®Orho oonyLOV ypionc: IIAnpogopiss yia Tov ac0eviy
ALOPERIDIN 2 mg/ml wécipo dsrdiopa
aAOTEPLOOAN

AW dcTe TPOGEKTIKG 0AOKANPO TO PVAIAO 00N YOV YPNGNS TPLY UPYICETE VO, TUIPVETE AVTO TO

PappaKo, S10TL TEPLAAPPAVEL GNRAVTIKES TANPOPOPIES Y1 GUG.

- dvraEre avtd To POALO 0dnyLmV ¥prione. Towg ypelaotel va to dwupdoete Eava.

- Edv éyete mepartépo amopieg, pOTNOTE TO Y1OTPO 1) TO PAPLOKOTOO GOG.

- H ocvvtayn v avtd to eappako yopnynnke omokAEIoTIKA Yio 60G. Agv TPETEL VO SDGETE TO
@AapraKo o€ AAAOVG. Mmopel va Tovg TPOKAAEGEL BAAPT], OKOL Kol OTOV TO. GUUTTMHOTO TNG
aoBévelog Tovg givar 1010 pe Ta Sk Gog.

- Edv mopatnpnoete kamowo avemBOunn evépyeld, EVNLEPADOTE TO YLOTPO 1) TO PAPUAKOTOLO
0aG. Avtd 1oyVEL Kol Yo KGOe Thav avemBOuNT EVEPYELD TTOV OEV AVOPEPETAL GTO TAPOHV
@VOALO 0OMY1DV ¥priong. BAéne mapdypapo 4.

T Tepréyer To Tapov QUALO 00N YLAOV:

T eivon o Aloperidin kot mota givat 1 xpnor Tov

T1 npémer va yvopilete tpwv mapete to Aloperidin

[ va mapete To Aloperidin

IMBavég avemBOunTEC EVEPYELEg

IMog va pvidcoete to Aloperidin

[epreydueva g cuokeLAGING Kot AOUTES TANPOPOpPiEg

SNk W=

1. Th eivar To Aloperidin ko wowa givon n ypRon Tov
To eappakd cag ovoudletor Aloperidin.

To Aloperidin mepi€yet T dpacTiKn OVGio AAOTEPIOOAT. AVIKEL GE Uio OLAdO PAPLAK®V TOV
ovopAovVTOoL «OVTIYUYOCLKE.

To Aloperidin ypnoipomoteitol o€ EVAAIKES, EPMPOVG KO TOUOLY Y10, TV OVTILETOTIOT] 0GHEVEIDY TOV
emnpedlovV ToV TPOTO TOV GKEPTECTE, OICOAVESTE 1) CUUTEPLPEPETTE. XE AVTEC TEPIAOUPAVOVTOL
TPoPANLaTA YoYIKNG LYElag (0Tmg 1 oxloppévela Kat 1) SITOAKT drotapayn]) Kot TpofAnpata
GUUTEPLPOPAC.

Avtég o1 aoBéveleg umopel va cag KAVoLuV va:
. Aw60daveote oOyyvon (Topadnpnpie)

. BAénete, va akovTe, vo a160AVESTE 1] VUL 0GPPAIVESTE TPAYLLOTO TTOV OEV VITAPYOLY
(yevdaicHnoeig)

. IMetevete Tpdypata wov dev givar oAndwva (tapoictnceic)
Awsbaveote acvvnbiotn koyvmoyio (Tapdvoia)

. Aws0dveote mold evBovoiacuévol, vo fpickecte o€ vIEPIIEYEPON, Va €ioTE EVOOLGLMOELS,
TOPOPUNTIKOL 1] VIEPKIVITIKOT

. Awe0dveote molv embeTucol, exfpucoi 1 Biatot.

e epnPoug kot madd, To Aloperidin ypnowomoteiton yia tn Oepaneia g oylloppévelag o aobeveig
niiog 13 €og 17 €@V, KaBAOG KOl Yo TNV AVTILETOTION TPOPANUATOV CUUTEPIPOPAS O€ acOEVEIG
n\iog 6 émg 17 etdv.

To Aloperidin ypncylonoteital emiong:

. e epnPoug kot modd nhkiag 10 émg 17 €TV Kot 6€ EVAMKES Y10 TNV OVTILETOTION KIVIGEDV
N NYXOV IOV OV PUTOPOVV Vo EAEYEOLV (TIK, AKOVGIEG EMOVAAUUPOVOUEVEG GTOCUOIKES
KIWVNGELS), YIo TOPASELY AL, Y10 TNV QVTIULETONIOT TOL coPapod cuvdopouov Tourette
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. e eVIIAIKEG Y1oL va. cLPPAAEL 6ToV EAeyy0 TV KvioemVv ot voco Huntington.

To Aloperidin ypnoipomoteitol HEPIKEG POPES GE TEPITTMGELS TOV AAA Plppaka 1) Bepaneieg dev
NTOV OTOTELEGUOTIKA 1) TPOKAAEGAV 1) OTOSEKTEG OVETIOVUNTEG EVEPYELEG.

2. T péner va yvopilete Tpv mapete To Aloperidin

Mnyv mapete 10 Aloperidin:

. e mepintwon adiepyiag otV ahomePIOOAT 1| G OTO0ONTOTE GALO OO TO GUGTATIKA CLTOV
TOV PAPUAKOL (aAVapEPOVTAL GTNV TAPAypapo 6)
. Av M avtiinyn cog Yo Ta TpAyUaTo YOpm GoG lval HELOUEVN T Ol AVTIOPAGELS Gag YivovTal

acvvinOota opyég

Av €yete voco tov Parkinson

Av &yete pa popen dvolog mov ovopdaletor «dvota pe copdtio Lewy»

Av éyete Tpoiovoa vaepmupnvikn Topdrvon (PSP)

Av éyete o Kapdiokn tabnon mov ovopdletal «rapatetapévo didotnua QT», 1 omotodmote

Ao TpOPANUa pe ToV Kapdlokd cag puiud Tov EUEAVICETOL O PN PLUGIOAOYIKT] KATAYPUPT] GE

HKT (niextpoxapdioypdeniio)

. Av €yete KapdlaKn aveETAPKELD N AV £YETE VTOGTEL TPOGPATA KOPILOKT TPOGPOAN

. Av &yete yapnAod eminedo KoAiov 6TO Qiplo GOG, TO 0010 OEV £XEL AVIYETOMIOTEL

. Av Aoppavete omolodNToTE amTd TO PAPLOKE TOV TOPATIOEVTAL OTIV TAPAYPUPO LE TITAO
«AMao pappoka kKo Aloperidin - Mnv ypnopomomoete to Aloperidin av maipvete opiopéva
(QAPLLOKOL Y10

Mnv mapeTe aVTO TO PAPUAKO EAV OTOLOONTOTE OO T TAPATAV® 1oYVEL Yo €60C. Eqv €xete
apeBoliiec, pmTNOTE TO Y1OTPO ) TO PAPUAKOTOLO Gag TPy wapete To Aloperidin.

Ipocidomou|oeis Kar TPOPUVAAEELG

YoPapég avemOopunTES EVEPYELEG

To Aloperidin pmopel vo TpokaAésel Kopdlokd TpoPARpata, TPOPALOTH EAEYYOV TMV KIVI|GEMV TOV
COUOTOG ) TOV AKpOV Kot pio cofapn avemBOun evépyeia mov ovouAleTal «VEVPOANTTIKO
Kakon0eg cuvopopo». Mropei eniong va TpoKaAEseEL GoPapég aAAepYIKEG avTIOPAcELS Kot Opoppoug
070 aipo. Qo Tpémel va glote vipepot Yia Tig coPapég avemBOUNTEG EVEPYEIEG EVD AaUPAVETE TO
Aloperidin, kaBdg gvdéyetar va ypelaoteite eneiyovoa wpikn Oepaneio. BAéne «Emaypunveite yio
TNV ELPAVIOT] GOPOPDOV AVETIBOUNTOV EVEPYELDVY» GTNV TAPAYPOQO 4.

Hiuaopévor kat atopo pe dvoira

"Exet avapepBel pikpn adEnon tov aplfpod tov Bovatov Kot ToV oyyElKdY EYKEPIAIK®Y ETEIG00ImV
OTOVG NAIKIOUEVOVG LE (vola Tov AapBAvouy avTiyvxookd eappaka. Atevbuvieite oto yotpd M T0
QoppaKomold oag mpwv Tapete To Aloperidin, diaitepa av £xETE Avoua.

Evnuep®ote 10 Y10Tpo 1] TO QUPRLIKOTOLO GUS OV £YETE:

. Apy6 Kapdiakd maApd, KapdlomdOeia 1 av elyoTe KATOL0 TEPIGTATIKO apvidlov Bavatov Aoy
KOPOLOK®V TPOPANUAT®V 6TO GTEVO 01KOYEVELONKD GaG TePPAAlov
XopnAn aptnpoxn wieon 1 awcbdveote (oAn 6tav kdbeote o€ Opbua BEon 1 onkdveste 6pbilog

. XoapnAo eninedo kaAiov N poyvnoiov (1 GAlov «nAekTpoAvTn») 670 aipa oag. O yiTpds oag Oa
OTOPAGICEL TOV TPOTO AVTIUETMOMTIGNG

. Av glyote TOTE €YKEPAAIKN alpopparyict 1] 0 YITPOC GG EYEL EVIUEPDGEL OTL EXETE PEYOADTEPES
mOUVOTITEG EULPAVIONG AYYEIOKOD EYKEPAAIKOV ENEIC0O10V GE GUYKPLOT UE AAAD ATOOL

. Eniinyia 1 av 610 Tapehfov Tapoucidcate EMANTTIKES KPIGELS (GTACHOVG)

. IpofAnpata pe Tovg ve@povg, To Nrap 1 To Bupeogidn adéva

. YynAo eninedo tng oprovng mov ovoudleTol TPOANKTIVI GTO Qilo. Gag 1 KapKivo mov umopel va

TPOKANONKE and vyYNAA enineda TPpoAakTivng (OTMG KAPKIVOG TOV LOGTOV)
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. Av gogig 1 KAmowo AAAO GTOLO GTNV OKOYEVELL GaG EXETE 16TOPIKO Bpdpfov oto aipa
. Koatdbiwm 1 av €xete dSutoAikn datapoyn Kol apyiceTe va aoBiveste KaTaOAnym.

Mmopel va ypelaoteite mo 6TV TopaKorlovinon Kot petaforr e tocdrag Aloperidin wov
Aappaverte.

Edwv dev elote BEParot av KATO0 0O TO TOPATAVD 1GYVEL Y10l EGAG, EVIUEPDGTE TO YIUTPO M TO
Qoppokonold cog mpwv mapete Aloperidin.

MpoinmTikég W0 TPIKEG EEETAGELG
O ywtpog oag pmopel va emBopei va dievepynoet nhextpoxapdioypapnuoe (HKI) mpv kot kotd ™
duapketa g Bepaneiog pe Aloperidin. To HKI™ petpd tnv nAektpikn dpactnplotnta tng Kopolds cog.

E&etaoeig aipatog
O ywtpog oag pmopel va emBopei va eAéyEet Ta enineda Tov KaAiov kot Tov poyvnoiov (1 GAlov
«MAEKTPOADTN») GTO aiflo oag TP 1} Kotd TN didpkela g Oepaneiog pe Aloperidin.

Hoda nikiog KdTo TOV 6 £TOV
To Aloperidin dev pémel va ypnoonoteital o Tondld NAkiog K4T® TV 6 eTdV. AVTOC 0
TEPLOPIOUOC VPITTOTAL S1OTL TO PAPUAKO OeV EXEL LEAETNDEL ETOPKDG GE VTNV TNV NAIKIOKT] OPLAdA.

Alro péppoxo kor Aloperidin
Evnuepdote 10 y1otpo 1 T0 QapUaKOTOd 606 AV TAUPVETE, EXETE TPOGPATA TAPEL 1 UTOPEL VO TAPETE
Ao eAappLOKDL.

Mnyv népete To Aloperidin av maipvete opropéva edppoko yo:

. Ipofinuata pe Tov Kapdlokd 6og ToAUd (OTMG apodapovr, SOPETIAION, dSilcomLPAuion,
dpovedapovr, IUTOVTIAION, KVIdivr Kot GOTAAOAN)

. Kotdbiwyn (6mwg ortaAompdpn Kot €51TaAOTPaun)

. Yoywon (6mwg ploveawvalivn, Aefopenpopalivn, tepeatvalivn, mpolion,
apoyroprepalivn, Tpopalivn, oeptvooln, Betopdalivn, tpipbopomepalivn,
tprpBopompopalivn kor Qimpacidovn)

. Baxtmpiaxég Aowméels (dnwg aliBpopvkivn, khapiBpopvkivr, epudpopvkivn,

AePoero&acivn, po&ipro&acivn kot TeABpopvkiv)

Mvukntooiuég Aoa&els (0nmg mevtopudivn)

Elovocia (0mwg adopavpivn)

Noavtio Kot EpeTo (0TmG S0AAGETPOVN)

Koapkivo (6mwg topepupaivn kot Bavdetovipmn).

Eniong, evnuepoote to yratpd oag av maipvete Pempidiin (Yo to Ompoxikd dhyog 1| T peioon

NG aPTNPLOKNG TieoTg) 1| HeBadOVN (avaAynTIKO 1 Y10l TV AVTILETOTIOT TOV POPUOKEVTIKOD

ediopov).

Ta edppaxo avtd propel va av&noovy v mBavoTNTo ELPAVICTS KOAPIIK®V TPOPANUATOV,

®G €K TOVTOV, EVIUEPDOTE TO YIOTPO GOG AV TAIPVETE OTOLOOIMTOTE A TOL TAPATAVD KoL UMV

napete 10 Aloperidin (BA. «Mnv ypnoponocete to Aloperidin:»).

Mrmnopei va yperactel e101kf| mapakorovOnen av Aappavete TavtoHypova Aibro kK
Aloperidin. Evnuepoote apécmg to yrotpd oag Kot StaKOYTE T Ayn Kot ToV 600 QopUaKmy
av epeovicets:

. AvVeENYNTO TVPETO 1 UN EAEYYOUEVEG KIVIGELG

. 2Oyyvomn, amoTPOCAVATOAIGUO, KEPOAULYin, TPOPANLATA IGOPPOTIG Kol VITVNALCL.
Ipokertan yuo onpeia pog cofapnc nadnong.

Opwopéva eappoke pmopei va exnpedoovy Tov TpomTo dpdaonc tov Aloperidin 1 propei va
avénoovy TNy TOAVOTNTO EPPAVIET|S KOPILUKADOV TPOPANRATOV
Evnuepoote to yratpd cog av maipvete:
. Almpaloidun 1 Bovompdvn (Yo To dyyoq)
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. Nrtovio&etivn, pAovo&etivn, plovPoapivr, vepaloddvn, maposetivn, ceptpalivn,
Barcapodyopto (St John’s Wort) 1 Beviapa&ivn (Yo tnv kotdOAiwym)

Bovzmpomiovn (yio tnv katdOAym 1 og Ponnpa yio tn S1oKoms ToV KOTViGHOTOS)
KapBapalenivn, gawvopapfirtdin, | eoavutoivn (Yo v eminyio)

Prpapmikivn (yio Boktnplokéc AotumEeig)

Itpaxovaldin, Tocaxovaloin 1 Popicovaldin (Yio LOKNTIONGIKES AOTUDEELS)

Aokia ketokovaloAng (Yo v avIeT®nion Tov cuvdpduov Cushing)

Ivéwafipn, prtovafipn 1 caxovvafipn (Yo Tov 16 TG avOpOTIVIG 0VOCOOVETAPKELNS 1
HIV)

. Xioporpopoalivn | Tpopebalivn (Yo vavtio kot EUETO)

. Bepamapiin (yio aptnplokn| nieon 1 kopdiokd TtpofAnuota).

Eniong evnpepdote 1o yuorpd Gog v maipveTe OTOLONTOTE AAAD PApLOKA Yo TN LElDOT TNG
aptnprokng ieons, onwg dokio amoBoing vepol (dovpnTikd).

O yatpog oag pumopel va ypeactel vo aArael tn 66om tov Aloperidin av maipvete Kamowo ond
OVTA TO PAPLLOKOL.

To Aloperidin propei va ennpeacel Tov TpoOTo dpdons TV akOLoVOMV TOTOV PUPUIKOY
Evnuepoote to yuatpd cog av maipvete gapuoKa yio:

. Noa npepnoete 1 va oag fondnoovy va koundeite (Npepuotikd)

. Alyoc (1oyvpd avaAYNTIKA)

. Kotabiwym («tpikukAikd aviikatafmtikd»)

. Meiwon g aptnplakng mieong (0nmg yovovedidivn kot pebviviona)

. YoPapég arlepykég avTidpaoelg (adpevarivn)

. Awtopoyn eAATTORATIKNG Tpocoyng/umepkivnTikotnTos (ADHD) 1 vapkoinyia (yvootd
MG «OIEYEPTIKA»)

. No6co tov Parkinson (6mwg Aefovtoma)

. Apainon tov aipatog (eavivolovn).

Av maipvete KAmolo amd VT TO PAPULAKO EVIILEPDGTE TO YIOTPO GOG TPV TAPETE TO

Aloperidin.

To Aloperidin pg owonvevpatdon

H xoatavdioon owvonvedpatog eved maipvete to Aloperidin pmopet va cog TpokaAécel vTvniia Kot
peiwon g eypryopons. Avtd onuaivel 0Tt Ba Tpémet va £10TE TPOGEKTIKOL (G TPOG TNV TOGOTITA TOV
OWVOTVEDLOTOG TTOV KOTUVOADVETE. EVIUEPDGTE TO Y10TPO GOIG GYETIKA LE TNV KATAVIADGT
OWVOTVELLOTOG EVOS® AapPdvete To Aloperidin kaOd¢ Kat Yo TV TOGOTNTA TOV KATOVOADVETE.

Kinon, Onlaopoc ka yovipétnra

Kvnon - €dv giote éykvoc, vopilete 6T1 pmopei va €iote £yKV0oG 1) oYENALETE VO ATOKTNGETE OO,
{nmoTe T GLUPOLAN TOL YLOTPOL GAG TPV TAPETE CVTO TO PAPHAKO. O YloTpOG GO PTopEl Vo GoG
ocvotioel va unv tapete Aloperidin kotd T S1dpKELD TG EYKLUOGVVIE GOG.

Ta akolovBa TPOPAUOTH EVOEYETAL VAL ELOAVICTOVYV GE VEOYVH TMV 0TIV 01 UNTEPEG Aapfdvouy
Aloperidin tovg tehevtaiovg 3 pveg g Komong (tekevtaio Tpipnvo):

. Mvikog Tpdpog, poikn duokapyio 1 advvapio
. YmvnAia 1 diéyepon
. Avomveuotikd TpofAnuota 1 TpofAnpata Gitiong.

H axpipic cuyvotnta avtdv Temv TpoPfAnudteny dev eivar yvoot. Av naipvate Aloperidin kotd T
SIPKELD TNG EYKVIOGVVNG KOL TO BPEPOG GO OVATTVEEL OTOLOONTOTE OO AVTEG TG AVETIOVUNTES
EVEPYELEG, EMKOWVAOVIOTE LE TO Y1OTPO GOC.

Onraopdg — ETKOVOVIOTE LIE TO Y10TPO G0G v OnAdleTe 1 okomevete vo Onidoete. Avtd copfaivet
SLOTL LIKPEG TOGOTNTESG TOV PAPUAKOV EVOEYETOL VAL TEPAGOVY GTO UNTPLKO YOAO KOl EV GUVEKELD GTO
Bpépoc. O yiatpdg Ba culntmoet pali cog oyeTKd (e TOLG KIVOHVOLS Kot To. 0PEAT Tov OnAacpov
evoom Aappaverte to Aloperidin.



Tovipétnta - To Aloperidin pmopei va avénoet ta eminedo pog oppovng mov ovopaletat
«TPOAUKTIVIY, 1| OToioL LTTOPEl VoL ETNPEACEL T YOVILOTNTO GTOVG AVOPES KOl OTIG YUVOIKEG,.
Yu{ntoTe e T0 YITpO GOG OV EYETE OTOIEGONTOTE EPMTIOELS GYETIKA LLE QVTO.

O yNo61 KoL LEPIGROS PNYAVIILETOV

To Aloperidin propel va ennpedost Ty KovOTTA 60 Vo 0dNYEITE Kot Vo, YpNCLULOTOLELTE EpYOAEin 1)
punyovnpate. Avembounteg eveépyelec, OTmg VOOTA, LTOPEL VO ETNPEAGOVY TIV EYPIYOPOT), 1O10HTEPO.

otav EEKIVIGETE VO TO YPTCIUOTTOLEITE Y10 TPDTN POPA N LETA Ao o VYNAN docmn. My odnyeite 1

yepileote omoladNmote epyoleio | UYOVALLATO, YOPIC TPDOTA VO, TO GVINTAGETE UE TO YIUTPO GOGC.

To wéopno drdivpa Aloperidin mwepiéyer mapadpovpevioiko pedvrectépa
O mopaddpo&uPevioixog pebviectépog UTopel va TPOKOAEGEL OAAEPYIKEG AVTIOPACELS (TOUVOV e
kabvotépnon).

3. o va wapete To Aloperidin

[Tavtote va maipvete To PAPLOKO OLTO OLGTNPE COUPOVO. LLE TIG 0dNYiEg TOV YaTpoD 1) TOV
eoppaxomolol coc. Edv éxete apeifolries, potoTte T0 Y10Tpd 1 TO PUPLAKOTOLO GOG.

Méon mocoTNTA TPEMEL VO, TAPETE

O ytpog B cag evnuepdoel GYeTIKA pe TV TocotnTo Aloperidin mov mpénet va mapeTe KOOMG Ko
Y 10 Xpovikd ddotnue ANYns. O yatpds Ba cag evinUepdOEL ETIONG OV TPEMEL VOL TAIPVETE TO
Aloperidin pio 1 Teplocdtepeg Popég TV NuEPa. Mropel va ypelacdei Alyog xpdvog HEXPL VO VIDOGETE
v TA PN dpdor Tov eapudkov. Katd kavova, o yiarpdg 8o 6og xopnynoeL opyitkd po YounAn doon
Kot gv cuveyeio Oa TpooapudceL T d66M MGTE Vo, givatl KATAAANAN Yo €60¢. Eivat ToAd onpovikd va
TOPETE TN GOCTN TOGHTNTO.

H 8601 g ahomepidoing e&aptdror and ta akdiovba:
. Tnv nhia cog

. Tnv méOnon ya v omoia AapPdvere Bepameia
To av éyete veppikd N Natikd TpofAnpota
. Ta dAlo eappoko Tov maipvete.
Evijlikec
. Kavovikd, 1 86on cag Ba givor peta&y 0,5 mg kot 10 mg kabe nuépa.
. O y10TpOG PTOpEL Vo TNV TPOTOTOGEL MOTE Vo PPEL TNV KATAAANAT 6001 Y10 EGAC.
. H vymAdtepn d60om mov Ba mpémet va maipvouv ot evijdikeg e€aptdtat amd Ty mdnon yo tnv

omoiao Aappdvouv Bepaneio kKot kKopaiveton peta&d 5 mg kot 20 mg kabe nuépa.

Hluopévor
. O nAkiopévor Egktvodv cuvnbwmg pe 0,5 mg kabe nuépa 1 To MUICL TNG XOUNAOTEPNS dOGTG
TOV EVNMK®V.

. Ev cvveyeia, n moocotnta tov Aloperidin mov maipvete Ba mpocapootel £ 6TOV 0 YTPOg
Bpet v katdAinin d6on Yo £66G.
. H vynAdtepn d6om mov Oa mpémet vo maipvouy ot nAkumpévot givar 5 mg kébe nuépa ektds av

0 Y1TpOg G0G amopaciost 6Tl ¥pedletar vynAoTepN dOON.

Howord ko Eépnpor nikiag 6 £mg 17 eTdv

. Koavovikd, n d6on cag Ba givor peta&y 0,5 mg kot 3 mg kébe nuépa.

. Ot épnPot nAkiag €mg 17 eTdv, o1 onoiot Aappdvovv Bepaneia yio oyilloppévela N TpofAnquota
oLUTEPLPOPAG puropel va AdBovv vynAdTePN 060, Emg 5 mg Kabe nuépa.

Anfyn Aloperidin
. To Aloperidin mpoopiletat yio and GTOUATOG XPNOT).
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. IIpwv and 1o ANy, propeite va avopeiete 1o mocpo didivpe Aloperidin pe Atyo vepd, aArd
unv to avapeiEete pe dAlo vypa.

. Aopopéote 10 TOUN amd TN ELIAN TELOVTAG TO TPOS TO KATW
Kat yopilovtdg to aplotepdGTPOPaL.
. Avomodoyvpiote TN PLAAN TAVE 0md Vo KOVTAAL.

[Miéote amord ™ @AAN 6TO TAAYO KOL LETPNOTE TOV apPlOUO
TOV 6TOYOV®V TOV TPENEL VO TAPETE.

. [Tieite To ddAvpa apEcm.

. KAeiote T @uoAn.

Edv napete peyarvtepn 66on Aloperidin o6 Tnv kKavoviki

Av mapete peyarvtepn mocotTo Aloperidin amd ™ cvvietdpevn 1 av tapel Aloperidin kdmolo dGAro
ATOUO, EMKOVOVIOTE AUECHOG LE TO YIULTPO GOG 1| EMICKEPTEITE TO TUNOL EXELYOVIMV TEPIOTOUTIKOV
TOV TANGIEGTEPOV VOGOKOUEIOV.

Edv Egyaoete vo wapete To Aloperidin

. Av mapadeiyete pia 60om, Tapte TNV €XdUEVT 000T ¢ cuvnBws. Katdmy, cuveyiote T Aqyn
TOV PAPUAKOV GOG COLPMVA UE TIG 0ONYIEG TOVL YIATPOV GOC.

. Mnv napete dumAn 66om.

Eév otapatioete va maipvere To Aloperidin

H dwokom g AMymc tov Aloperidin Oa wpénel va yiveTor oTadiokd, EKTOG AV 0 Y1TPOS GOG EXEL
dmoel dapopeTikeg 0onyiec. H amdtoun daxomn g Oepanciog pmopei va Tpokodlécel ovemBvunTeg
EVEPYELEG, OTMOG:

. Noavtio kot épeto

. AvckoAia 6ToV VTTVO.

AxolovBeite mévtote TPOSEKTIKA TIG 00N YiES TOL Y1ATPOL GOG.

Edv éyete mepiocdtepeg EpOTNOELS GYETIKA LE TN XPTOT CLTOV TOL POPLAKOV, POTNGTE TO YLOTPO 1) TO
(OPUAKOTOLO GOG.

4. MOavég avemOOunTEg evépyereg

Onwg 6Ma To pAPLLOKD, £TGL KOL GVTO TO GAPUAKO UTOPEL VO TPOKAAEGEL AVETHOUNTEG EVEPYELEG, OV
Kot 6gv Topovclalovtal 6 OAOVG TOVG AvEPMOITOLC.

Enrayponveite yia TV Ep@avicn cofap®v avemBountov gvepyerav
Evnuepdote apéome to y1atpd 6ag oV TopatnpnoeTe | VIoY1aLesTe 0TO0ONTOTE Ao ToL AKOAOLOA.
Mmropet va ypelocteite enelyovoa watpikn Oepameio.

Kaporwaka wpopipara:

o Mn pVG10A0Y1KOG KOPSLKOG PLOLOG — SLOKOTTEL T1 PLOIOAOYIKT| AEITOVPYIL TNG KAPOLAS
KOl UTOPEL VO, TPOKAAEGEL ATMAELD TG GLVEIONOMG

. Mn @uctloloyikd TayO¢ Kapdakog puoude

. [Ipdcbetor Kapdiakoi KTVTOL.

Ta xapdiokd TpofAnuate dev gival cuyva o dtopa mov Taipvouy Aloperidin (pumopet va

emnpedoovv £ng 1 ota 100 dropa). Exovv mapovcioctel arpvidiol Bdvartol o€ acbeveig Tov

Adppavay ovtd 1o EAPUOKO, OALA 1| KPS GLUYXVOTNTA OVTAV TV BaviaTmy dev etval Yvootn.

Koapdiakn avokonn (1 kapdid otopatd vo KTomd) £Xel EMiong ELPAVIOTEL GE ATOUO TTOV

AQUBAVOVY OVTIYUYOGIKE GAPLLOKAL.



"Eva cofap6 mpofinpa mov ovopdletar «kaxkondeg vevpoinmtikd cvvopopo». Avtd
TPOKAAEL VYNAO TVPETO, GOPap1 LLIKT SLCKOUYIN, CVYYLON KoL OTMAELN TNG GLUVEISTONC.
Eivon omévio o€ dtopa mov maipvovv Aloperidin (unopei vo ennpedoet éog 1 ota 1.000 dropa).

Mpopfipota oTov EAEYY0 TOV KIVI|GE®Y TOV CAONATOS 1| TOV AKPOV (eEOTUpaponn
owatapayi), OTMC:

. Kwnoelg tov 61op0ToC, TG YADGSOG, TG YVABOoU Kot OPIGUEVES POPEG TOV AKPOV (OYIUN
dvokivnoic)
. AicOnpo avnovyiog 1 SuGKOAIN TOV ATOUOV VO TAPUUEIVEL GE aKVIoia, oLENUEVES

KWV GELG TOV CANOTOG

ApYéC M LELOUEVEG KIVIGELG TOV GOUATOG, CTAGLMOKEG KIVIGELG 1] OECUIODCELG
Mvikog Tpopog 1 poikn dvokapyio, cuptd Padicua

Advvapio kivnong

"EAAenym ékppaong Tov TPOoHTOL OV PEPIKEG POPEG OLOLALEL [LE TPOCMOTELD.

Avtég etvan TOAD cvyvég og dropa mov maipvovy Aloperidin (umopel va ennpedoovy
neprocotepa and | ota 10 dropa). Av eppavicere omoladNTOTE Ao AVTEG TIG AVETOOUNTEG
gvépyelec, pmopel va oag yopnynoel Eva mpdobeto Qappaio.

Yopapr) ariepywk] avtidpaon wov propel vo teptiapuPavet:

. Oidnpa Tov TPOCHOTOV, TOV XEIMMV, TOV GTOHOTOS, TNG YADGGOS 1] TOL PAPLYYO
. AvcKoAia 6TV KATATOGT 1 GTNV VATVON

. Kvnoumdeg e€avinpua (kvidwon).

H oMepywn avtidopaon dev eivar cuyvn og dtopa mov maipvovv Aloperidin (umopei va
emnpedoet €og 1 ota 100 dropa).

Opoppor aipatog oTig PAEPES, oVVIOMS 6T KATO dKpa (ev TO Pdbel PAefikn Opopupwon 1
DVT). Exovv avaeepbei og dtopa mov Aapfavouy aviyuyooikd eappoka. Ta onueio g
DVT ota kdtm dkpo tepthappdvouy oidnpa, dAyog kot epudpdtnta ot KAT® GKpa, dALL O
Opoppog pumopet va petakivnfel 6Tovg TVEHOVES TPOKOAMVTAG Bmpakikd dAyog Kot Suckoiio
otV avamvon]. Ot Opopfor aipatog propel va givat Todd coPapol, WG EK TOVTOV, EVIUEPDOTE
GLLEGO TO YLOTPO GOG OV TOPUTIPTCETE OTOLOONTOTE GO AVTA TO. TPOPAT LLaLTaL.

Evnuepdote apécms 1o yloTpd Gog av TopaTnpOETE OTOLNINTOTE OO TIG TAPATAV® GoPapEg
aVETOVUNTESG EVEPYELEC.

Aldeg avemOOUNTES EVEPYELEG

Evnuepdote apécms 1o yloTpd Gog v TapatnpioeTe 1] VIOYLALESTE OTOONTOTE OO TIG aKOAOVOEG
VeV UNTEG EVEPYELEC.

oAb ovyvég (umopel va ennpedcovv tepiocdtepa ond 1 ota 10 dtopa):
. Aiobnpua d1Eyepong

. Avckolia otov Otvo

. Kepolodyia.

Yoyvég (umopel va emmpedcovy €mg 1 ota 10 dropa):

. ZoBapo mpdPANL YuyIKG VYELNS, OTMS TO GTOUO VO TIGTEVEL TPAYLOTA TTOV gV Elvat
oAnOwa (apodnpnrikég 10€ec) N va PAETEL, va alcBdaveTal, va aKovEL 1] Vo 0cQpaiveTol
TPAYLOTO TTOV OEV LTLAPYOLY (WYEVIGONCELS)

. Katdiwyn
Mn @pucloloyikn poikn Taon

. AtoOnpa ddng, cvpmeptrapfovouévng e (dAng étav to dropo Ppioketol o 6pOla
0éon N onkwveTon 6pO1o

. AioOnpuo vvnAiog



Avodikn kivnon tov opBoludv 1 Tayeis 0pOBOAUIKES KIVAGELS TOV SV UTOPEITE Vi
eléyEete

[popAnpata 6pacnc, 6nmg Bapumm dpacn

XopnAn aptnproxy wieon

Noawvtia, épetrog

Avcxouotto

Enpootopia 1| avEnpévn Ekkpiorn GlELOL

Agppotikd eEavompuo

Advvapio 00pnoNg N TANPOVG KEVOGTG TS 0VPOSOYOV KVDGTNG

Avcrolia enitevéng Kot dtaTnpnong g otHong (avikavotnTa)

[Ipoécinym 1 andAED COUOTIKOD BAPOLG

Metafolréc mov gpeovilovial o aUATOA0YIKOVG EAEYYOVS TOV GYETICOVTOL LE TO NTTOP.

Oy ovyvég (umopel va emnpedoovy £oc 1 ota 100 dropa):

Emdpdoeig oo 1kotTope Tov aiflatog — YopnAog aptBpog L@V TV TOUTOV KUTTAP®OY TOV
aipatog, cupmepthapupdvovial cofapic LEIMGEIS TOV AEVKOV AUOGOALPI®V Kot YoUNAOC
aptOpog «opomeEToAM®YY» (KOTTOPO TOL GUVTEAOVV GTNV THEN TOV OULOITOC)

AicOnuo odyyvong

Amndrea N pelmon TG YEVETNOLOG OPUNG

Emiinmtikég kpioeic (omaopot)

Avckopyio Tov @V Kot Tov opfpodceemy

Mvikoi oacpoi, poikég decdDOELS 1] GLOTAGELS TOV OV UTOpPEiTe VoL EAEYEETE,
GUUTEPTAOUPAVETOL O CLYEVIKOG CTAGULOG OV TPOKAAEL TNV TEPIOTPOPN TNG KEPUANG
TPOG Hio TAELPA

[popAnpata pe ™ Padion

Aoybvioopo

dAeypovn Tov NTOTog | NIOTIKO TPOPAN U TTOL TPOKAAEL KITPIVIGLO TOL SEPUOTOC | TOV
opBorpmv (iktepog)

AvEnuévn evacbnecio Tov SEPUATOG GTO PMOG TOL A0V

Kvnouog

YrepPoiikn epidpwon

Mertafoléc Tov katapviov KhkAov (epiodoc), OTmg ammAELN TNG ELPUVOL POCEMG,
Hokpag o1apKelas, faptd, ETOILVN EUUNVOG pUOT

Mn avoapevopevn Tapayyn UNTptkod YaAMKTOg

Maotoduvia 1 dusopia pacTov

YynAn Oeppokpacio coRaTog

Oidn o oV TPOKAAEITAL ATO TN GLGGMOPEVCT VYPDV GTOV OPYAVIGUO.

Xrawvieg (umopel va ennpedoovy €mg 1 ota 1.000 dropa):

YynmAo eninedo tng oprovig Tov ovoudLeETOL «TPOAKTIVI GTO Qi

ZTEVOOT) TOV 0EPAYMYDV GTOVG TVEVLOVES, TPOKOADVTOG SUGKOAIN GTNV OVOTVOT
AvckoAio 1 advvapio Tov atdpov va avoiel To oTopd

IIpofinpata kotd T ce£0VOAKT ETAPN.

Or ax6rovBeg avemOOuNTES EVEPYELEG EY0VV EMiong avapepBel, aira 1 axpifnig Tovg
ovyvoeTNTA OEV Eival YvOoTI):

YymAo eninedo «avtidtovpntikng oppovne» oto aipa (GVVOPOpo arpdGPOPNG EKKPLONG
AVTISIOVPNTIKNG OPLOVIG)

XopnAo eninedo coKyipov 6T aipo

Oidn e Tov AGPLYYQ 1] GUVIOUOG GTOGUOG TOV POVITIKMV XOPO®V, TOV UTOPEl VoL
TPOKAAEGEL OVGKOAIO TNV OUIALD 1) GTIV OVOTTVOT

Awpvidio NTOTIKY OVETAPKELL

Meiwon tng por|g TG YOG 6TO YOANSOY0 TOPO

Amo@oMO®o™N 1| ATOAETIGT) TOV SEPUATOG
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. DLeypovn PIKPOV ao@Op®V aryyeimv, Tov 0dnyel og depprotikd eEAvOna pe puKpd
gpuBpd 1 mopeLPA eEoyKMOUOTA

Avdomacn poikov 161ob (papdopvoivon)

Eppévovoa kot erdduvn otucn Tov TEoug

A0YKOUEVOL HOGTOT GTOVG (VIPEG

Xounin Oepuokpocio cOUATOC.

Ava@opd avemOOunTOV EvEPYELOV

Edv mopatnpricete Kanow avemBOunTn evépyela, EVIUEPMGTE TO Y1ATPO 1 TO PAPLOKOTOLO 6aG. AVTO
oYVEL KOt Yo KaOe mhavn avemiBount evEPYELD TTOV JEV AVAUPEPETOL GTO TAPOV PVAAO 0ONYIDV
ypNone. Mmopeite eniong va avagépete avembounteg evépyeieg ancgvbeiog otov EOvikd Opyaviopuo
Ddapudkov, Mecoyeiov 284, 15562 Xohapyog, ABnva, Tni: + 30 21 32040380/337, ®a&: + 30 21
06549585, lototomog: http://www.eof.gr. Méom tng ava@opdc ovemBountoy eVEPYEIDOV UTOPEITE VO
Bonfnoete 6T CLALOYN TEPLGGOTEP®V TANPOPOPLDOV GYETIKA LE TNV AGPAAELN TOV TOPOVTOG
(POPUAKOV.

5. Iog va puidocete To Aloperidin
To @appako avtd TPEMEL VO UAACCETAL GE PUEPT TTOV OgV TO PAETOVV Kol OV TO POAVOLV TO TOLIIAL.

No pn xpnoyomoleite avtd T0 EAPLAKO LETE TNV NUEPOUN VIR ANENG TOL AVOPEPETAL GTNV ETIKETA TNG
QuAng 1 oto kovti petd tv AHEH. H nuepopmvia AMéng eivar n) tehevtaio nuépa Tov Pivoe mov
avapépetal ekel. Metd to dvoryua g QriAng, XPNOLLOTOGTE TO HECH GE 3 UNVEC.

To eappako avtd dev anartel Waitepeg cuvOnKeg GOAAENGS.

Mnyv meTdte QAPUOKA GTO VEPO TNG OMOYETELONC | GTA OIKIOKA amoppippata. Potiote tov
(OPLLOKOTOLO GOG Y10 TO TG VO TETAEETE TOL PAPLLAKO TTOL OEV XPNOLUOTOIELTE T AT TaL pPETPaL Ba
BonBnoovv otnv Tpoctacia tov mepBdAlovtog.

6. Iepreyopevo. TG GVOKEVUGING KOL AOUTEG TANPOPOPIES
T mepréyer o Aloperidin

H dpactikn ovesia givar 1 adkomepiddoin. Kabe otaydva tov ndoipov deddpatog nepiéyet 0,1 mg
aAomepldOINg (kaOe ml mepiéyel 2 mg ahoTEPIOOANG).

Ta dAha cvotatikd givar: mapaddpolvPevioikoc peboieotépag (E218), yoraktikd 00 kot
kekaBappévo vdwp.

Ep@dvion tov Aloperidin kou wepreydpeve Tng 60OKELOGIAG

To Aloperidin givai dtavyég, dypmpo didAvpa. Alatifetal 6 GTAYOVOUETPIKT] OLAAN LE COPAYIGUEVO
ToONa ac@aieiog Yo Tondid kon mepiéyel 15 ml 1 30 ml dwwdvpatoc.

Mmropel va unv KukKAOPOpOUV OAEG Ol GLOKEVAGIES.

Karoyog Adcrog Kvkiopopiog
Janssen-Cilag ®oppokevtiki A.E.B.E.
Aewpopog Eiprivg 56

151 21, TTevkn, Abfva

TnA.: 210 80 90 000

Hapaookevacti|g
Janssen Pharmaceutica NV, Turnhoutseweg 30, B-2340 Beerse, Bé\yto.
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AvTo TO QappokevTiKd TPoidv £xer eykprBei ota Kpatn Méin tov EOX pe Tig mapakdato
OVOLLOGIEG:

Avotpia, Bélyo, Kdmpog, ['ardria, Itaria, AovEepfovpyo, Haldol
OAavdia, TToptoyaria, Zovndio, Hvouévo Baciielo:

Aavia, wviovoia: Serenase
Cepuavio: Haldol-Janssen
EXAGda: Aloperidin

To mapév pvAro 0dNYLOV YpijoNg avadewpnOnke 1o TehevTaia opd Tov Iovvio 2019.

Aldeg TNYES TANPOPOPLAOV
Agntopepeic TAnpopopieg yio 10 PAppHoKo avtd givor S1aBécieg 6To d1KTLOKO TOTO Tov EOviKoD
Opyaviopov @apudkwv: http://www.eof.gr.

O minpogopieg mov akorovBovv amevBivoviar Lovo ce emaryyeApaties vyeiog:

To néoo dihvpa ALOPERIDIN o€ 6tayovopeTpiko mepléktn tpoopileTal yio tn yopnynon epamo
d0cemV 0AOTEPLOOANG £m¢ 2 mg (avTioTotyel o€ 20 GTOYOVEC).

Mopakdte Ttapovcidlovratl o aplfuds Tov oTaydvemv mov amaiteitol yio Ty exitevén piog dedopévng
€QATOE 0OOMG YPNOOTOIDOVTOS TO OG0 dtdlvpua ALOPERIDIN.

Mivaxag petatpomis yia 10 wocipo srdivpo ALOPERIDIN (2 mg/ml)

mg aAomePLOOANg ApOpdg cTayévov
ALOPERIDIN
(6TOYOVOUETPIKOG TEPLEKTNG)
0,1 mg 1 otayova
0,2 mg 2 otayoveg
0,3 mg 3 otaydveg
0,4 mg 4 oTayoveg
0,5 mg 5 otaydveg
1 mg 10 oTaydveg
2 mg 20 otaydveg

10



