo kivouvo Bavatov, o€ oyéon pe to
gwoviko pdpuaxo. To mocootd Bvnodmrog otovg acheveic mov Elafav aputimpaloin frav 3,5 %,
o€ ouykpion pe 1o 1,7 % g opadag Tov EIKOVIKOD POPUAKOL. AV Kot ot attieg Bavdatov diépepay, ot
mEPLocOTEPOL BAVOTOL PAVIKE OTL NTOV €1TE KAPIIYYEWOKNG (T.). KOPOLOKT) OVETAPKELLL, OpVIidlog
0dvatog) gite Aopuddovg pvcews (.. mvevpovia) (PAEne mopdypapo 4.8).



Ayyeraxég eykepalixés ovemBountes evépyeieg

211G 1018g SOKIUES, AYYEIONKES EYKEPAMKES OveTOOUNTEG EVEPYELES (T.). EYKEPAAIKO EMEIGOD1O,
TOPOSIKO 1OYOUIKO EMEIGOI10), TEPAUpPovopEvaV Kat BovaTmv, avaeépdnkav otovg acbevels (Léom
niwio: 84 £, €bpog: 78 €mg 88 £n). Zuvoikd, to 1,3 % tv acbevadv Tov eAdpupavay apumimpaloin
AVEQEPAV OYYEWKES EYKEPUAKEG aVETIOOUNTEG EVEPYELEG, OE GUYKpLom e To 0,6 % TtV achevdv mov
ehapPavay giovikd eAappako oTig Sokiég avutés. H dapopd autr] dev MTav GTATICTIKE GTUAVTIKY.
Q671660, 6€ Lo Ao TIG SOKIUEG AVTEC, Uia oKL Kabopiopévng dOong, vnpée ONUOVTIKY GYEom
5000eEAPTNONG Y10 TIG AYYEWNKES EYKEPOUAKES AVETIOOUNTEG EVEPYELEG OE 00OEVELS TOV EAGUPavay
apuminpaloAn (PAEne mopdypao 4.8).

H apumimpaldin dev evdeikvotar yio ) Bepaneio ac0evav pe yoymon mov oyetifetal pe v dvota.

Yrepylvkoupio kot cakyopmons dafntne

"Exet avagepBei viepylokaipia, pepikéc eopéc akpaio kot oyeti{opevn e keto&émon 1
VIEPOOUWOTIKO KO 1| OGvaTo, oe acbeveig mov ELafov ATUTO AVTIYVLY®GIKA, SVUTEPIAAUPAVOLEVIG
™G apmmIpalOANG. XTOVG TAPAYOVTES KIvOUVOL oL THavOV va Tpodiadiécovy Tovg acbeveic yio
6oPopEc EMTAOKES GUUTEPTAQUBAVOVTOL 1] TAXVOUPKIN KO TO OIKOYEVELNKO 1GTOPIKO dtaprtn. X
KAWVIKEG OOKLUES e apmmpalOAn, OEV VINPYOV CUAVTIKEG SLOPOPES GTO TOGOGTA EUPAVIOTG
avemBountov gvepyeldv tov oyetiloviot pe vrepylvkapio (cupmepiaptfovouévon tov
oaKyapOI0VG SOPNTN) 1 LE UN-QVGLOAOYIKEG EPYOCTTNPLOKEG TILES YAVKALUIOG O GUYKPLON UE TO
EIKOVIKO PApHOKO. AKpIPelg EKTYUNOELS KIVOUVOL OVETIBOUNTOV EVEPYELDV, O1 0T0ieg oyYeTilovVTaL e
vrepyAvkapia og acheveig mov Edafov apimmpaldAn Kot GAAL ATLTO AVTIYLY®GIKE, OEV Etvat
Swbéopeg yio va empéyouy aueceg cuykpioeis. Ot acbeveic mov Aappfdvovy aymyn e 0molodMmoTe
AVTWYLYMGIKO, GUUTEPIAOLPOVOIEVIC TNG apLTTpalOANG, TPEMEL VA TapakoAovBovvTaL Yo oMUEl
KOl GUUTTOUOTO, VIEPYAVKALUIOG (OT®G ToALdyia, ToAvovpia, Tolveayia katl eEacfévnon), Kot o
acBeveic pe cakyapddn dSafNtn N Le TapAyovTEG KvOOVo Yo cakyopmor Stafrtn mTpenet va
TAPAKOAOLOOVVTOL TAKTIKG Y10 EMBEIV®ST TOV ELEYYOV TG YALKOING (PAETE Tapdypapo 4.8).

Yrepevoarsnacio

Me v aputimpaloin givor duvatd va ekdnAwBodv avtidpdcelc viepevacOnaciag, ol omoieg
yopoktnpifovrar amd arrepyicd cvpntopata (PAéne Topdypapo 4.8).

Avénon Bapov

AvENoM Bapovg Tapatnpeitor cuyva 6ToVG TAGYOVTES amd GYoPPEVELD KOl SITOAKY| povic, A0y
GUVVOGTPOTNTAG, YPTOTG VTIWYLYDOGIKMY TOL EIVOL YVOGTO OTL TPOKOAODV avénor PApovs, KOKNG
duyeipong Tov Tpomov LmNG, Kot EVOEXETAL VoL 00Ny OEL 6E coPapég emmAokég. AvEnon Papovg Exet
avapepBel peta&d acbevav mov Elafav aputimpaloin, LETA TNV KUKAO(QOPIO TOL POPUAKEVTIKOD
mpoidvtog oty ayopd. Otav mapatnpeital, cupPaivel cuvnBwg og acbeveic pe oNUAVTIKOVG
TOPAYOVTEG KIVOUVOL OTMG 16TOPIKO dtafintn, dtatapayn Tov Bupeoeldong 1 adEvapLa TG VITOPVGTC.
Te KMVIKES SOKIEG, 1) opuTimpalOAT dEV PAVNKE VO TPOKAAEL KAVIKA onpavTikn avénen Bapovg
otovg eviAikeg (PAEme Topdypao 5.1). Xe kAvikég dokipég og epnfovg acbeveig pe dmolikn povia, N
apmmpaloAn Exel amoderybel 0Tt cuvdéeTon pe avénor Tov copaTIKoD PAPovg LETH omd

téaoepig efdopadeg Oepancioc. H avénon tov copotikod Bapovg Oa mpénet va mapakorlovdeitar o€
epnpovug acbeveic pe dumodkn pavia. Edv n avénon Bapovg eivar kivikd onpavtiky, 0o tpénet va
e€etacbei n peiwon g doong (PAEre mapdypago 4.8).

Avcoayia

H vroxvntikdtnta Tov 01609ayov Kol 1) El0pOPNoN EYOVV GLGYETIGHEL LE TN YPNOT AVIIWYLYOCIKDV,
ovpmeprrapfavopévng g apimmpaloing. H apumimpaloin mpénet va ypnoIULOTOIEITOL LLE TPOGOYY| GE
acBeveic pe xivouvo vevpoviag amd glopoenon).



Iaboroyikn eEdptnomn omd Ta TVYEPA TaLY VIO KOl AAAEC SLOTOPOYEC EAEYYOV TOPOPUNCEDV

Ot acBeveic evoéyetat va rdcovV aENUEVES TAPOPUNGELS, EWOIKA Y10 TUXEPE oY Vidl, KOOGS Kot
advvapio EAEYXOVL AVTOV TOV TOPOPUNCEDVY KAt TV Tepiodo Ayng apimmpalding. Alleg
TOPOPUNOELS TOL £X0LV avapepBel: avénuévn oeovalikn TapoOpUNoN, @VIOHAVIo, adNEOYIKY|
Sdlotapayn N KOTOVOYKOGTIKY VIEPPAYia, KOOMG Kol AALEG TAPOPUNTIKEG KO KOTAVOYKOGTIKEG
ouumeppopéc. Eltvatl onpavtiko yio Tovug GuvToyoypagoug va potave Toug 0oOEVEIS 1 TOVG PPOVTIGTES
TOVG GUYKEKPLUEVA Y10L TNV avATTLEN VEOV 1 TNV 0OENGT TOPOPUNGEMY Y10 TUYXEPG TToLYVIdLL,
6€E0VOAIKDV TOPOPUNGEDV, MVIOUAVIOG, AOTNPAYIKNG SLUTOPAYNS 1| KOTAVOYKOGTIKAG LIEPPOYIAG, 1
A oV Tapopunoemy katd tn Oepaneio pe aputmpalodn. [pénet va Anebel vtoy”n 6TL T0. CLUTTONOTO
OYETIKG [LE TOV ELEYXO TOV TOPOPUNCEDV UTOPEL VO GUVIEOVTAL LLE TNV VTTOKEINEVT StaTaporyn].
Q61060, GE OPIGUEVEG TTEPITTMGELS, EXEL AvapePOEl OTL 01 TAPOPUNGELS GTAUATNGOV, OTAV EYIVE
peimon g 606MG 1 OTaV SLAKOTNKE 1) XOPNYNoT Tov apudikov. Ot datapayég EAEYYOL TV
TOPOPUNCEMV UTOPEL VO, 00N yRoovY o€ TpdkAnom BAAPNG atov acbevn 1} o GAAOVG, av deV
avayvoplotovv. EEetdote 10 evogyopuevo peiwong e d0omg 1 oKOUa Kol S10KOTNG TNG YOPNYNONS
TOV POPLAKOV, 0V 0 acBeVig avamTOEEL TETOL0V €I60VG TUPOPUNGELS KATH TNV TEPTOS0 ANYNG
apuminpaloAng (BAéne mapdypapo 4.8).

AocBeveic nue ovv-voonpotnta AEITY Awrapoyn EAlewpatikic IIpocoync ue YnepdpaotnptOTnTo.)

[apd v vynAn cuyvotta cuv-voonpdmrag e Atmoikng Atatapayng tomov I pue AEITY, eivon
Stabéoipa ToAD TEPLOPIGUEVA GTOLYEIN ACPALELNG GTNV TOVTOYPOVY XPNOT| TNG apmpalOAng Le
deyepTikd: mg ek ToVTOL Ba TPémeL va AapPdveTat peydin Tpocoyn OTav auTd Ta eAppraka gival
GLYYOPNYOVLEVOL.

[thoeig

H apumimpaldin evoéyeton va Tpokarécel vTvyniio, opBocTaTIKY VIOTACY, KIVITIKY Kot oeOnTiKg
actdBela, Tov pmopel va 0dNyNGovY 6€ TTOCT. Oa TpEnel va dideTal Tpocoyn KoTd T Depomeio
acBevav mov SoTpéyovv HeYaliTEPO Kivouvo Kot Ba Tpénet va AapPAVETOL LTOYN L0 PIKPOTEPT
doom évapéng (.. o€ nAkiopévoug i e&acBevnuévoug acbeveic: PA. mapdypoeo 4.2).

"Exdoya

Ta diokia Aripiprazole Mylan Pharma mepiéyovv paAtoln. O acBeveig pe ondvia dusamoppoenon
YALKON G- YokokTOlng dev mpémet va, AapPAVOVY avTO TO PAPLOKO.

Ta dwokio Aripiprazole Mylan Pharma mepiéyovv Aydtepo and 1 mmol vatpiov (23 mg) ava diokio,
glvar ovtd mov ovopdalovpe «ehevbepo vatpiovn.

4.5 Aliemodpaceig pe GALO QOPRAKEVTIKA TPOIOVTA Kol GALES HOPQEG AAANAETIOPOOG

AOY® TOVL AVTOYOVIGUOV TNG UE TOVG 0L-0OPEVEPYIKOVG VITOOOYELS, N apumimpalOAn €xel Tn dvvaToTNTO
Vo EVIGYVEL T OPACT] OPIGUEVOV OVTIDTEPTUCIKMY POPUAKEVTIKMY TPOIOVTOV.

AedopEVOV TV EVEPYEIDV TNG apmimtpaloAng oxetikd pe To KNZ, Oa npémnet va epiotdrtal 1 Tpocoyn
otav 1M apumipalOAn YOpNYEITOL G€ GUVOVAGUO HE OAKOOA 1 GAAL POPUOKEVTIKE TPOIOVTA TOV
oyetiloviar pe KNX kot £x0vv GUUTIRTOVGEG avemBOuuNTeg EVEPYELES OTTMG 1) KATAoTOAN (PAETE
mapdypoeo 4.8).

®o TpEMEL VO EPLOTATOL 1] TPOGOYN €AV 1] apumTpaloAn xopnynOel Tavtdypova Le POPULOKEVTIKA
TPOIOVTO OV £ival YVOGTO OTL TPOKAAOVV Tapdtact Tov dtaothnotog QT 1 niekTpoivtiég
dlotapaygc.



AvvotdTNnTo GAA®Y QAPUOKEVTIKOV TPOIOVI®MV Vo, ETNpedcovy Ty apumrpaloin

"Evag amokAelotng Tou YyooTpikoh 0&€og, o avtayoviotig Ha eapotidivn, peidvel v taydtna
amoppOPNoNG TG APTTPalOANG, aALd 1 dpdon avth dev Bempeitan ¢ KAvikd onpovtikny. H
apumimpaloAn petaforileton pe ToAamAéG 0000G, oTig omoieg cuppeteyovv o Evivpo CYP2D6 kot
CYP3A4, adrd oyt ta évlopa CYP1A. Enopévac, dev anarteital mpocapoyn g 606mG Yo Toug
KOTVIOTEC,.

Kwidivy ko aAlor avaoroleis tov CYP2D6

e o KAavikn dokiun pe vyteig eBedovtég, Evag 1oyvpog avactoréag tov CYP2D6 (kividivn) adénoe
v AUC g apumimpaloing katd 107 %, evd 1 Cmax Topépeve ovairoiot. H AUC kot 1 Ciax TG
debdpo-apummpaloing, Tov gival o gvepyog petaforitng, peimbniay kotd 32 % kot 47 %,
avtotoiywe. H 66om ¢ apumimpaloing o mpénet va pewwbel mepimov 610 (oo g
GUVTOYOYPAPOVIEVNG, OTAV VITAPYEL GLYXOPTYNON TG apumimtpaloAng pe Kividivn. AALot ioyvpol
avaotoAeic tov CYP2D6, 60mmg provo&etivn kan mapoetivn, umopel va avapéveral va £xouv
TAPOLLOLEG EVEPYELEG KOL, YU 0VTO, Bal TpEMEL VoL YivovTal TapOLOLEG LEIDOELS GTN JOOT).

Keroxovaloln kou aAlor avaoroieic tov CYP3A4

e o kKAMvikn dokiun o€ vyieic e0gloviég, évag 1oyvpdc avaotoréag Tov CYP3 A4 (ketokovaloin)
avénoe v AUC kot T Crax TG aputipaloing kotd 63 % xat 37 %, avriotoiyws. H AUC kot 1 Crax
g Sebdpo-apimmpaloing, avEnnkav katd 77 % kot 43 %, aviiotoiyws. H tavtoypovn ypron
0VCIMV OV TPOoKOAOLV 0oBevr] petaforiopd tov CYP2D6 pe 1oyvpovg avactoieic tov CYP3A4,
pmopel va 00Ny OEL G VYNAITEPES GUYKEVIPMOGELS APTUTPOLOANG 6TO TAAGUO GE GUYKPLON LE EKEIVES
TIG 0Voieg TOL TPokaAoVV ekTeTAUEVO peTafoliopnd tov CYP2D6. Otav e€etdletal tavtdypovn
yopnynon ketokovaloing N dArov 1oyvpov avactoréa CYP3A4 pe v apumurpaldin, To evoeyodueva
0QéAT Oa TPETEL VL VTEPLGYVOVY TV EVOEYOUEVOV KIVOUV®Y Y10, ToV 0cBevi. Otav vdpyet
TALTOYPOVN Yopnynon ketokovaloing pe apimmpalodn, n 66omn g apimumpaloAng Oa mpénet va
EMATTMOVETAL TEPITOV GTO HGO TNG GLVTAYOYPUPOVLEVNG. AAAOL IoYVPOi avacToreis Tov CYP3 A4,
Omm¢ M rtpakovalOAn kal ol avacsToreic Tpmtedong tov HIV, puropei va avapéveton 6Tt Oa £yovv
TAPOLOLEG EVEPYELEG KL, YU 0VTO, Bal TpEmeL val yivovTal TapOLoleg HEIDGELS TNG dOonG (BAéme
mapaypoaeo 4.2). Mol draxomel 1| yoprynon avoactoréa tov CYP2D6 1 tov CYP3A4, 1) d6on g
apuinpaloing Ba mpénet va avEdvetat 6To gninedo mov Mtav mpw omd TNV Evapén g Bepaneiog
ouvdvacpov. Otav ypnoionotovvrat acbeveig avactoreig tov CYP3A4 (m.y. didtialéun 1 Tov
CYP2D6 (.. ec1taAompapn) TonTOYpOVa LE TV apumimpaloin, eivol mOovmg avaueVOUEVES HETPLES
OVENCELS TV CLUYKEVIPMOGE®V TNG OpUTTPalOANG 6TO TAAGLO.

Kappfoualerivy kou aAlor exaywyeic tov CYP3A4

Metd v tautoypovn yoprynon koppapalenivig, evog toyvpod enaymyéa Tov CYP3A4, kot omd tov
GTONATOG XOPTYOLLEVN G aptmumpalOAng o€ acBeveic pe oyilloppéveln 1 oyillocuvalcOnpuatikn
Swatapayn, ot yeopetpikég péceg TIES TNS Cmax kot Thg AUC g apumimpalding nrav katd 68 % kot
73 % yopnAOTEPES, OVTIOTOLYMS, 08 SUYKPLoN pe TIS THEG OTav 1 aptmmpaloAn (30 mg) exopnynto mg
povoBepaneio. [Tapopoimg, ot yemperpikéc péoeg Tipég TG Cmax Kot TG AUC g dgbdpo-
apumintpalOAng puetd amd cvyyopnynon ue kapPapalenivn nTav 69 % kot 71 % youniotepeg,
AVTIOTOLYMOC, G€ GVYKPLON UE TG TIHEG PeTd omd povobepamneia pe apimmpaloin. H d6on g
apmmpaloAng Oo mpénel va Simhactdletal, 6Tav VTAPYEL TAVTOXPOVY YOPHYNOT TG opumpalOANS.
pe kapPapalenivn. H tavtdypovn xopriynon apimimpaloing pe diiovg enoywyeig tov CYP3A4 (6nmg
PLPOUTIKIVY, PLOAUTOVTIVI QUVLTOTVN, PawvoPapPrtdAn, Tpyudovn, epofipévin, vePipamivn Kot
VIEPIKO PTOPEL VO AVOUEVETOL VO, EYEL TTUPOUOLES EVEPYELEG Ka, YU awTd, B0 TpEmeL va. yivovTol
TOPOUOIEG AVENGELS 6TT dO0T. MOALS dlakomel 1 yopnynon Tev wyvpdv enaywyémv tov CYP3A4, n
docoroyia g apummpaloing o TPETEL VoL LELDOVETOL GTT) GUVIGTMUEVT dOOT.

Balmpoixo kai 1ibio

‘Otav yopnyndnke eite fodnpoixod gite Aiblo Tovtdypova pe apumimpaloin, dev vanpEe KAVIKADG
ONUAVTIKT GAAOYT) OTIG GLUYKEVIPMGELS TNG apmmpalOAns, omote dgv elval amapaitnto vo yivet
TPOCAPUOYN TNG 600MG, TV Yopryeitan eite fainpoixo gite Aibo pe apummpaloAn.



Avvorotnta e opumrpoloine vo exnpedlel GAAO QOPUOKEVTIKA TPOIOVTOL

e Khvikég dokipéc, doaels apumimpaloing 10 mg émg 30 mg nuepnoiog dev giyav GNUAVTIKY
emidpaomn 610 peTaforopd Tov vrootpopdtev twv CYP2D6 (avaioyio
de&tpopeboppavnc/3-methoxymorphinan), CYP2C9 (Bapeapivn), CYP2C19 (openpaldin) kot
CYP3A4 (deEtpopeBoppdvn). Emmdéov, n aputimpaloin kot n 6eddpo-apimmpaloin dev £dei&av 0T
umopovv vo. petafdiovy 1o petafolopd mov yivetan pe tn pecoddfnon tov CYPLA2, in vitro. Q¢ ek
TOVTOV, 1 opuTTPpaloAn givor aniBovo vo TPOKAAEGEL KAIVIKMG OMUOVTIKEG QOAANAETIOPACELS UE GANQL
(POPUAKEVTIKG TPOTOVTA, Ol OTOIEG VOl TPAYLLOTOTOLOVVTAL LE TN LECOAAPN O aVTOV TV eVEDU®V.

Ortav n apummpaldin xopnynnke tavtdypova pe BoAnpoikd, Ao 1 Aapotpryivn, dev vanpée KAMVIKA
ONUAVTIKY LETABOAN OTIC GLYKEVTIPMGELS TOV PaAmpoikon, Tov Abiov 7| TG Aapotpryivig.

2Ovdpouo oepotovivyg

"Exovv avaeepBel tepimtdoelg cuvdpdov cepotovivig, o acBeveig mov Aapfdvovv aptmmpaloin,
KOl LITOPOVV VO, ELPAVIGTOVV THOVE GTUEIN KOl GUUTTOUOTO 0VTHG TG KATAGTAONG, 1010iTEP OF
TEPMTMOGELG TOVTOYPOVNG YPNONG HE AAAL GEPOTOVIVEPYIKA PAPHOKEVTIKA TPOIOVTO, OIS Ol
EKAEKTIKOL OVOLGTOAELG TNG EMAVATPOCANYNG GEPOTOVIVIG/EKAEKTIKOL OVAIGTOAELG TNG EMAVATPOGANYNG
oepotovivng kot vopadpevarivng (SSRI/SNRI), 1 pe @apuaxevtikd Tpoiovio tov gival yvooTd 0Tt
AVEAVOLV TIG GLYKEVTPMGELS TG apmurpaloing (PAéme mapdypapo 4.8).

4.6 Tovipétnra, KOO Ko yorovyia

Kdnon

Agv égovv Tpaypotonom el emapkeic Kot KaAd eELeyYOUEVES SOKIUES PE aplTmpolOAN o€ EYKVOVG
yovaikes. 'Eyovv avapepBel ouyyevelg avopaiies” ®otdco, dev amodeiynke aitimdng oyxEon He v
apmmpalOoAn. Aokipég og melpapoatolma dev amoxkieiovv mhovr avarntvélokn toéikdtnto (PAére
mapdypao 5.3). Ot acOevelg mpémel vo evnuep®@VOVTOL OTL TPETEL VA, TO OVAPEPOLY GTO YLOTPO TOVG,
€aqv petvouv €ykveg 1 Tpotifevion va peivouy €ykveg Kotd ) didpketa g Oepaneiog pe apummpaloin.
AOY® avenapkovg TANPOPOPNONG Y10 TV AGPAAELN GTOV AVOPHOTO KOl T®V EPMTNUATIKMOV TOV
dnpovpyndnkav omd TG SOKIUES AVATOPAYMYNG GE TELPAUATOL®O, TO PAPUAKEVTIKO AVTO TPOTOV deV
TPETEL VO, YPNOILOTOEITOL 08 TEPITTWOT KONONG, EKTOG EGV TO AVOUEVOIEVO OQELOG diKaloAOYEL
cap®g Tov Thavo Kivouvo yia To EpPpuo.

Ta veoyva mov extifevtal og avtnyuymoikd (copmeptropfavouévng tng apimimpalding) Katd to Tpito
TPIUNVO TNG KNGOS, LATPEYOLY KIVOLVO Y10l ELOAVICT) aVETIOOUNT®V EvEPYELOV TEPIAAUPOVOUEVOV
TV EOMUPAUSIKOV 1)/KOL CUUTTOUATOV ATOGVPONG TOL HTOPOVV VO, TOKIAOVY 6€ GoPapdTnTa Kot
SLaPKELD LETA TOV TOKETO. YTAPYOLV OVAPOPES Y1 SIEYEPOT|, VIEPTOVID, VITOTOViE, TPOWO, VITVNALQ,
OVOTVELGTIKT OLoyEPELa 1 dlatapayr] ot cition. Katd cuvéneia, to veoyvd Ba tpémet va
mapokolovBovvral Tpocextikd (PAERE Tapdypapo 4.8).

Onioouog
H apumimpaldin/ ot petaPoliteg amekkpivovral 6to avOpodmvo untpkod yora. [pénet va anopoaciotel

€av Oa drokomei 0 Onhacpog 1 Oa dwukorel/oamopevybei | Oepaneio pe apimmpaloin, Aappdavoviog
VITOYN TO OPEAOG TOV ONAAGLOV Y10 TO o1 Kot TO OPEAOG TG Beparmeiog yia T Yuvaika.

Fovipétnra

H apimmpaloin dev emPapuve ennpedlet ) yovipdtmra, pe Pdon dedopuéva and peréteg
VAP Y YIKNG To&kdTNTOG.
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4.7 Emopaceig 6TV IKEVOTNTO 001]YN61S KUl YEIPIGHOD P avi|ndTtov

H apumimpaldin €xet pkpn €mg pétpla emidpact otny kavoTnTa 0dNYNoNG Kot YEPIGHLOD
pnyevnudtev, gottiog mBovmv EVEPYELDY OTO VEVPIKO GUOTNIA KOl GTIV OPaCT), OTMG KOTOGTOAN,
vvnAia, cuykonn, Boumn 6pact, dmhonia (BAETe mTapdypoeo 4.8).

4.8 AvemOounteg evépyereg

Zovoyn Tov TPoil ac@oAsiog

O1 cuvnbéotepa ovapepPOLEVEG OVETIBVUNTEG EVEPYELEG GE SOKIUEG EAEYYOLEVEG LLE EIKOVIKO POPLLOKO
Nrav akabncio kot vavtio, kabe o epeavilopevn oe teplocotepo amd 3 % tav acbevov mov aafav
OtO TOL GTOUATOG OPUTITPAULOAT.

KatdAloyog avemQiuntmy EVEPYEIDV GE TIVOKO

H cvyvomta gppdviong tov avemBountov evepyeimv (AE) mov oyetilovtan pe tn Ogpaneia pe
aputinpaloin mapoatifetor 6tov axdilovbo mivaxa. O wivakag Exel dounbei pe Pdon Tig avemBOUNTEG
EVEPYELEC TOV avOPEPOMNKAY KATA TN SIEPKELD TOV KAVIKOV SOKIU®OV 17/K0L KOTA T XPHOT| LETA TNV
KUKAOQOPIO TOL QOPUOKEVTIKOV TPOTIOVTOG TNV ayopd.

‘O)eg o1 avemBounteg evépyeleg mapoTifevtaol Katd KaTnyopic 0pyovikod GUGTHIOTOS KoL GUYVOTNTOL:
oAb cuyvég (= 1/10), ouyvés (= 1/100 éwg < 1/10), oyt suyvés (= 1/1.000 émg < 1/100), ondvieg

(> 1/10.000 £mc¢ < 1/1.000), oA ondvieg (< 1/10.000) ko un yvmatég (dev umopovv vo, ekTiunfodv
pe Péon ta dwbéoipa dedopéva). Xe Kabe Katnyopio cuyvoOTnTaG, Ol AvemIBOUNTES EVEPYELEG
mapovctalovol Kot celpd ehivovsag cofapodtnToc.

H cvyvémto tov avemBountmv evepyeidv Tov avaeépnkay amd ) xp1ion LETA TV KuKAOQ@Oopio TV
(POPUOKEVTIKOD TPOIOVTOG GTNV Ayopd, OV UTTOPEL VoL TPOGIOPIoTEL KoOmG givat amoTélecio
avBopunTOV avapopmv. Katd cuvéreia, n cuyvomTo auTdv TV aVETIBOUNTOV EVEPYELDV
YOPOKTNPILETAL MG KU YVOOTNY.

Xoyvég Oy ovyvég Mn yvootéc

Awtapayés Tov Agvkomevia

GLILOTOM TIKOV KL Ovdetepomevia

TOV AEPPIKOV ®poppomnevia

GUGTIHNATOG

Awtapayés Tov AMlepyuc avtidpaon

OVOGOTTOTIKOV (1. OVOPUAOKTIKY

GUGTI|LOTOG avtidpaon, ayyelooidnua
ooumepthappavopuévov
™G SOYKOUEVNS
YADOGOG, TOV OWONUATOG
YADGGOG, TOV OONUATOG
TPOCAOTOV, TOV
AALEPYLKOD KVIGLOD M
¢ Kvidwong)

Awtapayés Tov Yreprporaxtivarpio AwfnTiKd vTEPOOUOTIKO

EVOOKPIVIKOD Mewopévn tporaxtivn | kdpo

GUGTINOTOG TOV OUHOTOG Awfnrikn ketoéémon

Awtapayés Tov Saxyapmong dapng [ Yrepyrlvkopio Yrovotpopio

petopoilopod Ko Avope&ia

™S 0péyng
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Yoyvég

Oy ovyvig

Mn yvooetég

Yoyotpikég
owuTapayig

Abnvia
Ayxog
Avnovuyia

Kotdfiwyn
YrepoeovahkoTnTo

Amonepa avtoktToviog,
OVTOKTOVIKOG 100G UOG
KO KETMTUYNSY
avtoktovia (BA.
mapdypapo 4.4)
[MaBoroywn yopromai&io
Awtoapayég eELEyyov
TOPOPUTCEDY
Adnoaywn dotapayn
Qviopovia
[Topelopavia

EmBetikn cvpumepipopd
Aéyepon

Nevpkdtnra

Awtapayés Tov

VELPLKOD GLOTIILATOG

Axafnocia
E&omupaudikn
dtotapayn
Tpoépog
Kepahoryio
Kotaotoln
Yrvmiio

Zdn

Oyn dvoxvnoia
Avcrtovia

2HvOpoo avioL®mV
oDV

Nevponmrikd kokoneg
GUVOPOLLO

Zracudg YEVIKELUEVNG
emnyiog

2Hvdpopo GepoTovivig
Awzapayn Aoyov

O0p0aipikég
owutapayés

®aumn 6pacn

Aumhomio
Dotopofin

OpBaipoctpopikn kpion

Kaporakég
owTapayig

Tayvkapdio

Awpvidiog Bdvatog
Gyvootng attioloyiog
Kotuaxn toyvkapdio
diknv putidiov
Kotuaxég appubpieg
Kapdwokr avakomn
Bpadvkapdia

Avyyewokég
owtapayég

OpbBootatikn veotaon

Dreficn Opopfoepforn
(ovumepiapfavopévmv
TVELUOVIKNG EUPOANG KO
ev T Pabet phefixng
BpopuPmong)

Yréptaon

ZuyKom|

Awtapayés Tov

Aod&rykog

[Tvevpovia amd

OVOTTVEVGTIKOD €16poPNoN
GUGTI|LATOG, TOV Aopouyydonacuog
0dpoka kKot TOVL Eracpog
pecodmpaxiov GTOUOTOPAPVYYQ
Awtapayés Tov Avcrototnta Moayxpeatitida
YUGTPEVTEPLKOD Avcmeyia Avcpayio

Noavria Adppora

Ymepékkpion GLEAoL Kothaxn dvepopia

"Epetog

Avcopia TOL GTOUAYOV

Awtapayés Tov
NTOTOS KUL TOV
XOAMPOp®V

Hratwn avendpreio
Hratitido

12




Xoyvég Oy ovyvég Mn yvootég
AwTapayés Tov E&avOnpa
O£PIOTOG KL TOV Avrtidpaon amnd
VT060pLov 1670V potogvaicincia
Alomekia
Yrepidpwon
2ovopopo DRESS
(Avtidpaon 610 PappOKO
e NOCIVOPIAiD Kot
GUGTNKO GUUTTOUOTO,)
Awtapayés Tov PaBdopvdivon
JLVOGKELETIKOD MvaoAyia
GUGTI|LOTOG KO TOV Avoxkapyio
GUVOETIKOV 16TOV
Awtapayés Tov Axpdatelo o0pmv
VEQPAOV KUl TOV Koartaxpdnon obpwv
0VPOPOPMV 00DV
Koataotaoeig g 2Ovdpopo and amocupon
KOnong, TS Aoygiag POPUAKOV TMV VEOYVDV
KoL TG (PAéme mapaypoo 4.6)
TEPLYEVVITIKIG
TEPLOOOV
Awtapayés Tov [promopde
OVOTOPAYOYIKOD
GUGTI|LOTOG KL TOV
ROGTOV
Ievikég owtapayés | Konwon Awoapayn poduiong e

KOl KOTOOTAGELS TNG
0909 yopfiynong

Oeppoxpaciog (..
vroBeppia, mopetia)
BOwpakikd dAyog
[eprpepikod oidnua

Mapaxivikég
eetdosig

Mewwpévo copaTiKd
papog

Avénon Bapoug
Avénpévn
QULVOTPOVOEPAST| TNG
aiavivng

AvEnpévn aomapTikn
OLLLLVOTPAVOEPAOT)
Avénpévn yappa
YAOUTOLLATPOVGOEPACT
AvEnpévn ook
POCPATAON
Mopatetapévo QT
AvEnuévn yivkoln
aipatog

Avénpévn
yYAvkoluMmpévn
apoc@opivn
Awxopaven yAvkoing
aipotog

Avénpévn
KPEOTIVOQPMCPOKIVACT
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Ieprypaoen emrleyuévov oavembiunTmy EVEPYEIDOY

Evnlixeg

Elwnmvpoudixa ovurrouara (EI1X) Zyiloppévera: og o Lokpas Sapkelag eAeyyOLEVT SOKIUN

52 gfdopddmv, ot acbeveig mov Eafov apmmpaloin ELEAVICAY GUVOAKE UKPOTEPT] CLYVOTNTO
(25,8 %) EIE, neprrapPovopévav Mapkiveoviopuon, akadnoiog, duvotoviag katl duokivneiog, og
oVvyKplon Le exetvoug mov EhaPav Bepameia pe adomeptdorn (57,3 %). Ze pia dokun pakpdg
duapkelag 26 efOopAd®V, EAEYYOUEVT IE EIKOVIKO PApUaKo, 1 cvyvotnTo eppaviong EITE frav 19 %
v Tovg aobeveic mov ehauPovay aprmurpaloin kot 13,1 % ya tovg acbeveig mov edapPavay To
EIKOVIKO QappoKko. Ze pia GAAN eheyyOpevn ok HoKpag dudpketag 26 efdopdadwv, n cvyvotnta
gupaviong EINE nrav 14,8 % yia toug acBeveic mov elapPavay apumumpaloin kot 15,1 % yio tovg
acBeveic mov ehappavav oraviamivn.

Moaviaxa ereioodio oty Airodikn Awatapoyn tomov I — o o edeyyopevn dokun 12 efdopddwv, 1
ovyvotnra epeaviong EIZ frav 23,5 % yia toug acbeveig mov Erafov apurimpaldin kot 53,3 % yuw
Tovg acBeveic mov Ehafav ahomepldoAn. Xe pio dAAN dokyn 12 efdopddmv, 1 cuyvoTnTa ELEAVIOTG
EIIZ ftav 26,6 % yio toug acBeveic mov Edafav aprmmpaloin kot 17,6 % yuo avtovg mov Elafov
AlB10. X1 pokpdg drdpkelag paon cuvtipnong 26 RSOUAd®V oG SOKIUNG EAEYYOLEVNG LE EIKOVIKO
papuakxo, 1 cvyvotnta epeaviong EITE ftav

18,2 % yw tovg aoBeveic mov EhaPav apimmpaloin kot 15,7 % yio Tovg acbeveig mov Elafav
EIKOVIKO POPLLOKO.

Axabnoio.

e eleyyOpeves e EIKOVIKO PAPUAKO SOKILEG, 1| GLYXVOTNTA ELPAVIONG TNG akadnciog 6 dIMOAKOVG
acOeveic NTav 12,1 % pe v apurimpaloin kot 3,2 % pe to eiovikd edpuaxo. Xe aceveic e
oyloppévela  cuyvotnta eLdviong axadnociog Ntav 6,2 % pe v apumrpaloin kot 3,0 % pe 1o
EIKOVIKO PAPLOKO.

Avorovia

Enidpaon g Katnyopiog — Zvpntodpoto SuGTOVINS, TOPATETAUEVOL U1 PUGIOAOYIKOL GOGHOT LUTKOV
opddwv, pmopet va epeavicBodv oe gvaicOnta dropa Katd tig tpdteg nuépeg s Bepaneioc. Ta
CUUTTAOUOTO SVOTOVING TEPILAUPAVOVV: GTAGLOVS TMV HVGV TOV AOLOV, TOAAES POPEG EEEMGGOUEVOL
o€ 60oEIEN TOL AooV, SuGKOAIN KOTATOONG, SUGKOALN OVOTTVOT|G KOl TTPOEKPOAT TG YAdoGaG. Evd
TO GLUTTOUATO, AVTO UTOPEL VO ELPavIcBoV 6 YauUnAéS dOoELS, eppavifoviol cuyvOTEPA KOl LUE
HEYOADTEPT COPAPOTNTA LE OVILYVYWOOIKA QAPLOKO TPMTNG YEVIASG VYNANG SpacTIKOTNTAG KO LE
vynAoTepeS d6aelg avtdv. [Tapatnpeital avEnuévog kivouvog oEelag dvotoviag oe dppeveg Kot VEapPES
NAMKLOKES OULADES.

Ipoloxtivy

e KMVIKEG SOKIEG Y10 TIG EYKEKPIUEVEG EVOEIEELS KO COUO®VO LE OVOPOPES LETE TNV KLKAOQOpPiQ
TOV PAPUOKEVTIKOV TPOIOVTOC GTNV ayopd, Katd tn xprion aptmmpalding moapatnpndnke 1660
avénon 000 Kot PElMoT TNG TPOANKTIVIIG 6TOV 0pd, GE GUYKPLoT He TNV TN Pdong (evotnta 5.1).

Epyaotnpiaxés mopauetpor

Amb ™ ovykpion petald apmimpaldAng Kol EIKOVIKOD QapUAKoD, OGOV 0popd TO TOGOGTO TV
acOevVOV OV EUEAVIGOY SLVITIKE KAVIKMOG CTLOVTIKES 0ALAYES OTIC GUVIDELS EPYACTNPLOKES KOt
MmdakeS mapapéTpoug (PAETE mapdypa@o S5.1), dev TPOEKLYOV 1UTPIKMG GTUAVTIKES OLOUPOPES.
[MopatpnOnkoay yevikd mapodikés kKot acvuntopatikés avénoels g CPK (Kpeatvopmopokivdon)
070 3,5 % TV acbevov Tov eAdpupavay aputpaloin, oe cvykpion pe 1o 2,0 % Tov acbevav Tov
Elafov EKoViKO PAPUAKO.

Hodrorpikde TAnbvoude

Zyiloppévera ae epnfovg nlikiog 15 etwv kar avw
e Bpoyeiog S1apkelag EAEYYOLEVT LE EIKOVIKO PAPLOKO KAVIKT doKir, Tov meptedapPave 302
epnPovug (13 émg 17 etdv) pe oxlloppévela, 1 GLYVOTNTO Kol TO €100G TV AVETIBOUNTOV EVEPYEIDY
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Ntav TopOUOLES Le EKELVES TV EVNMK®V, EKTOG OO TIG AKOAOVOESC avEMBVUNTES AVTIOPAGELS TTOV
avaeépnkav cvyvotepa og epnouvg mov Edafav apmumpaloAn, an’ 0,TL 6€ vnAikovg mov EAafov
apumimpalOAn (Kot GuYVOTEPA G GYECT LLE TO EIKOVIKO PAPLOKO): YTVNAI/KOTAGTOAN Kot
e&omupapdikn Swatapayn avaeépdnkav moid cuyva (= 1/10), kot Enpoctopia, avénuévn dpetn ko
opBootatikn votaon avaeépdnkay cuyva (= 1/100, < 1/10). H ewdva acpareiog o avoryt) Sokiun
enéktaong 26 efdopddwv NTov Topdpoa pe ekeivn mov topatnpndnke otn Ppayeiog ddprelog
ELEYYOUEVT UE EIKOVIKO PAPLOKO OOKIUY.

To mpoPik aoPAAeNG POG LOKPAG SIAPKELNS, OUTAL TOPANG, EAEYXOUEVNG LLE EIKOVIKO (PAPLLOKO
UEAETNG MOV EMIONG TOPOUOL0, EKTOG 0O TG akOAOLOES avemBOUNTEG AVTIOPAGEIS TOV avapEPONKaY
GLYVOTEPQ, GE GYEOT LE TOVG TOOLOTPIKOVG 0.60gVEIG TOL AGUPavaY EIKOVIKO PAPUOKO: HELWUEVO
ocopatikd Bapoc, avEnuéva enimeda voovAivng 6to aipa, appubuio kot Agvkomevia ovagéponkay
ouvyva (= 1/100, < 1/10).

210V opadomomuévo TAnBuepo oyxlloppevav epnfov (13 éng 17 etdv) pe ékbeon tave amod 2 ypovia,
1N CLYVOTNTA EULPAVIONS TOV YOUNADV EMTES®V TPOAAKTIVIG 6TOV 0pd o€ yuvaikes (< 3 ng/ml) kot o
Gvopeg(< 2 ng/ml) rav 29,5 % ko 48,3 %, avtiotoiywg. Ztov TAnbvcud oyloepevav epnpov

(13 émg 17 etmv) pe €kBeon oe 5 mg £wc 30 mg apummpaloAng Emg Kot yio 72 UVES, 1 cuyxvoTNTO
EUPAVIONG YOUNA®V eEMTES®V TPOAUKTIVIG 0po¥ ot Kopitowa (< 3 ng/ml) kot ota aydpla (< 2 ng/ml)
Nrav 25,6 ka1 45 %, avtietoiymg.

e 000 poxpdg dbpketog peréteg oe £pnPoug acbeveis (13 €wg 17 etdv) pe oxloppévela 1] SITOAKY
Swtapoyn mov Adppavay Oepaneio pe apumimpaloin, n EXITTOCN YOUNADY EMTES®V TPOAUKTIVIG
opoV ota Kopitowr (< 3 ng/ml) kot ota aydpla (< 2 ng/ml) jrav 37,0 % kot 59,4 %, avtictoiywe.

Moviaxa ersioodio Aimwolixng Arotapoync tomov 1 oe epnfovs nlikiog 13 etwv kot avw

H cvuyvomta kot 1o €idog Tmv avemBountov evepyeudv o epnfovug pe Auoikn Atatapoyr| tonov I
NTaV TOPOUOLES LLE AVTEC GTOVG EVIAIKEG, EKTOG amd TG akOAoVOES: TOAD cuyva (> 1/10) vvniia
(23,0 %), eEomopapdikn dwatapayn (18,4 %), axadnocia (16,0 %) ko kénwon (11,8 %), kot cuyvd
(= 1/100, < 1/10) GAhyog ve KOIAOKNG YDPOS, AVENUEVN KOPOLOKT GUYVOTNTO, OLENUEVO COUATIKO
Bapog, avénuévn 6peén, Loikég SecUIdMGELS Kot SUGKIVIGIaL.

Ot axdrovbeg avemBounteg evépyeteg giyav pia mlavy cuoyEtion HETaEd dO0TG Kol AmOKPIoNG:
eEomupapudikn dwtapayn (n cvxvotnta epdviong yo ta 10 mg frav 9,1 %, yw ta 30 mg nrav
28,8 %, Y10 1o €1KOVIKO Qapparo nTov 1,7 %) kot akadnoia (1 cuyvotnta epedviong yuo ta 10 mg
nrav 12,1 %, ywo ta 30 mg Nrav 20,3 %, ya 1o eikovikd eappoko ntov 1,7 %).

Ot péoeg petafolrég 610 copatiko Papog oe epnfovug pe Autohkn Atatapoyr tomov I, otig 12 kot
30 gPfdopddec yro v apummpaloin, frav 2,4 kg ko 5,8 kg, kot yio 1o ewovikd pdpuaxo nrav 0,2 kg
kot 2,3 kg, avtiotoiyme.

Z1ov modaTpikd TANBucUd n vIVNAL Kot 1) KOT®GT TTopatnpiinKayv tepiocotepo cuy v og acheveic
He SUToAIKY dlaTapayn, O€ GUYKPLoT HE Tovg acbeveic pe oylloppévela.

Z1ov modtaTpikd dumoAkd mAnBuoud (10 émg 17 etdv) pe €kBeon puéypt 30 efdopddeg, n cuyxvoTnTo
EUPAVIONG YOUNA®V EMTESOV TPOAUKTIVIIG 6TOV 0pd o€ Kopitowa (< 3 ng/ml) kot 6g aydpila
(<2 ng/ml) frav 28,0 % war 53,3 %, avTioTOiY®C.

HobBoloyikn eédptnon amo Toyepd Taryviolo kot GAAES OLOTOPOYES EAEYXOD TOPOPUNTEWY

[MaBoroywn e£aptnon amd TuyEPA T VIS, VTEPCEEOVAAIKOTNTO, MVIOLOVIO, KOl O POYIKT|
dlatapayn N KOTOVOYKOGTIKY VIEPPAyia UTopel va Tpokvyouv o€ acBeveic mov Aappdvouv Bepameia
pe apimmpalorn (BAéne mapdypago 4.4).

Avo@opd TOavoA0YOOUEVOV OVETIOVUNTMV EVEPYELDV

H avagopd mbavoroyoldpevev avemBountmv evepyeudv PETA amd T Yopnynon delng KukAopopiog
TOV POPUOKEVTIKOV TPOidVTOC givan onuavtikn. Exttpénel tn cvveyn mapakoiovdnemn g oxeong
0PELOVC-KIVOHVOL TOV QOPLOKEVTIKOV TPOTOVTOG. ZNTEiTal amd TOVG EMAYYEAUOTIEG VYEING VAL
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OVOPEPOVY OTOIEGONTOTE THAVOLOYOVLEVES QVETIOVUNTEG EVEPYELEG LEGM TOV EBVIKOD GUOTNULATOG
avaQopds mov avaypaeetor oto [apdpua V.

4.9 Ynepdocolroyia

2ZnuUeio KOl GUUTTMLLOTOL

A6 T1g KAMVIKEG QOKIUEG KOL TNV EUTELPIN PHETA TNV KUKAO(QOPIO TOV POPLOKEVTIKOD TPOIOVTOG GTNV
ayopd, dlameTtadnKoy aKkovcleg 1 eKkovoteg o&eieg vepdocoroyieg povobepaneiog pe apimmpaloin
o€ eviilikeg acbevelg, pe avapepbeiceg 600e1g ToL exTin®vTal puéEYpL Ko 1.260 mg, yopic Bavatovc.
To mBava 10TPIKOS CLOVTIKA oMUElR KO COUTTOHOTO TOV Topatnprinkay tepteddupavoy Anbapyo,
avENUEVN applokn mieon, vavniia, Tayvkopdia, vavtia, EUeTo Kot ddppota. Emmhéov, Exouv Anebel
avaPOpPES aKoVo10G LITEPOOGOLOYing oe povobepaneia pe apimumpaloAn (péxpt 195 mg) oe moudid,
yopic Oavatove. Ta mhavd wTpikdg coPfapd onpeio Kol CLUTTOUATO TTOV AVAPEPON KOV
mepleAdpfovay vTvnida, Tapodiky OTOAEW GUVEIONONG Kot EEOTVPAUIIKE GUUTTOUOTA.

Awoygipion vtepd0coAoYiog

H avtipet@mnion g vrepdocoAoyiog TPEMEL VA ETIKEVIPAOVETAL GTIV VITOGTNPIKTIKT Oeparneia, pe

ST pPNoN NG EMAPKELNG TOV 0EPAYDOYDV 00MV, TOV KAAOD AEPIGLOV KOl TG 0EVYOVIOOTG KO TNG
CUUTTOUOTIKNAG OVTILETOTIONG. @0 TtpEmel va AapfdveTor vTOYN 1 TOAVOTNTA EUTAOKNG TOAADY
POPUAKEVTIKGV TTpoiovTmv. [V avtd, Oa mpénel va EeKvael apEcms Kapdlayyelokn Tapakoiovdnemn, n
omoia Ba Tpémel va meprhapfavel NAEKTPOKAPIOYPAPIKY] TapaKolovOnon yia Tnv aviyvevon mbovov
appuOmv. Metd and omoladnmote domotouévn 1| Vontn Veepdocoroyia apumimpaloing, o achevig
Ba pémel va Ppicketon o€ 6TEVN 1TPIKTY EMIPAEYT KO TAPAKOAOVONGT|, LEXPLG OTOV OVOKALWEL.

Evepyog avBpaxag (50 g), xyopnyovuevogs pio dpa petd v apumimpaloin, eAdttoce T Crax TG

apummpaloAns katd 41 % mepinov kot v AUC kotd 51 % mepinov, vrodeikviovtag 0Tt 0 GvOpakag
umopel va glvar omotelecpuatikoc 6t Oepaneio g vIEPdocOAOYiaG.

Awoddiion

Av Ko 5gv VILAPYEL TANPOPOPNOT V1oL TNV EMIOPACT TNG AUOIOAIOTG GTNV OVTILETMOTION TG
vEPS0GOA0YING pE apimupalodn, 1 apodivAion eivar amiBovo vo eilvat YprGIUn GTNV OVIILETMTION
™G vePdOGOAOYiaG, EedN 1 opummpaloin decpueveTat oe VYNAO Pabud amd Tig TPOTEIVES TOV
TAQGLOTOG.

5. DPAPMAKOAOI'IKEX IAIOTHTEXZ

51 ®@oppokodvvopikés 1I010TNTEG

DoppokobepamenTikn KaTnyopio: YOYoANTTIKA, GALN avTyuy®moikd, kowdikdc ATC: NOSAX12

Mnyovioudc 8paong

"Exet mpotabel 6T1 1 amoteheopatikdTTo TG APTmpalOANg 6t oxilloepévela Kot T Aumolkn
Awtapayn tomov I emruyydvertal pe T HecOAAPNomn VOG GLVOVAGHOD A0 LEPIKO OYDVICUO GTOVG
vrodoyeic tng vromapivng Ds kot g ogpotoviving 5-HTia kot avtaymvicpod Tov vTodoyxemv g
oepotovivng 5-HTza. H apimmpaloin epeavice avtaymvieTIKES WO1OTNTEG GE LOVTEAN TELPANUTOLDMV
VTOTOULVEPYIKNG VIEPOPACTNPLOTNTOG KOl OYOVIGTIKEG 1O10TNTEG GE PLOVTEA TEPAPATOLD®V
VIOTOUVEPYIKTG VTTOdPAGTNPLOTNTOC. 1 Vitro, 1| apimimpalodn £6€1Ee VYA GUYYEVELN SEGHEVOTG LUE
Tovg vodoyeig g viomapivig D, kau D3, tng ogpotiviving 5-HTia kot 5-HToa kot pétpia cuyyévela pe
Tovg vodoyelg g vromapivng Da, g oepotovivng 5-HToc kan 5-HT7, kaBdg ko pe toug dApa 1
adpevepykovg kot Hi iotapvikog vrodoyeic. H aputmpaldin emiong £0e1&e pétpla cuyyévela
déopevong pe Ta onpeio ELAVaTPOSANYNG TNG GEPOTOVIVIG Kal O)L 0ELOCTLEIMTN GLYYEVELD LE TOVG
LOVGKAPIVIKOVG VIEOS0YELS. Ot OAMNAETIOPAGELS [LE VTLOSOYELS AAAOVS OTTO TOVG VITOTVTOVS TNG
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VTOTmOUivNg KO TNG GEPOTOVIVIIG LTOPOVV VAL EENYNOOVY UEPIKES amO TIG AALEG KAVIKEG EMOPACELS TNG
apmpalOANG.

Adoeig aprmmpaloAng mov kvpaivovtav amd 0,5 mg péypt 30 mg, mov yopnyndnkav pia popd
NUEPN OIS GE VY ATOUA Yo VO EPOOUASES, TPOKAAESAY L0 SOGOEEUPTMUEVT] LEIOT) TNG
déopevong g 'C-raclopride, vrokatactdtn Tov VIodoyia Da/Ds, GTOV KEPKOPOPO TVPTVEL TOV
EYKEPALOL KOl 6TO KEAVPOG TOV PAKOEDOVG TVPTVA, OTMG OLOTICTMONKE LLE TOUOYPAPIO EKTOUTNG
moltpovimv.

KMvikn omoTteAeGULOTIKOTNTO KOl 0GQAAELOL

Eviiixec

Zyiloppévero,

e tpelg Ppayeiog diapkelag (Teaodpmv £mg €61 efOOUAOMV) ELEYYOUEVES LLE EIKOVIKO QAPLOKO
doxipég, mov mepteAdpPavoy 1.228 gvihikeg maoyovteg omd oylloppévela, te BeTkd 1 apvnTika
oopnToOpata, 1 apmrpalOAn GLCYETICONKE e OTATICTIKG ONUOVTIKA PEYOADTEPES PEATIOCELS GTA
YUYOOIKE CUUTTOMOTO, GE GUYKPLOT LE TO EIKOVIKO (pAPLLOKO.

H apimimpaldin eival amoteAeGHOTIKN 6T daTipnon TG KAVIKNS Peltioong, katd ) didpKela
TapaTeEVOEVTS Bepameing og evijikeg acBeveic mov Exovv dei&et Lo apylKy avTOTOKPIoN o1
Oepameia. Te po eAeyyOpEVN LE OAOTEPIOOAT OKIUT, TO TOGOGTO TMV OVIATOKPIOEVTOV 060evmdV OV
Sltpnoav TNV avIomOKPIoT 6TO PUPUAKEVTIKO TPOidV, oTic 52 gfdopddec, NTov TOPOLOL0 KoL Yo TIG
dv0 opadec (apummpaloin 77 % kot adhomeptdoin 73 %). To cuvolikd T0606TO OAOKANp®ONG TNG
doxung frav onuavtikd vynAoTePo Yo Tovs acbeveis oe apurimpaloin (43 %), oe oyéon pe avTolg
o€ ahomepldoAn (30 %). Ot Tpaypotikég emdOGelS 6TIG KApakeg fabpoidynong mov
XPNOLOTOONKOV (O SEVLTEPOYEVT] KATOANKTIKA ornpueio, teptlopfavouévev tov PANSS kot g
KMpakag aétoddymong kotddiyme Montgomery—Asberg (MADRS), é3e1éav onuavtik| Pektioon, oe
oyéomn UE TNV OAOTEPLOOAN.

Te o eEAeYYOUEVT LLE EIKOVIKO OAPIOKO dOKIUT, didpKelag 26 fdopddmv, € eVAMKES
otafepomompévoug acbeveig maoyovteg and ypovia oylloppévela, 1 opdda g opummpaloing
TOPOVGIOCE OTUOVTIKA LEYAADTEPT LEIDON TOV TOGOGTOV VIOTPOTNG, 34 Yo STV OUASA TNG
aprmmpaloOAns kot 57 % 610 £1KOVIKO QAPLLOKO.

Avcnon Papovg

Xe KMVIKEG SOKIUES, 1) apmmpaloAn dev @AvnKe Vo TPOKAAEL KAVIKA onpavTtikn avénon Bapovs. Xe
po eAeyyopevn pe ohovComivn, STAG-TOPAR, ToAVEBVIKN doKiun Yo oxloppévera, SLapKelog

26 gfdopddmv, pe 314 eviiikeg acBeveic, Tng omoiog T0 TPOTUPYIKO KATAANKTIKO GNUEIO NTOV 1
avénon Bapovg, onpavtikd Aydtepot acbeveic mov Ehafav apummpaloin (n =18, 1 13 % tov
agloroynomv achevav) eppdvicav adEnon Papovs oe T0600To TOLVAYY IGTOV 7 Y TAVE OTd TNV
apykn Tiun (dnA. avénon tovrdyietov 5,6 kg v péon tiun apykov Papovg ~80,5 kg), oe chykpion
pe tovg acbeveic mov Elafav oraviamivn (n =45, M 33 % tov a&loloynclumy acOevaV).

MTO0UIKES TOPAUETPOL

2e opadOTONUEV AVAALGT] MTOUUIK®OV TOPAUETPOV OO EAEYXOUEVES LLE EIKOVIKO PAPLLOKO
KAWVIKEG SOKIEG OE EVIAIKEG, 1) aplmimpalOAn dev £0e1Ee va EmAyel KMVIKA OMUOVTIKEG LETOPOAEG OTaL
emimeda NG OMKNG YOANGTEPOANG, TOV TPLYAVKEPISI®MYV, TG MmonpmTeivng VYNNG Tukvotntag (HDL)
Kol TG Mmonpoteivng yaunAng mokvotntag (LDL).

Ipoloxtivy

Ta emineda g TpoAaktivig a&roroynnkav oe OAeS TIG SOKIUES, Y10 OAES TIG HOGEIS TNG
apumimpaloAng (n = 28.242). H cuyvotnto eLeAvIong VIEPTPOAAKTIVAIUING 1] a0ENONG TNG
TporakTivig ToV 0poY, o acbeveig mov AdpPavay Oepaneia pe apurimpaloin (0,3 %), Ntav mapdpola
HE TN cLYVOTNTA ELPaVIoNS o€ acbeveic Tov AdpuPavav gucoviko edpuaxo (0,2 %). [No acbeveic mov
Aappavav aputimpaloAn, o LECOG S1AUECOG XPOVOS LEXPL TNV Evapén NTav 42 NUEPES KoL 1] HEOT
dupkea NTov 34 nuépec.
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H cuyvomto epeaviong vaepmporaKTIvaLiog 1 HEIOONS TG TPOAUKTIVIG TOL 0pov G€ aobeveig mov
MapPovav Bepameio pe aprmmpaldin Nrav 0,4 %, o ovykplon pe 0,2 % o acbeveic mov AdpPavav
glovikod pdappaxo. o acBeveig mov AdpuBovay apummpaloin, o HEGOG S1AUeS0g XPOVOG UEXPL TV
évapén Nrav 30 nuépeg kai n péon ddpkela nTav 194 nuépeg.

Moviaxa Ereioodio oty Aiwotixn Awazopoyn tomov [

Yg d00 EAEYYOUEVEG LE EIKOVIKO PAPLOKO dOKIUEG povobepameiog petafAntg 600G, d1dpKeLog
TPV EfSopAd®V, ToL TEPlEAdUPavay acOEVELS Le Eva paviakd 1| HEIKTO ETEIGOO10 AUTOAKNG
Awzopayng tomov I, n apumimpaloin giye avoTePT AMOTEAEGUATIKOTITO, GE GYEOT] LLE TO EIKOVIKO
QAPLOKO, OTT) LEIMON TV LOVIOK®V ETELGOOIMOV Y10 YPOVIKO SLAGTNLO TPV ERSoUAd®V. Ot SOKIUEG
aVTEC TEPlEAdpPavay aoOeVEIS LE 1) YOPIG YUYOGIKE GUUTTOUOTA KO IE 1) YOPIC Tayein evailoyn
QAUCEWV.

e dokun povobepameiog otabepng 600MG, EAEYYOLEVNG LE EIKOVIKO QAPLLAKO, OLAPKELNG
POV EPSOUAd®V, TOV TEPLEAGUPavVE aoBEVEIG Le poviaKo 1) LEWKTO ENELTO010 AUTOAMKNG AlaTapayng
tomov [, ) apummpaloAn amETuyE VoL TAPOVGIACEL OVATEPT] UTOTEAECUATIKOTNTO OO TO EIKOVIKO

PAPLOKO.

e 500 eLEYYOUEVES LE EIKOVIKO QAPLLOKO KOl dPAGTIKO PApLaKo dokipég povobepameiog

12 gfdopddmv, o acheveig pe Eva poviako 1 LEKTO emeG0010 AtmoMkng Awtapoyng tomov I, pe n
XOPIC YOYMOIKA CUUTTOUATO, 1 OPUTITPALOAT TOPOVGINCE OVATEPT] OTOTEAEGUATIKOTNTA OO TO
EIKOVIKO PAPLOKO OTIC TPELS EROOUAdES Kat S1aT PO TOL OTOTEAEGUATOS, GUYKPiouN Le To AiB1o 1|
Vv oAomepldoAn ™ 121 gfdopdda. H apummpaloin £6eiée eniong, £éva m0606T0 060EVMY pe
GUUMTOUATIKT VPEST amo T povic GuYKPIGIHo pe To Aibto 1 v adomeptdoin ) 121 efdopdda.

e o EAeyXOUEVT] LE EIKOVIKO Qappako dokun €5 eBdopddmv, mov apopovoe o achevelg pe Eva
Hovioko 1 LEWKTO enelc0010 Aumolkng Awatapayng Tomov 1, pe 1 xopic Yuyx®oukd COUTTOIATO, TOV
dev avtamokpivovtay PePIK®G otn povobepameia pe Aibo 1 PaAnpoikd o Oepamevting eninedo opov
v 500 gfdopddes, N TpocHnkn apimumpaloAng g emkovpiky Bepaneio gixe G AMTOTELESO AVAOTEPT
OTTOTELEGUATIKOTITO 0T UEIMON TOV LOVIOK®V GUUTTOUATOV, G oYEon pe T povobepameio ABiov 1
BaAmpoikov.

e o EAeYXOUEVT] LE EIKOVIKO (APLOKO doKun 26 efdopddmv, Tov mapatddnke yio 74 efdouddes, o€
paviakovg acBeveic 6toug omoiovg emtedydnke Hpeon pe aputimpaloin kaTd T ddpKeLo Ao
otafeponoinong Tpv and TNV TVYXOOTOINGT, 1| APITUTPOLOAN TAPOVGINGE VIEPOYT], OE GYECT] LLE TO
EIKOVIKO PAPLLOKO, GTNV TPOANYT EXAVELUPAVIOTG TG OUTOMKNG dtaTapayns, Kupimg tpoiappdvovog
TNV VTOTPOTN| OTN Hovio, OAAG ATETVYE VO TAPOVGLAGEL AVAOTEPOTNTA EVOAVTL TOV EIKOVIKOD POPUAKOV
OTNV TPOANYN EMOVEUPAVIONG TNG KOTAOAYTG.

e o EAeYXOUEVT] LE EIKOVIKO QAPLOKO doKIUN 52 efSopddmv, o aoDEVEIG e VOl TPEYOV LLOVIOKO 1|
HEKTO eme1c0d10 AutoAikng Atatapayng tomov I, dnov emtevydnke cvveyng veoeon (KAipoka
a&loldynong poviag Young [Y-MRS] kot MADRS, pe cuvoiikn Badporoyio < 12) pe apummpaloin
(10 mg/muépa g 30 mg/muépa), g copmAnpopatiky og Aibo 1 faAnpoikd yuo 12 cuveyxdueveg
€BOopAdES, N CLUTANPOUATIKN APUTITPAlOAN E0E1EE VIEPOYT EVOVTL TOV EIKOVIKOD QUPUAKOV, LE

46 % peropévo kivovvo (khaopa kvdvvov 0,54) oty TpOANYT ETOVEUPAVIONG TNG SUTOAIKNG
Sdwtapoyns Ko katd 65 % peiopévo kivovvo (kKhaopo kvddvvov 0,35) oty TpOANYT ETUVELQAVIONG
NG HOaviog £VOVTL TOL CUUTANPOLOTIKOD EIKOVIKOD QAPUAKOV, 0ALG ATETVYE VO omodeiEeL VITEPOYN
£€VOVTL TOV EIKOVIKOD QAPLAKOL GTNV TPOANYT EXOVEUPAVIONS TG KOTAOAW™S. H cupuminpopatikng
apmpalOAN AmESEIEE VIEPOYN EVOVTL TOV EIKOVIKOD QapLLiikov ot devtepedovca LETpnon EkPaong,
6T0VG PBaBpoDc GUVOAKNG KAIVIKNG EKTIUNGTG - €kdoyn dimolikng datapoyng (CGI-BP), coPapotnta
acBévelog (povia). Xe avth T SoKIUN, 0L EPEVVNTEG Elyav YOopMYNOEL 6TOVG 0.60eVeiS gite AiBLo
avoyg doKung ite povobepamneio farnpoikod OGTE Vo TPOGIIOPIGTEL 1] HEPIKT UN avtamokpior. Ot
acbBeveic elyav otabepomomBel yio tovAdyiotov 12 cuveyxdpeves BSoUAdES e TOV CLVIVAGUO
apumipaloAng Kot idtov otabfepomointy 61abeong. Tt cuveyela, ol oTabeponompévol acbeveig
TUYOOTOMONKAY MOTE VO GLVEXIGOLV e ToV 1010 oTafepomomty| S1dbeong oe o SITAG-TVEAT SoKIUN
pe apummpaloAn N eikovikd eappako. Téooepig vroonddeg otabeponomtdv d1dbsomng a&loloynonkov
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G€ L0l TUYOLOTIONUEVT] Pdion: apummpaloin + Aibo, apurimpaloin + PoATPoiKd, EIKOVIKO QAPLOKO +
AiBro, ewcovikd pdppako + Bainpoikd. Ta tocootd enavolnyotntag Kaplan-Meier oe onotodnmote
€MeLG0010 0160e0mg Yo TO CLUTANPOUOTIKO BepamevTikd okéhog Ntav 16 % oe aputimpaloin + Aibo

kot 18 % og apimmpaloin + PoAnpoikd, oe cOyKkpion e 45 % og ekovikd eappoko + Aibo kot 19 %
o€ EWKOVIKO Pproko + Painpoiko.

Houdrorpikdc tAnbvoudg

Zyiloppévero e epRPovg

g eleyyOuevn LE EIKOVIKO PappoKo dokiun didpkelag &L efdopddwv, n omoia TepieAdpuPave 302
oytoppevikovg epnfoug acbeveig (13 éwg 17 etdv) mov mapovoialav BETIKA 1 opvnTIKE CUUTTOLOTA,
N apuminpalOAn GVoYETIGONKE LLE CTUTIGTIKMG CNUOVTIKA VYNAOTEPEG PEATIOCELS TV YUYDOCIKOV
CUUTTOUATOV, GE CUYKPIOT] LLE TO EIKOVIKO QAPLOKO. ZE VIO-avAAvoT epnfov acBevov nlkidv 15
£€w¢ 17 et@v, mov eKTPOcOTOVGE T0 74 % TOL GLVOAIKOD TANOLGHOV TG dOKIUNG, TopaTPHONKE
SloTpMoNn TOL ONOTEAEGHATOG KATA TNV eMEKTACT 26 gBSOUAd®V TG AvOoyTNG PAGNG TNG SOKIUNG.

g o TuY oo UEVT], SUTAG TOPAT], EAEYYOUEVT] LLE EIKOVIKO QAPUOKO UEAETT), dtdpkelag 60 g

89 gfdopddmv, oe Epnpovug acbeveic (n = 146, nhwiag 13 éwg 17 etdv) pe oxloppévela, vanpye po
GTOTIOTIKA GTILOVTIKT S1POPd GTO. TOGOGTA VTOTPOTNG YOYWOOIKMOV CUUTTOUATOV HETAED TOV
opadwv mov Adppavay Oepaneia pe apurimpaloin (19,39 %) kot avtdv mov Adpfavay elKoviko
eappaxo (37,50 %). To onueio extipnong tov Adyov kvdvvov ftav 0,461 (95 % ddotnpa
gumotoovvng 0,242 ¢mg 0,879) 610 chHVoLo ToV TANBVGLOV. ZTNV OVAALGT TOV VTOOUAd®V TO OTUEiD
eKtTiumong tov Adyov Kvdvvov ftav 0,495 yia acBeveig nhikiog petald 13 kot 14 etodv, o oyéon pe
0,454 yio aoBeveic nhikiag petalv 15 ko 17 etov. Qo1600, 1) €KTiPNOTN TOL AdYOV KIVOHVOL 6TV
opdda pe toug mo veapovg acbeveis (13 €wc 14 etmv) dev NTav axpiPnc, avikatontpiloviog Tov
pikpotepo apfpd aclevav oty ev Adym opdda (apumumpaloAin n = 29, gikoviko eapuoko, n = 12),
KOl TO SIAGTNHO EUTIGTOGVVIG Y10 LTV TNV gKTipnon (to omoio kvpowvotav amod 0,151 éwg 1,628)
dev en€Tpeye va cuvoBovv GUUTEPACLLATA, OGOV APOPA GTIV TAPOLGia BEpUTELTIKNG dPAONG.
AvtiBétmg, To dtdotnua gumietoouvng 95 % yio Tov Adyo Kivdhvou 6TV DTOOUAdN LE TOVG
peyardtepovs acbeveig (apumumpaloin n = 69, sucovikd eappoxo n = 36) Hrav amo 0,242 £mg 0,879,
omoTE TV dVVATO VO cLVOYDEL CLUTEPAGO GYETIKG e TN BEPOTEVTIKN dPAGT GTOVG UEYUADTEPOVG
acBeveic.

Moaviaxa emeioodio Aimolicng Aratapaync tomov I o€ moudid kot epnfovg

H apumimpaldin peremOnke oe pio eAeyyOUEVT LE EIKOVIKO PAPLOKO SOKIUT OEpKELOG

30 gfdopdadmv, n omoia mepterdpfave 296 modid ko pnPoug (10 émg 17 gtcdv) mov mAnpovcay Ta
Kkprripre Tov DSM-IV (Aoyveotikd Kot 6TatioTikd £YYEPIO0 TMV YOYXIKOV S10TAPOYMDV) Y10
Aol Atatapoyn TOmov I e poviakd 1 KT emeeoo1a, pe 1 Yopic WuxmotKd YopoKTpLoTIKA,
won etyov pia Padroroyio Y-MRS > 20 katd v évopén. Meta&d tov acBevav mov cupmeptinednkoy
otV apyK ovéAvon arotelecuatikotntas, 139 acbeveig eiyav og cuvumdpyovsa dibyvoon AEITY.

H apumimpaldin tav avdTepn TOL £1KOVIKOD GOPUAKOV GTN UETAPOAT OO TNV apyLIKN T TNV
eBdopdda 4 kot v gfdopdda 12 otn cuvorikn Pabuporoyia Y-MRS. Xe pia post-hoc avdivon, n
Belticon o€ oyéon pe TO EIKOVIKO PAPIOKO TV TLO EVIOVT] GTOVS OOOEVEIS UE GLVLTAPYOVGO
AEITY, o€ c0ykpion pe v opdda yopig AEITY, dnov dev vanpye Kopio dSapopd omd To EIKOVIKO
@apuaxo. Agv damiotm®OnKe TPOANY™ TNG VTOTPOTHC.

Ot o cuyva gpeoviopeveg avemBounteg evépyeleg otovg acbeveic mov Aappavovy Oepamneia pe

30 mg rav eEmmvpaudikn datapayn (28,3 %), vevniia (27,3 %), keparokyia (23,2 %), kot vavtio
(14,1 %). H péon avénon tov copatikod Bapovs oe ddotnpa Bepaneiog 30 fdopdadmv nrav 2,9 kg,
o€ ovykpion pe 0,98 kg otovg acbeveic mov Elafav Bepancio pe euKoviKod @ApUAKO.

EvepeOiorotnro. ayeti{ouevn pe avtiotiki] dratopoyn o€ Toilotpikois acbeveis (PA. mapaypopo 4.2)

H apimimpaldin perembnke oe acBeveig niciog 6 £mc 17 e1dv o€ 600 ELeYXOLEVES LLE EIKOVIKO
PAPUAKO SOKIUEG SLAPKELNG OKTD ERSOUGdV [pe pia petafAntn) 66on (2 mg/muépa Eog 15 mg/muépa)
kot pe o otabepn| 60om (5 mg/Mmuépa, 10 mg/muépa 1 15 mg/muépa)] Kot og pia avoryti SoKiun

52 eBdopdadmv. H yoprynon d6ong oe antég Tig dokipéc Eekivnoe pe 2 mg/Mmuépa, avénbnke ota
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5 mg/mpépa petd anod pa efdopdda kot avsavotav avda S mg/muépa oe efdopadiaio Tpocavénon
péxpt T otoyevpévn 6oon. [lave and 75 % v acbevadv ftav kato Tov 13 etov. H apummpaloin
TOPOVGIOCE GTATIOTIKA OVATEPT] OMOTEAECLATIKOTNTO, GE GYECT LE TO EIKOVIKO PAPLOKO GTNV
KAlpoka Evepebiotomtag EAéyyov [Mapekikhivovoag Zvpumeprpopds. Qotd00, 1 KMVIKT GXECT] 0VTOD
TOV gVPNUATOG deVv €xel TekuNPLbel. To mpoeik acpdielng copnepierdpupave avénon Papoug kot
aArayég ota emineda mpoAaktivine. H didpkeia tng pakpds d1dpKelag doKUng ac@dielog meptopiotnKe
oTig 52 gfdopades. Ttig opadomomuéveg dokipég o€ acbeveic mov Elafav Oepaneio pe apumimpaloin,
1 CLYVOTNTO ELPAVIONC TOV YOUNADV EMTESWOV TPOAAKTIVIG GTOV 0pd o€ Kopitola (< 3 ng/ml) kot o
ayopa (< 2 ng/ml) Rrov 27/46 (58,7 %) ko 258/298 (86,6 %), avtiotolymg. Te eAeyXOUEVES OOKIUES
HE EIKOVIKO PappoKo, N péon avénon Papovc Ntav 0,4 kg yia to gikoviko gappoko kot 1,6 kg yia tnv
apmpalOAn.

H apumimpaldin perembnke eniong oe pio pokpds S1apKeLOg SOKLU GUVTNPNONG EAEYYOLEVT LE
EKOVIKO Pappoko. Metd amd po otabepomoinon 13 émg 26 efdopddmv oty apumimpaloin

(2 mg/mpépa €mg 15 mg/muépa), o1 aceveig pe otabepn avtamdKpion gite datnpndnKav ce
apmmpalOAn N LETEPNGOV GTO EIKOVIKO PAPLOKO Yo emmAéov 16 efdopddes. Ta TOG0GTH VITOTPOTNG
Kaplan-Meier xatd v efdopdda 16 nrov yio v aprmmpaloin 35 % kot yio 10 1KOVIKO QAPLLAKO
52 %. O oyetucdg kivovvog yio vrotpomr evtog 16 gfdopddav (aptmmpaloin/etkovikd AapHaKo) MTav
0,57 (un otatiotikd onuavtikn dtapopd). H péon adénon tov copotikod Bapovg Kotd T Sidpkela
g edong otabepomoinong (Léypt 26 efdopddes) pe aptmmpaldoin ntav 3,2 kg, Kot pio mepottépm
péon avénon g t1aéng tov 2,2 kg yo mv aputinpaldin, o€ ovykpion pe 0,6 kg yio To gucovikd
papuako, Tapatnpndnke ot devtepn paon (16 efdopddesg) tng dokiung. EEmmupapuduca
cupmTOpaTo avapEpOnKay Kuping Kotd v don e otabeponoinons o 17 % tov achevav, pe to
6,5 % vo TopoVGLAlEl GLUTTOUOT TPOUOV.

Tix mwov oyetilovrar ue 1o avvopouo Tourette o Tardiatpikois aobevels (Préme mapaypapo 4.2)

H amotelecpatikotta g apumimpaloing peretninke oe Toaudotpikovg acbeveis pe cuvopopo
Tourette (apimmpaloAin: n =99, gucovikd eappoko: n = 44) g Lo TVXOOTOUUEVT, SITAG TVPAY,
EAEYYOUEV UE EIKOVIKO PAPUOKO HUEAETT OKTHD EPSOUAS®V, YPNCUYLOTOIDVTOS Y10 TIG OLLASES VO
oyfua BepamevtiKng aymyng otadepnic doong pe Paom to Papog, EVavTL Tov EDPOVG dOGEMV OO

5 mg/muépa émg 20 mg/Mmuépa, kot pe d6om Evapéng 2 mg. O acbeveic tav omd 7 £og 17 etdv Kot
nmapovciocay péco 6po Pabuoroyiag 30 oto Total Tic Score tng KhMpokag Yale Global Tic Severity
Scale (TTS- YGTSS) otv apywn . H aputmpaloin enédei&e Pedtioon ot petaforn tov TTS-
YGTSS amd v apyikn Tiun €og tnv 0ydon efdoudda katd 13,35, yia v opdda xopuming 66omg
(5 mg 1 10 mg), kot xotd 16,94 yuo tnv opdda vynAng d6ons (10 mg 1 20 mg), o€ cHyKpion Le o
Bektioon xatd 7,09 mov onpetmdnke 6TV opdda TOL EIKOVIKOD GOPUAKOD.

H anotelecpotikdmnto g apuminpalding o moudtaTpikovg acbeveic e ohvdpopo Tourette
(aprmmpaloAn: n = 32, eicoviko edppoxo: n = 29) a&oAoynOnke, exiong, Le Evo EVEAKTO €0POG
do6cemv and 2 mg/muépa émg 20 mg/muépa Kot d6om Evapéng 2 mg, G Lo TUYALOTOMUEVT, OITAL
TUQAT, EAEYXOUEVT] LE EIKOVIKO Qappako perétn 10 efdopddwv, n omoia de&nydn ot Notwa Kopéa.
Ot acBeveic NTav amod 6 émg 18 etdv kot mapovsiocay péco 6po Pabuoroyiog 29 oto TTS-YGTSS
oV apykn T, H opdda g apummpalding enédeiée Bertimon katd 14,97 ot petafoin tov TTS-
YGTSS amo v apyikn Ty €éog tn 10n efdopdda, oe ouykpion pe po Bertioon katd 9,62 otnv
OLLASA TOV EIKOVIKOD QOPHAKOV.

H icdhvikn cuvaeeta yior Ty amoTeAESLOTIKOTITO TMV EVPNUATOV deV £xel TEKUNPLOBEl Yo Kapia omd
avTES TIG dVO Ppayeiog didpkelag dokipues, Aappdavovtog voyn to péyedog g enidpacng g
OepameVTIKNG Ay®YNG, GE GOYKPLOT LE TN UEYAAN EMIOPOOT) TOV EIKOVIKOV QAPUAKOL KO TIS AGAPELG
EMOPACELS GYETIKL LLE TNV YUYOKOWAOVIKY AETOVPYIKOTNTO. AgV LVITApYoLV Srobécia pokponpdbeoua
oTotKEln, OGOV APOPA TNV ATMOTEAECUATIKOTNTO KoL TNV AoPAAEL TNG aptmimpalOAng yio avt ™
YopoKTPLOUeEVN a6 SLKVUAVOELS dtoTapayn.

O Evponaikoc Opyaviopog @apudxkmv £xet ddGeL avafoin amd TNV LTOYPEMGT VIOPOANG TMV

OTTOTELECUATOV TOV PEAETMV UE TNV opuTmpalOin, G€ pia 1| TEPIGGOTEPEC VITOKOTNYOPIES TOV
madTpKov TANOLG LoD, ot Bepaneia Tng oxlloppévelong kKot 6tn Bepameio TNG SUTOAIKNG
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ouvalsOnpotikng dratapayng (Préne mapdypago 4.2 yio TANPOPOPIEG CYETIKA LE TNV TOUOLOTPIKN
xpfion).

5.2 ®appokokivnTikéc 1O10TNTEG

Amoppdoenon

H aprmimpaldin anoppo@dtor KoAd, LE TIG HEYIOTEG CUYKEVIPMOELG GTO TAAGHO Vo eppavifovTol péca
6€ TPEIC £0¢ TEVTE OPEG amd TN yopnynon. H aputmpaldin veictatol eEAGyIGTO TPOKATUPKTIKO
ovoTNUIKO petaforlcopd. H amdlvtn Prodabecyuotnta petd tn Afyn diokiov omd 1o oToOp eivat

87 %. 'ebpa TAOVG10 G€ AMmr dev €xEL Kapio XidPACT OTN PAPLOKOKIVITIKY TG apumimpaloing.

Katavoun

H apumimpaldin katovépetotl evpEmg 6 OAO TO CAOUO [LE PALVOUEVIKO OYKO katovouns 4,9 1/kg, mov
delyvel extetapévn eEmayyelokn Katavoun. e 0epamenTikéG CLUYKEVIPMGELS, 1) aplmimpalOoAn Ko
debdpo-apumimpaloin decpedovial and TIC TPOTEIVES TOL OPOV GE TOGOGTO UEYUAVTEPO amd 99 %, Kot
Kupiog omd v aAfoouivn.

Blouetaoymuoticudg

H aptmimpaloin petaforiletor ekteTopéva amd To NIap Kupimg e TPELS 0000G PLOUETATPOTNG:
aQLOPOYOVWGT, VOPOELVAImOT Kot N-aroaAkviimon. Me Bdon dokiuég in vitro, ta éviopa CYP3A4
ka1 CYP2D6 givar vrevfuva yio tnv agudpoydvmon kKot vdpo&uiimen g aputimpaloing Kot m
N-anooikviioon katadvetar omd to CYP3A4. H apumumpaldAn givar to enkpotéctepo Bepoamevtikd
TUNLLO TOL POPUOKEVTIKOD TPOIOVTOG GTI GLGTNUIKN KVKAoPOpia. Xt otadepomomuévn Katdotaon,
1N debdpo-aptmmpaloin, o evepydg HeTafoAitng, avimposwnevel mepinov to 40 % tov AUC g
apmrpafOANG 6TO TAGGLLA.

Amofoln

Ot péoeg Tipég nuilmng anofoirg g aptmmpaloAng ivor mepimov 75 dpeg 6 0VGiEg TOV TPOKAAOVY
exteTopévo petafoitopd tov CYP2D6 ko mepinov 146 dpeg og ovoieg mov mpokolovv acbevn
petaforiopd tov CYP2D6.

H oA kdBopon tov opyaviopod yia v aputimpaloin eivar 0,7 ml/min/kg, mov givar kvpimg
NTATIKN.

Meté omd pior eQAmas and Tov 6TOPNTOC ddoT aptmmpalding emonuacuévng pe [*C], nepinov to

27 % g yopnynBeicog padievépyetog avaktnOnke ota ovpa Kot mepimov to 60 % oo KOTPOVA.
Aryotepo and 1o 1 % g avarrointg apummpalding arofAndnke ota ovpa kot tepimov to 18 % ota
KOTPOVO.

Hodrorpikde TAnbvoude

H goppokokivntikny g aputimpaloing kot g deddpo-apimimpalding o€ Toidlotptkovg acbeveig
nikiog 10 éwg 17 etdv NTOv mapdHOLo Pe EKEIVI TOV EVNAKOV, HETE 0o S10pOmON Yo TIG SLPOPES
TOV COUATIKOV Bopiv.

DopUOKOKIVITIKY GE E0IKEC OUddEC aoOeEV@DV

Hlxiwuévor

Agv vTapyovV S10POPES GTI| POPLOKOKIVITIKT TNG aplmipolOAng HETOED VYOV NAKIOUEVOVY KoL
VEMTEPWV EVNAIK®V, 00TE LILAPYEL KATO10 OVIYVEDSLUN EMIOPAOT TNG NMKING OE L0 QUPUOKOKIVITIKN
avdAvcT Tov TANBLGUOD TV TaGYOVTI®V 0Tt G OPPEVELD.
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Doro

Agv VapYovV SUPOPES GTN PAPLAKOKIVITIKN TG ApmpalOANG HETAED VYOV AVOPOV KOl YOVOIK®V,
00TE TOPATNPELTOL AVIYVEDGIU ETIOPAGT) TOL PUAOV GE L0 POPUAKOKIVITIKI AVAAVGT] TOV
TNOLG OV TV TacYOVTOV 0o oYloppiveld.

Kanmviouo
H a&loldynon g eapuokoKvnTIKHG 6ToV TANOVGHO, OeV AmOKAADYE KAVIKMG GTLOVTIKEG
EMOPACELS 0 TO KUTVIGLO OTN QAPHOKOKIVITIKY TNG opuTimpalOANG.

Doty
H a&oAdynon g eaprakoKivnTiKig 6Tov IANOuc o dev amokdAvye KAmold EVOEEN Y10 KAVIKADG
GMNUOAVTIKES SLOPOPES TOV VOL GUVOEOVTOL LLE T GUAT OTI] QOPUAKOKIVITIKT TNG aplmirpoaloAng.

Negpixn dvolertovpyio.

Ta QopUAKOKIVITIKG YOPAKTNPLOTIKA TNG opumimpaloing Kot g 6ebdpo-apimumpaloins Ppédnkav va
givon mapopola og acbeveig pe cofapn VEPPIKN VOGO, GLUYKPIVOUEVA LLE VT GE VEAPOVS VYIELG
ebelovtég.

Hrozikn dvalerrovpyio

Mua Sokipn pe epdanag doom e dtopa pe dtdpopous Pabrovg Kippmaong tov ratog (katnyopies A, B
kot C xatd Child-Pugh) dev anokdivye onpavtiky enidpacn g nratikng SuoAettovpyiog 6
(POPUOKOKIVITIKY] TNG aplmrpalOAng Kot tng debdpo-apmumpalOAng, 0AAG 1 dokiun mepleAdpfove
pnévo tpels aobeveig pe Kippmon Tov Nratog katnyopiog C, mov givarl avemapkeis yio v eEaymyn
GUUTEPUCUATOV Y10 TI LETOPOAIKT] TOVG IKAVOTNTO.

5.3 TIIpoxklvikd dgdopéva Yo TNV A6QIAELN

Ta pun kKAwvikd dedopéva dev amokaAdmTovy Wiaitepo Kivouvo yuo tov dvBpwno, pe Pdon tig
GUUPATIKEG SOKIUES POPUOKOAOYIKNG OGPAAELNS, TOEIKOTNTOG EXAVOLAUPBAVOUEV®Y OOGEDV,
YOVOTOEIKOTNTOGC, EVOEXOLEVIG KOPKIVOYOVOL SpAonG, TOEIKOTNTAG GTIV AVOTOPOY®YIKY IKOVOTNTO
Kol avamTuén.

Inpovtikég ToEIKOAOYIKES EMOPATELS TapatnpOnKay HOVO G€ OOGEIG 1| EKOECEIC TOL NTAV GTLLOVTIKA
TOPOTAV® 0O TN PEYLETN SO0 Yo TOV AvOpTo 1) £kBeom Tov £de1yve OTL Ol EMOPACELG AVTEG TV
TEPLOPIOUEVEG ] dev glyav Kapia oxéon pe TV KAVIKN xpnon. Avtég nepiehdpupavay:
docoeEaptdpevn TOEIKOTNTO TOV PAOLOD TV EMVEPPLII®V (GVCCOPEVST TNG YPOOTIKNG
MITOPOVOKIVIG 1)/KOoL OTTMAELN TOPEYYVUATIKMY KLTTAP®V) GE opovpaiovs, petd and 104 eBdopddeg pe
docelg 20 mg/kg/muépa émg 60 mg/kg/muépa (tpeig émwg 10 popég ™ péon tipn g AUC og
otafepomomuévn KatdotaoT 61N LEYLOTY TPOTEWVOUEVT] 6O Yo TOV AvOpwTOo) Ko avénon Tov
KOPKIVOUATOV TOL PAOL0D TOV ETVEPPLII®V Kol GUVOLOUCUEVOV 0OEVOUATOV/KOPKIVOUATOV TOV
PA0100 TV emveEPdimV og OnAvKovg apovpaiov, pe doom 60 mg/kgmuépa (10 popéc tn péon Tiun
g AUC otafBepomoinpuévng Katdotaong ot HEYIOTN GUVICTOUEVT 066 Yo Tov avBpwmro). H
VYNAOTEPT £KBEOT TTOL dEV TTPOKAAEL EUPAVIOT] OYK®V G€ ONAELS apovpaiovg NTOV EXTOTAACLO TNG
€kBeong Tov avBpdTOL 6TN GUVIGTONEV dOOT).

"Evo coumAnpopotikd dpnua ntav n yoloAdicon, ocav arnotéhecpa tng Kobilnong tov Deukmv
ovlevéemv Tav VOpoLu-peTafolitdv TG apmmPalOANg 6N YO TV T KOV, PLETE 0md
emavolopPoavopeveg amd Tov otopatog 60coelg 25 mg/kgmuépa €og 125 mg/kg/muépa (Mia €mg

Tpelg eopéc t péon tiun s AUC otabeponompévng KaTdoToong 0T LEYIGTN GUVIGTOUEVT] KAVIKN
doon 1 16 éwg 81 popéc T pEYIOT GUVIGTMUEVN OGN Yo Tov vBpwTo, Pacilopevn oe mg/m?). Ev
TOVTO1G, Ol GUYKEVIPMOGELG TOV OeuKkdv Tpoidovimv ou{evéng g vdpo&u-apumimpaloAng 6T YOAN TOL
avOpdOTOL OTIC LEYIOTEG TPOTEWVOLEVEG dO0ELC, 30 mg TNV NUépa, dev NTav TEPLEEOTEPO amtd 6 Yo TV
GLYKEVIPMOGEMV GTN YOAN Tov Ppébnkav otovg mofKovg otn dokiun didpketag 39 gfdopddov kat
elvon oD o kdtw (6 %) amd ta Ople TG in Vitro SoAvTdTNTOC.
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e doKpég emavalopPavopevns 001G e VEQPOUG poLPioVs Kol GKOAOVG, 1] EIKOVA TOEIKOTNTOG TG
apmmpalOANG NTOV cVYKpion He ekeivn mov mapatnpionke oe eviihika {da, kot dgv vnpée Evdelén
VELPOTOEIKOTNTOG 1] AVETOVUNT®V EVEPYELDY GTIV OVATTLEN.

Me Bdon o amoTeEAEoUATA LOG TAPOVS GEPAS KADEPOUEVOV ELEYY®V YOVOTOEIKOTNTOGC, 1
aputimpaloin Bempnnke 6t dev eivan yovoto&ikn. H aputimpaldin dev emPdpuve n yoviuotnta o
SOKIHEG TOEIKOTNTOG OvaTopay®YNS. Avartuélokn ToEKOTNTA, TEPIAAUPAVOUEVOV TNG
docoeEaptduevnc KaBLGTEPNUEVNG EUPPVIKNG 0GTEOTOINGTG KOl TV THAVAV TEPUTOYEVETIKMDV
EVEPYELDV, TOPATNPNONKE GE apoVPAioNg 68 SOGELS TOV EYOVV MG OTOTEAEGUA £KOEOT o€ EMimeda
youniotepa g Bepanevtikng 66ong (pe Baon v AUC) kot o€ KouvéLn g dOGELS TOV 0N YOOV GE
€xBeon kotd Tpelg Ko 11 opég peyarvtepn amd ) péon tiun s AUC otabepomompévng
KOTAOTOOTG 0T UEYIGTN CLUVIGTAOUEVN KAWIKT d6om. [Tapatnpndnke untpikn to&uodtnTo, 68 dOGEIS
TOPOUOLEG LE OVTEG TTOV TPOKAAOVV avamTuElakT To&kdTnTa.

6. OAPMAKEYTIKEX IAHPO®OPIEX
6.1 Kardhroyog ekdoymv

Hvupnvag diokiov

Kpvotaiiikn poAitoln
MikpokpuoTaAAlKn KutTapivn
[polerativomrompévo dpvio
Koppedhdln vatplovyos dtactavpodpevn
ZTe0TIKO LOYVAOLl0

Kaivupo diokiov

Aripiprazole Mylan Pharma 5 mg, diokio
Ivdwcoxappiviov (E132)

Aripiprazole Mylan Pharma 10 mg, dioxio.
0&gidio Tov c1dnpov koxkwvo (E172)

Aripiprazole Mylan Pharma 15 mg, diokio.
0O&gidio Tov cdnpov kitpvo (E172)

Aripiprazole Mylan Pharma 30 mg, diokio.
0O&gidio Tov cdnpov koxkwvo (E172)

6.2 Aocvppatétnreg

Agv gpappodletar.

6.3 Awrpkero Long

3 xpovia

6.4 Idwitepeg mpo@uAdters katd ™ @OAacn Tov TPoidvTog

DuAdooeTe OTNV OPYIKT GLOKEVAGIO Y10 VO TPOCTOTEVETAL OO TIV VYPUGIOL.
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6.5 ®von Kol GVGTATIKA TOV TEPLEKTY

Aripiprazole Mylan Pharma 5 mg, 10 mg, 15 mg xou 30 mg diokia

Adtpnteg Koyéreg and PA/AIu/PVC-@OAro arovpviov (koyéln alu-alu) og kovtid tov 14, 28, 56
kot 98 diokiov Kot avd povada doong 28 X 1 diokiov (Lovada d66Mc).

Aripiprazole Mylan Pharma 5 mg, 10 mg ko1 15 mg diokio,

®uaAn a6 HDPE pe fdwtod topa acporeiog yio moadid and morvaporvrévio (PP), pe evoopotopévn
aPLYPAVTIKN 0VGia, 6€ cuokevacio Twv 100 diokiwy.

Mmopei va. pnv KukAO(POopoOV OAEG Ol GUCGKEVAGIEG.

6.6 Idwitepeg mpo@uAGEEIS amdppryng

Kd&Be aypnoipomrointo goppokeutikd Tpoidv 1 VIOAELUO TPETEL VAL OTOPPITTETOL COLPOVA LE TIG
KOTA TOTOVG 10 VOVGEG GYETIKEG SLAUTAEELG.

7. KATOXOZX THX AAEIAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited

Damastown Industrial Park,

Mulhuddart, Dublin 15,

DUBLIN

IpAavdia

8. APIOMOZX(0I) AAEIAY. KYKAO®OPIAX

Aripiprazole Mylan Pharma 5 mg. diokia

EU/1/15/1005/001
EU/1/15/1005/002
EU/1/15/1005/003
EU/1/15/1005/013
EU/1/15/1005/014
EU/1/15/1005/021

Aripiprazole Mylan Pharma 10 mg, dwokia

EU/1/15/1005/004
EU/1/15/1005/005
EU/1/15/1005/006
EU/1/15/1005/015
EU/1/15/1005/016
EU/1/15/1005/022

Aripiprazole Mylan Pharma 15 mg, diokio

EU/1/15/1005/007
EU/1/15/1005/008
EU/1/15/1005/009
EU/1/15/1005/017
EU/1/15/1005/018
EU/1/15/1005/023
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Aripiprazole Mylan Pharma 30 mg, diokio

EU/1/15/1005/010
EU/1/15/1005/011
EU/1/15/1005/012
EU/1/15/1005/019
EU/1/15/1005/020

9. HMEPOMHNIA IPQTHXE ET'KPIZHX/ANANEQXHY. THX AAEIAX
Hpepopnvia tpdng €ykpiong: 30 Iovviov 2015

Hpepounvia televtaiog avavémong: 20 OeBpovapiov 2020

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agemtopepeic TANpoeopieg yia 10 TaPOV POPUOKEVTIKO TPOIOV ivor S1BEGILES GTOV SIKTLOKO TOTO
tov Evponaikod Opyoviopuod Gapudkmv: http:/ www.ema.europa.eu.

25



IMAPAPTHMA 11

MHMAPAXKEYAXTEXYIIEYOYNOI I'TA THN AITOAEXMEYXH
TQN ITAPTIAQN

OPOI'H IEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI TH
XPHXH

AAAOI OPOI KAI AITAITHZEIX THX AAETAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®PAAH KAI

AMMOTEAEZIMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MNPOIONTOX
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A. THAPAXKEYAXTEX YIIEY®OYNOI I'TA THN AITOAEXMEYXZH TQN ITAPTIAQN

‘Ovouo kot 61eV0vVeT TOV TUPUCKEVAGTMV TOV EIVOL DTEVOLVOL Y10 TV OTOOECILEVGT] TV TOPTIOWV

Pharmathen S.A.
6, Dervenakion
Pallini 15351
Attiki,

EALGSa.

Ul

Pharmathen International S.A
Industrial Park Sapes,

Rodopi Prefecture, Block No 5,
Rodopi 69300,

EM\ddo

270 £VTLTTO PUALO OONYIDV ¥PTONG TOL POPLAKEVTIKOD TPOTOVTOG TPETEL VO, OLVOLYPAPETOL TO GVOLLOL
ka1 1 dtevBvvon tov mapaywyol Tov eivar VIEHOBLVOG Yo TNV ATOSEGUEVGT TNG GYETIKNG TAPTIONS.

B. OPOI'H OI HIEPIOPIXMOI ZXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokeLTIKO TPOIOV Y10 TO OO0 AMALTEITAL LTPIKT] GUVTOYT].

I  AAAOI OPOI KAI AITAITHXEIX THX AAEIAY. KYKAO®OPIAX
. Ex0¢oc1g meprodiknc mapakorovdnong g acpdreras (PSURs)

Ot anmortnoelg ya v vofoirn twv PSURSs yio 1o ev AOym @appakevtikod mpoiov opilovtat 6tov
KOTAAOYO pE TIG uepounvies avapopds s Eveoong (katdAoyog EURD) mov mapatiBetorl oty
mapdypaeo 7, Tov dpbpov 107y, tng odnyiag 2001/83/EK kot kdbe emakdAovONg emMKopomoinong
OT®G OMNUOGIEVETAL GTIV EVPOTOIKT OIKTVAKT] TOAN Y10l TO POPLOKOL.

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

. Yyéo10 orwayeipiong Kivovvov (XAK)

O Kdroyoc Adeiag Kukhopopiag (KAK) Oa die&aydyet T 0mattovpeveg dpacTnploTnTEG Kot
TOPEUPAGELG POPLOKOETOYPVTVIONG OTWG Tapovstdfoviot 6to cuppwvndév TAK mov mapovoidletal
otV gvotnta 1.8.2 g ddetog KukAoPopiag Kot OTOlEGONTOTE EXUKOLOVOEG EYKEKPLUEVES
avafempnoelg tov TAK.

"Eva emixatporompévo LAK Oa mpénet va kotatedet:

. Metd and aitnpo tov Evporaikod opyavicpod Ooppdkoyv,

. OnoTEMMOTE TPOTOTMOLEITAL TO GVOTNHA Jlayeipiong KivdOvov, 81K MG OTOTEAEGO AYNG
VE®V TANPOQOPLDY TOV UTOPOVV VO ETLPEPOVY GNUOVTIKY] OAAQYT] OTT GXECT OPEAOVG-KIVOUVOL
N ©G AmOTELEGLLA TNG EMTEVENG EVOG GTLOVTIKOD OPOGTILOL (POPUOKOETAYpOTVIION 1)
gloyiotomoinon Kvdvvov).
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IMAPAPTHMA I1I

EIIIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIZHMANXH
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ENAEIZEIX I1IOY IIPEITEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Mylan Pharma 5 mg, diokia

apmrpalOAn

2. YYNOEXH XE APAXTIKH(EXY) OYXIA(EX)

Kd&be diokio mepiéyet S mg apurimpalOAng.

3. KATAAOT'OX EKAOXQN

[epiéyet portoln. Aeite to eOALO 0ONYIOV V1o TEPIOCOTEPEG TANPOPOPIES.

4. DOAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Aokio

14 diokio
28 diokia
56 d1okial
98 diokia
28 x 1 dwokio

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfdote 10 pUALO 0dNYIOV XPNOTG TPV Amd TN XPNON.
Amo6 otépaTog ypnon.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IPEINEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEITIOYN KAI
AEN ITPOXZETITIZOYN TA TTAIAIA

No puidocetar o€ Oéomn v onoia dev PAETOLV Kat dev Tpoceyyilovv To ToIdLd.

‘ 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

| 8.  HMEPOMHNIA AHEHE

AHEH
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9. EIAIKEX XYNOHKEX ®YAAEHX

DuAdooETE OTNV OPYIKT) GLCKEVAGIO Y10 VO TPOCTOTEVETAL OO TIV VYPUTIOL.

10. TAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN ITIOY NPOEPXONTAI AIIO AYTA, E®@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphovdia

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/15/1005/001
EU/1/15/1005/002
EU/1/15/1005/003
EU/1/15/1005/013
EU/1/15/1005/014

13. APIOMOX ITAPTIAAX

optida

‘ 14. TENIKH KATATAZEH I'lA TH AIAOGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Aripiprazole Mylan Pharma 5 mg

17. MONAAIKOX ANAT'NQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160166T0T0G YPAUUL®TOS KOOKAS (2D) mov gépet Tov TepinehEvTa LovadKO avaryvmploTiko Kootko
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18. MONAAIKOX ANATI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAEX AAOYMINIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Mylan Pharma 5 mg, diokia

apumitpaloAn

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited

3. HMEPOMHNIA AHZHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX I1IOY IIPEITEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Mylan Pharma 10 mg, Siokia
aputipaloin

2.  XLYNOEXH :E APAXTIKH(EZ) OYZIA(EY)

Kdé0e dioxio mepiéyet 10 mg apummpaldin.

3. KATAAOT'OX EKAOXQN

[Mepiéyetr partdln. Agite to EOALO 0OOMYIDOV Y10 TEPIOCOTEPEG TANPOPOPIES.

4. DOAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

Aokio

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

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote 10 PUALO 0INYIOV XPHOTG TPV ald TN YPNOT.
Amo otépaTOG XPNOT).

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

Na gurdocetor og BEon v omoia dev PAETOVV Kot dev Tpooeyyilovv Ta Toudid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

AHEH
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9. EIAIKEX XYNOHKEX ®YAAEHX

DuAdooETE OTNV OPYIKT) GLCKEVAGIO Y10 VO TPOCTOTEVETAL OO TIV VYPUTIOL.

10. TAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN ITIOY NPOEPXONTAI AIIO AYTA, E®@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphovdia

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/15/1005/004
EU/1/15/1005/005
EU/1/15/1005/006
EU/1/15/1005/015
EU/1/15/1005/016

13. APIOMOX ITAPTIAAX

optida

14. TENIKH KATATAZEH I'lA TH AIAOGEXH

DoproKeLTIKO TPOIOV Y10 TO OTOI0 AMALTEITAL LULTPIKT] GUVTAYTY].

| 15.  OAHTIEX XPHEZHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Aripiprazole Mylan Pharma 10 mg

17. MONAAIKOX ANAT'NQPIETIKOX KQAIKOX — AIZAIAXTATOX TPAMMOQTOX
KQAIKAX (2D)

A160106T0T0C YPOUU®TOS KddKaG (2D) mov gépel Tov TEPIANPOEVTO LOVOSIKO aVayVOPLOTIKO KOJIIKO.
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTERS) 'H XTIX TAINIEX (STRIPS)

KYYEAEX AAOYMINIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Mylan Pharma 10 mg, dwokia
apmrpalOAn

2. ONOMA KATOXOY THX AAETAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

EEQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Mylan Pharma 15 mg, Siokia
aputipaloin

2.  XLYNOEXH :E APAXTIKH(EZ) OYZIA(EY)

Kd0e dioxio mepiéyet 15 mg apummpaldin.

3. KATAAOT'OX EKAOXQN

[Mepiéyetr partdln. Agite to EOALO 0OOMYIDOV Y10 TEPIOCOTEPEG TANPOPOPIES.

4. DOAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

Aokio

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

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote 10 PUALO 0INYIOV XPHOTG TPV ald TN YPNOT.
Amo otépaTOG XPNOT).

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

Na gurdocetor g BEon v omoia dev BAEToLVY KoL dev Tpooeyyilovy Ta Toudid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

AHEH
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9. EIAIKEX XYNOHKEX ®YAAEHX

DuAdooeTe 0TV OPYIKT) GUOKEVAGIO Y10 VO TPOCTUTEDETAL OO TNV VYPUCIOL.

10. TAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN ITIOY NPOEPXONTAI AIIO AYTA, E®@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphovdia

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/15/1005/007
EU/1/15/1005/008
EU/1/15/1005/009
EU/1/15/1005/017
EU/1/15/1005/018

13. APIOMOX ITAPTIAAX

optida

14. TENIKH KATATAZEH I'lA TH AIAOGEXH

DoproKeLTIKO TPOIOV Y10 TO OTOI0 AMALTEITAL LULTPIKT] GUVTAYTY].

| 15.  OAHTIEX XPHEZHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Aripiprazole Mylan Pharma 15 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAZTATOX [PAMMQTOX
KQAIKAX (2D)

A160106T0T0C YPOUU®TOS KddKaG (2D) mTov gépel Tov TEPIANPOEVTA LOVASIKO OVAYVOPIGTIKO KOOIKO
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18. MONAAIKOX ANATI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
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EAAXIXTEX ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTERS) 'H XTIX TAINIEX (STRIPS)

KYYEAEX AAOYMINIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Mylan Pharma 15 mg, dwokia
apmrpalOAn

2. ONOMA KATOXOY THX AAETAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

EEQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Mylan Pharma 30 mg, Siokia
aputipaloin

2.  XLYNOEXH :E APAXTIKH(EZ) OYZIA(EY)

Kda0e dioxio mepiéyet 30 mg apummpaloin.

3. KATAAOT'OX EKAOXQN

Emiong mepiéyet: povoiidpixn Aaxtoln.

4. DOAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

Aokio

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

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpdote 10 PUALO 0INYIDOV XpYONG TPV amd TN YOPNYNON.
Amo otépaTOG XPNOT).

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

Na gurdocetor g BEon v omoia dev BAEToLVY KoL dev Tpooeyyilovy Ta Toudid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

AHEH
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9. EIAIKEX XYNOHKEX ®YAAEHX

DuAdooeTe OTNV OPYIKT) GUCKEVAGION Y10, VO TPOCTUTEDETAL OO TNV VYPUCIOL.

10. TAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN ITIOY NPOEPXONTAI AIIO AYTA, E®@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphovdia

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/15/1005/010
EU/1/15/1005/011
EU/1/15/1005/012
EU/1/15/1005/019
EU/1/15/1005/020

13. APIOMOX ITAPTIAAX

optida

14. TENIKH KATATAZEH I'lA TH AIAOGEXH

DoproKeLTIKO TPOIOV Y10 TO OTOI0 AMALTEITAL LULTPIKT] GUVTAYTY].

| 15.  OAHTIEX XPHEZHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Aripiprazole Mylan Pharma 30 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAZTATOX [PAMMQTOX
KQAIKAX (2D)

A160106T0T0C YPOUU®TOS KddKaG (2D) mov gépel Tov TEPIANPOEVTO LOVOSIKO aVayVOPLOTIKO KOJIIKO.
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18. MONAAIKOX ANATI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
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EAAXIXTEX ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTERS) 'H XTIX TAINIEX (STRIPS)

KYYEAEX AAOYMINIOY

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Mylan Pharma 30 mg, dwokia
apmrpalOAn

2. ONOMA KATOXOY THX AAETAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

EEQTEPIKO KOYTI ®IAAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Mylan Pharma 5 mg dwokia
aputipaloin

2.  XLYNOEXH :E APAXTIKH(EZ) OYZIA(EY)

Kd0e dioxio mepiéyet S mg apurimpaloin.

3. KATAAOT'OX EKAOXQN

[Mepiéyer partoln. o tepiocdTEPEG TANPOPOPIEG dEITE TO PVALO OINYIDV YPTOTG.

4. DOAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

Aokio

100 Awoxia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote 10 PUALO 0INYIOV XPHOTG TPV 0l TN YPNOT.
Amo otépATOG XPNOT.

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

Noa purdcoetar o€ Béon, TNV omoia dev PAETOLV Kot dgv Tpoceyyilovv o TOdLd.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX YYNOHKEX OYAAZHX

Duldooete GTNV APYIKN GLIAN Y10 VO TPOGTATEVETAL OO TNV VYPAGIAL.
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10.

IAIAITEPEX IPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTOQN 'H TQN
YIHOAEIMMATQN IIOY TPOEPXONTAI AITIO AYTA, E@OXON AITAITEITAI

11.

ONOMA KAI AIEYOYNXZH KATOXOY THX AAEJAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

12.

APIOMOZ(OI) AAEIAY. KYKAO®OPIAX

EU/1/15/1005/021 100 Atokio

| 13.

APIOMOZX ITAPTIAAX

[aptida

14.

I'ENIKH KATATAZH I'TA TH ATAGEXH

DopHoKEVTIKO TPOIOV Y10 TO OO0 OTALTEITAL LLTPIKT] GUVTOYY].

| 15.

OAHT'IEX XPHXHX

| 16.

INAHPO®OPIEX XE BRAILLE

Aripiprazole Mylan Pharma 5 mg

17.

MONAAIKOX ANAINQPIEZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

A160166T0T0G YPUUP®TOG KDOWKAS (2D) mov @épel Tov TEpN@OEVTa LoVadIKO avoyVOPLETIKO KOSTKO.

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

PC

SN
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ENAEIZEIX I1IOY IIPEITEI NA ANAT'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

ETIKETA ®IAAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Mylan Pharma 5 mg dwokia
aputipaloin

2.  XLYNOEXH :E APAXTIKH(EZ) OYZIA(EY)

Kd0e dioxio mepiéyet S mg apurimpaloin.

3. KATAAOT'OX EKAOXQN

[Mepiéyer partoln. o tepiocdTEPEG TANPOPOPIEG dEITE TO PVALO OINYIDV YPTOTG.

4. DOAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

Aokio

100 Awoxia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote 10 PUALO 0INYIOV XPHOTG TPV 0l TN YPNOT.
Amo o1épATOG XPNOT).

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

Noa purdcoetar o€ Béon, TNV omoia dev PAETOLV Kot dgv Tpoceyyilovv o TOdLd.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX YYNOHKEX OYAAZHX

Duldooete GTNV APYIKN GLIAN Y10 VO TPOGTATEVETAL OO TNV VYPAGIAL.
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10. IAIAITEPEX TIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTOQN 'H TQN
YIHOAEIMMATQN IIOY TPOEPXONTAI AITIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

12. APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/15/1005/021 100 Atokio

13. APIOMOX ITAPTIAAX

Moprtioa

14. TENIKH KATATAZEH I'lA TH AIAOGEXH

DoproKeLTIKO TPOIOV Y10 TO OO0 AMALTEITAL LLTPIKT] GUVTOYTY].

| 15.  OAHTIEX XPHEZHX

‘ 16. TTAHPO®OPIEX XE BRAILLE

17. MONAAIKOX ANAINOQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX - AEAOMENA ANAT'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI ®IAAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Mylan Pharma 10 mg diokia
aputipaloin

2.  XLYNOEXH :E APAXTIKH(EZ) OYZIA(EY)

Kdé0e dioxio mepiéyet 10 mg apummpaldin.

3. KATAAOT'OX EKAOXQN

[Mepiéyxet partoln. o tepiocdTEPEG TANPOPOPIEG dEiTE TO PVALO OINYIDV YPTOTG.

4. DOAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

Aokio

100 Awoxia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote 10 PUALO 0INYIOV XPHOTG TPV 0l TN YPNOT.
Amo otépATOG XPNOT.

6. EIAIKH ITPOEIAOITIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Noa purdcoetar o€ Béon, TNV omoia dev PAETOLV Kot dgv Tpoceyyilovv o TOdLd.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX YYNOHKEX OYAAZHX

Duldooete GTNV APYIKN GLIAN Y10 VO TPOGTATEVETAL OO TNV VYPAGIAL.
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10.

IAIAITEPEX IPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTOQN 'H TQN
YIHOAEIMMATQN IIOY TPOEPXONTAI AITIO AYTA, E@OXON AITAITEITAI

11.

ONOMA KAI AIEYOYNXZH KATOXOY THX AAEJAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

12.

APIOMOZ(OI) AAEIAY. KYKAO®OPIAX

EU/1/15/1005/022 100 Atokio

| 13.

APIOMOZX ITAPTIAAX

[aptida

14.

I'ENIKH KATATAZH I'TA TH ATAGEXH

DopHoKEVTIKO TPOIOV Y10 TO OO0 OTALTEITAL LLTPIKT] GUVTOYY].

| 15.

OAHT'IEX XPHXHX

| 16.

INAHPO®OPIEX XE BRAILLE

Aripiprazole Mylan Pharma 10 mg

17.

MONAAIKOX ANAINQPIEZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

A160166T0T0G YPUUP®TOG KDOWKAS (2D) mov @épel Tov TEpN@OEVTa LoVadIKO avoyVOPLETIKO KOSTKO.

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

PC

SN
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ENAEIZEIX I1IOY IIPEITEI NA ANAT'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

ETIKETA ®IAAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Mylan Pharma 10 mg diokia
aputipaloin

2.  XLYNOEXH :E APAXTIKH(EZ) OYZIA(EY)

Kdé0e dioxio mepiéyet 10 mg apummpaldin.

3. KATAAOT'OX EKAOXQN

[Mepiéyer partoln. o tepiocdTEPEG TANPOPOPIEG dEITE TO PVALO OINYIDV YPTOTG.

4. DOAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

Aokio

100 Awoxia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote 10 PUALO 0INYIOV XPHOTG TPV 0l TN YPNOT.
Amo otépATOG XPNOT.

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

Noa purdcoetar o€ Béon, TNV omoia dev PAETOLV Kot dgv Tpoceyyilovv o TOdLd.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX YYNOHKEX OYAAZHX

Duldooete GTNV APYIKN GLIAN Y10 VO TPOGTATEVETAL OO TNV VYPAGIAL.
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10. IAIAITEPEX TIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTOQN 'H TQN
YIHOAEIMMATQN IIOY TPOEPXONTAI AITIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

12. APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/15/1005/022 100 Atokio

13. APIOMOX ITAPTIAAX

Moprtioa

14. TENIKH KATATAZEH I'lA TH AIAOGEXH

DoproKeLTIKO TPOIOV Y10 TO OTOI0 AMALTEITAL LULTPIKT] GUVTAYT].

| 15.  OAHTIEX XPHEZHX

‘ 16. TTAHPO®OPIEX XE BRAILLE

17. MONAAIKOX ANAINOQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

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

53



ENAEIZEIX I1IOY IIPEITEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI ®IAAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Mylan Pharma 15 mg diokia
aputipaloin

2.  XLYNOEXH :E APAXTIKH(EZ) OYZIA(EY)

Kd0e dioxio mepiéyet 15 mg apummpaldin.

3. KATAAOT'OX EKAOXQN

[Mepiéyer partoln. o tepiocdTEPEG TANPOPOPIEG dEITE TO PVALO OINYIDV YPTOTG.

4. DOAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

Aokio

100 diokio

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote 10 PUALO 0INYIOV XPHOTG TPV 0l TN YPNOT.
Amo otépATOG XPNOT.

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

Noa purdcoetar o€ Béon, TNV omoia dev PAETOLV Kot dgv Tpoceyyilovv o TOdLd.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX YYNOHKEX OYAAZHX

Duldooete GTNV APYIKN GLIAN Y10 VO TPOGTATEVETAL OO TNV VYPAGIAL.
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10.

IAIAITEPEX IPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTOQN 'H TQN
YIHOAEIMMATQN IIOY TPOEPXONTAI AITIO AYTA, E@OXON AITAITEITAI

11.

ONOMA KAI AIEYOYNXZH KATOXOY THX AAEJAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

12.

APIOMOZ(OI) AAEIAY. KYKAO®OPIAX

EU/1/15/1005/023 100 Atokio

| 13.

APIOMOZX ITAPTIAAX

[aptida

14.

I'ENIKH KATATAZH I'TA TH ATAGEXH

DopHoKEVTIKO TPOIOV Y10 TO OO0 OTALTEITAL LLTPIKT] GUVTOYY].

| 15.

OAHT'IEX XPHXHX

| 16.

IHAHPO®OPIEX XE BRAILLE

Aripiprazole Mylan Pharma 15 mg

17.

MONAAIKOX ANAINQPIEZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

A160166T0T0G YPUUP®TOG KDOWKAS (2D) mov @épel Tov TEpN@OEVTa LoVadIKO avoyVOPLETIKO KOSTKO.

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

PC

SN
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ENAEIZEIX I1IOY IIPEITEI NA ANAT'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

ETIKETA ®IAAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Aripiprazole Mylan Pharma 15 mg diokia
aputipaloin

2.  XTYNOEXH :E APAXTIKH(EZ) OYXIA(EY)

Kd0e dioxio mepiéyet 15 mg apummpaldin.

3. KATAAOT'OX EKAOXQN

[Mepiéyer partoln. o tepiocdTEPEG TANPOPOPIEG dEITE TO PVALO OINYIDV YPTOTG.

4. DOAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

Aokio

100 Awoxia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfdote 10 pUALO 0dNYIOV XPHOTG TPV Amd TN XPTON.
Amd otépaTOg XpNON.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA TTAIAIA

No puidocetar o€ Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovv Ta ToIdId.

‘ 7. AAAH(EY) EIAIKH(EX) TIPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEX ®YAAEHX

Duldooete GTNV APYIKN GLIAN Y10 VO TPOGTATEVETAL OO TNV VYPAGIAL.
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10. IAIAITEPEX TIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTOQN 'H TQN
YIHOAEIMMATQN IIOY TPOEPXONTAI AITIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

12. APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/15/1005/023 100 Atokio

13. APIOMOX ITAPTIAAX

Moprtioa

14. TENIKH KATATAZEH I'lA TH AIAOGEXH

DoproKeLTIKO TPOIOV Y10 TO OO0 AMALTEITAL LLTPIKT] GUVTOYTY].

| 15.  OAHTIEX XPHEZHX

‘ 16. TTAHPO®OPIEX XE BRAILLE

17. MONAAIKOX ANAINOQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX - AEAOMENA ANAT'NQXIMA AIIO
TON ANOPQIIO
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B. PYAAO OAHI'TQN XPHXHX
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®Yrio 0oV xprong: Iinpogopisg Yo Tov ypioTn

Aripiprazole Mylan Pharma 5 mg, dwokia

Aripiprazole Mylan Pharma 10 mg, dwokia

Aripiprazole Mylan Pharma 15 mg, dwokia

Aripiprazole Mylan Pharma 30 mg, dwokia
aputimpaloin

AWPacTe TPOGEKTIKA 0AOKANPO TO GUALO 0N VLAV YP1ONG TPLV O.PYIGETE VU TALPVETE GVTO TO
PAapPLAKO, FOTL TEPLLAUPAVEL ONPAVTIKES TANPOPOPIES Y10 GOC.

. DuAdEre avTo TO POAAO 0dNYIBV YpNongs. Towg ypelaotel va 1o dufdcete Eava.
. Edv éxete mepartépm amopiec, potrote ToV Y10Tpd GOG 1} TOV QOPUAKOTOL) GOC.
. H cvvtayn yio avtd 1o gdppoko xopnyndnke anmokAIoTIKA Yo 60G. Agv TPEMEL Vo SMGETE TO

Papurako o€ AALovg. Mmopel va Tovg TpokaAEsEL BAAPT, KO KOl OTOV TO GUUTTMUOTO TG
acBéveldg Tovg givan 1010 pe ta dikd Gog.

. Ed&v mopoatnpnoete kamola ovemBOpUnTn EVEPYELD, EVILEPDOTE TOV YIALTPO 1| TOV QUPULAKOTOLO
60G. Avtd 1oy0el kot yio Kabe mhoavn avemiBountn EVEPYELD TOL OEV AVOPEPETAL GTO TOPOV
@OAAO 0dMyudV ¥prions. BAéne mapdypapo 4.

T epréyer 1o Tapdv A0 00N YLOV:

T eivan o Aripiprazole Mylan Pharma kot oo givai 1) xprion tov
T mpéner va yvopilete mpwv mapete to Aripiprazole Mylan Pharma
[Tog va mdpete 1o Aripiprazole Mylan Pharma

MBovég avemBOuNTEC EVEPYELEG

[Mog va puidocoete to Aripiprazole Mylan Pharma

[Mepreydpeva tng cuokevaciog Kot AOUTEC TANPOPOPIEG

A e

1. T givar To Aripiprazole Mylan Pharma ko owa givan i yp1jon tov

To Aripiprazole Mylan Pharma mepiéyel T dpacTiKi oveio apummpaloAn Kol aVi|KEL GE Lo
opada QUPPAK®OV TOV AEYOVTUL VTPV OGIKA.

Xpnoomoteiton yio ™ Oepaneio evndikwv kot epnPov nAkiog 15 1@V Kot Gve Tov TAcYovY and Lo
v660 1 omoia yapoktnpileTol amd GUURTONATO 0TS TO VA 0KOVV, va. BAETOVY 1} va oicBdvovTol
TPAYLLOTO TTOV OEV VILAPYOVV, KAYLTOYi0, AAVOUGUEVES OVTIAYELS, AGLVAPTNTH OpIAiL Kot
GUUTEPLPOPA, KOl cuvalcONpaTIKY anddeie. AvOpoOTOL pe auTr] TNV KATdoTaoT Unopet, exiong, va
aicBdvovton KatdOiwym, evoyés, aymvia 1 éviaon.

To Aripiprazole Mylan Pharma ypnowonoteiton yio tn Oepaneio evniikov kot eprfov nikiog

13 et@v Kot Gve TOL TAGYOLV Ao U0 TABNGOT UE CUUTTOUOTO OTMS VA alcBdvovTol «aveBacpuévory,
€yovtag vrepPolikd amobépata evepynNTIKOTNTAG, AVAYKN Yot TOAD AyOTEPO VTVO OO TO
ovuvnoicpévo, TOAD ypiyopn opAia e 10€e Tov gpeovifovTat ypryopa Kol LEPIKESG POPEG EVTovn
gvepefioTOTTA. XTOVG EVIIMKEG TTPOAQUPAVOVY ETIONG TNV EXAVOQOPA AVTAG TNG KOTAGTAGTC GE
acBeveic mov £yovv avtamokpifel ot Oepaneia pe to Aripiprazole Mylan Pharma.

2. Tvnpéner vo yvopilete pwv napete To Aripiprazole Mylan Pharma

Mnyv népete To Aripiprazole Mylan Pharma

. o€ TepImT™on aAAepyiog otnv apumrpalOAn 1| G€ OTOLOONTOTE GAAO OO TO. GVGTATIKE CLTOV
TOV PAPUAKOL (AVOPEPOVTAL GTNV TAPAYPAPO 6).

Ipogdomomceis kot TPpoPLAAEES
AmevBuvbeite 610 Y10Tpo GOg mpwv mhpete To Aripiprazole Mylan Pharma
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"Exovv avapepBel okéyelg kot cupmepipopég avtoktovias katd tn didpkeia g Beponeiog e
apummpaloAn. Eviuepdote Tov yatpd 6oG apécms, edv £xeTe okéyelg 1 auchnpata
QVTOTPOVATIGHOV.

[pw and ™ Bepaneia pe o Aripiprazole Mylan Pharma, evnuep®ote 1oV yiotpd cog ov EXETe

. VYNNG enimeda cakydpov (yapaktnpiletal and copunTORNTe OTMS VIEPPOAKT] dlya, avEnuévn
ToGOTNTA 0VpOV, avénon dpeéng Kot aicOnpua kKéTwomng) 1 01KOYEVELNKD 1GTOPIKO SLafrTn

. OTAGHOVS (EMANTTIKEG KPIGELS), KOBOTL 0 Y1aTpOC Gog pmopel va Bednoel va cag Tapakoiovdel
O GTEVA

. aKOVGIEG, OKAVOVIGTES KIVI|OELG TOV HVAV, 1010iTEPA GTO TPOGMOTO

. Kopdlayyelokég Todncels (mabnoelg Tng Kapdidg Kot ToV KUKAOQOPIKOD GUGTHLOTOG),

OIKOYEVELOKO 1GTOPIKO KAPILOYYELNKDV TOONGEWDY, EYKEPUMKO ETEIGOI0 1) «UIKPO» EYKEPAAIKO
€MEI00010, UM PUGLOAOYIKN CPTNPLOKT] THECT|

. Opoppovg aipatog 1 oucoyevelakd 16Topkd OpoUP@V aipatog, ETEWN TO AVTIYLYOGIKE £Y0VV
ovoyeTiobel e tov oynpaticpd Bpopufov aipatog

. TPONYOVLEVT EUTELPiR VIEPPBOAIKNG EVOOTYOANONG LLE TUXEPA TTO VIO

Ed&v mopatnpnoete abénom Pépovs, avantiete aocvuvnbioteg Kivioels, eppavicete vavniia, 1 owoia
mapepPaivel 6T cLVNOEIC KaONUEPIVES dPACTNPLOTNTEG, EYETE OTOLUONTOTE OVGKOAID GTNV KATATOGN
N COUTTOUOTA CAAEPYIOG, TAPAKOAEIGOE VO EVILEPMDGETE TO YIOTPO GOGC.

Edv eicBe nAuciopévog acBevig mov vroeépetl amd dvola (amdAER LVIING Kot GAA®V S10VOTTIKOV
KOVOTNTOV), EGEIC 1] TO ATOUO OV GOG PPOVTILEVO GLYYEVIC GOG TPETEL VAL EVILEPMGEL TO YLUTPO GG,
€4V glyate TOTE EYKEQPOAMKO 1| «UKPO» EYKEPUAIKO ETEIGOII0.

Evnuepaote tov ylatpd 6og apécms, v £xete okEYELG N awcOnuato avtotpavpatiopnov. Exovy
avapepBel GKEYEIC Kol GUUTEPLPOPES LTOKTOVING KOTA TN ddpkel TNG Oepaneiog pe aptmumpaloan.

Evnuepaote tov ylotpd 60G apécms, e4v TAcyETe amd Loikn Suokapyio 1 akapyio Le VYNAO TUPETO,
£Qidpmon, PETABOAES TNG VONTIKNAG KATAGTOONG 1 TOAD ALENUEVOLS 1| AKOVOVIGTOVG TOALODS TNG
KapOLaC.

Evnuepdote tov yiotpd cog av £0€ig 1| 1 01KOYEVELL GOG/ATOL TOV 60 PPOVTILOVY TAPATPHGOVY
OTL AVOTTOGGETE OPUEG 1 VTTEPPOALKT emBupia va cuumepLpephEeite pe TPOTOVG AGLVIOIGTOVS Y10 EGAG
kot dgv umopeite va avtiotadeite oty TapopUnon, TNV Tdon N TOV TEPICUO VO EUTAOKEITE OE
GLYKEKPIUEVEG dPaoTNPLOTNTEG TOL Bl Pmopovoay va PAdyovv 560G 1 Tovg GALoVS. AVTég
ovopdgovtat Statapoyés EAEYYOL TV TAPOPUNGEMV Kot UTOPel val TEPIAAUPAVOVLV GUUTEPLUPOPES
OmWG 0IGO GTO TVYEPA TALYVIdIL, VIEPPBOALKY KATAVALM®GT TPOPNG 1| VIEPPOAIKEG SATAVEG, Lol
maforoyikd avénuévn 6eE0VOAIKT Opp1| 1| ERUHOVT] LE aDENCT TV GEEOVOAIKMY CKEWYEWMV 1|
actnpdtov.

O y10tpdc cag umopei va ¥peloTel va Tpocapudcel 1 va Sakdyel T 866n oag.

H aprmimpaldin gvdéyetar vo TpOKaAEGEL LTVNALL, TTOGT TG TiEoN G OTAV ONKAOVESTE, {AAN KoL
aAAOYEG OTNV IKOVOTNTA GOG VO KIviOEiTe KOl VL LGOPPOTNGETE, TTOV UTOPEL VO 001 Y|COVV GE TTMON).
[pémel vo mpocéyete, 1101TEPMG av €I6TE NMKIOUEVOG 1] EYETE ATOVIAL.

MMowowd ko épnpor
Mn ypnoiponoteite to Tapdv eApUAKO G TOdLd kKol eprifovg Katw Tov 13 et@v. Agv givan yvootd av
glval OTOTEAECUATIKO KOl AGQPAAEG GE OLTOVG TOVG AGHEVELS.

Alro pappoxa ko Aripiprazole Mylan Pharma
Evnuepaote tov yuatpd 1 Tov poapLokomold cog edv maipvete, Exete mapel Tpdspata 1| Uropel va
TAPETE AALOL PAPLLOKO, CUUTEPIAAUPOVOUEVOV QOPUAK®OV TTOL EANPONCAY Y®OPIc cuvTayT|.

DappoKa TOV PEWGVOLV TNV apTNPLoKN Tieon: To Aripiprazole Mylan Pharma pnopei va avénioet
dpdon TV PapPUAK®V TOV YPTGLLOTOIOVVTOL Y10 TN LElMoN TG apTnplakig mieons. Na giote ciyovpol

OTL £(ETE TEL GTO Y0TPO GO OTL TAIPVETE PAPLLOKO Y10 VO ELEYYETE TNV APTNPLOKT GOG TIEST.

60



Ortav hapPavete o Aripiprazole Mylan Pharma pe opispéva oappoxa, mbavov va onpaivel 0Tt o
yYwTpodg cag Ba mpémel va cog aAdagel T d6omn tov Aripiprazole Mylan Pharma 1 tov dAlmv
eoppaxmv. Eivar waitepa onpoavtikd vo avapEpete ta akOAovHa 6ToV Y1Tpd GoG:

. Qappaka yuo T d10pOmaon Tov Kapdakoh puOpov (0TTmg Kvidivn, aplodapovr, GAEKAIVION)

. avtikatablmtikd 1| Bepomeieg pe fOTava TOL YPNCYLOTOLOVVTAL Y10, TV AVTIUETOTLON TNG
KaTaOAymg Kot Tov ayyoug (6mwe pAovoéetivn, mapoletivn, Peviapalivn, vIepIKo)

. OVTIHVKNTIOO KA (ApLaKa (OTmG KEToKoValOAT, 1TpakovaloAn)

. optopéva eappaka yo T Oepameio Aoipméne HIV (0nmg epafipévin, vePipanivn, avactoleig
TPpOTEACNG, T.Y. Wovafipn, prtovaPipn)

. OVTIGTAGUMOIKE TTOV YPTGLLOTOLOVVTOL Y10, TV OVTILETOMTION TNG EMANYiog (6nmg
kapPapalenivn, pavotoivn, owvopapPirain)

. opopéva avTiBloTiKg Tov ypnoitomolovvtal yo Tt Oepaneia g upatioong (pipapmovtivn,
PLPOUTIKIVN)

AVt To appakae pTopel vo avENGoVV ToV KIVEUVO ELOAVIONG AVETIOVUNTOV EVEPYELDY 1 VO
LELOGOLV TNV OTOTEAEGUATIKOTNTA TOV Aripiprazole Mylan Pharma. Av cag Tapovclastovy Tuyov
0oLV OIGTO CUUTTMOUOTO KATE TV TAVTOXPOVT] AYT KATO0V amd 0T To. GAPLLAKO LLE TO
Aripiprazole Mylan Pharma, npénet va emokepbeite Tov ylotpd cog.

Eivor cuvnfiopévn n xpnom oppaxev mov av&avouy to Titeda TG GEPOTOVIVIG G€ KATAGTAGELS TOL
mePAapPavouy KatdOluym, yEVIKELUEVT ayydOn dtatapoyn, Wweoyvyavaykaotikn dtatapayn (IPA)
Kol Kowmvikn eofio, kafde kot nuikpavieg kol movo:

. TPUTTAVEG, TPALOOOAT KOl TPUTTOPAVT YPTCLOTO0VVTAL GE KOTAGTAGELS TOL TEPIAAUPAVOLY
KaTAOAYN, YEVIKEDIEVT ayy®dON dtoTapayn, Weoyvyavaykactikn dwotapayn (IYA) kot
Kowovikn eofia, kabdg Kot NUIKpavieg Kot Tovo:

. EKAEKTIKOL AVOOTOAELS ETOvampOGANYNG aepoTovivig (SSRIS) (0mwe mapo&etivn kot
@Aovo&etivn) ypnoorolovvrol yio katdOiwym, IPA, movikd kot dyyog

. AL ovTIKOTOOMTTIKA (OTTmG PevAa@asivn Kot TpumTo@dvn) XpNoILoTotovvTaL Yio T Bopld
KaTaOAym

. TPIKVKAKE (OTWG KAOMUTPOUIVI] KO ApTPUTTUALIVY) YPNCULOTOIOVVTOL Yol TNV KATAOAY™

. 10 vrepwod (Hypericum perforatum) ypnoyomoteital og Oepomeio pe fotoava yio Ty Hmo
KaTdOAym

. ToVGinova (0Tmg TPARadOAN Kot TeBdivn) ¥p1CILOTOL0VVTOL Yio AvaKOVPLoT Ad TOV TOVO

. TPTAVEG (OTOG cOVUATPUTTAVT Kot ColuTpimtdvn) xpnotponotobviot yio T Oepameia g
nuKpoaviog

Av1d T0 pappoka propet va avEeovv Tov Kivouvo epeAvions averBountey evepyelmv. Av Gag
TOPOLGLICTOVV TVYXOV AGLVHHIGTO CLUTTONOTA, KOTA TNV TOVTOYXPOV ANYT KATO10V 0mtd dLTd Ta
@apuaka pe o Aripiprazole Mylan Pharma, npénet va emickepbeite Tov yiotpd cog.

To Aripiprazole Mylan Pharma pg Tpo@1, 710T6 KOl 0IVOTVELHATOON
Av10 10 PapuraKo pmopel vo AapPavetal aveEApTNTa 0o TO YEVHOTA.
[pémer vo amopevyeTan 1 xp1on CAKOOA.

Kionon, Onhaopoc ko yovipdtnra
Edv giote éyxvog i OnAdlete, vopilete 0T1 pnopei va giote £yxvog 1 oyeddlete va amoktioete Tondi,
{ntote ) cupPovAn| TOL YTPOL GOC, TPLV TAPETE AVTO TO PAPLAKO.

Ta akdérovBa copntopata givol Thovo vo epnpavicBovy 6€ veoyévvita Lopd, TOV 0TOIMV Ol UNTEPES
&yovv ypnoyorowmcel Aripiprazole Mylan Pharma oto tedevtaio tpipnvo (6Toug TeEevTaiong Tpelg
WVEG TNG EYKLUOGVVIG TOVG): TPEUOVAO, PHLIKN duokapyio /Kot advvapic, vrviniio, SiEyepon,
TPOPANATA OVATVOTG KOl SUGKOALD 6TV TPOGANYN TpoPnS. Edv To pmpd cog avantdéet
OTO10ONTTOTE A0 AVTH TO GCLUTTAOUATO, LTOPEL VO XPEWGTEL VO ENIKOIVMVIGETE LE TO YLUTPO GOG.
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Av hapBavete Aripiprazole Mylan Pharma, o yuatpdg 6o cuintioet poli cog av mpénet va Onidoete
T0 LOPO 060G, AUPavovTas oy Ta 0PEAN TToL Ba )l Yo adig 1 Bepameia Ko Ta opéAN TTOL Bat £xet
Yo TO Lopo 60G 0 ONAacuog. Aev mpémel va kdvete Kot Ta dVo. AmevBuvBeite otov yaTpd cag yio Tov
KOADTEPO duVaTO TPOTO VO TAIlETE TO HWPO GOC, oV AOUPAVETE AVTO TO PAPLLOKO.

0o1yNoN Ko YEPLOROS PN AVIRLATOV

Z4n ko TpofAnpate dpacng HTopel va TpokOWouV KoTd T didpkelo e Bepaneiog (e avto o
oapuako (PAEme mapdypa@o 4). Avto TpEneL vo AAUPAVETAL VITOYT) GE TEPITTMGELS TOV OTALTEITOL
TANPNG EYPNYOPOTNG, VIO TAPASELY L, KATO TNV 0ONYNGT CLTOKIVITOV 1] TOV XEIPIGUO UNYOVIUATOV.

To Aripiprazole Mylan Pharma ngpi&yer paitéln
Av 0 yuoTpdg 60g, 60G EVNUEP®GE OTL £xeTe ducavedio 6 OPIGUEV GAKYUPO, ETKOIVOVIGTE LIE TOV
YTPO GOG, TPV TAPETE ALTO TO PAPLAKO.

IeprexkTik6TNTO O VATPLO
To edappaxo avtd mepiéyel Ayotepo and 1 mmol vatpiov (23 mg) avd diokio, givar avtd mov
ovopdlovpe «elebbepo vatpiovy.

3. oc va wapete To Aripiprazole Mylan Pharma

[Tévtote va maipvete To GAPLOKO QVTO ALGTNPE GOUPOVO. [LE TIG 0dNYiEG TOV YOTPOV 1) TOV
papuokomolov 6oc. Edv xete apupiBolriec, potiote Tov yroTpd 1 TOV GOPLOKOTOLd GO,

H cvvietopevn 8601 Yo evijlukeg givan 15 mg pia gopd v nuépa. Mnopei, 61060, 0 Y1TpOg
GOG VO, GOG GUVTAYOYPUPNGEL KPATEPT 1| HEYOAVTEPT BOGT, HEYPL TO UéEYLoTo TV 30 mg pia popd
™V NUEPOL.

Xpion 6€ T4 Kol Q1 ovg

To mopov eappoko propei va Eekiva amd yapnin 66omn og (Vypn) LopPT| TOGIHOL dtoAvpatoc. H doon
umopei va avénbei otadioKd 6T cuvieTOpEv 660on TV 10 mg pio popa NUEPNGIOS Y10 TOVS
gpnPovg. Qot660, 0 YI0TPOG GO UTOPEL VO GLVTAYOYPAPTOEL Lol XAUNAOTEPT 1 LYNAOTEPT] OOOT, LIE
péyroto to 30 mg pio popd nuepnoing.

Edv &€yete v evidmmon Ot 1 dpdion tov Aripiprazole Mylan Pharma etvon eite vepfoiikd ioyvpn|
glte vepPolikd acOevng, EVUEPDGTE TOV YLOTPO 1) TOV PAPUAKOTOLO GOG.

Ipoonadote va happavere 1o Aripiprazole Mylan Pharma v idwo @pa kaOnpepiva. Aev €xet
onpacio av to Aappdavete pe M xopic eayntod. Ilavta vo Aapfdvete to diokio pe vepd Kot va To
KaTomivete oAOKANpO.

AxéOpa ko av are0aveste KOATEPO, U1 SLOPOPOTOGETE 1) SLOKOYETE TNV NUEPNGLA 6OGT TOL
Aripiprazole Mylan Pharma zptv cupfovAgvteite tov yatpd cog.

Edv napete peyordtepn 66on Aripiprazole Mylan Pharma amé tnv kavovik

Edv cvveldnronomoete 011 £xete TAPEL TEPIGGOTEPO Aripiprazole Mylan Pharma a6 avtd mov cag
£)EL GLOTNOEL 0 YLOTPOG 600G (1] OV KATO10G GAAOG £XEL TAPEL LEPLKO 0O TO cag Aripiprazole Mylan
Pharma), evnuepaote o ylotpd cag apécns. Edav dev Bpiokete 10 yiotpd cog, myaivete 6to
TANGEGTEPO Vvoookopeio pali pe to Kovti cag.

Y& acbeveic mov £yovv AdPet vepPolikn TOGOTNTA APUTITPAOANG EXOVV ELPAVIGHEL TO TAPAKATO
GUUTTOLOTOL:

. TayvKapdia, dSiEyeporn/embeTikdTnTa, TPOPAHOTA AOYOUL.

. aoLVNO16TES KIVAGELS (E101KG GTO TPOGMTO 1 TN YAMDGGA) KOl LEWUEVA ETLTESA GUVEIONGTG.
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Ao cvumtopato propel va mepAapfavouy:

. o&eia ouyyvom, EMINTTIKES Kpioels (emAnyin), KOO, GUVIVAGUO TVPETOV, TOYHTEPNG
avamvong, Epidpwong,

. LLiKn dvokopyio kot Abapyo 1 vivniia, Bpaddtepn avomvon], TViyros, VYNAN 1 xounin
apTNPLOKT THEST], Kapdakn appvopia.

Emikowvovhote apéomg pe tov yiatpd 6og M LLE TO VOGOKOUEID, 0V GOG TOPOVGLUGTEL KATO10 0md TaL
TOPOTAVE® GUUTTOLATA.

Eav Egyaoete va mapete 10 Aripiprazole Mylan Pharma
Edv mopoadeiyete puo 660m, va v TapeTe OUESOS LOAG TO BupnBeite, adAd unv Tapete Stk doom
oe pio nuépa.

Av otapatiicete vo woipvere Aripiprazole Mylan Pharma

Mn crtapaticete ) Oeponeio aniog eneldn vidbete kalvtepa. Eitvar onpavtikd va cuveyioete va
AopPavete o Aripiprazole Mylan Pharma yio 660 ypovikd Stdotnpo cog YL TEL 0 Y10TPOS GOG.
Edv &yete meplocOTEPEG EPOTNGELG GYETIKA LLE TN YPNOT AVTOD TOL POPUAKOV, POTNGTE TOV YIOTPO 1
TOV QOPLOKOTOLO GOG.

4. MOavég avemBOuNTES EVEPYELEG

Onmg 6Aa Ta EAPUOKA, £TGL KOL AVTO TO PAPUAKO UTOPEL VO TPOKAAECEL AVETIOVUNTES EVEPYELES, OV
ka1 dgv Tapovoidlovtal oe GAOVG TOLS OVEPOTOLG.

Yoyvég avemBounteg evépyeteg (Umopel va ennpedcovy £mg 1 otovg 10 avBpdmovg):
. caKyap®ING daprng,

. dvokolia Hrvov,

. aicOnua dyyovc,

. aicOnpa avnovyiag kot advvapio vo topapeivel akivntog/m, duokoiia vo kadicel akivitog/m,

. axodnoia (Lo aBoAn aicOnomn ecwTePIKNG TaPANG KAl Lol EMPANTIKN 0vALyKT Y10 GUVEXT|
Kkivnon),

. aveEELEYKTEG OMAGUMOIKES, OTOCTIKEG 1] TEPLIOTPOPIKEG KIVIOELS,

. TpELOVAO,

. Keparodyia,

. aicOnpa kovpaong,

. vvnAda,

. aioBnpo «KeVG» KEPAANG,
. Tpepdipevn ko Bapmn dpaon,

. HEL®UEVOG apBOG KIVIIGEMY TOV EVTEPOV 1] SUGKOAIN Kivong Tov EVTEPO,
. dvomeyia,

. aicOnpa acBévelog,

. aLENUEV TTOPAY®YN GAALOV GTO GTOMA OO O,TL GE PUGLOAOYIKEG GLUVOTKEG,
. gpetdc,

. aicOnpa kovpaong

Oy ovyvég avemOopnteg evépyereg (Umopel va exnpedoovy £og 1atovg 100 avOpdmovg):

. petmpéva 1 ovuénuéva emimeda TG 0prOVNG TPOANKTIVIG GTO aipa,

. VEPPOAKN TOGHTNTO GAKYAPOL GTO CiLa,

. KaTdOiym,

. TPOTOTOUMUEVO 1) LENUEVO GEEOVAAIKO EVILAPEPOV,

. aveEELEYKTEG KIVIGELS TOV GTOUOTOG, TNG YAMGGOS Kol TV AkpmVv (Oy1un duokivnoia),
. Lik” dlatapayf] ToV TPOKaAEL CTAGU®OKES Kvioelg (dvoTovia),

. GUVOPOUO AVIGVYWOV TOJIDV,

. St 6paom,

. gualctncio TOV LATIOV GTO PO
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. TayvKapdia,

. TTOOCT TNG OPTNPLOKNG TEGNG KATA TNV £YEPOT, TOL TPOKUAEl {aAdda, aicOnpa «kevng
KePaAno» 1 AuoBupia,
. AoErykag

Ot axolovBeg avemBounteg evépyeleg £xovv avapepbel PLETA TNV KUKAOQOPIO TNG OO TOL GTOUNTOG
apminpalOANG, MGTOGO 1 GLYVOTNTO ELPAVIGNC TOVG OEV EIVAL YVOOTN:

. YOUNAG ETITESD AEVKOV AUOGPALPI®V,

. YOUNAG eTITEDD QUOTETOAM MV,

. aAlepykn ovtidpaot (.. TPREWO TOL GTOUNTOG, TG YADGGUG, TOV TPOSMTOV Kol TOV ANLLOD,
Kvnopuoc, kvidwon),

. évapén N emdeivoon dSaPnn, keto&émon (KeTOVES GTO aipa Kot Ta 00pa) 1 KO,

. VYNAG enineda GOKYAPOV GTO Oipla,

. aVETAPKELD VATPIOL GTO aijia,

. andrelo 6peéng (avopesia),

. ammAELO BAPOVG,

. GKEWYELG QUTOKTOVING, OMOTELPO CLTOKTOVIOG KOl AVTOKTOViD,

. aicOnpa embeticoTTOC,

. Siéyepon,

. vevpkotTa,

. GLUVOVOCUOG TVPETOV, UVTKNG SVOKOUYING, TaXDTEPNG AVOTVOTG, EPIOPMONGC, LELOUEVNG

GLVEIdNoNG Kot EAPVIKOV HETAPOADY GTNV QPTNPLOKT| TEGT KOl TOV KOPOLOKO TAAUO,
AmoBupia (kKokon0eg vevpoAnTTikd chHVOPOLO),

. Kpion CTOCU®MV,

. GVVOpopo cepotovivig (pia avtidpaor mov pmopel vo empEpel acOnpata HEYAANg eutuyiog,
vvnida, adeglotnTa, avnovyia, aicbnon pebng, mopetd, epidpmaon N axapyio Lumv),

. dwtapayn Aoyov,

. kafnloon Tov opboiukdv BoABdv og Eva onueio,
. a1pvidiog Bdvotog dyvmotng aitioloyiog,
. ameANTIKOG Yo TN (N aKavOVIGTOG KapOlakog oAU,

. KapOLoKY| TPOGPoAT,

. Bpadvg kapdiokodg ToApde,

. Opoupor aipartog otic EAEPES, Waitepa ota TS (To cLUTTONOTO TEPIAAUPAVOLY TPRELLO,
TOVO KOl KOKKIVIGHO GTO TTOdL), TOV UTOPEL Vo LeTapepBohv LEGH TV ayyeimv ToL aipatog
GTOVG TVEVLOVEG TPOKAADVTOS TOVO 6TO 6TNOOG Kot SuGKOAia 6Ty avamvor| (EpOGov
TOPOTINPTCETE OMOLOINTOTE GO VT TO GUUTTAOUATO, AVOLNTIOTE OUEGMS LOTPIKT GUUPOVAN),

. VYNAN apTNPLOKY e,

. MmoBupia,

. Tuyoio €l6TVON TPOPNG Le Kivouvo yia mvevpovia (Aoipmén Tov Tvevudvev),
. HUikOG GTAGUOC GTNV TEPLOYN TOL AAPVYYA,

. (PAEYLLOVT] TOV TOYKPENTOG,

. dvokoAio otV KaTATOOT,

. duappota,

. Kotlakn dvcpopia,

. dvopopia Tov GTOWAYOV,

. NTATIKN aveTdpKeLD,

. (PAEYLOVT] TOV NTTATOG,

. oypOHTNTO 6TO SEPLLO KOL TO AEVKO LEPOG TOV LTIV,
. AVOPOPES U PUGLOAOYIKDV TILDV EEETAGEMV NTOTOG,
. depuratiko eEavonua,

. potogvaichncia Tov dépatog,

. OTMAELN LOAADV,

. vrepPfolikn epidpwon,
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. o1 6oPapég allepyikéc avidpdoels, Ommg to cuvopouo DRESS (Avtidpaon oto @dppoxo pe
NOGWOEIAMOL KO GUGTIHIKA CUUTTOUOTO), ELPAVIEOVTAL OPYIKA LLE CUUTTOUOTO OTMG AVTE TNG
ypinng, pe eEdvOnpa 610 TPOCOTO Kal, GTN CLVEYELD, Le eKTETAUEVA eEavOnuata, VYNAO
TUPETO, OLOYKOUEVOVG AEUPADEVES, AVENUEVH ETITESA NTOTIKOV EVEOUMV GTIG AULOTOAOYIKEG
e€etdoelc Kot 0vENoT evog TOTIOV AEVKOKLTTAP®V (NOGSIVOPIAiL),

. LN GUGLOAOYIKY] S1AGTOCT] TOV HVAOV TOV UTOPEL VoL 00NYNGEL GE TPOPANLOTO GTOVG VEQPOVG,

. poikog Tdvog,

. dvoxkopyio

. aKoHG10, ATOAELD VPOV (AKPATELD),

. dvoyépela Kot Ty ovpnon,

. CUUTTOLOTO OO OTOGVPGCT] POPLAKOV GE VEOYVA GE TEPITTOON EKOECNC KATA TNV EYKVLOGUHVY,

. TOPOTETAUEVT] /KO EXMOVVY GTVG,

. dvokolia eAéyyov NG KeVTPIKNG Beprokpaciog Tov cdpatog 1 vrepHepuia,

. ToVo¢ 610 Bmpaxa,

. TPNEWO TOV XEPLOV, TOV ACTPUYIA®V 1) TV TOIDV,

. o€ €€eTA0ELS OIILOTOC: SIKVILOVONG TOV GOKYAPOL TOV OiLATOS, ALENUEVT YAvKO LAM®PEN
aLoceAIpivn,

. OVIKOVOTNTO Y10 AVTIGTOOT G€ TapOPUNGT), TACT 1] TEPAGUO Y10, TPOYLOTOTOINOoN LG TPAENg

7oV Ba. pwopovoe va givarl emPAAPNC Yo €60G 1) Tovg GALOVG, 1) omoia uropel va TepAapPaveL:

- Ioyvpn mTapodpunon yo veepforik yaptonaréio aveEdptnta and TPOSHOTIKES 1|
OLKOYEVELOKEG GUVETELES,

- Tpomomompévo 1 aLENUEVO GEEOVAAIKO EVOLOPEPOV KOl GUUTEPLPOPA TOV TPOKAAEL
oNUavTiKo mpoPAnuatiopd oe £66G 1] 6TOVG AAALOVG, Y10 TaPASELY LA, QVENUEVN
ce&ovahkn opun,

- AveEéheykteg vepPolkég ayopéc,

- Adnoaykn dwtapayn (KOTovIA®on HEYOA®MY TOGOTNTMV TPOPNC GE LKPO XPOVIKO
SoTNUO) 1] KOTAVOYKOGTIKN DIEPPAYia (KOTAVAAMON LEYUADTEPNG TOGOTNTOS TPOPNC
Ao TN PLGLOAOYIKY KO TEPLGGOTEPT] OO OVTI TOL XPEWALETAL Y10, TV IKOVOTOINGT| TNG
nelvag cag).

- TGO TEPLTAAVIONG.

Evnuepaote tov ylotpd cog dv Prooete KAmowo amd avTEG TIG GUUTEPLPOPES. B GO AN GEL

v TpOTOVG draxelplong N TEPLOPIGUOV TOV CUUTTOUAT®V.

[eprocoTepeg BovaTnQOPEG TEPITTOCELS AVOPEPOHTKAY GE NAKIOUEVOLS 0GOEVELS e dvola eV
ehapPavav aprmmpaloin. Emmiéov, Egovv avapepBel mepmtdoels YKEPOUAKOV ETEG0SI0V M
CUIKPOVY EYKEPUAIKOD ENEIGOOI0V.

XopnANpoROTIKES avemMOOUNTES EVEPYELES 0 TAOLA Ko EP1)fovg

"Epnpot niikiog 13 etov Kot dveo aicBavOnikav Topevépyeleg mov NTay TAPOUOIEG GE GLYVOTITO KOl
€ld0g pe exelves TV eVvNAMK®@V, EKTOG A0 TO OTL 1) VIVNALL, Ol AVEEEALEYKTEG OAGUMOIKES 1| GTOCTIKES
KIWVNGELG, 1] avnovyio Kot 1 kovpaon ftay ToAd cuyveg (teptocotepot omd 1 otovg 10 acbeveic), Kot
TO GAy0G v KOWAOKNG XDpag, 1 Enpoctopio, 1 wENUEV KOPILOKT GLYVOTNTA, 1] AOENCT] COUOTIKOD
Bapovg, n avénuévn 6pen, o1 LUTKEG SEGOMGELS, OL [T EAEYYOLEVEG KIVIIOELG TV GKP®V KOl TO
aictnpa {aAng, Wwitepa katd v £yepon and Eamhopévn 1 kabiotn B€on, NTav cuyvég
(meprocdtepot omd 1 otovg 100 aobeveic).

Ava@opd avemOopnTov evepyat@v

Edv mapompnoete kKamowo avemBOunN evEPYELN, EVIILEPDOTE TOV YLOTPO 1| TOV PAPUAKOTOLO GOG.
Av10 1oy0et Kot Yo kBe mBovn avemBOUNTN EVEPYELD TTOV OEV OVAPEPETOL GTO TALPOV GVAAO 0O YLDV
xp1ong. Mropeite emiong vo avaeépete avembountes evépyeieg angvbeiog, Lécm Tov eBvikon
GULGTNLOTOG AVOPOPAS TTOL avaypapetar oto [apaptua V. Méom g avapopds avemBountov
EVEPYELDV Pmopeite vo fondNoete 0T GLALOYN TEPIGGOTEPOV TAPOPOPLDY CYETIKE LLE TNV AGPAAELD
TOV TOPOVTOG POPLAKOV.
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5. Moc va puracoete To Aripiprazole Mylan Pharma

To @dpuako avtd TPEMEL Vo PLAAGGETOL GE LEPT) IOV OEV TO PAETOLY KOl eV TO POAVOLV TO TAdLA.
No pun xpnOHOTOIEITE AVTO TO PAPUAKO LETA TNV NUEPOUNVIA ANENG TOL OVAPEPETOL GTNV KOYEAN
petd v €vdeiEn EXP kot oto kovti Kot 6to kovti petd v évoeiEn AHEH. H nuepounvia Anéng
glval 1 TeElevTaio NUEP TOV PNVA TTOV AVOPEPETAL EKEL.

DdvAdoocete GTNV APYIKN GLOKEVAGIN Y10, VO TPOGTATEVETOL OTO TNV VYPACIQL.

Mnyv metdte appoKa oTo vepd TG amoyETevong 1 ot oklokd aroppippate. Potiote tov
(POPUOKOTOLO GOG Y10 TO TTMG VO TETAEETE TOL PAPLOKO TOV OEV YPNGIUOTTOLEITE Lo AVTd To pPéTpa Oal
BonBnoovv otnv mpootacia tov mepPdilovtog.

6. Iepreydpevo TG cvoKeLAGINS KOl LOTES TANPOPOPIES

T wepréyer To Aripiprazole Mylan Pharma

. H dpactikn ovoia givar 1 apummpaloin. Kabe diokio tov 5, 10, 15, 30 mg mepiéyer 5, 10, 15,
30 mg apummpalding avrictoyo.

. Ta dAlo cvotatikd tov 5 mg eivon crystalline maltose, microcrystalline cellulose,
pregelatinised starch, croscarmellose sodium, indigo carmine (E132) kot magnesium stearate.
. Ta dAha cvotatikd tov 10, 30 mg eivon crystalline maltose, microcrystalline cellulose,
pregelatinised starch, croscarmellose sodium, iron oxide red (E172) ko1 magnesium stearate.
. Ta dAha cvotatikd tov 15 mg eivon crystalline maltose, microcrystalline cellulose,

pregelatinised starch, croscarmellose sodium, iron oxide yellow (E172) ka1 magnesium stearate.

Ep@évion tov Aripiprazole Mylan Pharma kot ngpieyépeva tng cvokevaciog

Ta diokia Aripiprazole Mylan Pharma 5 mg givotl avotytod pumhe mpog Uake, S1GGTIKTO, GTPOYYLAG Kot
apeikvpta pe dtapetpo 6.1 mm, yopaypéva e «5» oty po TAEVpd.

Ta diokia Aripiprazole Mylan Pharma 10 mg givai pol, 6tpoyyvAd Kot apgikvpta, pe S1ipeTpo

8.1 mm, yapoypéva pe «10» onv pio TAgvpd.

Ta dwokia Aripiprazole Mylan Pharma 15 mg givon xitpiva, otpoyyvAd Kot apeikvpta pe StpeTpo
10.1 mm, yapaypéva pe «15» oy o TAgvpda.

Ta diokia Aripiprazole Mylan Pharma 30 mg givon pol, oBdA kot apeikvpta pe pnkog 17.1 mm ko
mAdtoc 8.1 mm, yopaypuéva pe «30» oty e TAgLpaL.

Ta dwokia Aripiprazole Mylan Pharma 5 mg, 10 mg, 15 mg kot 30 mg datifevion oe Koyéeg,
GLGKEVOCUEVES GE XAPTIVO KouTi ToL TTepiEyel 14, 28, 56 1 98 diokia 1 28 x 1 diokia (Lovada dOoTG).
Ta dwokia Aripiprazole Mylan Pharma 5 mg, 10 mg kot 15 mg dwatiBevton eniong og idheg mov
nepiEyovv 100 doxia.

Mmopei va unv KuKAOPOPOUV OLEG 0L GUGKEVAGIES.

Kéroyog Adsrag Kvkhopopiog
Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavoia

Hapaockevactiig

Pharmathen International S.A.,
Industrial Park Sapes,

Rodopi Prefecture, Block No 5,
Rodopi 69300,

EM\éda
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Ul

Pharmathen S.A.,
6, Dervenakion,
Pallini 15351,
Attiki,

EXLGda

Mo omoladnmote TANPoPOpic. GYETIKG LLE TO TAPOV PAPUAKEVTIKO TPOIOV, TAPAUKOAEITTE VAL
armevBuvbeite otov Tomikd avtimpdowto tov Katoyov g Adsiag Kukhogopiog:

Belgié/Belgique/Belgien Lietuva

Viatris Viatris UAB

Tél/Tel: + 32 (0)2 658 61 00 Tel: +370 5 205 1288

Buarapus Luxembourg/Luxemburg

Maiinan EOO/] Viatris

Ten.: +359 2 44 55 400 Tél/Tel: + 32 (0)2 658 61 00
(Belgique/Belgien)

Ceska republika Magyarorszag

Viatris CZ s.r.o Viatris Healthcare Kft

Tel: +420 222 004 400 Tel: + 36 1 465 2100

Danmark Malta

Viatris ApS V. J. Salomone Pharma Ltd

TIf: +4528 11 69 32 Tel: + 356 21 22 01 74

Deutschland Nederland

Viatris Healthcare GmbH Mylan BV

Tel: +49 800 0700 800 Tel: +31 (0)20 426 3300

Eesti Norge

Viatris OU Viatris AS

Tel: + 372 6363 052 TIf: +47 66 75 33 00

EXpGoa Osterreich

Viatris Hellas Ltd Viatris Austria GmbH

TnA: +30 2100 100 002 Tel: +43 1 86390

Espaiia Polska

Viatris Pharmaceuticals, S.L. Viatris Healthcare Sp. z.0.0.

Tel: +34 900 102 712 Tel.: + 48 22 546 64 00

France Portugal

Viatris Santé Mylan, Lda.

Tél: +33 437 25 75 00 Tel: +351 2141272 00

Hrvatska Romaénia

Viatris Hrvatska d.o.o. BGP Products SRL

Tel: +385 1 23 50 599 Tel: +40 372 579 000

Ireland Slovenija

Viatris Limited Viatris d.o.o

Tel: +353 1 8711600 Tel: + 386 1 23 63 180
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island
Icepharma hf
Simi: +354 540 8000

Italia
Viatris Italia S.r.l.
Tel: +39 02 612 46921

Kvnpog
GPA Pharmaceuticals Ltd
TnA: +357 22863100

Latvija
Viatris SIA
Tel: +371 676 055 80

Slovenska republika
Viatris Slovakia s.r.o.
Tel: +421 2 32 199 100

Suomi/Finland
Viatris Oy
Puh/Tel: +358 20 720 9555

Sverige
Viatris AB
Tel: + 46 (0)8 630 19 00

United Kingdom (Northern Ireland)
Mylan IRE Healthcare Limited
Tel: +353 18711600

To wapév AL 00N YOV ypioNs avadempr)Onke Yo TerevTaia @opd otic {MM/EEEE}

Alreg INYES TANPOPOPLOV

Aemtopepeig mAnpopopies yio 10 PApLaKo avtd givar dabéotpes 6to dikTvakd Tomo Tov Evporaikond
Opyaviopot @appdxmv: http:/www.ema.europa.eu.
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