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®Vviro oY@V ypiong: IIAnpoeopiss yro Tov yp1otn

Risperdal Consta 25, 37,5 kot 50 mg kOvig Kot O10AVTNG Y10 TAPUOKELVY] EVEGIIOV EVULOPTLATOS
TOPUTETUNEVIG OTTOOEGUEVOTG

pLoTEPLOOGVN

AP aoTe TPOGEKTIKG 0AOKANPO TO GVALO 00N YLAV PN OIS TPLV UPYIGETE VA PN GLUOTOLEITE

oVTO TO PAPNOKO, O16TL TEPLAOUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- DvLa&te avTO TO GUALO 00N YLDV YpNoNng. Towg ypetaotel va To dafdcete Eovd.

- Edv éxete mepartépo amopieg, poTNGTE TOV Y1OTPO 1] TOV PAPLOKOTOLD GOC.

- H cvvtayn yio avtd 10 eappoko xopnyndnke amokAEloTIKA Y10 oaG. Agv TPEMEL VO ODCETE TO
QAPUOKO o€ AALOVG. MTopel va, Tovg TPoKaAESEL PAGPN, AKOLO KOl OTOV TO GUUTTMIOTO TG
ac0éveldg Tovg givar 1010 e T Sk GO,

- Edv mapotnprioete Kamowo avemBOUNTN EVEPYELX, EVIUEPDOCTE TOV YITPO 1) TOV PUPLOKOTOLO
c0c. AvTo 1oyvEL Kot Yo KAOe mhovn avemBOUnTn vEPYELD TOV OV AVUPEPETOL GTO TAPOV
@OAAO odNyu®V ypnone. BAéme mapdypoago 4.

T epréyel To TOPOV POALO 0ONYLOV

T givar to Risperdal Consta kot woto givor 1 gp1on Tov

T mpénet va yvopilete Tpv ypnoiponomoete to Risperdal Consta
[é¢ va ypnoonomoete to Risperdal Consta

ITiBavég avemBOuNTEG EVEPYELEG

ITodg va puidaccete o Risperdal Consta

[epieyopeva e cuoKeLATTIOG Kot AOTEG TANPOPOPIES

A

1. Th givan o Risperdal Consta kot wowa gival n yp1on Tov

To Risperdal Consta avikel 6€ pio katnyopio OpUAK®OV TOU AEYOVTOL KOVTIYLYOGIKAY.

To Risperdal Consta ypnoytomoteitot yia tn Oepaneio cuvtnpnong g oxlloepEVELNG, OTOL PTopEl va
PAémete, va akobTE N VO dGHAVESTE TPAYLOTO TOV OEV VILAPYOLV, VO TIGTEVETE TPAYLOTA TOV OEV

glval aAnfea 1 va aioBaveote acuvndiota KayOTomToL, 1| LTEPOEUEVOL.

To Risperdal Consta mpoopiletat yio acBeveig mov givon og Bepaneia eni Tov Tapdvtog pe and
oTOpOTOC (.. O1oKio, KOWAKLL) OVTIYLY®OGIKA.

To Risperdal Consta propei va fon6fcel 6Ty avaKovQloT TV CUUTTOUATOV NG acOEVELdg cag Kot

VO, GTOLOTNOEL TNV ETOVELPAVIOT] T®V CUUTTOUATOV GOG.

2. Tvnpéner va yvopilete Tpv ypnoypononjcete 1o Risperdal Consta

Mnyv ypnoiponomoete 10 Risperdal Consta

o Y mepintoon oAAiepyiag otn plomepdovn 1 6€ OTO10OMTOTE AAAO OO TO GUGTATIKA CLTOV TOV
QopraKov (avaeépovTal otV Tapdypopo 6).

IIpogrdomou| oL KOl TPOPVAGEELG

o Y mepintwon wov dev £xete AaPet moté Kapiog popeng Risperdal, mpénet va Eekvioete pe amd
otopatog Risperdal mpwv Egxvioete Bepaneia pe Risperdal Consta.

Mufote pe ToV YTpo 1 TOV PApPHOKOTOLd cag Tpwv ypnoiponoicete to Risperdal Consta gdv:

. "Exete npofinuo pe v Kapdid coc. [apadeiypoata teprlapfdavouy axavovioto Kapdloko
pLOU6 M edv Exete TPodiabeom yio YOUNAN APTNPLOKT THEST 1) EAV XPTCLULOTOIEITE PAPLOKOL Y10

v aptnplokn cog mieon. To Risperdal Consta pmopei vo tpokadésel yaunAn aptnplokn mieon.
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Mmopei va gpelacBel avamrposapproyn g 066MG Gog

o I'vopilete Toxov Tapdyoviec mov Ba evvoovcay vo TAOETE EYKEPAAKO ETEIGOO10, OTMOG LYNAN
APTNPLOKT THECT], KAPOLAYYEINKEG SATOPUYEG 1 OLUTAPAYES TNG KUKAOPOPIOG GTOV EYKEPOAO

. "Eyete mapovoidost Toté pun nleAnpévec KIviioELg TNG YADGGOS, TOV GTOHOTOG KOt TOV
TPOGMITOV

. "Exete mapovcidcel moté pio KatdoTaon TG omoiog T0 COUTTOUATO TEPIAAUPAVOLY DYNATY

Oeppoxpacio, poikn dvckapyio, epidpmon 1 HEIOUEVO EMiTedO cLVEIdNONG (YVOGTO emiong g
Kaxonfeg Nevpoinmtucod ZHvopoyio)

. "Eyete vooo tov Ildpkivoov 1 dvola

I'vopilete 6T oT0 TAPEABOV giyate yYoUnAd eminedo AeVKOKLTTAP®V (T omoio pmopei va

TPOKANONKE 1 Vo UNV TPOKANONKE amd GAAL QApPLLOKDL)

Eiote dopnticog

"Exete eminyia

Eiote dvdpag kat iyote TOTE mOpaTETOUEVT) 1] EXOIVVT GTVUOT)

"Exete duokoMa eréyyov TG Bepokpaciog Tov chpatdg cag 1 vrepdeppia

"Exete veppikd mpofAinpota

"Exete nroatikd TpofAnpota

"Exete apvoika vynid enineda TG 0proOvIG TPOAAKTIVIG OTO aipla oG 1 £XETE EVav OYKO TOV

mOavac oyetiletan pe Ty TpoAaKTiv

o Eoeig 1 kGmolog GALog otnV 01KoYEVELd Gag £xEl 1oTOPIKd OpoUPwV 6T0 aijo, KabdS Ta
oappoaka cav avtd Exovv ocuvoebel pe T dnpovpyia Opoufwv 6o aipa.

Edv dev eiote Giyovpot edv KATO10 07T TO TOPATAVD 1GYVEL Y10, EGOG, WANGTE GTOV Y1ATPO 1 TOV
(QOPLOKOTTOLO GOg TPV Vo, ypnoiporomoete 1o Risperdal 1 to Risperdal Consta.

Kabdg emikivovva youniot aptBpoi evog cuykekpiiévon TOTOU AEVKOKVTTAP®Y TOL OoLTOVVTOL Y10
VO KOTOTOAEUNGOVY AOUMEEIS 6TO aipa oag Exovv Ppebel Tohd ondvia o€ acheveic Tov
ypnoporolovv Risperdal Consta, o yiotpog cag gvdgyetal va eAEyEet Tov aplfid TV AevKoKLTTAP®Y
o0,

Ao KoL GV TPONYOVUEVMG ELYOTE AVOYT GTNV OO GTOUATOG PIOTEPIOOVT], CTAVIO. AAAEPYIKES
avTopacelc epeaviCovron petd omd evéoelg Risperdal Consta. Zntote watpikn fondeia apécmg edv
nmapovcidoste £avOn LA, oidnpa Tov Aapod Gog, Payovpa, 1 TPOPANLAT LLE TNV OvVOTVOT, KaOdE
avtd mhavd vo amotelovv onueio pog copfapng aAhepyikng avtidpacnc.

To Risperdal Consta propei va. cog Tpokoaiécel ovénon tov couatikod Bapove. H onuaviikn avénon
TOV GOUATIKOD BAPOVG UTOPEL VO EMNPEACEL apvNTIKG TNV VYEi oag. O Y1aTpdc c0G TPEMEL VO LETPA
TOKTIKG TO COUOTIKO G0oG BAPOC.

Kabag €xel mopatnpnbel cakyapmong dStapnng 1 endeivoon tpobndpyovioc cakyapmddovg dafntn
o€ acbeveig mov AapPavovv Risperdal, o yiatpog oag mpémet va eAEyEEL Yo onuein VYNADY ETTES DV
caKypov 610 aipa. Xe achevelg pe Tpovimapyovia cakyapmon dtaprtn, Ta enineda g yAvkoing oto
aipa Tpémel va TopakolovBohvTal TOKTIKA.

To Risperdal Consta cuvifmg avédvel Ta eninedo piog oppovng Tov oOVOUALETUL «TPOAOKTIVIY. AVTO
UTOPEl VO TPOKOAEGEL OVETIBVUNTES EVEPYELES, OTMG OLOTAPUYES TNG EUUNVOV pUGEMS N TPOPAN AT
YOVILOTNTOG OTIC YUVAIKES, S1OYKMGT TOL HaGTOV 6Tovg Avdpeg (PAéme [TiBavég avemBounteg
evépyeleg). Edv epooviotodv 1€1o1eg avemBOUNTEG EVEPYEIEG, GLVICTATAL 1) AELOAOYNOT) TOV EMTESOV
NG TPOAUKTIVIG GTO QLo

Kotd ™ dibpketa xepovpytkng enépPaons 6to PATL Yio TNV aVIWETOTIOT TG BOAMOTNG TOL UKoV
(xoTappaxTng), N Kopn (0 pavpog dickog mov Ppicketal 6To LEGOV TOL LaTIOV) propel va unv avéndel
og péyeboc 600 ypetdletat. Emiong, n ipida (To ypoUOTIOTO TUNO TOV LOTION) UITOPEL VA YOAUPMDGCEL
KaTd TN d1dpKeld TG eErEUPacng Kot avtod propel vo odnynoet oe PAaPN oto parti. Edv
npoypoppatilete va vroPAndeite o€ yeipovpykn enéuPacn 6To UATL, EVIUEPDOTE TOV 0QOUALIOTPO
GOG OTL YPNCLUOTOLEITE AVTO TO PAPLLAKO.



Hiuampévor pe avora

To Risperdal Consta dgv mpoopiletar yio ypnor 6€ NAMKIOUEVE GTOUA [LE VOl

[pénet va avalnmOel apécmg wtpikn Oepaneio edv €0€ig 1 0 PPOVTIGTNG GOC TAPATNPNGETE [io
Eapvikn peTafoAn TG VONTIKNG oG KoTaoTaons 1| Eapvikn advvapio 1 Lovdlaco 6To TPOCHOTO, GTA
¥€PLo N 6TO TOOI GOG, WOAiTEPO OTN L TAELPA, 1 KoK ApBpwon AdYOoV, aKOMA KOl Yi0 GOVIOLO
YPOVIKO ddoTna. Avtd propet va etvar onpueia eyke@oiKo EnelGodiov.

Ne@pwkd 1| NroTIkd Tpofiqnota

Av kot and 1oV 6TOUATOG promeplddvn £xel pehetnet, To Risperdal Consta dev €xet peretn0el oe
acBeveic pe veppika | nratikd tpoPfAnuoato. To Risperdal Consta O mpénet va, yopnyeiton pe
TPOCOYN GE LT TNV OUAdA AGHEVOV.

Alro @appoxa ko Risperdal Consta
Evnuepdote tov yotpd 1 1oV QopUaKOTOl0 oo 4y maipvete, £xete TpOGPOTA TAPEL 1) puiwopel va
TaPETE AAAOL QAPLLOKOL.

Eivon wwaitepa onpavtiko vo RIAMGETE 6TOV Y10.TPO 1] TOV QUPROKOTOL0 60G GV TaipveTe
0TTO100NTOTE 0Té TO aK6AOVO

. DApLOKO TOV OPOVY GTOV EYKEPUAD GG 0VTWEC MOTE VO, 5ag BonBovv va npeunocete
(Bevlodwalemiveg), 1 pepKa Aapuraka Yo, ToV TOVO (0TovYa), PAPLOKA Yo TNV OAAEPYiaL
(opropéva avtustapvikd), kabdg 1 promepldovn propel vo avéNoeL TNV KATACTAATIKY dpdion
OOV AVTOV

. DAapuUaKo TOV PUTOPEL VO TPOKAAEGOVV LETABOAN TNG NAEKTPIKNG SpAcTNPLOTNTOS TNE KAPOLEg

G0C, OTMG PAPLAKA Y10 TNV EAOVOGia, Yo TPOPAN AT TOL Kapdiakoh puBLov, yio aAlepyieg

(avtuotopviKg), HEPIKE ovTIKATAOMITTIKG 1 GAAC QAPLOKO Y10 YUYIKA TpofAnpaTa

Déproka TOL LEWOVOLY TOV KOPSOKO THAUO

Ddéppoka TV PEIDOVOLVY Ta, ETITEDD TOV KOAIOV GTO aipo (OTMG OPIGUEVE SLOVPTTIKA)

Déppaxa yo ™ voco tov [dpkivoov (6mwg n Aefovtoma)

Déppoxa Tov aLEAVOLV T SPASTNPLOTNTO TOV KEVIPLIKOD VELPIKOD GUGTHLOTOG

(Woyodieyeptikd, O6TMG 1 LeBLAPUVIOATT)

. Ddappoxa yo ) Oepaneio g avénuévng aptnplakng mieons. To Risperdal Consta pmopei va
LELDCEL TNV APTNPLOKT] TEOT

. AOVPNTIKA TTOV YPTCHOTOLOVVTAL Y10 TPOPANUATO LE TNV KOpILd 1 Y10 S10YKOUEVE, LEPT) TOV
oOUATOG 00G e&0ITIOG KATAKPATNONG TOAD PEYAANG TOGOTNTAG VYPOD (OTTS 1) POVPOCEUION N M
yhopobelalion). To Risperdal Consta 6tav Aapfdvetal povo Tov 1| 68 GuVOLACUO LiE
QOVPOCEUION, LTopel va aLENGEL TOV KivOuvo Yia eyke@aikd 1 Bdvato e nAkiwpéva dtopa pe
avota.

Ta rapaxdTo appoxe nwopei va HELOGOVY TNV ETIOPOC TG PLOTEPLOOVI|G

. Pwpapmikivn (éva eappoko yia m Bepaneio opiopévav AoUOEEDVY)

. KoapPapalerivn, eovotoivy (edppoka yio tnv eminyia)

. DowvoPapPiTain.

Edv Eexivioete 1] GTOUOTNCETE VO TOUPVETE TETON PAPUAKO, LTOPEL VO XPELOOTEITE OLOPOPETIKY OOG
PLOTTEPIOOVNG.

Ta tapokdte eappoke propei va avéioovy Ty enidpaon TS PLoTEPLOOVIS

. Kwidivn (ypnoomoteital yio opiopéva €idn Kapdlakng voOsov)

. AvtikatabAmTikd, 0nmg Tapo&etivy, AovoEeTivr, TPIKLKMKE AVTIKOTOOAITTIK

. DappaKo TOV gival YvmoTd 0¢ PNTo-0TOKAEIGTES (XPNOLLOTO00VTOL Y10 T Bepameio TG
VYNANG apTNpLaKAG Ttieong)

. Ddawvoberolive (6mmC To PAPLOKE TOV XPNGLLOTOIOVVTOL Yo T Ogpomeio TG yoymong i Yo
VoL EMPEPOLY TPELLicL)

. Zipetidivn, pavitidivn (amokAeloTéc TG 0EHTNTAG TOL GTOUAYOL)

. Itpaxovaldin kot ketokovaloAn (pappoka yio T Oepaneio TOV LUKNTINGIKOV AOUMEEWDV)



. Opiopéva edpuaxe Tov ypnoipomolovvtal yio. tn Oepaneio tov HIV/AIDS, 6mmg 1 prrovafipn

. Bepamapiin, éva edpuoko mov ypnoiponoteital yuo t Oepameio Tng VYNNG apTNPLKNG TieEoNC
KO/ TOV U1 QUGLOA0YIKOD KapdlakoD pudpon

o ZepTpaiivn kot AovPo&apivn, PAPLOK TOV YP1CYLOTOI0VVTAL Yo TN Bepoameio Tng
KATAOAMYNG Kot GAADV YUYLOTPIKAV SIATOPOYDV.

Edv Eexvnoete 1| OTOUOTAGETE VO TAIPVETE TETOLN QAPUAKO, UTOPEL VO YPELOCTEITE SIOPOPETIKT OOGN

PLOTEPIOOVNG.

Edv dev glote olyovpot €6v KATOL0 0o TO TOPATAV® 1GYVEL Yo €GAC, WANGTE GTO YIUTPO CAG 1) OTO
QOPLOKOTTOL0 GOG TPV Vo, xpnoiporomoete o Risperdal Consta.

To Risperdal Consta pg Tpo@1], T0T6 Kol 01VOTVELHATAO O
[Ipénet va amopedyete vo mivete ovomvevuatdon otav ypnoionoteite to Risperdal Consta.

Konon, Oniaopog ko yovipétnra

o Edv eiote éykvog 1 OnAhalete, vopilete 0t pmopei va giote £yKvog 1] oYeOIALETE VO ATOKTNGETE
mondt, {ntote ™ GLUPOVAR TOL YLOTPOV 1} TOV PAPHAKOTOIOV GG TPV YPT|GLLOTOIGETE OVTO
T0 Qappako. O yotpdg cog Ha 0moPucicel GV UTOPEITE VO, TO YPTCLULOTOGETE.

o Ta akdlovba cuprTdpate TOAVE VO ELPAVIGTOVY GE VEOYEVVITA BPEPT UNTEPOV TTOV EXOVV
ypnoponooet to Risperdal Consta katd t diépkela Tov TEAELTOIOV TPLVOL TG KONOTS
(Tpeig TehenTaiol PAVEG TNE EYKLHOCVVNG TOVG): TPELOVAO, HVTKN SuoKapyia, Ko advvauia,
vvnia, 81€yepo, avamveLSTIKA TPoPANHaTa, Kol OVGKOAID TNV TPOSANYM Tpoenc. Edv T0
HOPO GOG EUEOVICEL OTOIOOMTOTE OO AVTA TO, GCUUTTAOUOTO, LTOPEL VO, XPELOGTEL VO,
EMKOIVOVNGETE € TOV Y10TPO COLC.

. To Risperdal Consta pmopel va avénoet ta emineda pog oppdvng cog mov ovoudaletot
«mporaxtivy ennpedlovtag mbavd ) yovipdtnra (BAéne [TiBavég avemBOunTeg evépyeteq).

Od1ynon Kot epropndg pnyavnuaTov

Koartd ) dwdpketa Oeponeiag pe Risperdal Consta pmopel va gpeavietodv (dAn, kodpaomn Kot
TpoPAnfuoTa Opacng. Mnv odnyeite 1 xepileote OMOLOONTOTE EPYUAELR 1) UNYOVALLOTO YOPIG VO
WMANGETE TPATA LLE TOV YOTPO GOG.

To Risperdal Consta wepiéyel vatplo
To @appaxo avtd mepiéyel Arydtepo amd 1 mmol vatpiov (23 mg) avd d6on, eival avtd mov
ovopdlovpe «erevBepo vatpiovy.

3. g va ypnoyponomcete 10 Risperdal Consta

[Tavtote va ypMoILOTOLEITE TO PAPHOKO OVTO ALGTNPH COLPOVO LE TIC 00NYIEG TOV Y1aTPOL Gag. Edv
&xete APPPOAES, POTHGTE TOV YIATPO 1) TOV POPLOKOTOLO GOG.

To Risperdal Consta yopnyeital mg evéopvikn £veon eite 6to PUnpdtco gite 6to yAoutd kdbe dvo
ePOopadec, kat yopnyeital amd emayyeApatio vyeiog. Ot evécelg TPEMEL Vo, EVOALAGGOVTOL LETAED TNG
0e€14¢ KOl aploTEPNC TAEVPAC, KOt OEV TTPETEL VO, YOPNYOLVTOL EVOOPAESLAL.

H cuvietopevn 6661 givar 1 akériovdn:

Evniikeg

Aodon évapéng

Edv n nuepnota and otopatog d6om cog (m.y. dokia) piomeptddvng frav 4 mg 1 YoUnAOTEPT Y10l TIG
terevtaieg 2 fdouddeg, tdte 1 060m Evapéne g Bepaneiog cog mpémel va givar 25 mg Risperdal
Consta.

Edv n nuepnotla and otoépatog d6om cag (w.y. diokia) promeptddvng frav vymAadtepn amd 4 mg yio Tig
terevtaieg 2 fdouddeg, tote umopei va cag yopnynbovv 37,5 mg Risperdal Consta wg 66om Evapéng.

Edv elote o€ Bepameio pe GALQ 0O TOV GTOUATOG AVTIYVYMOGIKA, EKTOC TG PLOTEPLOOVNG, 1| 06N
évapéng tov Risperdal Consta Oa e&aptn0el amd ™ Bepomeio mov maipvete. O yuotpdg cag Oa emhééel
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Risperdal Consta 25 mg 1} 37,5 mg.
O ywatpog oag Oo amopacicetl tn 06on Risperdal Consta mov givat katdAAnAn yio €0dg.

Adom cvvtpnong

o H ovvnOng oo givar 25 mg kb dvo gfdopndadec wg Eveon.

o Mmopet emiong va ypetaleton pia vynidtepn 60om Twv 37,5 1 50 mg. O yatpog cog Ha
amoacicet Yo T d6om tov Risperdal Consta mov givot KatdAANAN Yio 604G,

. O y1TpdG 0O UITOPEL VO GOG GLVTAYOYPAPNOEL ad oTOpaTOG Risperdal yia Tic mpmdTeC TPEIC
ePoopddeg Hotepa Amd TNV TPMTN G EVEST.

Edv cag yopnyn0ei peyarvtepn 66on Risperdal Consta amé tTnv kKavoviki

. Atopa ota omoio yopnynOnke peyorvtepn 66on Risperdal Consta amd tnv Kavovikn epedvicay
T0, aKOAOLOA GLUTTMOWOTA: VITVNALL, KOVPAGT), LN PUGIOAOYIKEG KIVGELS COUATOC, TPOPAN AT
GTN GTAGCT] KOl GTO TEPTATNHO, (AT 0O YOUNAT 0PTNPLOKT THEST), KOl 1) PLGLOAOYIKOVS
KapdloKovg ToApRovS. ‘Exouv avapepbel mepiotatikd pUn QUGIOAOYIKNAG NAEKTPIKNG
AYQYHOTNTAG OTNV KApOLd KOl GTOGHOC.

. Emoxepbeite apéomg Evav yatpd.

Edv otapatioete va ypnopomoreite to Risperdal Consta

®a ydoete TIC EMOPAGELS TOL POPUAKOV. AV TPEMEL VO GTAWATHCETE AVTO TO PAPUAKO, EKTOC EAV COG
T0 €ime 0 Y1oTPAC GOG, YIOTi TO COUMTOUATA GOG Popel va emoTpéyovy. Befarmbeite 6T1 dev
TapoeineTe To paviefod cag 6tav TpoKeTal va AGPeTe TIC EVEGELG oag Kb 00 efdopades. Eav dev
UTOPELTE VO TPNCETE TO pavTEROL Gog, Pefatmbeite OTL EMKOWVMOVICATE AUEGMG LLE TO YIOTPO COG Y10
va kavovicete AGAAN nuepounvia wov Ba propeite va mwlte Yo TNV £VEGT GOC.

Edv €xete meptocdtepEg EPOTNGELS GYETUK LE TN XPTOT CVTOV TOV QUPHAKOV, POTNGTE TOV YITPO 1)
TOV QAPLOKOTOLd GOC.

Xpnon o€ TaoLd Ko pffovg

To Risperdal Consta dev mpoopilerat yio dtopa nAkiog kdto twv 18 eT1dv.

4. IMBavég avemBOUNTES EVEPYELES

Onwg 6Aa 1o pAPLOKO, £TCL KOL 0VTO TO PAPUOKO UTOPEL VAL TPOKAAEGEL AVETIOOUNTEG EVEPYEIES, OV
Kot 6gv TOPOVGLALOVTAL GE OAOVS TOVG AvEPMITOVC.

Evnuep@ote Tov Y10TpO 605 APECMS EAV TAPOVOLAGETE OTOLAINTOTE A0 TIG AKOAOVOES b1

ovyvég avemOopnteg evépyeieg (umopei va emnpedoovy £og 1 ota 100 dropa):

. [Taoyete amd dvola kot epeovicete EoEVik LETOPOAN TNG VONTIKNG G0G Katdotaons 1 Eaevikn
advvapio 7 LoOOUGHO GTO TPAGMIO, GTA, XEPLO. 1] 6TA, TOJL0. GaG, WaiTepA TN Uia TAEVPA, 1)
Kakn apOpworn AGYoV, aKOLO KOl Yol GOVTOHO XPOVIKO dtdoTnua. Avtd pumopel va eivat onpeio
EYKEPAAKOV EMEIG0S10V.

. [Mopovoidcete Gyiun dvokvnoia (TVAYUATO 1] CTACHMIKEG KIVIIGELG TTOL OEV UTOPELTE VOl
eléyEete 010 TPOGMOTO, TN YAMOOW, 1 € AALN LEPT TOV COUATOC 60G). Evnuepdote apéomg 1o
YwTpd Goc av epeovicete pun neAnuéveg puOUIKEG KIVGELG TNE YADGGOC, TOL GTOUATOG KOl
TOV TPoo®Tov. Mropei va ypetaotel 1 dtokonr| tov Risperdal Consta

Evnuepaote To Y10Tp6 605 pécMS £GV TAPOVOLAGETE 0TOLUONTOTE A0 TIS 0KOAOVOES oTTAVIES

avemBopnteg evépyeieg (umopei va ernpedoovy £0¢ 1 ota 1.000 Gropa):

. ITapovoidoete BpoUPovg aipatog otig AEPES, 10w oTo O (TO CUUTTONOTO TEPIAAUPAVOLY
oidnua, Tovo Kot epufpoTnTo 6T TOSL), Ol 0TOi0L PIToPEl VoL KivnBohv HEGH TOV ALOPOP®V
ayyeiov £0g TOVg TVEDLOVES, TPOKAAMVTAG TOVO 6T0 6TNB0G Kol Suokora otnv avamvon. Edv
TOPATPNGETE OTOLOONTOTE OO QLT TO, CUUTTOUATO, AVALNTAOTE AUESMG LTPLIKT GLUBOVAN

. Epgavicete mopetd, poikn dvokopyio, epidpwon 1 Leldpévo eninedo cuveionong (pio
dwatapayn mov Aéyetal «Kakonbeg Nevpoinmtikd Zovdpopoy). Mropei va ypelaotel dueon
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woTpikn Oepameio

Eiote vopag Kol TopoVGIAGETE TUPOUTETAUEVT 1} ELDOOVVT] GTHGT. AVTO AEYETOL TPLOTIGUOC,
Mmopei va ypelootel dueon wrpikn Beponeio

[apovoidoete soPapn alhepyikn avtidopaocn xopaktnpiopevn amd Tupetd, SI0YKOUEVO GTOUA,
TPOoWTO, XEIAOC N YADGOW, Bpdyvuven TG avamvong, eayovpa, depuatikd eEavonua f Ttdon
NG OPTNPLOKNG TTiEoTS. AKOUA KOl E6V TPONYOLUEVMG ELYOTE OVOYT GTNV OO GTONOTOG
pLomepdovN, omdvia ahAepyikés avtdpaoels eppavifovron petd and evéoeig Risperdal Consta.

Eriong, umopet va eppaviotody ot akdAovbeg avemBounteg evépyeieg:
oAb ovyvéc avemBuunteg evépyseies (umopel va ennpedoovy neprecdtepa amd 1 ota 10 dropa)

ZOUTTOUATO KOWVOU KPLUOAOYALLATOG

Avokolria va koyunBeite 1§ vo Tapapeivete Koyuopévol

KoatdOiwym, dyyog

[Mopxivooviopdc: H katdotacr avth mbavd va meptAapavel: apyn 1 eEnnpeacpuévn Kivnon,
aicnon dvokapyiog 7 oeEinaTog T@V HOOV (TOV KAVEL TIG KIVIIGEIS GO GOV TIVAYLLOTA), KOl
HEPIKES POPEC Kat TNV aicBnor 0T «waydvew 1 Kivon kot petd apyilet Eavd. Alha onueio
TOPKIVGOVIGLOD TEPIAAUPBAVOLY 0pYd cupTd TepTATN L, TPOLO KOTE TV avamovoT], ovénuévo
GO0 KA/ 0KODGL0 EKPOT) GAAOV OTTO TO GTOO, KOl OTOAELL TNG EKPPUGTC TOV TPOCHTOL
[Movoxéparog.

Yoyvég avemBounteg evépyseieg (umopei va exnpedsovy g 1 ota 10 dropa)

[Mvevpovia, Aoipmén Tov Bdpaka (Bpoyyitidn), typopitida

Ovporoipmén, aicbnon 6t €xete ypian, avaipio

Avénuéva enimeda piog oppovNng mov Adyetat «mpoiaktiviy kot Bpickovton pe e€étaon aipatog
(to omoio pmopei va TPOKOAEGEL 1} VAL NV TPOKAAESEL GLUTTONOTO). Ta cCVUTTOUATO TG
VYNNG TpoAakTivng dev eppavilovtal cuyva Kot Thava vo Teptlappdvovy oToug dvipeg
SOYK®GN TOV HOoT®V, SUGKOAIN 6TV enitevén N T d1aTHPNoT 6THONG, LEIOUEVT] GEEOVAATKN
emBopio 1 AN oeovolikn dSvoiettovpyia. ZTig yovaikeg, pmopel va meptiapufivouy duseopia
TOV HAOTOV, EKKPLOT| YAAUKTOG OTO TOVG LOGTOVS, OTMOAELN TEPLOSWV EUUNVOV pOONC, 1| GAAN
TpofAnpoTa e ToV KOKAO Gag 1) TPoPANLOTA YOVILOTNTOG.

YymAd cakyapo aipoatog, avénon Papove, avénuévn 6peln, andieia Pdpovg, petmpévn 0peén
Awotapoyég VTVoL, euepefIoTOTNTA, LEWOUEVT] YEVETIOLO OPUT, avIoLYia, aicOnomn vovnAiag,
HEWOHEVNG EYPTYOPONS

Avctovia. Avt eivan pia katdotoon mov tepthapuPdvel apyég 1 TUPAUTETOUEVES U NOEANUEVEG
ovondoelg v puev. [lapodio Tov purnopel va apopd 6€ 0TO10OMTOTE PHEPOG TOL CAOUATOG (Kot
UTOPEL VOL 00N YNGEL GE U GLUGLOAOYIKT GTAGT TOL GMUATOG), | SVGTOVIN GLYVE CPOPE GTOVG
UOEG TOL TPOGMTOV, GLUTEPIAAUPOVOUEV@V LT PLGTIOAOYIKAOV KIVICEDVY TOV 0POaAU®Y, TOV
GTOUATOG, TNG YADCGCAG 1 TG YVabou.

Z6n

Avckvnoio: Avty givor pio Katdotaon Tov tepthopfavel un nleAnuéves Huikég KIVIOELS, Kot
umopet vo tepthapaverl emavalopPavOoeves, CTACTIKEG 1) GLGTPOPIKEG KIVIGELS, 1] GUOTAGELS
Tpodpog (Tpépoviro)

®ounr 6pacn

I'pryopoc kapdiakdc puuog

XoapunAn mwieomn aipatog, mOvog 6To BmpaKa, VYNAN TiEoT AiLATOG

Aoydviaoua, Tovoralog, friyxac, Bovimuévn potn

Kotmakog mdvoc, Kothlakn duoceopia, ELETOG, VAVTIO, GTOLAYIKN 1 EVTEPIKN AoiHmEn,
dvokoiiotnTa, diappota, dvomeyia, ENPocTtoptio, TOVOSOVTOG

E&avOnpa

Mvikoi 6Tacpol, TOVOG T®V 0GTMV 1) TV HVMV, TOVOG OTI HECT], TOVOG GTIC aplpdGELg
Axpateio (EMAenyn EAEYYOV) TOV OVP®V

Ztutikn ducAettovpyia

ATdAED TEPLOOWDV EUUNVOV PGS

"Exxpion yéAaxtog omd Toug HooTohs

OidnUa TOV GOUATOC, TOV YEPLDV 1| TOV TOOLDV, TVPETOC, aduVapia, KOTWoT (KovpaoT))
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[Tovog

Avridpaon otn 0éon éveong, ovumepAapuavoudvng eayovpag, TOVoL 1| OONUATOG
Avénpéveg nrotikéc Tpaveapvaces oto aipa oag, avénpévo GGT (éva nratikd Eviupo mov
AEyETOL Y-YAOVTOUVATPAVGPEPAOT]) OTO QO GOG

[Ttoon.

Oy ovyvég avemBOUNTES EVvEPYELES (MTopel va enpedcovy £0¢ 1 ota 100 dtopa)

Aolpoén tov avarmveuoTikdv 0dmv, AoiH®En TG 0vpoddKoL KOGTNG, Aol Tov avTIoV,
Aoipmén tov HaTov, apLYSUAITION, LUKNTIOCT TMV VUXIMV, AoTH®EN ToV dEPLaTOG, AOTHMEN
EVTOTIIGUEVT G€ [io LOVO TTEPLOYN TOV SEPUATOC N LEPOG TOL COUOTOC, 10YEVIG AOTH®ED,
QAEYLLOVT] TOV OEPLOTOC TPOKOAODUEVT OO AKAPED, OTOGTNHO KAT® omd TO SEPUAL

Meiopévo AeukoKOTTOPN AILOTOC, LELOUEVO AUOTETAAL (KVTTOP TOV aipaTog Tov fonbody
GTO CTOUATNLO TNG OHOPPAYinG), HEIWUEVA EpLOPOKVTTAPA AILOTOG

Alhepyn avtidpaon

Yaxyapo ota 0vpa, dafnng N emdeivoon dapn

Anmieia g 6peEng mov odnyel og eAluTn Opéyn Kot YoUNAd copatikd Bapog

YymAd tpryAvkepidia aipatog (vo AMmidio), avEnpévn YoANGTEPOAT GTO il GOG

Evpopikn d160eomn (pavia), chyyvor, oavikavotnTa ETITELENG 0PYUGLOV, VELPIKOTNTA, EPLIATEG
AnmAelo ouveidnong, onacuds, Amobupio

Mio akoatavikntn embopio va KIVAGETE LEAT TOL GMUATOS GOC, SLOTAPAYT TNS LGOPPOTING, [N
QVGIOAOYIKOC GUVTOVIGHOG, (AAN eV OTEKEGTE, dl0TAPNYT GTNV TPOGOYN, TPOPALOTA GTNV
OLALD, OTTMAELN ) U1 GUGLOAOYIKT aicOnon g yebong, petopévn aichnomn tov dépUatog oTov
TOVO KOl GTO AyYylyHa, aicOnon popunkicons, TOUTAUATOG 1] LOVOIAGLOTOC GTO OEPLLAL
Aolpoén TV HoTIOV 1] «KOKKIVOY PATLLL, ENPOTNTO TOV LOTIOV, dDENUEVA dAKPLO, £pLOpOTNTA
TV 0QOaAUDV

AicOnon nepiotpoeng (IAryyog), KovdoVVICLA GTO ALTLE, TOVOC GTO. QVTLA

KoAmkn poppapvyn (U euoetoloytkdg Kapdtakoc puiuog), S10Komn o1y ay®YLoTnTo LETUED
AVATEPOV KOl KOTOTEPOV TUNUAT®V TNG KOPOLAS, LN LGLOAOYIKT NAEKTPIKY OY®YIHOTTO TNG
Kkapddc, mapatetapévo dSdotnua QT g kapdids coc, Ppadids kapdiakdg puOudg, un
(QLGLOAOYIKN OTEIKOVIOT TNG NAEKTPIKNG AEITOVPYING TNG KOpALIS (MAEKTPOKOPIOYPAPM LA 1)
HKT), ntepuyiopdc 1 aicOnuo duvatomv ktinwv 610 Bdpoakd cog (aicOnpo maApoy)

Xoapnin wieomn aipatog eved 6TEKESTE (GUVETMS, OPICUEVA ATOLN TTOV YPTCUYLOTOLOVV TO
Risperdal Consta mBavd va &xovv tdoeig Mmobopiag, (oAn, § mbava va Airobouncovy otav
ONKOVOVTOL 1] KAOOVTAL ATOTOLLN)

I'pryopn, pnyn avamvon, CUREOPTOT TV AVOTVELSTIKGOV 000V, GUPLYUOS, dipoppayiec omd
o

Axpdrela konpdvwv, SuoKoMa oTnY KoTdmoot, VTEPPOAKA AEPLO 1] TUUTAVIGHOC

Dayobvpa, TprydnT®on, £kCepa, Enpodeppia, epuBpdtnTa dEPLATOS, OVGYPOUATICUOS dEPLATOG,
KUY, AETIOEONG OYN TOL TPLYWOTOV TNG KEPAANG 1] TOV OEPUATOG [LE KVIIOUO

AvEnon g CPK (kpeativopmapokivion) oto aipa cog, Eva Eviupo mov anelevbepoveral
OPIOUEVESC POPEC KATA TN O1A0TOCT T®V OOV

Avckapyio dpBpwong, dtoykwon apBpwong, Loikn advvapic, TOVOG GTOV 0yEVa
Xvyvoovpia, avikavoTnTa 0VPNONG, TOVOG KATA TNV 0VPToN|

Awtopayég EKoTEPUATIONS, KAOVGTEPTON OTIS TEPIOSOVG EUUNVOV POCTG, OTMAELN TEPLOSMV
gUUVoL pvong N dAla TpoPAnuoTa e TOV KOKAO Gag (YOVaiKes), ovATTUEY LOOTOV GTOVG
avdpec, 0e£ovOoMKT SVGAEITOVPYIN, TOVOG GTOVG LAGTOVS, SLGPOPIN LAGTOV, KOATIKO EKKPILOL
Oidnpa Tov TPOGHOTOV, TOV GTOUOTOS, TOV UATIDV, 1] TOV XEMOV

Piyn, avénon ot Bepuokpocio Tov cOUATOG

Al\ayf otov Tpdmo TTov Padilete

AioOnpa diyag, aicOnua 0Tt dev giote Kald, Bopakikr duvopopia, aicOnua 6TL «dev glote 0
£00TOG GG

ZKANPLVGT) TOV SEPUATOG

Avénuéva nratikd Eviopo 6To aipo cog

[16vog katd v wTptkn TPAsn.



Yravieg avemOounteg evépyereg (umopei va exnpedcovy £mg 1 ota 1.000 dropa)

Meiwon 61ov THTO TV AEVKOKLTTAP®OV TOV GAG TPOSTUTEVOLV OO TIG AOIUMEELC
Ampdco@opn EKKpLon Uiog OpHOVIG TOV EAEYYEL TOV OYKO T®MV 0VP®V

XounAd clKyopo aipotog

YnepBolikn mpdSAnY” vepol

YnvoPacia

Tyetllduevn pe tov Hvo datapoyn TPOSANYNC TPOPNS

Amovcio Kivnong 1 avtamokpiong evoow giote Emviot (katotovia)

"EM\ewym cvvaioOnpotog

XounAod eninedo cuveidonong

TpépovAo TG KeEPAANC

[poprinuata pe v kivion T@v oeBuAL®Y, GVeTPoPN ToV foABoD Tov patiov, vrepevatsncio
TOV HOTIOV GTO PMG

OeOaALOAOYIKA TPOPANHOTO KOTA TN SLApKELN YEPOVPYIKNG eXéUPacng kaToppditr. Katd )
SLapKELD YELPOVPYIKNG EMEUPACTG KOTAPPAKTY], UTOPEL VO TAPOVOIACTEL [0 KOTAGTOGT TOV
ovopaletat deyyelpntikd cvvopopo yorapnig ipdog (IFIS) eqv ypnowonoteite N €xete
ypnowonoticel o Risperdal Consta. Edv ypeidletar va vwopfinbeite oe yepovpyikn enéupoon
KATOPPAKTY, EVIUEPDGTE TOV 0PBAAUIATPO COg EQV XPTOLOTOIEITE 1 EXETE YPT|CLOTOUGEL TO
PAPLOKO 0VTO

AkovOVIoTOoC KapdloKOG TOAUOG

Emicivéuva yopuniol aptBpoi evog cuykekplévon TOHTTOV AEVKOKVTTAP®Y OV OOLTEITOL Y1, TNV
KATOTOAEUN oM AOMEE®MY GTO aipla Gog, avEnon NOcIVOPIL®V (£vag TOTOG AELKOKVTTAP®V)
670 oipo cog

AvckoAia 6Ty ovamvor Katd tn S1dpKele Tov VVoL (VAVIKY dmvola)

[Mvevpovia 0PEIAOLEVT] GE EIGPOPNOT) TPOPNC, TVEVLOVIKT] GUUPAOPNGT), TVEVUOVIKOL TPIYUDOELG
Nyot, daTapayn TG PMVNG, dSOTAPAYN TNG CVATVEVGTIKNG 000V

DLeypovn 1oL TayKpEATOG, OTOPPALT] TOV EVIEPOV

[ToAd oxAnpd KoTpava

E&GvOnpa oto dépua oyeti{dpevo Le 10 QAPHOKO

Kvidmon (1 «xvidmtikd e&avOnuay), méyvvon tov déppatog, mropida, dtatapayr| Tov
déppotoc, PAGPN oto dépua

AWIOTOGT TOV VAV TOV HOOV KO TOVOG 6TOVG MOES (pafdopvorvcn)

Mn @uG10A0YIKT] GTAGT GMUOATOG

Meyébuvon tov HaeTOV, EKKPLLO O TOVG LAUGTOVC

Mewopévn Oepuoxpacio couatog, Svceopio

Kurpiviopa tov 8éppatog kat Tov Hatidv (Iktepog)

Emwcivduva vepPorikn mpdoinym vepov

AvEnuévn wveoviivn (pia oppudvn ToL EAEYYEL TO EXITEDD TOV GOKYAPOV TOL GLNTOC) GTO Qi
oag

[pofAnpata pe To poPOPa ayyeiot TOL EYKEPHALOV

"EX enyn avtidpaong ota epebicpota

Kopo Aoym pn ereyyopevov dafnmm
EOQVIKN 0TOAELR TNG OPUCTG 1) TOPA®GOT
IMuadkopa (avénuévn tieon oto PoAPo Tov HoTon), epelkida Tov ¥eihovg Tov PAE@dpoV

'E€aym, oidnua ot yA®cca

YKooUEVO (EIAT

MeyéBuvon Tov adévev 6ToVG LOGTOVG

Meimon 6t Oepprokpacio OUATOS, YuYpOTNTA GTA XEPLL Kol TA TOOLN
ZOUTTOUATO 0O ATOGVPCT POPUAKOL.

IToAV0 ormavieg avemOOuNTES evépyereg (nmopel vo exnpeacovy £0¢ 1 ota 10.000 dtopa)

AmetAnTikég yio tn (N EMTAOKEG Un eAEYYOUEVOL SNt
YoBapn aliepyikn avtidpacn pe oidnua Tov Propei va TEPLOUPAVEL TO AOLLO Kol VoL 001 yToEL
€ QUOGKOAMO GTIV OVOTVOY|



. "ElAewyn ¢ Kivnomg Tov Lu®V TOL EVIEPOV TOL TPOKAAEL amOPPAL).

Mn yvoo1ég: 1 ovyvoTnTO 08V pmopel va extipn0si pe faon ta dSradécipa dedopéva

o YoBapd N amenTkd yuo T {on e&dvOnua pe povokdieg Kot EEPAoVIGUA TOL dEPHOTOC, TO
omoio pmopel va EgKivioel Héca Kot yOpw amd To GTOUA, TN HOTY, To AT KOt TO, YEVVITIKG
opyava kot va e&omiwbel oe GAleg TEpLoyEg TOL cMuATOC (GUVOpopo Stevens-Johnson 1 To&iky
EMOEPLUKT VEKPOALOT)).

H axdéAovbn avemBOunTn evépyeta Exetl ELOOVIOTEL e TN PO EVOG GAAOV POPLLEKOL TTOV
ovopdCeTor ToAmePdOVN Kot lval TOPOUOL0 LE T PLOTEPIOOVT|, ETOUEVMS, OVTO UTOPEL VoL
avapéverar ko pe to Risperdal Consta: I'priyopog maApog g kapdidc katd v opboctacia.

Ava@opd avemOounToV evepyEtdV

Edv mapatnproete Kamowo avemBOUnTn eVEPYELD, EVILEPDCTE TOV YIOTPO 1) TOV POPLOKOTOLO GO,
Av16 1oyveL Kat Yo KE0e mBav| avemBountn evEPYELR TOV SEV AVAPEPETOL GTO TAPOV GUAAO 0ONYIDV
ypnone. Mropeite emiong va avapépete avemBounteg evépyeleg anevbeiog, Hécw:

Eldda

EBvikdc Opyaviouog @apudxmv,

Meocoyeiov 284,

GR-15562 Xohapyods, ABnva,

TnA: +30 21 32040337,

Iototomog: http://www.eof.gr, http://www kitrinikarta.gr

Méow TG avapopag avemiBoUNT®V EVEPYEL®VY LTopeite vo fonbnoete 6T GLAALOYN TEPICCOTEPWOV
TANPOPOPLDY GYETIKA LE TNV ACPAAELN TOV TOPOVTOG PAPLAKOL.

5. Iog va puiacoete To Risperdal Consta
To @appako avtd TPEMEL Vo PUAACOETAL GE PEPT TTOL OgV TO PAETOVV Kot dev TO POAVOLV Ta A4

Na pn ypnoionoteite 0vtd T0 PAPHOKO PETA TNV NuUepopunvia ANENS Tov avaeépetot 6To Kovti. H
nuepounvio ANENG eival n teEAgutaio MUEPE TOV UNVO TTOV AVOPEPETAL EKEL.

OAOKAN PN M GVoKEVAGIN TPEMEL Va. LAGooeTal og Yuyeio (2-8°C). Xe mepintmon mov dev VAPYEL
dwBéopo yoyeio, n cvokevacio propel va amodnkevdel oe Beppoxpacio pukpdtepn tov 25°C yia €va
péyioto 7 nuep®dv mpv amd v xpnon. Na yxpnoiporoleitat evioc 6 wpav amd Ty ovacvoToot (eav
puAdooetal o Oeppokpacia ion N pkpdTepn TV 25°C).

DVAAGGETE GTNV OPYLKT] CLOKEVAGI Y10 VO TPOCTATEVETOL OO TO PG,

Mnv meTdte PAPLAKO GTO VEPO TNG OMOYETEVONC 1 0T OIKLOKG amoppippata. Potiote tov
QOPUOKOTOLd GOG Y10 TO TTMG VO, TETAEETE TAL PAPLLOKO, TTOL OgV YpMoLponoteite ma. Avtd ta pétpa Ba
BonOncovv oty Tpoctacia Tov TEPPAAAOVTOC.

6. Mepreyodpeva TS 6VOKELAGTOG KO AOUTEG TANPOPOPieg

T wepréyer To Risperdal Consta

H dpaoctikni ovcia etvor n promeptddvn.

Kda0e Risperdal Consta kovig Kot S0AVTNG Y10 TOPACKELT] EVEGLOV EVULOPNUOTOS TOPATETUUEVTC
arodécpevong mepiéyet 25 mg, 37,5 mg 1 50 mg proneptddvne.

Ta dAla cvotatikd givat:
Kovic:
poly- (d, l-lactide-co-glycolide).


http://www.eof.gr/
http://www.kitrinikarta.gr/

AwAvng (dtdAopa):
IToAvcopPiko 20, Natplovyog kappeAdoln, Awvdtplo drog 6Evo poceopikd dwdptkd, Avudpo KITPLKO
0&0, XAwprovyo vatpilo, Yopoleidio vatpiov, Yowp yio evéciua.

Epoavien tov Risperdal Consta kol wepie0pevo g GVGKEVUGING

. "Eva pikpd @roridio mwov mepiéyet kovt (LEGA 6TV KOVL QDTN TEPIEXETAL 1] OPUCTIKT OLGIa,
pLomeptddovn). Mio cOpryya pe 2 ml dapavovg, axpouov vypod TOL TPOGTIOETUL GTNV KOVL Yo
TNV TOPOUCKELT EVEGILOV EVOIMPTLOTOC TOPATETUUEVIG OTOGECUEVOT|G.

. "Evag mpocsappoyéag ploAldiov yio avacuoToo

. Abo Berdveg Terumo SurGuard® 3 yio evdopvixn éveon (o Perdva acpadeiag 21G UTW 1-
tvtoag (0,8 mm x 25 mm) [le cLGKELN TPOCTAGING Ao TN PEAdVA Y10 OEATOEN YOPTYNOT KOt
pa Berdva aceareiog 20G TW 2-vtomv (0,9 mm x 51 mm) pe GuekeLN TPOCTUGING OO T
BeAova yio yYAovTiaia xoprynon).

To Risperdal Consta dwatiBeton 6€ cuokevaciec mov mepEyovv 1 1 5 (cuvdedeéveg) cuokevaaiec.
Mmropei va. unv KuKAOQOPOLV OAEG Ol GUCKEVAGIEC.

Karoyoc Adcrog Kvkrhopopiog ko Iopaockevaotii

Kartoyoc Adsiog Kvkhopopiag:

Janssen-Cilag ®appokevtikiy Movorpoécwnn A.E.B.E.

A. Eipfjvng 56

151 21 Iedkm, Abnva

TnA: 210 80 90 000

Iopaockevaoctc:
Janssen Pharmaceutica N.V., Beerse, BéAylo

AvT0 10 QUPROKEVTIKO TTPoiov &xel eykprBei ota Kpdtn Méhn tov Evponaikod Owovopikov
Xapov (EOX) pe Tig akdrovBeg ovopacisg:

Avorpia: RISPERDAL CONSTA
Béiyo: RISPERDAL CONSTA
Kvmrpog: RISPERDAL CONSTA
Togyunm Anpokpatia: RISPERDAL CONSTA
Aovia: RISPERDAL CONSTA
EcBovia: RISPOLEPT CONSTA
Owiavoio: RISPERDAL CONSTA
TaA)ia: RISPERDALCONSTA LP
Teppovia RISPERDAL CONSTA 25mg, 37,5mg, 50mg
EALGda: RISPERDAL CONSTA
Ovyyapia: RISPERDAL CONSTA
Iohavdia: RISPERDAL CONSTA
Iphovdio: RISPERDAL CONSTA
ItaAio: RISPERDAL
ABovavia: RISPOLEPT CONSTA
Agtovia: RISPOLEPT CONSTA
Aytevetiuy: RISPERDAL CONSTA
Aov&eufovpyo: RISPERDAL CONSTA
Mdta: RISPERDAL CONSTA
OXhovdio: RISPERDAL CONSTA
NopPnyia: RISPERDAL CONSTA
IToAwvia: RISPOLEPT CONSTA
IToptoyatia: RISPERDAL CONSTA
Povpavia: RISPOLEPT CONSTA
Xl oPaxio: RISPERDAL CONSTA
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YhoPevia: RISPERDAL CONSTA
Iomavia: RISPERDAL CONSTA
Youndia: RISPERDAL CONSTA
Hvopévo Baciielo: RISPERDAL CONSTA

To wapdov UAA0 00N VIOV Yp1ioNS avaBewp1Onke Yo TEAEVTAIO POpd Tov Ioviro 2024.
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YHMANTIKEX IIAHPO®OPIEX I'TA EITAITEAMATIEX YT'EIAX

TNROVTIKEG TANPOPOPIEg

To RISPERDAL CONSTA amattet wiaiteprn npocsoyn otig fipa-npoc-Pfripa Odnyieg yio m Xpron
MOTE Vo O10GPUAMOTEL 1] ETLTVYNLLEVN YOPTYNON.

Xpnoponouote To EOPTINATA TOV TAPEYOVTUL

Ta e&aptnpota o€ avTh T cvokevacio eivar e1dkd oyxedlacpéva yio ypnon pe to RISPERDAL
CONSTA. To RISPERDAL CONSTA 6a npénet va avacvuotadel Lovo Le TO apot®dTikd Tov
TOPEYETAL GTY] CVOKEVAGICL.

Mnyv avtikataotioete OTIOIOAHIIOTE e£dptnua g cvokevaciog.

Mnyv amoOnKEVETE TO EVOLAOPNIA LETA TNV AVAGVOTACT)
Xopnyeite ) 6661 TO GUVTOUOTEPO SVVATO LETE TNV AVOGVGTACT] MOTE VO, ATOPVYETE TNV EULPAVIOT

nuatog.

Yoot 6001
IIpémer va yopnynBel to mANpeg TePEXOUEVO TOL PLOALSTIOV MGTE Vo O106PAAMGTEL OTL €€l 0m0d00el 1
npoPAenoduevn 66on RISPERDAL CONSTA.

YYXKEYH EQAITAE XPHXHX

No pnv eravaypnoipomoleitol

O1 10TPIKEG GVOKEVEC OTTALTOVY EWSIKA YAPAUKTIPIOTIKG VAIKOV DOTE VO AEITOVPYOVV OTTMG
npoPAémetal. AvTd To YOPOKTNPLOTIKG £0VV TPocdloplotel yia pia povo ypnor. Kabe andneipa va
OVOTTPOCUPHUOGTEL 1] CLGKELN Y10 EMAKOAOVON EMOVOYPNGILOTOINGT UTOPEl Vo ETNPECGEL SVGUEVAG
TNV OKEPALOTNTO TNG GUGKELNG ) VO 00N YNOEL GE EMOEIVMOGN TNG 0TdS00TG.

Iepreyodpeva TG cvoKELAGIOG
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Bipa 1 YUOYKEVIPAOTE TO EEAPTHNOTO

Byédite T cvokevacia

IHepwpévere 30 Aemtd
Bydiite 1t cvokevacia
omd 10 yoyeio kot
aenoTte 1o va épbet og
Bepuokpacio tov
dopotiov yuo
TovAdyiotov 30 Aemta
TPV amo TNV
ovaoLGTOOT).

Mn Oepudivere pe
OTO10ONTTOTE AAAO
TpoTO.

YUVOEGTE TOV TPOGAPUOYEN PLAALIIOV GTO PLOAIOL0

ATopakpOVETE TO
TOR arté To PLaAiolo
A@aipéote 10
XPOUOTIOTO TAOL OO
TO PLOALS10.

Xkovriote to ykpilo

TOUO 1E Eva uavin
OAKOOANG.

AQN|OTE VO GTEYVAOOEL.

Mnyv anopokpOveTE TO
vkpilo eAAOTIKO TOLOL.

14

Etowpdorte Tov
TPOGUpPROYE
Qromdiov

Kpamote v
OTOCTEPMUEVT] KOYELN
OT®G QOIvVETAL BTNV
EKOVOL.

Tpopré&te Tpog To KAT®
KOl APUIPESTE TN
YAPTIVY EMPAVELCQL.

Mnyv amopokpOveETE TOV
TPOGOPLOYED TOV
@loAdiov omd v
KOWEM.

Mny ayyilete v axida
o€ kapio nepintoon.
Av16 B 0dnyNoEL o€
EMUOALVON.

=

YuvoéoTE TOV
TPOCUPROYEQ
PLoAMdiov 6TO PLOLidL0
TomoBetrotE TO
QloAid10 og oTabepn
EMPAVELN KAl KPATNGTE
t0 omd T Phon.
KatevBivere tov
TPOCAPUOYED PLUALSTIOV
KEVIPIKA TAV® OO TO
vkpilo eAACTIKO TOLLOL.
Yrpaéte mPog To KAT®
GTNV KOPLOT| TOV
PloAdiov Tov
TPOGUPLOYEN PLOALSTIOV
£€0¢ OTOV EPAPUOCEL [IE
acpdAiela ot B€om Tov.

Mnyv tomobeteite Tov
TPOGUPLOYER PLOASIOV
v yovia kabmg To
OPOLOTIKO Popel va.
Sloppedoel kaTd
UETOPOPE 6TO PLaAidL0.




2OVOE0TE TV TPOYEULOUEVT] GUPLYYX GTOV TPOCUPROYEX TOV PLAALOIOV

Q 1
[

B 7%

Amopaxpivete TNV Xpnowponoujote ATOPOKPOVETE TO YovoéoTe TN
UTOGTELPOUEVI] KOYERY ™MV Katdriinin Aaf] zmope GOPLYYO. GTOV
Kpatote to dxpo e  Kpatdvrag to Aevkod TPOGAPLOYED TOV
-\ ., ovpLyYas and To daKTOA0, OTACTE TO Quoldiov
Anopakpivere tov AEVKO dOKTOALO. AEVKO KOTOKL. Kpatfote tov
MpooapuoyEa tou guohiiou M‘I’]V TCSplG‘Cpé(pSTS 'ﬁ TEpOG(XpHO’Yé(l TOL
G T anaoTEp S Mnyv kpatdte ™ KOBete 10 AevK6 TOUO.  Pratdiov and To
KuEhn o ElOTE STOUOL Ve ovpryya omd to Yool  Mnv ayyiCete 10 dkpo  kdto mEpiBAnpO
COHAKPUVETSTOASUKS M| o1 ™ g ovpryyoc. Kdrt hote vo Topapeivet
T TN TIROYELLOLEVT TLH BT,
| | cuvappordynon. tét010 00 0dMYMOELGE  akivntoc,
Kpamote to graAidio o empoALVON. K,p oTiOTE N
opBu O¢om dote va Kl | SUPVYO G7O TO
AeVK6 doKTOMO KoL

amoPUYETE SLOPPOEC. —
Kpatnote t fdon tov

@loAdiov kal tpafnéte = Do o mina fye anopassuEe,
TPOC TOL TV ™mv | nebeeva e pouila i oo
OTOCTEPMUEVT] KOYELN Yol
VO TNV OPULPECETE.

GTY] GLVEYELN
€1001YETE TO AKPO
€VTOC TOV
- avoiypotog luer Tov
To omacuévo kGAvupe  TPOGAPUOYER TOV
unopel va amopppfel.  @roldiov.
Mnv kpatdre t0
YOAAVO GO TNG
GUPLYYOC.
Katt této1o pmopet
VO TPOKOAECEL
YoAdpwon N

Mnyv avaxwveite.

Mny ayyilete to
extebelpévo dvorypa luer
TOL TPOGAPUOYEN TOV

oAdiov. ,
proviow , OmOCTOGT TOV
Kdartt této10 Oa odnynoet o \ ,
, Aevko0 daKTLAIOL.
EMUOALVET).

[pocappoote
GUPLYYO OTOV
TPOGOPLOYED TOV
oloAdiov pe pio
otabepn
TEPLOTPOPLIKT)
Kivnon kotd T
QOPa TOV FEIKTOV
TOV PoroYLOD

£€mw¢ 6tov opi&et.
Mn ooiyyete
vrepPoid. To
vepPoAko cpi&iuo
pmopet va
TPOKUAEGEL OTAGILO
TOL GKPOL TNG

cOPLYYOG.
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Bipa 2 AvaocV0TOC TOV HIKPOCPALPLOIMV

o
0}

Msm(péps:rs 70 Evawmpiore ta Meta@épeTe 1O Amopoxpivere Tov
UPULOTIKO MKPOGQaLPidLa 6TO svaudpnpo. 6N TPOGUPUOYED,
Mertagépete oAOKANPY UPULOTIKO sOpryya Qraldiov
mv ﬂOGéﬂ]w Tov ZoveyiCovrag va Avootpéyte TANPOG Kpatnote 1o Aevkd
GPOLOTIKOV GO TN TECETE KATO TO 10 proAido. TpaPnére  SaxtOAlo Tng
ovpLyya 610 Proiidio. éupolro, avaxiviiote apyd to EpBoAo mpog  chpryyog Kot
A évrova Yo TO KATO OGTE VoL EePdwote amd Tov
ToREpLERSUEVD Tou grakibiou TOVAOYLGTOV avoppoenote TPOGOPLOYED
8o E-:ui{:nsra:r:i.‘-:na l:Tl:élT::i.EEl'. 10 dgvtepoiirenta, OAOKANPO TO Qlodiov.
EfaxohouBelte va kpITITETE  Gr() QOVETOL GTNV TEPLEYOUEVO OO TO Aopaipéote 1o
Epfodo |LE TOV OVTLELML . ,
EKOVQL. QLoAid10 péca ot KOMULATL TNG ETIKETOG
- EMéy&re o evaidpnue.  gopryyo. 70V PLOAdiov 6TO
Otav £xe1 yiver oot dlokekoppévo onpeio.
avVAIEN, TO EVOLDOPTLLOL Tomobethote TV
QOIVETAL OLO10YEVEG, ETIKETO, TN oOPLYYQ
TOYVPPEVGTO KoL Yo AOYoug
YOAOKTAOOEG GTO AVOYVOPIGILOTNTOC.
ypouo. Ta
pkpocpatpida Ha Amoppiyte
glval opatd 6To VYPO. KOTAAANAQ TOGO TO
[Ipoywpnote Gueca QLoAid10 660 Kot ToV
070 endEVO P TPOGAPUOYEQ TOV
MOOTE VO UnV Qlodiov.
Kkatakobicetl To
EVALDPTLLOL.

Bipa 3 IIpocappodote T Perova
. (!J ‘
| "

h_—
EmiéCre TV kotdAinin Mpocappécte T Pelova Enavaiopiore to
perova Avoi&te pepikdg Ty koyékn pkpospupise
Emécte T Behdvo pe faon v kot ypnoILonooTe yio va A?TOHGKPUVSTS WKT]POJG TO
TEPLOYN TNG EVEONG macete ™ Poon m Perdvag,  KOAVHHA TNG KOYEANS.
(vYhovtwaia 1) deAToEIdH). omwg paivetot o gkovaL. Apéowg Tpw and my éveon,

OVOKIVIGTE EVTOVO KOl TTOAL T

Kpatovreg To Aevkd \ . .
ocvpryya, Kobmg Oa Eyel
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Bmm 4

AmopokpOvere To
Ol Qavég
TPOCTUTEVTIKG TNG
Perovag
MetokivioTe Tpog
T0, TIG® TN GLOKELT
UCQUAELNG TNG
BeAdvag mpog
ohpryya,

OT®G PaiveTon 6TV
gwova. 'Enetta
KPOTNOTE TO AEVKO
SUKTOAO NG
GUPLYYOG KO
pafnére
TPOGEKTIKA TO
Slpovég
TPOCTUTELTIKO TNG
Berdvag mpog ta
¢E.

Mnyv neprotpépete
TO S10PaVEG
TPOGTATEVLTIKO TG
Berovag, kabag
umopet va
YOAOPDOGEL M
ovvdeon luer.

OKTUALO TNG GUPLYYOG,
TPOGOPUAGTE TN GVPLYYO OTN

ovvoeon luer pe ™ Pehdva, e

pio otabepn| TEPLOTPOOIKY
Kivnon Kotd tn 0opd TOv

OEIKTAV TOV PoA0YLOU LEYPL

va opi&et.

Mnyv ayyilete T0 avorypa luer

g Perdvag. Katt té€toto Ba
00N YNOEL GE EMUOAVVOT).

QPVoOAidES aépa
Kpamote
ovplyya og 6pbla

0éom ka1 yruvmoTte

OTOAG TN cOPLYYQ
MoTE Vo avEPoLV
TPOC TO, EMAVA
TUYOV PLGOAIDEG
aépal.

[Tiéote apyd Kot
TPOGEKTIKA TO
éuporo mpog o
TAVEO OOTE Vo
OTOLLOKPVVETE TOV
aépal.

Ipoypatomoumjote TV éveon pe T 660m

45 4

ATOPOKPUOVETE TIC

1

-

i

Kévete v éveon
Xopnynote apécwe
0OL0 TO TEPLEYOUEVO
™G ouPLYYeg
evoopvikd (IM) oto
yYAOLTIOHO 1)
OEATOEION LV TOV
acBevoug.

H ylovtwio éveon
mPEMEL va. yiveTon
070 Gvo- eEOTEPIKO
TETOPTNUOPLO TNG
yAovTioiog
TEPLOYNG.

Mnyv yopnyeite
gvooPArEfra.
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oynpatiotel kdmowo iCnpa.

Ac@ahioTe TN
Perova ot
GLOKEL
0oQUAELNG
XPNOOTOIDOVTAG
T0 €va ¥€pL,
tomobfetnote T
GLOKELT acPaieiog
™m¢ Berdvag vmod
yovia 45 popav ce
pio oxAnp,
eMimedn empdvela.
[Tiéote Tpog ta
KaTo pe pio
otabepry, ypnyopn
Kivnon émg 6tov N
Berova va eivat
otabepd
TomofeTnUéVI 0N
GUGKEL|
aoQoAEing.

Amo@¥yete TOV
TPOVNOTIONO 0O
™ Perdva:

Mnyv
YPMOLoTOLEITE HVO
XEplo.

Mnyv anocuvdéete
OKOTLO 1
yewpileote
ECQUALEVA

T1 GLGKELN
acPaAElOG TNG
BeAovag.

Mnyv npoorabncete

T
2

Amoppiyte
KOTaAAN A0 TIG
Perbveg
EmiPepaidote 6TL N
GLOKELY
AGPOAELNG TNG
BeAdvag ivar
otabepd
TomofeTnuévn.
Amoppiyte o€ éva
doyeio amdppyng
oLHUNpOV
OVTIKEWLEVOV.
Eniong, amoppiyte
mun
XPNOHOTOMHEVT
BeArodva mov
TOPEYETOL LLE TN
GLOKELAGIOL.
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V0L IGLOCETE TN
Belova 1 va
GLVOECETE TN
GLOKELT aGPaAeiog
€dv n Perova givan
Avyopévn M
KOTECTPOUUEVT.



