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1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

INVEGA 3 mg diokia Tapatetouévng omodéoUenong
INVEGA 6 mg diokio Topatetouévng omodéoUenong
INVEGA 9 mg diokio TopateTaévng omodEceVong
INVEGA 12 mg diokio TopateTapévng amodEGHEVCTC

2. NOIOTIKH KAI IOXOTIKH XYNOEXH

Kabe diokio mopotetapnévng amodécevonc meptéyel 3 mg molmeptdovnc.
Kdabe diokio mopatetapévng amodEcevong Tepléyel 6 mg ToAmTePdOVNG.
Kabe diokio mapotetapnévng amodécpevong meptéyel 9 mg molmeptddvnc.
Kabe diokio mopotetapévng amodéspuevong mepiéyel 12 mg maMmeptdovng.

"Exdoyo pe yvooti dpdon
Kabe diokio tov 3 mg mepiéyet 13,2 mg Aaxtolng.

IMa tov TANpn kaTdroyo TV ekdoy®v PA. mapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H
AlGKI{0 TOPATETAPEVIC ATOOEGIEVCTG

Agvkd diokio oYNUOTOG KOWaKIiov, TPV 6TpOCE®V, e pKog 11 mm kot didpeTpo 5 mm kot
extunouévn v évoeién “PAL 3”7

Mzl dioKio GYNUOTOS KOWOKIOD; TPV 6TPMGE®Y, Ue uRkog 11 mm kot didueTpo S mm Kot
extuonopévn Ty évoeén “PAL6”

Pol diokia oynuatog Koyakiov, TpUOV 6TPOGE®Y, te ufkog 11 mm kot SidueTpo S mm Kot
extunouévn v évoeién “PAL 9”7

Kitpwva dioxio oynporog Koyokiov, Tpldv otp®cemv, pe pnkog 11 mm kot d1dpeTpo 5 mm ko
extonopévn v évoeién “PAL 127

4. KAINIKEYX IAHPO®OPIEX
4.1 OepomevTiKég evoeitelg

To INVEGA evoeikvotal yio ) Oepaneia g oylloppévelog oe evilikeg kat eprifoug 15 etdv kot
UEYOADTEPOLC,
To INVEGA evdeikvutar yia tn Ogpamneia tng oxiloouvarlcsOnpatikig dlotapayng o€ EVAAIKEG.

4.2 Aocoloyia Kol TpOmTOS yopNynons

Aocoloyia

2yiloppévelo, (evidikes)

H ocvvietdpevn d6om tov INVEGA y1a ) Bgpaneia g oyilloppévelog oe evihikeg gival 6 mg pio
@OPA TNV NUEPQ, YOPTYOOLEVT TO TP®L. AV amarteitan apyikn Tithomoinomn g 66ong. Mepukoi
aoBeveic pmopei va w@eAn0obv amd younAotePES 1 VYNAOTEPEG OOGELG EVTOG TOV GUVICTMEVOD
d000A0YIKOV €Vpovg TV 3 mg £m¢ 12 mg pia eopd v nuépa. H mpocsappoyn tg docoroyiog,
€POCOV EVOEIKVLTAL, TTPETEL VO, TPALYLOTOTTOIEITOL LOVO PETE amd KAVIKN emavekTipunom. Otav
gvoeikvLVTaL AVENGELG 0T 00GT), GUVIGTMOVTOL TPOCAVENGEIC TOV 3 ME/MUEPA KO YEVIK TTPETEL VO,
TPOYUATOTOLOVVTOL GE SIUCTHLLOTO LEYOADTEPO TOV 5 NUEPDOV.



2yiloovvaroOnuotiki datopoyn (evijiikes)

H ocvvietdpevn d6om tov INVEGA y1a ) Ogpaneio g oylocuvoilsOnpotikng dtatopoyng o
EVAAIKEC elvan 6 mg pio @opd TV NMUEPO, YOPNYOVUEVT TO TPMi. AEV amALTEITOL QPYIKT TITAOTOINGT
g 06onc. Mepikoi acbeveic pmopel va @@ernbovv amd vynAoTEPESG SOGEIC EVTOS TOL GUVIGTMOUEVOL
d000A0YIKOV €Vpovg TV 6 mg émg 12 mg pia eopd v nuépa. H tpocappoyn tg docoroyiog,
€POCOV EVOEIKVLTAL, TTPETEL VO, TTPALYLOTOTTOIEITOL LOVO PETE amd KAVIKN emavekTipunon. Otav
gvoeikvovtal ovéENGeLg 0T 0061, CLVICTMOVTOL TPOCUVENGELC TOV 3 Mg/ NUEP KOl YEVIKE TPETEL VL,
TPAYUATOTOOVVTOL GE OLGTHILOTA HEYOADTEPA TV 4 TLUEPDOV.

Aloyn o€ GALO. AVTIWOXWOIKG POPUAKEDTIKG TIPOIOVTO.

A&V VTLAPYOVV GUGTNUATIKA GLAAEYLEVO, OEGOUEVA TTOV VO, APOPOVV EIKE TNV odAhayn TG Oepameiog
acBevav and 1o INVEGA og dAha avIiyuymoikd apuaKeLTIKA Tpoiovia. AdYm TV S0pOopETIKOV
QOPUOKOOVVOUIK®Y Kol QOPUUKOKIVIITIKOV 1010THTOV HETAED TOV OVIIYLYOGIKOV QOPUUKEVTIKOV
TPoiovTOV, yperaletal emiPAeyn amd KAWVIKO 1tpd OTOV 1) OAAAYT 0 AALO aVTIYLY®OGIKO TPOIOV
Bewpeitar 1TpIKd KOTAAANAT.

Hliiouévor

O1 806010YIKEG CLOTAGELS Y10t NAMKIOUEVOLG 0.60EVEIG Le PLOIOAOYIKT VEPPIKT Agttovpyia (= 80
ml/min) givor ot 101€G P AVTES Y100 TOVG EVIAIKEG LE PLGIOAOYIKY] VEQPIKT Agttovpyia. QoTOGO, ETEdN
ot nAikiopévol acteveic umopei va eupoviCovv petopévn veepikn Asttovpyia, umopei va oot el
TPOCUPUOYN TN S0COAOYING AVAAOYQ, LLE TNV KOTAGTAGT TG VEPPIKNG TOLC Asttovpyiag (BAéme
Neppuc Averertovpyia otn cvvéyela). To INVEGA mpémet va yopryeitot pe mpocoyn oe
NAMKoUEVOVG acbeveic pe dvola pe TapAyovTeES KIVODUVOL Y1a. 0y YELNKO EYKEPUAKO emelcddto (PAEme
mapdypoeo 4.4). H acedleta kot n arotelecuatikdmta 1ov INVEGA og acbeveic niikiog > 65 etdv
7ov maoyovv and oyoovvoioOnuaTiKn draTapoyn oev £xouv peletnOel.

Hratikn dvoiertovpyio

Agv amatteitol Tpocappoyn e 00ong oe acbeveig pe Ao 1 uétpla Nrotikn dvciertovpyio. Kabag
10 INVEGA d¢ev €yel pelemBet oe acbeveic pe cofapn nratikn duciertovpyio, GUVIGTATOL TPOGOYT
o€ Tétolovg acbeveic.

Negpixn dvoiertovpyio

IMo acBeveig pe fma veepikn dvciettovpyia (kdBapon kpeatvivig > 50 émg < 80 ml/min), 1)
GUVIGTAOUEVT apyIkn doom gival 3 mg pio popd v nuépa. H 66om pmopel va avénbel ota 6 mg pio
©opa TNV NUEpa Le Paom TV KAVIKN avTamTOKpIoT Kol ovoyn.

INo aoBeveig pe pétpra Emg coPapn veppikn dvciettovpyia (kdBapomn kpeatvivig > 10 €wg < 50
ml/min), 1 cuvieTOpeV apytkn d6on Tov INVEGA eivan 3 mg kdbe debtepn nuépa, 1 omoio pmopel
va avénbei oe 3 mg o opd v NuéEpa LeTA amd KAvikn eravektiunon. Kabog 1o INVEGA odev €yet
peAetn et og aobeveig pe kabBapon kpeatvivig kGt and 10 ml/min, 1) xpiorn tov dev cuvictdral o€
TéTO10VG 0obevels.

THoudrorpixog ninQvouog
2yiloppévera: H cuvictopevn 66om évapéng tov INVEGA yia ) Ogpaneia g oylloppévelog oe
gpnPovg nAkiog 15 etdv kot dve gival 3 mg pio eopd TV NUEPA, YOPNYOVUEVT TO TP®I.

"Epnpot mov Quyilouv < 51 kg: 1 péylot cuvictdpevn nuepnota d6om tov INVEGA eivat 6 mg.
"Epnpot mov Luyilovv > 51 kg: 1 péyiotn cuviotdpevn nuepnota d6on tov INVEGA eivar 12 mg.

IIpocappoyn otn docoroyia, edv evdelikvutal, TPEMEL va YIVETOL LOVO ETEITO OO KAIVIKY|
EMOVEKTIUNGT avAAOYa, e TNV avaykn kdOe acBevovg. Otav evdeikvovtal avéneelg g 60omg,
GLVIOTAOVTOL TPOGUVENGELG 3 ME/MUEPT KOL YEVIKA TPETEL VO TPOYLOTOTOLOVVTOL GE OLOGTHLOTA 5
nuepov N peyoarvtepa. H aopdieia kon ) amotelecpaticotnto tov INVEGA ot Oepoaneio tng
oyloppévelag oe pnPoug petald 12 kot 14 etdv dev £xovv tekunpimbei. Ta mapdvta dobéoiua
dedOUEVQ, TTEPLYPAPOVTOL OTIC TAPOYPAPOVS 4.8 Kot 5.1 aAld dev umopei va yivel 600TOOT) GYETIKA LU
T docoroyia. Agv vrdpyel oyetikn xprion Tov INVEGA og moudid nhikiog kdto tov 12 etmv.



2yiloovvaicOnuamnixy dozapayn: H acodrera ko ) anoteheopoatikomra tov INVEGA ot Ogpomneio
¢ oyloovvarsOnuatikng dtotapayne o€ acbeveic nAtkiog 12 émg 17 etcdv dev £xovv pueketnbeif
tekunprwei. Agv vdpyetl oyetikn ypnion tov INVEGA og naidid nhikiog kéto tov 12 etdv.

Aot erdixol winBvouoi
Agv cuvioTdTol TPoGoproYn g docoroyiag tov INVEGA pe Baon to Lo, T QLAN 1 TO OV TO
dropo Koamvilel 1 oL

Tpémog yoprynong

To INVEGA mpoopiletat yio amd otopotoc yopnynon. [pémnet va katamivetal OAOKAN PO LE VYPO Kol
va un poodtot, kopfetor 1 Opoppotiletal. H dpaotikn ovcia mepiéyetorl evidg vOg Un amoppoeroILon
TEPIPANATOC, TO 07010 EYEL OYEJNOTEL MOTE VO ATELELOEPDVEL TN SPAGTIKN OV [LE EAEYYOLEVO
pvOud. To mepifinua Tov diokiov, pali pe adldAVTA GLGTATIKA TOV TLPTVA, ATOPUAAETAL OTTO TOV
opyavicpd. Ot acBeveig dev TPEMEL VL AVNGLYCGOVY €AV SLOMICTMOGOVV TEPIGTACLUKE GTO KOTPOVA
TOVG KATL IOV potdletl pe dtokio.

H yopiynon tov INVEGA mpénel va tumoromn0et o€ oyéon pe T Aqyn g tpoeng (BAére mapdypopo
5.2). O aobevig mpémetl va kabBodnynet gite va Aappavel mavta 1o INVEGA o¢ kotdotaon vnoteiog
gite va 10 AapPavel whvto pall pe 1o mpdyevpa Kol vo unv eVEALAGGEL T Ayn Tov UeTaéd TG

KATAOTOONG VNOTELNG 1} TS AYNG TPOPTS.
4.3 Avtevoeitelg

YrepevaioOnoio 6tn dpactikn ovoia, 6T PLoTEPOOVN 1 € KATO0 0T TO EKO0Y0 TOL OVAPEPOVTOL
otV mopdypapo 6.1.

4.4 E101kég Tpog1domou)oEls Kol TPOPUAGEELS KATE TN Y piion

O1 aobBeveic mov mhoyovv and oylocvvaucOnuotiky dlatapoyn Kot okolovbobv Oepameio pe
TOMTEPLOOVY], TPEMEL VO, TOPAKOAOVOOVVTOL TPOGEKTIKG Vi EVOEXOUEV UETAPOOT OO CUUTTMOLOTO
LOViog € CUUTTOUETO KOTAOAWYTG.

Adotpa QT

Amarteitan Tpocoyn katd ) yopnynon tov INVEGA og acBeveic pe yvooth kopdiayyelakn voco 1
L€ 01KOYEVELOKO 16TOP1KO TTapdToong Tov QT, Kot Katd Tt GuyxopNynor Tov He GAAS GAPUOKO TOL
Oewpeitar 611 TOpateivovy To dtdotnua QT.

Koxonbec vevpoinmrikd chvépouo

To Kakonbeg Nevpoinmtiko Zovopopo (NMS), to omoio yapaxtmpiletor amd vrepepuia, poikn
aKoyic, 0oTadEn TOV QVTOVOLOL VEVPIKOD GUGTHUATOS, LETAPOAT TOV EMTEOOV GUVEIONONG KoL
avénuéva enineda TG KPEATIVOPOGPOKIVAGTC 0p0oD, £xEL avapepOel 6T Topatnpeital pe TNV
momepldovn. Emnpocbeta kKhvikd onpeio propel va meptiapfdvovy poocseaiptvovpio
(papoopvdivon) ko o&eio veppikn avemdpketo. Eav évog aobevig ekdnimaoet onpeio 1 cupTTOHOT
OV LITOdNA®VOLV TNV TTapovsioc NMS, dda Ta aviiyuymoikd, teptiapfavopévov kot tov INVEGA,
TPENEL VO, S10KOTOVV.

Bpadvkwvnoio/eEomupapudikd cuprtdpoto

Ta pappaxo Tov dSBETOLY 1B10TNTEG AVTAYOVIGHOD TOV VITOSOYEMV TG VIOTAUIVNG £X0VV GYETIOTEL
ue v enoywyn Ppadvkivneiog, 1 oroia yopaktnpiletol and pLOUKES, 0KOVGIEC KIVGELS, KUPIMG TNG
YAOGGAG Ko/ Tov Tpoc®nov. Edv eupoviotodv onpeio Kol cuuntdpato Bpadvkivnoiog, Tpénet va
e€etaotel 1o evOgyOUEVO d10KOTTNG OAMV TV AVIIWYLYMGCIKMV, TepAaupavopévov kot tov INVEGA.

Amarteital Tpocoyn oe acbeveic mov Aapfdvovy tavtdypova, yoyodieyeptikd (my, LeBLAPUIVIOATN) Kot
TAAMTEPLOOVY, KOODG EOTLPALUSIKG CLUTTOUATO UTOPEL VO TPOKVYOLV KOTE TIV TPOGUPUOYT TOL
€vOg M Ko TV 600 opUAK®V. ZuVIGTATOL 6TAdKN dtakomn TG Oepamneiag pe dieyeptikd (BAEme
Tapaypaeo 4.5).



Agvkomevia, 0VdETEPOTEVIN KOl OKOKKIOKVTTOPOLLLIO

[Tepiotatikd Aevkomeviag, OVOETEPOTEVING KOl AKOKKIOKLTTUPOUING Exouv avagepOel e
AvVTIYLYOGIKOUE Tapdyovteg, cvpmeptropfavouévov Tov INVEGA. H akokkiokvttapotpio £xet
avapepBel ol ondvia (< 1/10 000 acBeveig) katd tn S1dpKeLd TNG TOPAKOAOVONONG LETA TV

KuK opopia Tov poppdkov. Ot acbeveig He 16TOPIKO KAVIKA GILOVTIKOD YoumAod aptfpov
AEVKOKVTTAPOV 1 POPUAKOYEVODC AEVKOTEVING/OVOETEPOTEVING TPEMEL VO TOPUKOAOVOOVVTOL KOTA TN
SUIPKELD TOV TPOT®V PUNVAV NG Bepamneiog kot 1 dwakonn Tov INVEGA mpémetl va e€etdletan pe to
TPMOTO ONUELD KAMVIKG GUOVTIKNG PLEI®ONS TOL 0p1BUOY TOV AEVKOKLTTAP®Y, ATOVGio, GAA®V
AITOAOYIKAV TTapayovimy. Ot acheveic pe KAVIKA GNUOVTIKT OVOETEPOTEVIN TPETEL VAL
TOPUKOAOLOOVVTAL TPOCEKTIKG, Y10 TUPETO 1 AAAA cuUTTOpOTA 1) onueio Aoipuméng kot va Adfouvv
KaTOAANAN Bepamneio eGv eLEAVIGTOVY TETOWN CLPTTOHOTO ) onueia. Ot acBeveig ue coPfapn
ovdetepomevio (amdAvTog aptdudg ovdetepdpiimv < 1 x 10%/1) mpénel va Srtaxdmtovv to INVEGA kot
v Vo aAAovTaL 6€ TaPaKoAoHONGT TOL aPBLOD TMV AEVKOKVTTAP®YV TOLE UEXPL TNV AVAPP®ON.

Yrepylvkonpio Ko cokyopmons dwafnng

"Exovv avaeepOei vepyAvkoipio, cokyopmong safnmge kot tapodéuven npobndpyovtog diapntn Kotd
T Sudpkela Oepaneiog pe TOMTEPOOVT]. L& OPICUEVEG TEPITTMGELS, EXEL avapepBel Tpobmbpyovoa
avénon tov copatikod Bapovg, 1 oroia propet va givar Eévog Tpodiadecikog mapdyovtag. [Tody
omavio £yl avoeepOel cuoyétion pe keToEEwmon Kal omdvia pe S1ofnTikd Kdpo. Zovietdtol
KATOAANAN KAVIKT TOPaKOA0DONOT|, GOLPOVA [LE TIC ¥PNCILOTOLOVUEVES AVTIWVYDGCIKEG
KkatevBouvtnpieg odnyiec. Ot acBeveic mov Aappdvovv Bepaneia pe 0TOIOMTOTE ATVTO AVTIYVYWOGIKO,
ocvumeptropPavouévov tov INVEGA, mpénel vo mopakoAovfodvTol yio GOUTTOUOTO VTEPYAVKOUING
(6mw¢ moAvduyia, ToAvovpia, ToAveayio Kot advvauio) kot ot acheveic pe cokyapmdn ot Tpénet
Vo ToPaKoA0VO0HVTOL TOKTIKA Y10 ETOEIVOOT TOL EAEYYOL TNG YAVKOLNG.

Avénon copaticov Bépovg
"Eyet avagepOei onuavtik) avénen Bapovg pe m ypnon tov INVEGA. [Ipénet vo yivetat ToKTIKY
TOPUKOA0VONGN TOL COUATIKOV BApovg.

Yreprporaktvoipio

O1 PHeAETES 10TIKNG KOAMEPYELNG VTOSEIKVDOVY OTL 1] KUTTOPIKT AVATTLEN GTOLG OYKOVG TV
avOpOTIVEOV HooT®V propel va dieyepBel pe v Tpoiaxtivn. Av kot dev €xel KataderyOel capng
GLGYETIGUOG UE TN XOPTYNOT AVTIYVYDGIKOV GE KAIVIKEG KOl EMONUIOAOYIKEC LEAETEG, GLVICTATOL
Tpocoyn og0ofeveic e oYETIKO WTPIKO 16TOPLKO. H ToAmeptdovn TpEmeL va Yp1GLLOTOLEITAL [IE
npocoyn o6& acbeveic e mBavoHS OYKOVS EEAPTMUEVOVS OO TNV TPOAUKTIVT).

Opbooctatikn vrdToon

H maAimepdovn pmopet vo tpokarécel opfootatiki voTaoT o€ pepkos aobeveic e&attiog g
OVOGTOATIKNG TNE OpAoNg 6TOVG a-uod0YElS. Me BAcT GUYKEVIPOTIKG ded0UEVA OTTO TIC TPELS,
ELEYYOUEVEC LE EIKOVIKO QAPLOKO, dldpKeLog 6 EfOoUAdmV, oTabePNC 00TG KMVIKEG OOKIUES LE
INVEGA (3, 6, 9 xou 12 mg), n opBoctatikn vrdtaon avaeépdnke oto 2,5% tov acbevov mov
ehapPavayv Bepaneio pe INVEGA, ovykpitikd pe to 0,8% tov acbevadv mov eddpufovay Bepaneio pe
gikoviko edpuaxo. To INVEGA mpénel va yopnyeitar pe mpocoyn oe aceveic e yvoot)
KapSLYYELOKT] VOGO (). KOpdloK AVETAPKELD, EQEPAYLLN 1) IOYOLIN HUOKAPOiov, SaTapoyEg TNG
Ay@YOTNTAG), SLOTOPAYN TOV OYYEI®V TOV EYKEQPAAOL 1] KOTAGTAGELG TOL TPOSLBETOVY TOV 0oOEVT
6€ VIOTOOT (7). APLOATOOT KOl VITOOYKALUIN).

Emunnrtikol onacpot
To INVEGA mpémel va yopnysital pe Tpocoyn o€ acoOeVEIC |LE 1IGTOPIKO EXANTTIKOV CTAGUOV M
ALV KOTOOTAGE®DY TOV EAATTOVOVY SLVITIKA TOV 0VO0 TOV GTUCUOV.

Evdeyouevn evtepiki) and@paén ToL YOOTPEVIEPIKOD GMOANVA

Emedn ta dioxio tov INVEGA dev mapapop@mdvovtol Kot 0ev oAAGLovY onuavTikd oyfiue otov
Bpebovv evtdc tov yaotpevieptkod cwinva, To INVEGA dev mpémel kavovika vo, xopnyeital o
aoBeveic e mpobTapyoLGa GoPapn YOSTPEVTEPIKT| OTEVMOT (TafoAoyikn| 1] 10Tpoyevn) N o€ 0oBeveig
ue dvopayio | onUovVTIKN dvoyépela Katd Ty katdmoon diokiov. Eyovv vrdpéel ondviec avapopég




UTOPPOUKTIKOV CUUTTOUATOV G€ AcOEVEIC e YVMOTEG GTEVOGELS GE GLUVOVOAGHO LE TPOGANYT
QOPUAK®V GE LT TOPALOPPOVUEVEG LOPPEG EAEYYOUEVTG amodéapevong. E&attiag Tov oyedioouon g
QOPUOKOTEYVIKNG LOPPNG EAEYYOUEVNG amodéaevanc, To INVEGA mpénet va, yopnyeitatl povo e
acBeveic mov eivar g Béom va Katamivovy oAOKAN PO TO d1oKIO.

Kotaotdoeic pe eEAMdTTmon tov ypovou S14Baons ToV YOSTPEVTIEPIKOD COAMIVA

Kotaotdoeig mov 0dnyovv 6 pdyvvon tov ypdvov dtifacng Tov YaGTPEVTEPIKOD COANVA, T.X.

VOGN LT TOV GLVOSEVOVTOL OO XPOVIO GoPapn) dLPPOLo, UTOPEL VOL EYOVV MG OTOTELEGLO, LEIWUEVT|
amoppoOPNoN TNG TAAMTEPLOOVIG.

Neoppwkr duciettovpyio

O1 CLYKEVTPOGELG TNG TAAMTEPIOOVIG 0TO TAAGH givarl avénuéveg og acBeveic e veppikn
dvodettovpyio Ko, ETOUEVOC, UTOPEL VO YPELICTEL Vo YIVEL TPOCUPUOYN TNE SOOTG GE UEPTKOVS
aocBeveic (PAéme mopdypao 4.2 kot 5.2). Agv vrdpyovv dabéciua otoyeio yio acbeveic pe kdbapon
KpeaTwvivng Katw amd 10 ml/min. H moAimepidovn dev mpémet va ypnoponoteital oe 0oOeveig e
KkéBapon kpeatvivng kdtw amd 10 ml/min.

Hratikn dvoiettovpyia

Agv vapyovv dabécia otoryeia yio acbeveic pe cofopn nratikn dvciertovpyia (Taén C kotd
Child-Pugh). Zvvictdtol mtpocoyr edv TpoKeLTtal va, ypnoiLonotnfel TaAmeplddvn e TETO10VG
aocBeveic.

Hldxiopévor acBeveic pe dvoia
To INVEGA d¢ev €yel pekemOei oe nAikiopévoug acbeveig pe dvota. H epmeipio amd tn pomepidovn
Bewpeitar 6T1 1oYVEL eMioNg Yo TNV TOAMTEPLOOVN.

2ovokiky vnouotnra

e wo, peta-avaivon 17 eleyydpuevov KMVIKGV SOKIU®V, 01 NAKIONEVOL acbevels pe dvola Tov
EaPav Bepaneio pe GALQ GTVTO AVTIYLYOGCIKE, TEPIAAUPOVOUEVNG TNG PLOTEPIOOVIG, TG
apurimpaloAng, TG oAavCamivng Kot TG KOVETIOMIVIG, ELQavicay avénpévo kivouvo Bvnoiudmrag
GUYKPITIKA UE TO EIKOVIKO @appoko. Metald antdv Tov akoAovincay aywyr Le promeplddvn, n
Bvnootnta rav 4% ce cvykpion pe 3,1% yio 10 eKoViKd PAPLLOKO.

AvemOounteg sVEPYELES OTTO OLOTAPAYES TWV OLYYELWY TOD EYKEPGAOD

"Evag mepimon tputhdcio avénuévog Kivouvog avemiBount@y eVvePYEIMV a0 dATAPOYEG TV AYYEI®V
TOV £YKEQAAOL £xEl TaPATNPNOEl OE TUYOOTOINUEVEG, EAEYYOUEVEG LE ELKOVIKO PAPUAKO KAVIKESG
dokéG otov mAnbvoud aclevav pe dvota pe HePKa ATV, AVTIYVYOGIKA, TEPIAAUPBAVOUEVTS TNG
PLOTEPIOOVNG, TG aptpaloAng kot tng oAoviamiving. O unyaviorog yio ovtd Tov avENIéEVo Kivouvo
dgv gival yvootog. To INVEGA mpénet va, xpnoIUOTOIEiTOL LLe TPOGOYT| G€ NAMKIOHEVOVG acBeVEiC e
Gvotlo. 01 070101 £Y0VV TaPAYOVTES KIVODVOL Y1 OYYELNKO EYKEPOAAIKO ETELGOOLO.

Nooog Parkinson ko1 dvola pe copdtio Lewy

Ot 1atpol mpénet va a&loAoyovv Toug KIvdivoug EVOvTL TV o@ed®mv otav yopnyobv INVEGA ot
aocBeveic pe Nooo tov Parkinson 1| Avota pe coudrtio Lewy (DLB), apod kot ot dvo mAnbucuol
acBevav pumopel va draTpéyovv avénuévo kivouvo eppdvions Kakonovg Nevpoinmtikov Zuvdpdpov,
KkaBdg kot vo eppavifovy avénuévn evacbnecio ota avtyvywotkd. Ot eKONADGCELS AVTNG TNG
avénuévng evastnciog uropeli va meptlapfavovy clhyyvon, exnpeacuévn cuveidnon, aotadeio Oéonc
TOV GMUATOG [LE GUYVEG TTOOELS, EMTPOCHETO TOV EEOTVPUUIOIKOV CUUTTOUAT®V.

Hpamopog
Ta avTIYVYOOTKA EOPUAKEVTIKG TPOTOVTH (CUUTEPIAUUPAVOUEVIC TNG PLOTTEPLOOVIG) E AVOCTUATIKESG

dpdoelc 6TOVG a-adpEVEPYIKOVS VTTOJOYEIS £xouV avapepOel 6Tt TpokaAiovv mpromicpud. Katd
dudpkela TaparKolovnong Hetd v KukAopopia, TPLImGHOG ExEl avapephel emiong pe tnv
TaMTEPLOOVN, N omoia glvar 0 gvepydg petaforitng g plomepiddvng. Ot acbeveig mpémet va
EVILEPMOVOVTOL VO, Vol TOVV ENELYOVGO, LALTPIKT PPOVTION GTNV TEPITTMGT TOVL O TPLUTIGLOG OEV EXEL
VIOYOPNOEL EVTOS 3-4 mPDV.



PvBrion g Beppokpaciog Tov copoTog

H mapeppoin oty kavotnto 100 GOUOTOS VO, ELATTMVEL TNV KEVIPIKY TOL Beppokpacia, £xel
amod00el G€ aVTIYLYOGIKA EOPUAKEVTIKG TPOTOVTA. ZVVIGTOTOL 1) KATAAANAT TPOCOYN KOUTO TN
ocvvtayoypaenon tov INVEGA cg acBeveic mov avouévetat vo eumAakobv 6€ KATUOTACELS, Ol OTTOIEG
umopei va cupdrdlovy 6e avénon g KeVIpikng 0eplLokpaciog TOv COUATOG, T.). TOAD Eviovn
OCOUOTIKN AoKNOoN, EkBeon o€ TOAD LVYNALC BepLOKPAGIES, GLYYOPTYNON POPLAK®OV LIE
AVTLOAVEPYIKT dpAcm 1 apVIGT®ON.

D)efikn BpopPoeufoin

[Teprotatikd eAepiknc Opoupoeuporing (VTE) éxovv avapepbel pe aviiyuymoikd eopuokevTikd
poidvta. Asdopévov 6Tt ot acbeveic Tov axolovbodv Bepameio e AVTIYLYOGIKE GUYVE
Tapovctilovy eniktnTovg Tapdyovteg kivduvov yuo. VTE, 6dot o mbavol mapdyovteg Kivdvvou yuo
VTE npénet vo mpocdiopilovtor Tptv ko Kot ) dudpkela g Oepaneiog pe INVEGA kot va
Aappévovtot TPOANTTIKG HETPO.

AvTiepetikn| dpdon

Kotd t1g mpokAvikég HeAETEG TG TAMITEPIOOVT|G TOPATNPNONKE Lo avTIEPETIKT OpdoT. H dpdon
auTy, EpoOcov gppaviletal otov dvBpmmo, pmopel va KOADWEL Ta onueiol KOl GUUTTOUATO TG
VIEPOOGOLOYING [LE OPIGUEVO PAPLOKO 1) OPICUEVAOV KOTACTACE®YV OTMG 1] EVIEPIKN ATOPPALN, TO
oLVOpopo Reye kat 0 0yKog Tov EYKEPAAOV.

Hodratprkdg minbuouog

H «xatactaitikn dpdon tov INVEGA npénel va mapakolovdeitan otevd o€ antov tov tAnbucud. Mia
adlhayn oty @pa yoprynong tov INVEGA umopei va Bertidcetl v enidpaot TG KOTOUGTOANG GTOV
acBevn.

AOY®D TOV SUVNTIKOV EMOPACEDY TNG TUPUTETAUEVIG VILEPTPOACKTIVOLUING OTNV avamTTLEN Kot TN
6€E0VOAMKN OPiLOVeT) 6TOVG EPTPBOVC, TPEMEL VO AauPaveTol vTdyn 1 TaKTIKT KAVIKT a&loAdynon
NG EVOOKPIVOAOYIKNG KATAOTAOTG, CUUTEPIAAUPAVOUEVOV TOV LETPNOEDY TOL VYOLGS, TOL Bdpovg,
G 6e£0VAMIKNG MPILOVETS, TNG TOPOKOAOVONGNG TNG EUUNVIG AetTovpyiog Kot GAA®DY ETOPACEDY
7ov v va oyetilovTal Le TV TPOAKTIVY.

Koatd ™ dudprera g Oepanciog pe INVEGA mpénet eniong va de&dyetan taxtiky e&€toom yuo
eEOMUPOUISIKA GUUATOUOTO Kot GAAES dloTapayEC TG Kiviong.

IMo cuykexpipéveg S0GOAOYIKEG GLOTAGEIS GTOV TOOITPIKO TANBVoUO PAETE Tapdypapo 4.2.

Agyyeipntiko Tovopouo Xarapng Ipdog

Ateyyepntiko oovdpopo yoroapng ipdag (IFIS) éyxel mapatnpnbei katd T didpkela yeipovpykdv
eneuPacenv KoTappaktn o€ acbeveic Tov AapuPdvouy EAapUOKe LE AVTOYOVIOTIKT dPAcn 6TOVG AAPa,
la-adpevepykoc vrodoyeic, dnwc to INVEGA (BAéne mapdypago 4.8).

To IFIS evdéyetar va avénoet Tov kivouvo opBaAUIK®V ETITAOK®OY TOGO KOTA T1 SIPKELD TNG
eméuPoong 660 Kot petd omd avtn. [pwv amd v enéuPacn O Tpénel vo, avopEPETAL GTOV XEPOLPYO
opBoApioTpo €4V YPMNOYLOTOI0VVTAL ETTL TOV TOPOVTOG 1 £OVV YpMoluonon el 6to TapeAdov appoka
LE OVTOY®VIGTIKT OpdoT 6tovg dApa 1a-adpevepytkong vmodoyeis. To duvnTikd OPELOG amd TN
drokomn ¢ Oepameiog pe avaoToleic TV AP 1a-0dpevepyIKdV VTOSOYEMY TPV 0T TN
YEPOLPYIKN EMEUPAO KATAPPAKTN OeV £xel TEKUNPLOET Kot mpémet vo otafuileTor Evavtt Tov
KIvOUVOL 0TTO TN JL0KOTH TG AVTIWLY®GIKNG Bepameiog.

"Exdoyo
Iepektikdtnto og Aoktdln (apopa uovo oto dickio twv 3 mg)

Ot acBeveic pe omdvia KAnpovopkd tpofinipota ducavesiog otn yoraktoln, OVETAPKELL AOKTACNG
Lapp 1 ducamoppoenomn yYALKOLNG-yolaktOlNG eV TPEREL VO, TAPOLV QVTO TO PAPLOKO.

Ileprextikdra oe vatplo
AVT0 TO QUPUOKEVTIKO TPOTOV TTEPLEYEL AYOTEPO atd 1 mmol vatpiov (23 mg) avd diokio, ival owtd




mov ovopalovue erevBepo vatpiov.
4.5 AMMAETMOPACELS NE GALN QUPUOKEVTIKE TPOTOVTO KOl GALES HOPPES allnieniopaocng

ZuVIoTATol TPOSoyn Katd TN cvviayoypdenor tov INVEGA poli pe edppoka mov givat yvowotd ot
napoteivouv to oo QT, 6mwg m.y. Ta avtiappuOukd Tééng A (w.y. Kividivr, dtcomupaplion) Kot
ta ovTioppuoukd taéng 11 (7., apodapdvr, GOTAAOAN), LEPIKA AVTIHCTOUIVIKA, LEPIKA GANN
AVTIYOYOCIKA KOl 0plopéva avBehovootakd (T.y. pepiokivn).

MBavémro tov INVEGA va ernpedlel dAio @appoKo.

H moAimepdovn dev avapéveTol va TPOKOAECEL KAIVIKA OTLOVTIKEG QOPUOKOKIVI|TIKEC
OAANAETIOPAGCELG LE PAPUOK, Ta 0ol peTafoiilovtar amd Ta 16oévivpa Tov Kutoypopatog P450.
Meléteg in vitro vTodMAOVOLY OTL 1| TOAMTEPIOOVN dev emdyet T dpactnpiomra tov CYP1A2.

Agdopévav TV KOOV dpacenVv g Talmepdovng oto KNX (BAéne mapdypoeo 4.8), to INVEGA
TPETEL VAL YPT|CYLOTOLEITAL [LE TPOGOYN OE GUVOVOCUO UE AAAN KEVIPIKADG SPDVTO PAPLLOKAL, TT.).
AYYOAVTIKG, TO TEPIOGOTEPO UVTIYVYMGIK(, VITVMOTIKA, OTIOEON, K.AT. 1 L€ QAKOOA.

H moAimepdovn pmopet va avtayoviletal T 0paomn g AEPOVIOTa Kot GAA®Y Oy®VIGTOV TNG
vromapivng. E@ocov o cuvovaoudg autog Bempeitor anapaitmrog, 101k o voco tov Parkinson
TEAIKOD 0TOOI0V, TTPETEL VO, YOPNYEITUL 1| EACYIOTI ATOTEAEGLOTIKT 000T KAOE PapudKov.

E&attiag ¢ mbavomrag mpdkinong opboctatiknig vrotaong (BAEne mapdypago 4.4), urnopet va,
napotnpndet abpototikn dpdon 6tav to INVEGA yopnyeitan pali pe dAlovg Oepomentikode
TAPAYOVTEG TTOL £YOLV AT TNV AV dpAoT, ). GAAL OVTIYUYWOOIKA, TPIKVKAIKA.

ZVVIGTATOL TPOGOYN EAV 1| TAAITEPLOOVT GLVOVLALETAL e GAAD PapLOKA TTOV Eival YvmoTd OTL
EATTAOVOVY TOV 0000 TV oTAcU®V (dNA. patvobeialiveg | fovtvpoavovee, kKholamivn, TPIKVKAIKA
N EKAEKTIKOVG 0VOGTOAEIG emavanpdsinymg s oepotovivng (SSRI), tpapadorn, peploxivn, K.AT.).

Agv &povv dlevepynbei-ueréteg yio tnv aAinienidpaon petacd tov INVEGA kat tov Afiov, mctdco
dev Bempeitor mBavova AaPet ydpa eaprakokvnTiK oAANAETIOpacn peta&d Toug.

H ovyyopnynon INVEGA tov 12 mg pia @opd tnv nuUépa. e 10KI0 TOPATETAUEVIG ATOSEGEVONC
divalproex sodium (500 mg é¢mg 2 000 mg pio opd v NuUéEP) dev EMNPEACE TN PUPLOKOKIVITIKN
otabepng katdoTaong Tov PaAmpoikov. H cuyyopiynon INVEGA pe diokio mapatetopévng
amodéopevong divalproex sodium avénece v £kbeon oy Tolmepdovn (PAETE TAPUKATO).

MiBavotnta dArmv eapudikev va ennpedlovy to INVEGA

In vitro peléteg £d6e1i&av 0Tt T Evlvpa Tov kKutoypmdpatog CYP2D6 kot CYP3A4 pmopel va
GUUUETEYOVY EAAYIOTO GTO UETAPOAIGUO TNE TAATEPLOOVIG, OEV VITAPYOLY OU®G eVOEIEELS, 0UTE in
vitro o0Te in vivo, 011 Ta 160€viupa avTd S1adpopatilovy onUavTIKO poAo 6To HETAROMOUO TNG
mamepdovne. H ouyyopriynon tov INVEGA poli pe mopo&etivn, Evav 1oyvupd avacsToAEN TOV
CYP2D6, dev €d¢1€e Kapio KAVIKG GNULOVTIKY EXIOPOOT] TN QOPUOKOKIVITIKT TG TaAMTeEPOOVNC. In
vitro pehéteg £de1&av 0TL 1 TaAmepldovn givar Eva vtdotpopa g P-yAvkonpmteivng (P-gp).

H ovyyopnynon INVEGA pia eopd v nuépa e kappapalenivi 200 mg 000 Qopég nuepncing
wpokdAiece pia peiowon Kotd ntepinov 37% ot péon Cmax Kot AUC g malmepidodvng ot otobepn
katdotoon. H peimon vt npoxoieital, og onpoavtico Paduo, ard pio adénon katd 35% tng
VEQPIKNG KGBapong ¢ maAmeplddvng, Tavov ¢ AmTOTELEGIA ETOYMYNG TNE VEPPIKNG P-gp amd v
kapPapalenivn. Mia N660voc onNUaciog HEIDOT TNG AUETAPANTNEC TOGOTNTOC TG OPUCTIKNG OVGING
OV EKKPIVETAL GTO 0VPO, LTOONADVEL OTL VINPEE HikpT) dpdon oto petaforiopd tov CYP 1 ot
Brodrabecipotnro g malmep1ddvng Katd T S1dpKeld TG cLyxopnynong KapPapalenivng.
MeyaAbtepeg LEIMGELS OTIC GUYKEVIPMOOELS TNG TOAMTEPIOOVNG GTO TAGGUA UTTOpEL va, Tapovstacfody
ue vynidtepeg 60oelg kopPapalenivng. Katd v évapén g kopPfapalenivig, n 66om tov INVEGA
TPEMEL VO ETAVOAEIOAOYEITOL KO VO uEAVETOL €AV vl avayKaio. AVTIGTPOQ®S, KATA TN S10KO0TH TNG
kapPapalenivng, n d6on tov INVEGA zmpénel va emavaloloyeital kot va petdvetan €4y ivan



avaykaio. Arartovvran 2-3 gfdopdadec Tpokeévou va emttevydel TANPNG ETAYYT| Kot e T S1oKom
TOV enaymyéa 1 dpdon petwveton Pabuioia yio ovadloyn ypovikn tepiodo. AAAL POPUAKEVLTIKA
wpoidvta N fotova, To, omoio, eival EXaymYEic, T.)., N PLPauUTIKivy Kot To Badoapdyopto (St. John's
wort -Hypericum perforatum) umopel vo, £400v TapOUOLa EXIOPACT] GTNV TOATEPLOOVT.

Ta pappakevtiKd Tpoidvta mov ennpedlovy 1o xpovo petdfacng and T0 YOOTPEVIEPIKO GUOTI LA
UTOPEL VO ETNPEACOVY TNV ATOPPOPTOT| TNG TOMTEPIOOVNG, .., | LETOKAOTPAUION.

H ovyyopnynon piog epdna 66ong INVEGA 12 mg e diokio TopateTapévng amodEGUEVONC
divalproex sodium (dvo diokio Tov 500 mg pio opd v nuUEPa) glxe G amoTéAesUa, aOENON KOTA
50% mepimov ™G Cmax Kot AUC ¢ maimepiodvne. Eav 1o INVEGA cvyyopnysiton pe fainpoixo,
npénel va eEeTdleTon To gvdgXOLEVO Heimong tng docoroyiag tov INVEGA petd amd kivikn
a&lordynon.

Tavtdypovn yopnynon tov INVEGA pe piomepidovn

H tavtoypovn yopnynon tov INVEGA pe amd 6TOLOTOC YOPTYOVULEVT] PIGTEPLOOVT] OEV GUVICTATOL
KaOd¢ N ToAMTEPIOOVT Elval 0 SPACTIKOC LETOPOAITNG TG PLOTEPIOOVG KOl O GLVOVAGIOG TV 600
umopei va 0dnynoel o abpoiotikn €kxbeon otny mamepldovn.

2uyyopnynon tov INVEGA pe yuyodieyeptikd

H ocvvévacopévn ypnom yoyxodeyeptikadv (Y., LeBLAPavIdaTn) HUe TaATEPLOOVT UTOPEl Vo, 0dNYNoEL
0€ eEOMUPALUOIKG CUUTTOUATO KOTA TNV dALAYN TNG pioag 1 Kot TV 600 Bepaneidv (PAEre
Topaypapo 4.4).

Howdwrpikdc TAnBucudg
Meléteg aAANAETIOPACEDY EYOVV TPAYLLOTOTTOMOEL LOVO GE EVIAIKEG,.

4.6 Lovipétnta, kdnen kat yoiovyio

Kinon
Agv vTapyovV EToPKN oTOLXEIR QTd TN YPNOT TS TAATEPLOOVNG KOTA TN SLPKELN TNG KONOTG.

H moAimepdovn dev oy tepatoydvog oe peréteg oe {oa, mapatnpndnkay Opmg GAAES LOPQES
To&IKOTNTAG GTNY avoTapaymYIky wavotnta (PAEre mapdypapo 5.3). Neoyvd mov ektibevtol og
AVTIYOYOGIKA (GUUTEPIAAUPAVOUEVNS TG TOAMTEPIOOVNG) KOTA T SLAPKELN TOV TPITOV TPYVOL TNG
KONGONG STPEYOLV KIvOLVO Y10 aveMBOUNTEG EVEPYELEG, CUUTEPIAAUPOVOUEVOV EEMTVPUUIOTKOV
KO/ GTEPNTIKDY GUUTTOUATOV TO 07010 UTOPEL VO TOIKIALOLY G€ GoPapdTNnTa Kol S1APKEL, LLETA TOV
tokeTd. ‘Exouv vmdpéel avapopic yia, S1€yepaT), VITEPTOVIN, VITOTOVIA, TPOWO, VITVNALN, AVOTVEVCTIKY
duoyEpELn 1 dratapay TPOSANYNG TPOPNG. ZUVETMGC, TO VEOYEVVITA TPETEL VAL TapakoAovBohvtot
npooektikd. To INVEGA dgv mpémet vo ypnoUomoLEiTol KOTa T StipKeLo TS KONONG, EKTOG AV €lval
copmg anapaitnto. Edv kotaotel amapaitntn 1 oloakomn Kot T StdpKelo TS KONONG, QUTH 08V
TPEMEL VAL YIVEL OMOTOAL.

OnAacpog
H moAimepdovn anexkpivetal oto untpikod yoio og t€too fabud wote givar mbavég ol emdpAcEL GTO

Onralov Ppépog dtav yopnyovvral Bepamevtikég dooelc og Onadlovoeg yovaikes. To INVEGA odev
TPETEL VO, YOPNYELTAL KATA TNV TEPT0S0 TOL ONANGLOD.

Tovipdémra
Agv mapotnpnonkov oyeTikég eTOPACGEIS OTIG UM KAWVIKEG LEAETEG.

4.7 Emdpdaosis 6tV IKavoTnTo 001]Y1161G KOL (EPICHOD PNy OVI|LATOV

H maAimeptdovn pmopel vor Exetl ukpn ) LETPLA EXLOPAOT) GTIV IKAVOTNTO 00T YNONG KL XEPICHOV
unyovnudtov, egortiog tov mavov eTdpacemy 6To VEupikd cOOTNUO Kot oty Opacn (BAére
apdypaeo 4.8). Emopévac, Tpémnel va cuviotdrtal otoug acheveic va pnv odnyodv 1 va pnv
yewpilovtar unyaviuoTo, HEypt vo Yivel yvootn 1 evotctnoia tov ke atdpov oto INVEGA.



4.8 AvemOOunTeg eVEPYELES

Evilkec

2bvoyn tov Tpoeil acpilelog

O avemBounteg evépyeteg (AE) mov avapépbnkav 1o cuyva oTig KAVIKES SOKIHEG e EVAAIKES TTOV
KePaAaAyia, admvia, KATAGTOAN/VTVNALL, TAPKIVGOVIGUAC, akadnoia, Tayvukapdia, TpdUHog, dvcoTtovia,
AOTU®EN TOL AVAOTEPOL AVATVELGTIKOD GLUGTNHOTOG, AYY0G, (AN, avénuévo copatikd Bapog, vavtia,
déyepor, SuGKOIMOTNTA, EUETOG, KOTWOT), KatdBAwym, dvoreyia, didppota, Enpoctopia, 0dovToAyia,

LVOCKELETIKO GAy0G, VtEpTacT, eEacbivion, ocpuadyia, nhektpokapdoypdonua, dtdotnua QT
TOPUTETOUEVO Ko Prixoc.

Ot AE mov edvnke va givor d0coe&aptdpeveg mephaupavay KepaiaAyia, KoTasToA/vmvniia,

TOPKIVGOVIoUO, axadnoia, Tayvkapdia, dvatovia, (oA, TpOUo, Aolumén Tov avdTEPOV

OVOTVELGTIKOD GUGTNHHOTOG, OVCTEYI0 KOl LDOCKEAETIKO GAYOG,.

211c peréteg yia ) oyloouvoloOnuatikn dtoTapoyn, avemBOUNTEG EVEPYEIEG TOPOVGINGE LEYAADTEPO
TO0G00TO 0oOeVMV Ao To GUVOAOD TNG opadag yopnynong tov INVEGA ot oroiot Adppavay
TavTtdypovn Bepaneio pe aviikatadimnTico 1 otadepomonth g d1iBECT S, GE GVYKPLOT| LLE TOVG
aoBeveig exeivoug 6Tovg omoiovg yopnynonke INVEGA wg povobepamneio.

KotdAloyog tov avemBounTmv EVEPYEIDV OF TIVOKO

AxoAov0o0v OAeC 01 OVETIOVUNTEG EVEPYELEG TTOV AVAPEPONKOV KATA TIG KMVIKEG OOKIUES KOl LETA TNV
KuK oQopia, pe TNV ToAMmTePdOVN UE PAoT TV KATIYOPiol GLYVOTNTOC TOV EKTIUAONKE 68 KAVIKEG
dokpég pe INVEGA og evijlikeg. Xp1oylomolovvtal ot akoAovBot 0pot Kot cuyvOTNTEG: TOAD oy VES
(= 1/10), ovyvés (= 1/100 g < 1/10), oyt ovyvés (= 1/1 000 éwg < 1/100), oravies (= 1/10 000 €wg

< 1/1 000), moAd omdvieg (< 1/10 000) kot un yvwotés (dev pmopovv vo ektiundodv e fdon ta
Swbéotua dedopéva). Eviog kabes opddag cuyvotnT®my EUQAVIOTS, Ol AVETIOOUNTEG EVEPYELEG
mapoTifevtol Pe oepd LEOVUEVTG GOPapOTNTOG.

Katnyopia/ Avem@opnt Evépyera
Opyaviké Xoyvotnra
Zootnpa IMoAV ovyvég Yuyvég Oy ovyvég Xravieg Mn yvootég
Aopoerc km Bpoyyitida, nvevpovia, Aotpumén tov
TAPACITAGELG Aoipwén tov Aoipwén tov 0pBaApno,
AVATEPOL OVOTVELGTIKOV ovuyopvKntioon,
OVOTTVELGTIKOV GUGTNHOTOG, KutTOapitda,
GUGTNLOTOG, Kvotitdo, OKOPEODEPLLATITIO
TOPAPPIVOKOATTL | Aoipnmén Tov a
da, ovporoipmén, | ®tog,
ypinmn apvydoditido
Awtapayés Tov UELOHEVOG OKOKKLOKVTTOPOL
ALLOTTOMNTIKOD apipde pior,
KL TOV AEPPIKOD AEVKOKVTTAP®V, ovdeteponevia,
GUGTHIATOG OpopPomevia, HEWOPEVOG
avopio, apOudc
LEWWUEVOG NOSWOPIA®V
OLOTOKPIiTNG
Awtopayég Tov OVOPUAKTIKN
OVOGOTOUTIKOD avtidpaon, )
GUGTHNOTOG vrepevarcnoio
Awrapayés Tov VIEPTPOAOKTLV- anpoceopn
£VOOKPIVIKOD oo KKpIo )
GUGTIHIATOG g;ggt?lzypnnmg
TOPOLGia
yYAvkolng ota
ovpa
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Awtopayég Tov

avénpévo

CUKYOPGOING

dnAntnpioon pe

VIEPIVGOLALVOILLLD

netaBolopob cwpotio Bpos, | Sapime, vepo, ST
Ko TG Opéymg avénuévn opeén, vrepyAvkopio, keToEEmo’,
LEWOUEVO avénpévn VIOYAVKOLO,
ocouatikd Bapog, | mepipeTpog puéons, | molvdiyia,
pelopévn opeén avopeéia, avENuév
avénuévo XOANOTEPOAN
TPryAvKepidia aipotog
aipotog
‘I’l)xl(l‘rpu(ég abvmviod pavie, diéyepon, Swtapayn Omvov, | Kotatovia,
Swarapayic KaTAOALYM, AyY0g | GLYYLTIKA vrvoPacio, apprv
Katdotoon, cuvaicOnuo?
HELOUEV
YEVETNOLOL OPUA,
avopyooia,
veupkotTa,
EQPLAATNG
Aqupaxég TOV napmvookuégﬁ, dvotovial, Cann, Bpadvkivnoia, Kokon0eg
VEVPIKOD axafnocial, dvoxkwnoiab, OTAGHOGE, VELPOANTTIKO
GUGTILOTOC KatacToAjuTVNA | Tpdpoc? GLYKOT, GUVOpOLO,
1o, kKeoAodyio WYOYOKIVITIKN EYKEPOAKN
VIEPSPACTNPLOTY | oyopio, pn
ta, oAn 0éomg, avtandkplon o
dwtapayn oty epebdiopara’,
TpocoyN, OmOAEL
dvcapbpia, ouveidnong,
dvoyevoia, EMNPEACUEVO
vroatsOnaio, eninedo
napaichncio cuveionong’,
SN Tikd Kdua!
SwoTapayn
wooppomiag, un
(PLGLOLOYIKOG
GUVTOVIGHOG,
TPOLOG KEPAANS!
O@0arpkég Oapmn opaon ewtopopia, yYAaOKOUW,
Swatapayic emmepukitido, Swatapoym
EnpoeOopio KIWNTIKOTNTOG TOV
0pBaApovY,
GLGTPOPN TOV
0pOaApKOD
BoABovY,
onEnpévn
dakpOppota,
vIEPOLLio TOV
0pBaApod
AloTapayés Tov hyyos, eppocc,
QTG KOl TOV oTohyio
Aafopivlov
Kaporaxég KOATOKOWMAKOG pAePoxoppikn KOATTIKN
darapayés OTOKAEIGHOG, appubpia, pn poppapoyn,
Swtapayn (QVGLOAOYIKO GUVOPOLO
aAYOYOTNTOC, niextpokapdoyp | opboctatikig
niextpokapdloyp | Genua, aicOnua TayvKapdiag
aonpo, TOAUDV 0éong”
TOPOTETAUEVO
Stbotnua QT,
Bpadvkapdia,
TouKapdio
Ayyalmcég opBootaTikn VIOTAON TVELOVIKT
Swrapayic vIoTAOT, epPoln, prePuci
vIépTOIoN OpopPwon,

wyoupio, E&ayn




Awtopayég Tov Qapvuyyorapuyyk | dbomvola, GUVOPOLO TVELOVIKT
AVOTVEVGTIKOV 6 Ghyog, Prixog, oLPLYHOG, dmvolag Kath Tov | Gupeopnon
GUGTIILOTOC, TOV pwucr']’ emiotadn V1o, ’
0dpuKo KoL TOV OVHPOPNON VREPAEPLGHOS,
1£6000paKIon TIVEDLOVIOL ATLO
glopopnon,
cupedpnon
OVOTIVEVGTIKNG
000V, SLCE®Via
Awrapayés Tov KotAMoKo dhyog, Stoykopévn ToyKpeQTITdY,
YUGTPEVIEPIKOD KOWAOKN YA®Go, amoppacn Tov
dvopopia, éuetog, | yaotpeviepitida, EVTEPOL, EIAEOG,
vovrtia, dvooayia, aKpdreln
dvokotdtTa, UETEDPIOUOC KOTpavmv,
dappota, KompoMbogY,
dvoneyia, XEWITId0L
Enpootopio,
odovtaiyia
Awrapayés Tov avénpéveg avénuévn y- tkTepog
fmaTog KoL TOV TPOVOOUIVOCES YAOUTOUVATPOVGP
XOMQPOpOV gpbion, ovénuévo
nratikd Evivpo
Awtopayég Tov KVNOpOG, kvidwon, ayyelooidnpa,
d&puaTog Kot TOV e&avonpua oAlmmekio, (POPLOKEVTIKO
V0d6pLov 1670% éxCepa, o eavinpar,
VIEPKEPATMOT),
Enpodeppia,
gpoinua,
ATOYPOUOTIGHOG
dépuaroc,
OUNYHOTOPPOTKN
deppatitida,
mTopida
Awrapayés Tov HVOCKEAETIKO avénuévn pafdopvdrivon?,
JVOGKELETIKOD &Ayoc, KPEOTIVOPOGPOKL | [11] PUGLOAOYIKY
GUGTHIOTOS KL ocpuaiyio, véion aipotog, 61éon copoTog
TOU GUVSETIKOD apBpodyia pikoi oroopoi,
. Svokapyio Tav
16TOV ,
apBpidcewv,
oldnua Tev
apbpidcewv,
poiky advvopia,
avyevalyio
Awtopoyés Tov aKpaTELD 0VPOV,
VEQPAY KUL TOV molLakiovpia,
0VPOPEPOV 00DV KoTakpatnon
o0pwv, ducovpia
Katastdosis g G0V3popo omd
Kbnong, Tg omoovpon
hoyeiog Kar TG (PQPH({KOE)[Si@V
K1 veoyvav (BAéme
Ziggg\;‘?ﬂ N5 Topaypopo 4.6)Y
Awtopayég Tov aunvoppola, OTULTIKT TPLOMICUOT,
AVOTAP Oy OYIKOD dvohiettovpyia, kabvotepnuévn
GLGTILATOS KAl Sl(xr(xp(xxﬁ ™me £Upnvog pﬁcny,
TOV PaGTOD EKOTEPUATIONG, YuvaKopooTia,
Swtapayn g GULLOOPNTIKN
EUUNVOL PUGENDS, | SlOYKmon
YOAOKTOPPOLQL, Hnoetov,
oe€ovaK S1oyKmon
dvchettovpyia, pootol!, EKKpion
poactoduvvia, HO.oTOD, KOATIKO

dvooveia pacto

EKKPLLOL
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I'evikég mopeéia, otdnua vrofeppia’,
Swatapayég e&acbévion, TPOCAOTOV, HelpUEVN
Kommon otdnua®, piyn, Oeppoxpacio

avénpévn oOUOTOCY,
Oeppokpacio GUVOpOLO amd
COMOTOG, 1N amocoLPON
QVGLOAOYIKO Qapudicov?,
Badiopoa, diya, oKAfpvvenY
Owpakicd dAyog,
Owpokikn
dvopopia,
aicOnua
KaKovyiog

Kaxdoszig, TTOON

ONANTNPLACELS

KOl ETUTAOKEG

OspamevTIKOV

AEPIGUAOV

* AvatpéSte otV Topaypopo « Y TEPTPOAAKTIVOLLIO TOPUKATM

P Avatpétte oy mopdypa@o «EEDTUPOSIKE COUTTOUAT» TOPUKATM

Y Agv mopatnpndnkav otig kAvikég peréteg tov INVEGA aAld mapatnpridnkav pe Ty tolmeptdovn HeETd v
KukAogopia.

% Sg gEAeYYOUEVEC LLE EIKOVIKO PAPLOKO TIAOTIKEG SOKIUES, O GaKXaApOING StopfTng avapépdnke 6to 0,05% tav
acBevav ov Ehapav Oepaneio pe INVEGA og ouykpion pe mocootd 0% otnv opddo Tov EIKOVIKOD QApPIAKOL.
H ovvoium enintoon amd 6Aeg Tig kKAvikég doxpég nrov 0,14% e dGAovg Tovg acbeveic mov éaafav INVEGA.
¢ H adnvio teprhappaver: apyikn avmvio, adnvio katd m péon tov vvov; O eracpog teprhoppdaver: onoacud
yevikeupévng eninyiag. To oidnpa weprhapfaver: yevikeopévo oidnpa, TepLpepkcd oidnpa, oldnua pe
evtomope. O dwatapayés T Eppnvov puons TePLAapfavovv: akavovioTn ELUNVO pOGT), OAYOUVOPPOLa.

AvemBounTeg evEPYELEG Ol 0TOTEC TOPATNPNONKAV LIE QAPLOKOTEYVIKEG LOPQEG PLOTEPOOVNGC

H moAimepdovn gival o dpaotikdg HeTafoAlTnG TNG PLOTEPLOOVIG, CUVETMG TA TPOPIA AVETIOOUNTOV
EVEPYELDV OLTAOV T®V dV0 0VCIAV (GVUTEPIAAUPAVOUEVOV TV OO GTOLOTOC KoL TOV EVECIUL®OY
nopemv) oyetiCovrol peta&b toug. EmmAéov tav mpoavaeepféviav avemifduntov evepyeumv, ot
aKOAoVOEG avemBounteg evEpyelec TapaTnpNONKAV KATA TN Yp1|oN TPOIOVI®V T OO0 TEPLEYOLY
pLomEPIOOVN Kot Elvar avapevopevo va eppaviotovy kot pe to INVEGA.

Yoyrotpikés owotapayés: oyetilopevn e tov HITVo dTapoyn TPOCANYNG TPOPNS

AWTaPayES TOV VEVPIKOD GUOTIIATOG: S10TAPAYES TOV QYYEIDV TOV EYKEPAAOV

O000aipikég drwatapayés: cHVOPOUO YaAapng IPLOag (SLEYYEIPNTIKO)

AWTOpaYES TOV VOTVEVOTIKOD GLGTIILATOS, TOV 0MPUKE KOl TOV pEGCOO®PEKIOV: pOYYOL
AWTOPayES TOV OEPUATOS KAL TOV VTOOOPLOV 16TOV: cUVOpOo Stevens-Johnson/To&ikr emOepKy
vekpoAvon

Meprypagn emAeyPEVEOV QVETIBOUNTOV EVEPYELDV

Elwmvpopidixs oounropazo (EI1X)

2116 KAMviKEG SoKIEC oyloppévelag, oV Tapatnpninke Kapio Staeopd Heta&d Tov EIKOVIKOV
Qopuaxov kot Tv docemv tv 3 Kot 6 mg tov INVEGA. E&dptnon tov EIIX and ) d6om
mapoTnpoNnKe Yo Tic dvo vymAdtepeg d0celg Tov INVEGA (9 kot 12 mg). Z1ig peréteg
oyloouvaicOnpatiknig dtatapayng, n ovyvotnta epeaviong EIE mov mapatnpnbnke ntov vyniotepn
amo OTL Y10 TO EIKOVIKO pdpuako (placebo) o OAeg TIC opddeg 660MG Ywpig capn oyéon pe T doom.

Ta EITX tepthdpfoavoy cUYKEVIPOTIKY 0VAALOT) TOV aKOAOVO®Y OpmV:

TOPKIVGOVIOUOD (TOV TEPIAAUPAVEL VTTEPEKKPIOT) GLEAOV, LVOGKEAETIKT SVOKOUY I, TOPKIVGOVIGUO,
GlEAOPPOLa, GNUELD 000VTMTOV TPOYOV, BpadvKivnoia, VIToKIVNGid, KAONA®UEVO TPOC®TEID, HVTKO
oi&o, aKvnoio, CLYEVIKN aKopyic, Loikn akopyio, TopKivoovikd BAdicHa Kot LU UGIOA0YIKO
OVTOVOKAOGTIKO TOV PLEGOPPVOV, TAPKIVGOVIKO TpOLO Npepiog), akadnoiog (mov meptlopfavel
akabneia, avnovyio, VTEPKIVIGIN Kol GUVOPOUO AVIGVY®OV TOdMV), SuokKivnoiag (dvokivnaeio, HoTKEG
deoUIODGELS, Yopelonbétmon, afétmon Kot LuoKAmvo), dvcetoviag (Tov mepthapupdvel duatovia,
vreptovia, paPokpovo, aKoHGIEG LVIKEG GUOTAGELS, LVTKT oVoTaoN, PAEPAPOOTTAGHO, Kpion
TEPIOTPOPNG 0QOaALIKDY POABDV, TapdALGT YADCGOGS, CTOCUO TPOSMTOL, AUPVYYOCTAGHLO,
pvotovia, omiofOTOVO, GTAGIO GTOUATOPAPLYYH, TAUYIOTOVO, GTAGHO YADCGOG Kl TPIGUO) Kot
tpopov. [pénet va onuelwdel 6Tt Tepthapfavetorl £vo evpOTEPO PAGLLO CUUTTOUATOV TO, OTTOI0, OV
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€yovv amapaitnTo eEOmLPAdIKT TPOELELOT).

AdEnon owuatikod Papovg

211¢ KAMvVIKEG doKkipég oyloppévelag, cuykpidnkoay To 10606Ta TV acbevdv Tov TANpoLGaY T0
Kprtiplo avénong Papovg Kotd > 7% Tov OUATIKOD BAPOVG, ATOKAAVTTOVTOS L0, TUPOLOLL
oLyvoOTNTA ERPdViong avénong Bapovug yia to INVEGA 3 mg Kot 6 mg Guykpitikd Ue TO EIKOVIKO
QAPLLOKO KOL U10, LEYAUADTEPT) GV vOTNTA EUPAVIog avénong Pdpovg Yo to INVEGA 9 mg kot 12 mg
GUYKPLTIKA LLE TO EKOVIKO QAPLLOKO.

2T1¢ KAMVIKES 60KIUEC oY 1ooLVOITONUATIKNG dloTapayfS, £Va LEYOADTEPO TOGOGTO UGHEVAOY GTOVG
omoiovg yopnynonke INVEGA (5%) mapovcioce adénon copatikod Bapovg katd > 7% og ohykpion
pe Tovg acbeveig mov ElaPav eucovikd papuaxo (placebo) (1%). Xtn peién 6mov e&gtdonkay dvo
opadec doomg (PAéme mapdypago 5.1), N avénon couatikod Bdpovg katd > 7% frav 3% otnv oudoa
yopmAotepng 06omg (3-6 mg), 7% otnv opdda vyNAdTEPNG dOoNG (9-12 mg) ko 1% oty opdda
goviKob eoppakov (placebo).

Yrepmpoiaxtivauio

2116 KAMviKég doKIpé oyloppévelag, Topatnpnnikay avéNGEIS TG TPOAUKTIVIIG GTOV 0pd LE TO
INVEGA o610 67% TtV acBevav. AvemBOunteg evépyeleg Tov UTOPEL Vo VTTOINAGVOLY AOENCT TOV
EMIESWOV TNG TPOAUKTIVIG (T0.). AUNVOPPOLL., YOAOKTOPPOLM, SLOTAPAYES TNG EUUVOV POGEWC,
YOVOUKOUOGTIO) ava@EpOniay cuvoAlkd oto 2% tmv acbevav. Ot uéyloteg néoeg avéNoelc Tmv
GLYKEVIPMGEMV TNG TPOAUKTIVIG OTOV 0pO TTapatnpnOnKay yevikd katd tnv nuépa 15 g Oepamneiag,
TAPEUEVOY OUMC TAV® OO TO EMITES KATE, TNV EVapEN LEYPL TO KATAANKTIKO GNUELD TNG UEAETTG.

Apdoeic g katnyopiag

[Mopdtaon Tov dwwotnuatog QT, Kotkokn appvbuic (KOWAOKT HLOpUOPLYT, KOIAOKT TOLKOPSiaL),
a1eVidlog Bavatog AyvmoTtng arTloA0Ying, KopOloKT oveKOT Kot KOTAMOKN Taukapdia dikny puridiov
(Torsade de pointes) pmopei va, cvuPfodv e aviyvywotkd. [lepiotatikd erefikng Opoufospupfoing,
GUUTEPTAOUPOVOUEV®VY TEPIOTATIKMV TVEVLOVIKNG EUPOANG Kol TEPIOTATIKAOV £V T POl PAePikng
Opoupwong Exovv avapepbsl pe avinpvymaoikd edpuaxo- H cuxvomta epedviong dev eivat yvoot.

H moAimepdovn givar o evepydg petafolritng g pronepiddvne. To mpopik acpdielog tng
PLoTEPIOOVNG UTOPEL VO glvar TapOLLoL0.

Hluiopévot

e o pedétn mov deEnydn oe nAikiopévoug acbeveic pe oylloppévela, To TPOPIA AoQAAELNG NTAV
TOPOUO10 LE VTO OV dlamioTdOnKe og un nAikiopuévovg acbeveic. To INVEGA dev éxel pedetn el
o€ NMKIOUEVOVG acbeveic pe dvola. e KAMVIKEG OOKIUES LE OPIOUEVE, AAAL GTUTTO AVTIYLYMGIKY
€yovv ovapepOel avénpévot kivouvot Bavatov Kot ayyEloKdV EYKEQUAK®Y ETEIcO010V (PAETE
Toapaypapo 4.4).

Hodratprkdg minbuouog

2bvoyn tov Tpoeil aopdielog

e pia BpayumpdOeoun kot 600 pokpompddeoueg peAéTec e O10Kio TOAMTEPIOOVNC TAPAUTETOUEVNC
amodéopevong mov deénydn oe epnPovg nhkiog 12 eTdv Kot Gve e oxLoPPEVELN, TO GUVOAIKO
TPOPik 0CPAAELNG NTOV TOPOLOLO LE AVTO TOL £XEL TAPATNPNOEl 08 EVIAKEG. XTO GUYKEVIPAOTIKO
TnOvoud epnPov pe oxlloppévela (12 etodv kot dve, N = 545) nov ektédnkoav oe INVEGA, 1
GLYVOTNTA KL O TOHTOG TOV AVETIOOUNTOV EVEPYELDY NTAV TAPOLOLOG LUE AVTEC GTOVG EVAAIKES EKTOG
v akoAovBov AE ot onoieg avapépOnkav cuyvotepa oe epnPoug mov AdpPavav INVEGA cg oyéon
ue evikeg mov Adupavay INVEGA (kot cuyvotepo 6 oXEGN e TO EIKOVIKO QOPLLOKO):
KATOOTOAN/VTVNALd, TOPKIVGOVIGUOC, aHENCT] COUOTIKOD BAPOug, AOTUMEN AVAOTEPOL AVATVEVGTIKOD
GLOTNOTOG, aKaONGia Kot TPOHOG avaeEpniay ToAd cuyva (> 1/10) og epnfovc, Kotlokd dAyog,
YOAOKTOPPOLO, YOVOIKOLOOTIO, ok, SucapBpia, yaotpeviepitida, exiotadn, Aoipmén tov otog,
avénuéva TpryAukepidio aipotog kat thryyog avaeépdnkav cuyvda (> 1/100, < 1/10) cg epnpovuc.

Elowmvpopidixs Zourrouaro (EI11X)
> BpayvmpdOeoun, eAeyOUEVT] LE EIKOVIKO QAPLOKO, oTadEPNC dOOT|G LEAETN e EQriPoug, N
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enintoon Tov EITX ftav vynlotepn amd ekeivi Tov EIKOVIKOU QApUAKOL Yo OAEG TIG HOCELS TOV
INVEGA pe pio avénpévn cvyvotnra tov EIIE otic vynidtepeg 600e1g. e OAeg TIc peréteg epnPfav,
ta EITX tov mtepiocotepo ouyva o€ eprfoug amod 0Tl o€ eVAAIKES Y10, kBe 66om tov INVEGA.

Avénon Zouotikod Bapoovg

2m BpayvrpdOeopn, eAeyOUEVT] LE EIKOVIKO GAPLOKO, aTafepNC dOOTG LEAETN Le Epnovg, £val
VYNAOTEPO 060010 acbevav ov Elafav INVEGA (6-19% avaroya pe tn 660m) eupdvicay avénon
>7% 10V COUATIKOV BAPOVG GLYKPITIKA pe 0oBeveig mov EAafav ekovikd edppako (2%). Aev vnpée
COPNG CLOYETION TNG dOONG. XT1 HokpomtpdOeoun didpkelog 2 eTmv pHeEAETN, ot acbeveig Tov
extéOnkav 6to INVEGA Kkotd ) dtdpkelo Kot g SUmAd TOQANG Kal TG 0VOIKTOD GYESIOCUOD
UEAETN G avEépepay pia péTpla advénon copatikod Bapovg (4,9 kg).

e epnPoug, N avénon Tov ceUTIKOD Bapovg Oa Tpinel va aE0A0YEITAL GE OYECT LE TO AVOUEVOUEVO
NG PLGLOAOYIKNG AVATTVENG.

Ilpoloxrtivy

v émg 2-e11 0voikTov oyxedlacpol perétn Oepamnceiag pe INVEGA og epnfoug pe oyloppévela,
EMNTOON TOV CVENUEVOV EMTEd®V TPOAAKTIVIG GTOV 0pO onuelddnke 6to 48% TV YOVAIK®V Kot
610 60% TV avopmv. Ot avemBOUNTES EVEPYELEC TOV UTOPEL VO, LTOONAMVOLY AVENCT TOV EMMESDV
TPOAOKTIVIG (Y. aunvOppola, YOAAKTOPPOLQ, SLOTOPUYES TN ELUNVOL PUOTG, YOVOLIKOUOGTIO)
avapépOnkay cuvolikd 6to 9,3% TV acbevav.

AvaQopd THavVOAOYOVUEVOV OVETBVUNTOV EVEPYELDV

H avagopd mboavoroyoduevoy avemBOunTmy EvePyEL®Y LETO amd T YOPNYNoN GOE0S KUKAOPOPING
TOV QUPUOKELTIKOD TPOIOVTOG elvar onuavtikn. Emtpénet tn cuveyn mapakolovdnon g oyéong
0PEALOVC-KIVOVVOL TOV PUPHOKEVTIKOD TPOTOVTOC. ZNTeital and Tovg EXayyEALATIEG VYELNG VO
avaPEPOLY OTTOIEGONTOTE TOUVOLOYOVUEVES aVETIOOUNTEC EVEPYELEG LEG® TOV €BVIKOD GUOTNUATOG
ovopopds Tov avaypdeetor oto Hopdptmua V.

4.9 Ynepooooroyia

€ YEVIKEG YPOUIES; TO OVOUEVOLLEVA GTIELN KOl CUUTTOUOTO EIVOL AVTE TOL TPOKVTTOLY ATO TNV
VIEPPOMIKT| EKPPUOT] TOV YVOOTMOV QUPUOKOAOYIKADV 1OI0THTOV TG TAATEPIOOVNG, ONAndT| VTVNAia
K0l KATOOTOAN, TaUKOPdia Kot vToTaoT, Tapdtact tov dacthuotoc QT, kot eEomupapudikd
ocvuntopata. Kotiokn tayvkapdia diknv pundiov (Torsade de pointes) kot KotAiokn poppopuyn
&xovv avapepOel oe GUGYETIGUO Le VTEPOOCOAOYIN. LTV TEPITT®OT 0&ing VITEPSOGOAOYING, TPETEL
va Aappavetot veoyn 1 ThavoTTa TAVTOYPOVIG ARYING TOALDY POPUUKEVTIKMOV TPOIOVIMV.

Hpéner va Aapfaveror voyn n OO TG TAPATETAUEVTG OTOOEGUEVCTG TOL TPOIOVTOG OTAV
EKTILAOVTOL 01 DEPOUTEVTIKEG OVAYKES KOL 1) AvVAPP®GT). AgV vITdpyel E11KO avTidoTO Yo TV
malmep1oovn. Eeapudlovrar povo yevikd vrootnpiktikd pétpa. EEacpariote kat diatnpnote Evav
Batd aepaymyod kot eEacpaliote enapkn ouyovaon kot agpiopo. Ipénet va apyioet dpeca
KapSLYYELOKT] TapakolovOnon Kot Tpénet vo TepAapPavel cuve NAEKTPOKOPIIOYPUPIKN
mapoakorlovOnon yia mbavég appuduiec. H vrdtaon kot 1 KUKAOQOPIKY KATEPPENYT) TPETEL VO,
avTpeTOmCovVTol HE To KATAAANAQ LETPA, OTTMG 1) EVOOPAEPLO YOPTYNON LYPOV KOV
oLUTAONTIKOUUNTIKOVY Tapoyovtv. [Tpémet va e€etdaletal To evogyOUEVO YOPNYNONG EVEPYOD
avOpaxa poll pe kaboptikd. Xe nepintwon coPapdv eEOTVPAUSIKDOY GCUUTTOUATOV TPETEL VO,
yopnynBovv avrtiyolvepywkoi mapdyoviec. H otevn emifreyn kot mapakorlovOnon mpénet va
GLVEYICTOLV UEYPL VO OVAPPAOCEL O 0oBeVG.

5. OAPMAKOAOI'IKEX IAIOTHTEX
5.1 DoPPOKOOIVVOUIKES LOLOTNTES

Dapuaroloyixy karnyopio: Pouyotpoma, dAla aviyvywoucd, kodukdg ATC: NOSAX13
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To INVEGA mepiéyel éva pakepikd petypa (+) kot (-) mameplodvng.

Mnyovieudg dpdong

H maAimepdovn givar évog eKAEKTIKOC TOPAYOVTOG TOV OTOKAEIEL TIG LOVOUUVEPYIKEG OPAGELS, Ol
(QOPUOKOAOYIKES IO10TNTEG TOV OTTOIOV EIVOL SIULPOPETIKES OO AVTES TV TOPASOC UKDV
vevponmtik®v. H molumepiddvn cuvdEetal 1oyvpd e Tovg aepotovivepytkovg S-HT2 kot toug
vromopvepyikovg D2-vmodoyeic. H molmepiodvn emiong amokdeiel Toug dApal-adpevepytkong
VT0d0YElS Ka amokAgiel, og pikpoTepo Pabud, Tovg Hl-1otopvepytkovg Kot Toug
dApa2-adpevepyikong vodoyeis. H papuarxoroyikn dpdon tov (+) Kot (-) EVOVIIOPEPDV TNG
TOMTEPLOOVNC EIVOL TOLOTIKA KOl TOGOTIKA TOPOLOLLL.

H moAimepdovn dev deopevetar o€ yolvepykovg vodoyeis. [lapdro mov 1 taiimepdovn eivar Evog
oyvpodg D2-avtaymviotig, mov Bewmpeitar 6Tt avakoveilel To OeTikd copnTdpata ™S oxlloppévelog,
TPOoKaAel o WIKPOTEPO Pabud KataAnyio Kot LELOVEL TIG KIVITIKEG AELTOVPYiEG o€ UKPOTEPO Pabud
amo o TOPUd0clakd VEVPOANTTIKA. O £VTOVOG OVIUYMVIGUOG TG CEPOTOVIVIG GE KEVIPIKO EMIMEDO
UTopEl Vo EAATTAOVEL TNV TAGT TG TAATEPIOOVNG VA TPOKOAEL EEMTLPAUIOIKESG aveEmBOUNTES
EVEPYELEC.

Klvu amoteheopoaticdmra

2yiloppévelo,

H amoteleouatikomta tov INVEGA ot Oepancio tg oyiloppévelag amodeiydnke oe Tpelg
TOAVKEVTPIKES, ELEYYOUEVES LLE EIKOVIKO QAPLOKO, SITAG TVQAEG KAMVIKEG SOKLUES O1apKELNG 6
gfdoudomv, e dropa Tov TANpovGay o Kpithpio Tov DSM-IV yia ) oyilogpévela. Ot d6GEIC TOV
INVEGA, ot omoieg moikihav peta&d tov Tpliv HeAetdv, kopoivovtay ord 3 £oc 15 mg o eopd v
nuépa. Qg TPOTELOV KOTAANKTIKO ONUEID OMOTEAESUATIKOTNTAG KOOOPIoTNKE 1 LEIMON GTN GUVOAIKY|
Babuoroyia g Kipakag Oetucod kot Apvntikod Zuvopopov (Positive and Negative Syndrome
Scale, PANSS), 6nw¢ eaivetal otov akorovbo mivaka. H kiipoka PANSS eivor pia exucopopévn
KaToypopn TOAMATADY GTOLYEIMY, TOV OMOTEAELTOL OO TEVTE TAPAYOVTES Yo TNV a&loAdyNon
OeTIKOV CUUTTOUATOV, OPVITIKOV CUUTTOUATOV, OTOSOPYOVOUEVOY CKEYEMV, AVEEELEYKTNG
gx0potnTac/otéyepong kar dyyovs/katdOinyng. OAeg ot vrd e&étaon docelg Tov INVEGA
dtapopomodnkay amd To ewkovikd eapuaxo v nuépa 4 (p < 0,05). Ta mpokabopiouéva
dgutepedovTa KATUANKTIKA onpeio mepthapPavay v KAipakae Personal and Social Performance
(PSP) ko v kApoka Clinical Global Impression- Severity (CGI-S). Kot o115 tpeig perérteg, to
INVEGA omodsiyfnke avmdtepo Tov EIKOVIKOL papudikov 1060 otnv PSP 660 kot otnv CGI-S.
A&oloynbnke emiong Kot 1 AMOTEAEGUATIKOTNTA, HEGHD TOV VITOAOYIGUOV TNG AmOKPIoNg otr| Bepaneia
(n omoia opiletan mg peimon g cuvoikng Babporoyiog otnv KAipake PANSS > 30%) wg
dEVTEPEVOV KATAANKTIKO GNUETO.

Merétec Zyloppéverng: Xvvolkn Padporoyia otnv Khipoaka Octikod kot Apvntikod ZuvopoLov yio T
Exiloppévern (PANSS)- MetaBoin amd v Evapén péypt 1o Telkd Enueio-LOCF yio 1ig MeAéteg
IRO76477-SCH-303, R076477-SCH-304, xa1 R076477-SCH-305: Oudda avaivong pe [IpodBeon yio Oepameio
(intent-to-treat)

Ewcovikd INVEGA INVEGA INVEGA INVEGA
PapuaKo 3 mg 6 mg 9 mg 12 mg
IR076477-SCH-303 (N =126) (N=123) (N =122) (N =129)
Méom Badporoyio
ot T £vapén (SD) 94,1 (10,74) 94,3 (10,48) 93,2 (11,90) 94,6 (10,98)
Méomn petaforn (SD)| 4,1 (23,16) -17,9 (22,23) -17,2 (20,23) -23,3 (20,12)
P-value (bvava <0,001 <0,001 <0,001
Eucoviko @appikov)
Awopopd Méocwv
Eloyiotov
Tetpoyévov (SE) -13,7 (2,63) -13,5(2,63) -18,9 (2,60)
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IR076477-SCH-304
Méom Badporoyio
kot v évapén (SD)
Méom petapoin (SD)
IP-value (évavtt
E1kovikoy @appiKov)
Alopopd Méocwv
EAoyict@v
Tetpaydvov (SE)

(N = 105)
93,6 (11,71)
-8,0 (21,48)

(N=111)

92,3 (11,96)

-15,7 (18,89)
0,006

-7,0 (2,36)

(N=111)
94,1 (11,42)
-17,5 (19,83)

<0,001

-8,5 (2,35)

IR076477-SCH-305
Méon PBabporoyio
Kkatd v évapén (SD)
Méom petapoin (SD)
IP-value (évavtt

(N = 120)
93,9 (12,66)
-2,8 (20,89)

(N=123)

91,6 (12,19)

-15,0 (19,61)
<0,001

(N=123)
93,9 (13,20)
-16,3 (21,81)

<0,001

E1kovikoy @appiKov)
Alopopd Méowv
Eloyiotov

Tetpaydvav (SE) 11,6 (2,35)

-12,9 (2,34)

Inueimon: H apynrikn petaforn ot Pabuoroyio sivan evdsiktikn Pedtimong. Kot yo tig tpetg peréteg, mepidnednie évog
evepyog mapdyovtag ovykplong (orovianivn oe d6on 10 mg). LOCF= Last Observation Carried Forward (ITpod@6non
tehgvtaiag mapatnpnong). Xpnowomowdnke n £ékdoon 1-7 tng PANSS. Xt perét R076477-SCH-305 mepidnodnke kot n
d6om tov 15 mg, To anoteléopata OUmS 0o ovTHV dev mapovataloviat £d®, KoBOTL vIEpPoivel T HEYIOT GUVIGTOUEVN
nuepnota d6on TV 12 mg.

Melétec Zyloppéverng: [Toocootd achevav mov avtamokpiOnkav oto tehMid onueio LOCF
Meréteg RO76477-SCH-303, R076477-SCH-304 ko1 R076477-SCH-305: Opdda avaivong pe IIpdBeon yo
®¢poaneio (intent-to-treat)
Ewcovikd INVEGA INVEGA INVEGA INVEGA
apuaxo 3mg 6 mg 9 mg 12 mg
R076477-SCH-303
N 126 123 122 129
Andkpion, n (%) 38 (30,2) 69 (56,1) 62 (50,8) 79 (61,2)
Mn amdkpion, n (%) 88 (69,8) 54 (43,9) 60 (49,2) 50 (38,8)
P-value (évovtt gikovikov - <0,001 0,001 < 0,001
PUPLAKOL)
R076477-SCH-304
N 105 110 111
Amoxpion;, n (%) 36 (34,3) 55 (50,0) 57 (51,4)
Mn amdkpion, n (%) 69 (65,7) 55 (50,0) 54 (48,6)
P-value (évavrtt eikovikod - 0,025 0,012
QOPUAKOL)
R076477-SCH-305
N 120 123 123
Andkpion, n (%) 22 (18,3) 49 (39,8) 56 (45,5)
Mn arodkpion, n (%) 98 (81,7) 74 (60,2) 67 (54,5)
P-value (évovtt gikovikov - 0,001 < 0,001
PUPLAKOL)

e wo, pokpompdbeoun KAV 60K, 1 otoia oyedtdotnke yio TV a&loAdynon g dlathpnong Tov
aroteléopatog, 1o INVEGA amodeiyfnke onpavTiKad o amoTEAEGUATIKO 0md TO EIKOVIKO (PAPLOKO
oTN SLTNPNGCT TOL EAEYYOV TV GUUTTOUATOV KOl TNV KOOVGTEPNOT TG VTOTPOTNG TNG
oyloppévelag. Aoy apyikd eiyov Adfet Oepameio yio Eva 0&0 enelcoo10 Yo, 6 fdouadec Kot
mapépewvoy otodepoi yio 8 efdopdodeg axoun pe to INVEGA (og d60¢€1g mov kupaivovtay amd 3 £mg
15 mg pio eopd v nuépa), ot acheveic otn cuvEELD TVYOOTOMONKAY KOTA SITAG TVEAS TPOTO Y10l
va cvveyioovvy t Oepamneia gite pe INVEGA gite pe €1Kovikd @appoko, wcdtov eueavilay vmoTtponn
TOV COUTTOUATOV TN oxLoepévelas. H dokun teppatiomnke Tpdmpa yio Adyovg
OTOTEAECUATIKOTNTOG, 0OV PAVIKE OTL OTOLTOVVTIOV CTLOVTIKG LEYAADTEPOG XPOVOG LEXPL TNV
vroTpomny o€ acheveic mov akorovncav Bepancio pe 10 INVEGA cuykpitikd [ie T0 €IKOVIKO
odppoko (p=0,0053).
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2yioovvaucOnuorikn diatopoyn

H amotereopatikomnta tov INVEGA oty oeia Oepaneio Tov yuyooiKov 1 HOVIOKOV ETEIGOdImV
¢ oylocvvarsOnuatikng dtotapayng emPefaiddnke pe 500, EAEYYOUEVEG LUE EIKOVIKO QAPULOKO
(placebo), dokiég dudpkelag 6 efdopddmv oe un NAkiopuévovg evitikeg acbeveic. Ot acBeveic mov
ouppetelyav otig dokiés: 1) minpovcav ta kptripie DSM-1V nepi oyilocuvaicOnpatikng
dwTapayng, 6mwg avtd exiPefarmbniay and ™ Aopnuévn Kivikn Zovévieuén yio Awtapayéc DSM-
1V, 2) elyav ocuvolikn Paduoloyia tovidyiotov 60 otnv KAipaxko Oetikod Kot Apvntikod Zuvopouov
(Positive and Negative Syndrome Scale, PANSS) kot 3) mapovoialav ékdnia coumtdpato 5160gong
onwg emiPeParmbnke and Pabuoroyia tovAdyiotov 16 oty KAipaka Agoldoynong Maviog katd
Young (Young Mania Rating Scale, YMRS) ka1 otv Kiipoka A&ohdynong 21 katd Hamilton yia
v KotabAwyn (Hamilton Rating Scale 21 for Depression, HAM-D 21). O mAn6vopog
ocoumeplerdpfove acbeveig mov Emacyav omd oyocvvalctnpatiKohs SUToAKovS Kol KATOOMTTIKOVG
TOmMoVG. T pic omd avTég TIg doKIUES, a&toAoyNOnKe 1 amotehespotikdtnTa o€ 211 acbeveic mov
EhaPav evélikteg 00oe1g INVEGA (3-12 mg pio opd tnv nuépa). Ztnv aAAn dokiun, aloloynnke n
aroteleopatikotnTa o€ 203 acbeveig mov Elafav Eva amd dvo enineda d6ong INVEGA: 6 mg e
dvvarotra peiwong ota 3 mg (n = 105) 1 12 mg pe duvatdtnra peiwong oto 9 mg (n = 98) pia popd
v nuépa. Kot otic dvo peréteg cvumepiehnedncav acbeveic mov Adppovayv INVEGA gite o¢
povoBepamneia gite og cuvoLOCSUO LEe oTabepomomTég Trng d1dfeons ko aviikatabiurTikd. H
yopnynon g 66omng ywvotav 1o tpwi, aveEdptnra omd to yevpata. H amotedecpaticotnto
a&lohoynnke couemva pe v kAipake PANSS.

H opdda INVEGA ot pehétn evéliktng d0omg (0mov ot d00e1g Kupaivovtay HETOED 3 Kot

12 mg/muépa, pe péon toodvvaun doom tov 8,6 mg/Mmuépa) kat 1 opdde vynAdTEPNG d6onc INVEGA
G uehétng 2 emmédmv 600G (12 mg/Mmuépa pe duvatdtnra peimong oto 9 mg/Mmuépa) Tov Kot ot
300 avATEPES G€ GUYKPLOT UE TNV Opdda E1KOVIKOD pappdakov, otnv KAipake PANSS otic 6
ePoopaoEg. TNV opdda YaUnAOTEPNS d00MG TG HEAETNG 2 emmédmV 800G (6 mg/muépa pe
dvvatdtto peioong ota 3 mg/Mmuépa), o INVEGA dev TV onuavtikd S1popeTIKO amd TO EIKOVIKO
oapuako (placebo) omwg petprnke pe v PANSS. Atyor uévov acbeveic Edafov ) 06on tov 3 mg
K0l OTIG OVO PEAETEG KOl 1] ATOTEAEGHLATIKOTNTA TNG dOOTG OVTNG OEV KUTEGTN SLVATO VoL
emPePforwbdel. ZTOTIOTIKOG AVDTEPES PEATIOCELS GTA GUUTTOUATO, LLoviog, OTme ovtd petpridnkay e
v KAipaxo YMRS (8evutepehovoo KAMUOKO OTOTEAECUATIKOTNTOS), TapatnpOnKayv o acbeveig and
TN peAéTn gvéhitng 8oomg Kot Tnv vynAotepn 06on INVEGA ot devtepn peAérn.

ZUVOEIOAOYDVTOS TO, ATOTEAEGLOTO TV 600 UEAETMV (CLYKEVTPOTIKG dEO0UEVA LEAETNG), TO
INVEGA BeAtiooe to yuymotkd Kot Haviokd COUTTOUATA TG OYLL0oLVAISONUATIKNG S10TapaynS
0TO KOTOANKTIKOONUELO o8 ayéon Le To eikovikd apuako (placebo), 6tav yopnyndnke eite g
uovofepameio ite oe cuvovOoUO UE oTabepomomTég Tng d1dfeonc ko aviikatadimrTikd. Qotdoo,
ovvolikd to uéyebog g emidpacng mwov mopatnpnonke pe Tig Khipokec PANSS kot YMRS ot
povoBepameio oy HEYOADTEPO Ao EKEIVO OV TOPATNPNONKE e CLYYOPNYNON AVTIKATAOMTTIKOV
Ko/ otabepormomtdv g d1dbeonc. Emmpocheta, 610 cuykevipwtiko minbuoud, o INVEGA bev
NTOV OTOTELECUATIKO 6TOVG aobeveic mov AduPavay tavtdypova ctabepomomtéc g d1dbeonc Kot
avTIKaTAOMTTIKE OGOV APOPA GTA YUYWOGOIKA CUUTTMOUOTA, 0AAY 0VTOG 0 TANBVGUOG NTav pkpdc (30
droua pe amdKplon TNV opdda Tng ToAmTePdovVNg kot 20 dTopa [LE amOKPLIoT OTNV OHAd0 TOV
€1KOVIKOD Qoppakov). EmmAéov, otn pekét SCA-3001 otov minbucuod ITT n enidpacn ota
YOYWOOIKA COUTTOHOTO OT®G HETPNONKE pe TNV KAMpoka PANSS NTav capdg AyoTepo gROOVIG Kot
dgv £QTACE TN CTOTIOTIKT OTUOVTIKOTNTO Yo acBeveic mov Adppavay Tavtdypova 6TafepomomTé TG
duabeomg kovn avtikatabATikd. Agv kotadeiyOnke 1 enidpaor tov INVEGA ota katabilmtikd,
CUUTTMUOTO GE AVTEG TIG LEAETEG, AALA Exel kaTodel el o€ Lo pakponpofecun LeAET e TO
TAPOTETAUEVTG OPACT|G EVEGLLO CKEVOGLO TG TOAMTEPIOOVNG (TEPTYPAPETOL TAPAKAT® GE VTNV TNV
EVOTNTO).

M g&€taom tv vroopddwy Tov TANBLGLOD deV UTEKAAVYE TUYOV EVOEIEELS OLOPOPIKNG ATTOKPIOTG
Baoel pOiov, nhikiog N YE@YPAQIKNG TEPLOYNG. AEV LIPYAV ETAPKT dedOUEVA Y10 TN dlepEdVTION
TUYOV SLOLPOPIKDV EMTTOGE®V PAcel puANS. Eniong,  amotelecpotikdtnto agloloynnke kot pécwm
VITOAOYIGUOV TG amdkpiong ot Oepamneia (mov opiletor w¢ peimwon otn cuvolkn faduoroyio otnv
Kiipoka PANSS > 30% xon ot Badporoyio CGI-C < 2) mg devtepevov KoTaAnKTikd onpeio.

18



Melétec ZyiloovvoroOnpotikng Atatapayns: Ipotedovoa [apdpetpoc AToTeAeGUATIKOTNTAG,
MetapoArn cuvoAikng Badporoyiag amd v Evapén oy kAipaxo PANSS and t1g peAéteg
R076477-SCA-3001 kou RO76477-SCA-3002: Oudda avaivong pe IIpdOeon yio Oepamneia (intent-
to-treat)

Ewoviko LNV}]::(S(T}? , 1}N \;»}(Eﬁi}s:A’ INVEGA,

. XHpRoTEpn vnrotepn gvéMKT™ SO0
QAPLOKO doom doon (3-12 mg)
(3-6 mg) (9-12 mg) &

R076477-SCA-3001 (N=107) (N=105) (N=98)
Méon Bobporoyio katd v
&vapén (SD) 91,6 (12,5) 95,9 (13,0) 92,7 (12,6)
Méon petaforn (SD) -21,7 (21,4) -27,4 (22,1) -30,6 (19,1)
P-Vah}e (évavtt Ewcoviko® 0,187 0,003
POPUAKOV)
Awgpopd Méowv Elayiotmv
Tstpoydvav (SE) -3,6 (2.7) 8.3 (2.8)
R076477-SCA-3002 (N=93) (N=211)
Méon Bobporoyio katd v
évapen (SD) 91,7 (12,1) 92,3 (13,5)
Méon petafoin (SD) -10,8 (18,7) -20,0 (20,23)
P—Valge (évavtt Ewcovikon <0,001
(POPLAKOV)
Awpopd Mécwv Erayiotov
Tstpoydvav (SE) -13,5(2,63)

Inueiwon: H apyntikn petaforn ot Podporoyio eivar evdsiktikn Pedtimong. LOCF = Last Observation
Carried Forward (ITpo®6non televtaiog Tapatipnong).

Melétec ZyiloovvoroOnpotikng Atotopayfs: AeTEPEVOVOH TOPAUETPOS OTOTELECLUATIKOTNTAG,
[Tocootd acbevav mov avtamokpiOnkav oto kKatainktikd onpeio LOCF: MeAiéteg R076477-SCA-
3001 ko1 RO76477-SCA-3002: Oudida avaivong pe IIpdBeon yio Ogpamneia (intent-to-treat)
. INVE,GA’ INVEGA, INVEGA,
Ewoviko yopnmAdTeEPN . , . .
. . vynAdTEPN dOOM guéMkn doom
(papuaro d6on (9-12 mg) (3-12 mg)
(3-6 mg)

R076477-SCA-3001
N 107 104 98
Andkpion, n (%) 43 (40,2) 59 (56,7) 61 (62,2)
Mn arokpion, n (%) 64 (59,8) 45 (43,3) 37 (37,8)
P-value (évovtt -- 0,008 0,001
EIKOVIKOV QOPUAKOL)
R076477-SCA-3002
N 93 210
Amoxpion, n (%) 26 (28,0) 85 (40,5)
Mn anoxpion, n (%) 67 (72,0) 125 (59,5)
P-value (évavrtt -- 0,046
EIKOVIKOU QUPUAKOV)

H andxpion opileton og 1 peiwon amd v évapén ot cvvolkn Baduoroyio oty khipaka PANSS > 30% kot
ot Paduporoyic CGI-C <2

e pio pokpompdBeoun Sokiun Tov GYESIAOTNKE Yo Vo, a&loA0YNGEL T SloTpMoN NG EMIdpaoNg, N
TOPUTETAUEVTG OPAOT|G EVEGIUN GVVOEST] TNG TAMTEPIOOVIC NTAV OTLLAVTIKG TEPIGGOTEPO
OTTOTELECUATIKN QIO TO EIKOVIKO PAPUOKO GTN OL0THPNOT| TOV EAEYXOV TOV CUUTTOUATOV KAl GTIV
KaBLOTEPTON TNG VTOTPOTNG TOV YUY MGIKMV, LOVIOK®OV KOl KOTAOAMTTIKOV GCUUTTOUATOV TNG
oyloovvorcOnuatikng dtatapayng. Metd v emttoyn Oepameio yia Eva 0&D yuywokd 1 oyeTilouevo
ue ™ dudbeon enelo6d10 yia 13 efdouddeg kot otabdepomoinon yia emmAéov 12 gfdouddsg pe v
TOPUTETAUEVTG Opdomg evETiUN cuvbeon TG TaAmepldovng (og dOaEIS Tov Kupaivovtay and 50 émg
150 mg), otn cvvéyela o1 acbeveig TuyotomomOnKkoy og pia 15-pnvn dSuthd TveAN TEPiodo TG LEAETNG
Yo TNV TPOANYN TNE VITOTPOTNG €ite cuveyilovTog Ue TNV TapaTETOUEVNS Opdong evéotun covleon
NG TOAMTEPIOOVNG EITE UE EIKOVIKO PAPUOKO LEYPL VO, TOPOVGLAGOVY VITOTPOTN
oyocuvolcOnuatikov countopdtov. H pedém katédeiée onpavtikd peyaldtepo xpovo Héypt Tnv
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vrotpomy o€ acbeveic mov EhaPav Bepaneio pe TV TapaTeTapévng dpdong evéotun cuvbeon g
TOMTEPLOOVIC GE GUYKPIOT UE TO EIKOVIKO dpuaxo (p < 0,001).

Hodratpikdg minboucuog

O Evponaikoc Opyaviopog @apudkmv Exel SOOEL amaAloyn and TNV VIoyPEMST VIOPOANG TV
arotelecpdtov Tov peletov pe to INVEGA og 6leg Tig vmokatnyopieg Tov Toudlatptkoy TAnucpuon
ywo ) Ogpameio oyllocuvarcOnuotikdv dotopaymdv. (BAére Topdypago 4.2 yio TANpogopieg oyeTIKG.
HE TNV Toud1oTPIK” Yp1on).

H amotereopatikétnto Tov INVEGA otn Ogpanseio g oyiloppéverag o epnifovg petadd 12 ko
14 1@V oev £l TEKUNPLOOEL.

H amoteleouarikomnta tov INVEGA g épnpoug acbeveic pe oyilloppévela (INVEGA N = 149,
€1KoviKO @dpuaxo N = 51) pehetOnke o€ pio TUYOLOTOINIEVT, SUTAG TUQAN, EAEYYOUEVT LE EIKOVIKO
@appoko, peAéTn 6 fdopadmv 6moL ypnoiomombnke oxedlacnog otadepnc doomng facet fdpovg Yo
T1G opddeg Bepameiog, pe ebpog doomg 1,5 mg/muépa €mg 12 mg/muépa. Ot acbeveic nTav nikiog 12-
17 etcdv ko TAnpovoay ta kprmptla tov DSM-IV yia oyilloppéveto. H anotehecuatikdtnra
a&lohoynOnie pe ypron g PANSS. H pelétn avtn katédei&e v omoTeELECUATIKOTNTA TNG OULASOG
pecaiog d6ong tov INVEGA og épnfoug acBeveig pe oyloppévela. Agvtepevovca avdivon ava
3001 KATEDEIEE TNV OMOTEAEGUOTIKOTI T TOV d0cE®V 3 mg, 6 mg Kot 12 mg pe yoprynomn wio gopd

™mv nuépa.

Merémn Epnpov pe Zyiloppéveta: R076477-PSZ-3001: 6-efdopddmv, otabepng d0omc, eheyxouevn pe
£IKOVIKO Qappako Opada Avaivong pe [IpoBeon yuo Ogpaneio (Intent-to-Treat). MetafoAr Tov
KotoAnktikod onueiov LOCF and v évapén
Ewoviko INVEGA INVEGA INVEGA
PAPLLOKO XopnAn Adon Mecaio Adon Yynin Adon
1.5 mg 37 6 mg* 61 12 mg**
N=51 N=54 N=48 N=47
Mzertapoi] ot BaBpolroyia
PANSS
Méon Babporoyio katd tnv 90,6 (12,13) 91,6 (12,54) 90,6 (14,01) 91,5 (13,86)
évapEn (SD)
Méon petaBoin (SD) -7,9 (20,15) -9,8 (16,31) -17,3 (14,33) -13,8 (15,74)
P-value (évovtt Ewcovikoo 0,508 0,006 0,086
POPUAKOV)
Awpopd Mécov Eayiotov -2,1 (3,17) -10,1 (3,27) -6,6 (3,29)
Tetpaydvov (SE)
Avaivon Avtamékpiong
Avtandkpion, n (%) 17 (33,3) 21 (38,9) 31 (64,6) 24 (51,1)
Mn avtomokpion, n (%) 34 (66,7) 33 (61,1) 17 (35,4) 23 (48.,9)
P value (évavti Etkovikon 0,479 0,001 0,043
POPUAKOL)

H amoéxpion opiletar og 1 peiwon and mv Evapén otn cvvolikr Pabroroyio tng kAipakag PANSS >20%

Inueioon: Apvntikn petoforn ot Padporoyio vrodeucviel Peitioon. LOCF = last observation carried forward
(mpodOnon tedevtaiog TopaTHPNONG).

* Opdda pecaiog 66ong: 3 mg yuo aceveic < 51 kg, 6 mg yw acbeveig > 51 kg

** Opddo vynAng doong: 6 mg yu acbeveic < 51 kg, 12 mg yio aobeveic > 51 kg

H amoteleouarikotmnta tov INVEGA og éva guéhikto gvpog 006onc 3 mg/Mmuépa émg 9 mg/Mmuépa. o
£épnPovg acbeveic (12 etmv kot peyarvtepovg) pe oxlloppévela (INVEGA N = 112, aputimpaloin N
= 114) a&oroynOnke emiong oe pia Toyotomomuévrn STAG-TVQAT EAEYYOLEVT LE EVEPYO PAPLOKO
ueAétn mov ovumeptElaPe pio 8 efdopddwv, Sumhd-tveAn oe ofeia edon kot pia, 18 efdouddwv,
mAA-TVAN o€ edor cuvtnpnong. Ot petaforéc ot cuvolikn Pabuoroyio PANSS and v apyikn
T v Rdopdda 8 kot v gfdopndada 26 ftav apldunTiKd Tapopotes HETOED TV OEPATELTIKMV
opadmv tov INVEGA ot g apummpaloing. Emmpdcbeta, 1 S1000pd 610 1060610 TV 000eVaV e
Beitioon > 20% o1t cuvolikn Pabuoroyio. PANSS v gfoopdada 26 avauesa otig 000 Oepamevticég
opadec NTOV aPOUNTIKG TOPOUOLA.

| Merém Eprov pe Zyiloppéveia: R076477-PSZ-3003: 26-eBdopuddwv, véMKTng d00ong, eAeyyOLeVn e |
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gvepyo edppoko Oudda Avarvong pe [IpoBeon yuo Oepaneio (Intent-to-Treat). MetafoAr tov
katoAnktikoy onueiov LOCF ard v évapén

INVEGA Apimumpaloin

3-9 mg 5-15mg
N=112 N=114

Metafori] oty fadporoyia
PANSS
8 epoopdadeg, TeMké onpeio
oeiag pdong
Méon Bobporoyio katd v 89,6 (12,22) 92,0 (12,09)
évapén (SD)
Méon petafoin (SD) -19,3 (13,80) -19,8 (14,56)
P-value (évavtt apurimpaloing) 0,935
Awpopd Mécov Erayiotov 0,1 (1,83)
Terpayovav (SE)
Metafori] oty fadporoyia
PANSS
TEMKO onpeio 26 gfoopadmv
Méon Babporoyio Katd tnv 89,6 (12,22) 92,0 (12,09)
évapEn (SD)
Méon petafoin (SD) -25,6 (16,88) -26,8 (18,82)
P-value (vs aripiprazole) 0,877
Awpopd Mécov Elayiotov -0,3 (2,20)
Tetpaydvov (SE)
Avahlvon Avtamékpiong
TeMK6 onpueio 26 efoopddmv
Avtandkpion, n (%) 86 (76,8) 93 (81,6)
Mn avtardkpion, n (%) 26 (23,2) 21 (18,4)
P value (évavti apimipaloing) 0,444

H andxpion opileton og 1 peiwon amd v évapén ot cvvolikn Baduoroyio oty khipaka PANSS > 20%
Inueioon: Apvntikn petoforn oty padporoyio vrodeicvoel Peitioon. LOCF = last observation carried forward
(mpodOnon tedevtaiog TopatHpnoNg).

5.2 DoPUOKOKIVITIKES LOLOTNTES

H poppakokvntikn g maAmepldodvng, petd amd yoprnynon tov INVEGA, sival avaioyn tng 06one,
€VTOG TOL J100£61L0V HOGOAOYIKOD EVPOVC.

Amoppognon

Metd and epamal yopnynon, to INVEGA eugaviletl éva otadiaxd avéavouevo pudud
ameAevfépwong, odnydvTag o pio otabepr] adénon TV eMTES®V TAACUATOG TG TOAMTEPIOOVNG
LEYPL TN HEYIOTN SLYKEVIPWOT) TAASHATOS (Crmax) TEPITOL GTIG 24 MPEG amd T Yopnynon. Me v
gpamaé kabnuepwvi xoprynon tov INVEGA, otabepéc cuykevipmdoelg tng moAmeptdovng
EMTVYYAVOVTOL LETE 0t 4-5 NUEPES YOPNYNONG GTOVG TEPIGTOTEPOVS a.oheVEIC.

H maAimepdovn givar o evepyog petaforitng g promepiddvne. Ta yapoaktnpiotikd tng
amedlevfépwong Tov INVEGA £xovv ¢ amoTéAeso, TNV EAOYICTOTOINGT TOV JOKVUAVEE®DY UETAED
HEYIOTNG- EAGYLOTNG CLYKEVTPMONG, CUYKPLTIKA LLE AVTA TOL TOPATIPOVVTOL LLE TV AUECNS
amedevfépwong promeptdovn (deiktng draxdpovong 38% évavtt 125%).

H amélvtn and otopatog Prodiafecipuotnta g mameptddvng petd and t yopnynon tov INVEGA
giva 28% (90% CI tov 23%-33%).

H yopiynon tov diokinv TopateTtanévng amodEGIELONC TG TOAMTEPLOOVNC Hall LE £Va. TUTTIKO YEVLLA
TA0V010 o€ Amn/TAovcto og Beppideg av&avet T Crax kot TNV AUC ¢ modmeptdovng katd 50-60%
G€ OYEOM LLE TN YOPNYNOT TS G€ KatdoTaon vioteiog.

Koravoun
H moAimepdovn katovépetot tayéwe. O gavopevikog dykog katavoung eivat 487 AMtpa. H

TOMTEPLOOVT] CUVOLETAL LUE TIC TPWTEIVEC TOV TAACUATOS KOTO 74%. TovOEeTol KUPImG e TNV
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ai- 6&vn YAvkompmTEIvN Kot TN AguK®paTive.

Biopetaoynuotiopog Kot amopdkpuven

Mia eBdopdda petd v yoprymon piog epdmal omd otopatoc ddong 1 mg dueonc anodéousvong 4C-
TaMTEPLOOVNC, TO 59% TG d60oMG amekkpifnke availoimto ota 00pa, LIOSEKVHOVTUG OTL T
TaMmep1dovN dev petoPolriletar ektevag amd to nrap. [lepimov to 80% tng yopnyndeicag
padievépyelag ovakthinke ota ovpa katl to 11% ota kKompava. Téooepic petaPforkég odoi Exovv
avayvoploTel in vivo, Kapio amd Tig OToiEG OEV AVTIOTOL(0VCE GE TEPLGGOTEPO amd 6,5% g doomg:
AmToaAKLAI®MON, VOPOLVAI®GOT, aPLIPOYOVMOT| Kot ekTopn TG Beviico&aloing. Molovortt ot in vitro
ueAéteg €de1&av kdmola cuppetoyn tov CYP2D6 kat tov CYP3A4 oto petaffolopd tng
TAMTEPLOOVNC, dEV VTLAPYOVY 0mOdEIEeL in vivo OTL Ta 1I60éViL e anTd dtadpapatilovy onuavTikd
polo oto petaforlopd g molmeptddovnc. Ot avaldoelg apUOKOKIVITIKAG TANBLGHOD dev £de1&av
Koo opoTh S1PoPd 6T PAVOUEVT KABAPOT) TG TOAMTEPIOOVNG, LETA OO YOPTYTON TOL
INVEGA, peta&d tov atopmy mov uetafoAilovy eKTtevmg Kot anT®mv Tov HetafoAiilovy teplopiopuéva
ta vooTpopatae Tov evibpov CYP2D6. In vitro peléteg o avOpOTIVO NTOTIKA MKPOCM LUK
évlopa €de1&av OTL N TOAMTEPIOOVT OEV AVOOTEALEL CUAVTIKA TO LETABOACUO POPUAK®OV TOV
petaforilovior amod ta 160éviupe Tov Kutoxpmdpotoc P450, teprapfavopévev tov CYP1A2,
CYP2A6, CYP2C8/9/10, CYP2D6, CYP2E1, CYP3A4 kot CYP3AS. O ypdvog nuicetag {ong yuo tnv
OPIOTIKT OMEKKPLOT| TNG TOAMTEPOOVNG gival mepinov 23 dpeg.

In vitro peléteg éxovv deilel 6TL N TaAMIEPIOOVT Eival £va VITOGTPOUA TG P-yAvKompmteivng kot £vag
aoBevig avaoTtoréag Tng P-yAvkompwteivng o vynAéc cuykevip®aels. Agv vtapyovy dabécia in
vivo 6gd0UEVO. KO 1] KAVIKT] GLGYETION gival AyvmoT.

Hrotwkr duchettovpyia

H moAimepdovn dev petafolileton extevmg amd To Nrop. Xe pio peAETn pe acbeveic pe pétpla
nratikn dvcAertovpyia (tédén B katd Child-Pugh), o1 cuykevipmoeig tng eAedBepng TaAmTEPIOOVIG
0TO TAAGLO NTAV TAPOUOIEG LE QVTES VYLDV aTOU®V. Agv vITapYoLY dtobéotua dedopéva yia acbeveic
pe copfopn nratikn dvciertovpyia (taén C katd Child-Pugh).

Neppwkr) duciettovpyio

H améxipion g nadinepddvng erattaveral kabdg peidverorl n veppikn Aettovpyio. H oAk
Kk@Bapon g TakimepdovVNg NTay pelopévn Katd 32% oe acbeveig pe nmo (Kabapon Kpeatvivng
[CrCl] = 50 ém¢ < 80 ml/min), katd 64% pe uétpro (CrCl = 30 £wg < 50 ml/min) ka1 katd 71% pe
cofapn (CrCl = < 30 ml/min) veppikn duciettovpyio. O pécog tehkdg xpovog nuicetog {ong
ATEKKPLONG TG ToAmepdovng Ntav 24, 40 kot 51 dpeg oe acbeveic pe Nmio, pétpla Kot cofapn
VEQPIKN-OVGAELTOVPYION, AVTIGTOL(O, CUYKPLTIKG [E TIC 23 Dpeg 6€ ATOO e PUOIOAOYIKT VEPPIKN
Aertovpyia (CrCl > 80 ml/min).

Hluxiopévot

Agdopéva, amd o, LEAETN QOPLOKOKIVITIKNG G€ NAIKIOUEVE dTopa, (> 65 etdv, n = 26) £det&av OTL N
Qawvopevn kaBopon ot oTadEPOTONUEVT] KOTAGTUOT TG TUMIEPIOOVNG LETA OO YOPNYNOT| TOV
INVEGA 7tav 20% youniotepn oe oyéon pe avth evniikov atopov (18-45 etov, n = 28). Qotdoo,
dev VINPYE SOKPITN EMIOPACT TNE NAMKING GTNV AVAAVOT] POPUAKOKIVITIKNG TANOLG oD acbevav pe
oyloppévela, PeTd amd dopbwon Yo Tic oxeTlOpeVES PE TV NAKia LEDGELS TG KABapong
KpeaTvivng.

"EonBot

H ocvotmpatikn ékBeon maiimepidovng oe £pnpoug acbeveic (MAikiog 15 etdv kot dvm) RTov
ovykpiown pe avt TV evniikov. Xe Eépnpoug ne Bapoc < 51 kg, mapoatmpnnke 23% vynAidtepn
éxbeon oe oOykplon pe epnPfoug pe Papog > 51 kg, H nAkio amd povn g dev emnpéace v kbeon
OTNV TOMTEPLOOVT).

Doy

H avéivon poppokokiyntiking TAN0ve ol dev avédele oyeTikég Le T VAN J1popES GTN
(QOPUOKOKIVITIKN TNG TAATEPLOOVNG LeTd amd T yoprynon tov INVEGA.
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[OLYNs)

H pawvopevn kdBopon g naiimepidovng petd and yopnynon tov INVEGA eivar epimov 19%
YOUNAOTEPT OTIC YUVaiKeC o’ O,TL 6TOVG Avopes. H drapopd vt opeiletal katd évo Leydlo HEPOC
OTIG J10POPEG otV GAmn LAlo COUOTOS Kot TNV KAOopon KPeaTviving LETAED avopdV KOl YOVOIK®V.

Kanvicpa

Me Bdon in vitro peléteg otic omoieg ypnoiporomonkoy avipomvo nratikd Evivpa, 1 TaAmeplodvn
dev amoterel vmooTpopa Tov evivpov CYPLA2, emopévmg 1o KATVIGHO eV TPETEL VoL £EL KATOL0L
EMIOPACT GTN POPLAKOKIVITIKN TNG TAAMTEPOOGVNG. M1 avdALGT QUPUOKOKIVNTIKNG TANOVGLOD
£0e1ée o e appa pelopévn kbeom oty TOATEPLOOV] GTOVG KATVIOTEG O GYECT UE TOVG UM
KamVIoTEC. 261000, 1) dl0popd avth dev etvar TOAVE va £xel KAvIKT onpacio.

53 Ipoxivikd dgdopéva Yo TNV 06QAAELQ

Ot peréteg to&kdTNTag ENavoAaUPAVOLEVOV dOCEMV TAMTEPIOOVG GE APOVPOIOVS KAl GKOAOVG
KATESEIEOV KUPIMG POPUOKOAOYIKES EMOPACELC, OMWG KATUGTOAN KOl EXAYOUEVES OO TNV TPOAUKTIVI
EMATOGEIC 6TOVG LolIKoDC 0dEVeES Kol ota YEVVNTIKA Opyava. H molimepiddvn dev Ntav tepatoyovog
GTOVG 0POVPOIOVG KOl GTO KOUVEALD. € HEAETEG AVATAPOYWYNG APOVPOI®V LLE XPTON PLOTEPIOOVIG, N
OTO10. LETUTPEMETOAL EKTETOUEVO OE TAAMTEPLOOVT] GTOVS OPOLPAIOVG KOl GTOV AvOpTOo, TapoTnpnnie
pia peioon oto Bapog yévvnong kat oty eniPinon Tov aroydvov. AANOL aVTay®OVIGTEG TNG
vTomapivng, 0tav xopnynonkav oe kKvo@opovvia {ma, TPOKUAESHY OpVNTIKEG EMOPACEIC 6TN UdOnon
KOl TNV KINTiKn avantuén tov anoyovov. H ntaiimepidovn dev tov Yovotolikn o€ pia oelpd
SOKIHOOIDV. T HEAETEG KAPKIVOYEVECT|G LE OTO GTOLOTOC YOPTYNOT PICTEPLOOVIC GE QPOVPOIONS Kot
movtikio, mapotnpnonKay avéNcElC 6To AdEVOUATA TG VTOPLOTG (TOVTIKIN), GTO AOEVAOUATO, TNG
€VOOKPIVOLG LOTPOC TOL TaYKPEATOG (0povpaiot) Kot oTo AdeEVMUATO TOV LalIK®V 0d0EVOV (Kol oTa
dvo €1om). O1 6yKo1 avtol pmopet va amrodobobv GTOV TOPATETAUEVO OVTUYDOVIGUO TNG VTOTOUIVIG
otovg D2-vmodoyeic kat oty vgpaporoaktvalpio. H onuocio tov svpnudtov yio toug dykovg oto
TPOKTIKG, AVOQOPIKE [LE TOV KIVOUVO GTOV AvOpTo deV gival YvmoT).

e pio perém veavikng tofikdtnrag 7 efGouddmy e apovpaiovg GTovg 0moiovg xopnynonke amod
OTOUATOG TOMTEPIOOV G€ 00GElS m¢ 2,5 mg/kg/muépa, ot omoieg 1codvvapovy e Ekbeon mepimov
ion pe v KAvikn ékBeon Paoet tov AUC, dev mapotnprnkay enidpacelg oty avantoén,
0€£0VOMKT OPIHOVOT) KO TV OvVOTopay®ykn anddoot). H malmepidovn dev ennpéace
VEVPOGLUTEPLPOPIKN avATTVEN G Appeveg oe dOGelC £m¢ 2,5 mg/kg/muépa. Xta 2,5 mg/kg/muépa ota
Onivkad, Topatnpndnke pia enidpacn ot pddnon kot ™ pvAun. H enidpaon avtn) dev mapatnpndnke
émerto amo T dwokonn g Oepaneiog. e pio pedét veavikng to&ucotntog 40 fdopddmv g oKOAOVS
UE OO 6TOUATOC OOGELS PLoTeEPLOOVNC (1] OOl LETOTPEMETOL EKTETAUEVO GE TOMTEPLOOVN) EMG 5
mg/kg/muépa, ot eTPAcELS 0TI 6eE0VOAIKT MPIUAVOT], TNV AVATTVEN TOV LOKPMV 0GTMV KoL TNV
TOKVOTITO TOV UNPLOioL 06TOV Gg PETAALD TTopatpROnKay amd Ttpurhdotia KAvikn ékxbeon Pdoetl Tov
AUC.

6. GOAPMAKEYTIKEX ITAHPO®OPIEX

6.1 Kataloyog ekdéymv

3mg

Ivpnvag

0&gidio moivarfvieviov 200K
XAwprovyo vaTplo

[ToPédvn (K29-32)

21e0TIKO 05V

BovtvAiwpévo vopo&utorovorio (E321)
O&eidro cdnpov III (xitpwvo) (E172)
0&eidio morvatfvieviov 7000K
0é&eidio ownpov 11 (epvBpod) (E172)
Yépo&vaifvAiokvtTapivn
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[ToAvaiBvievoyilvxkoin 3350
O&um kuttapivn

Emixéloyn

Yrpoperloln

Awo&eido titaviov (E171)
Movoddpikn Aaktoln
Tplaxetivn

Knpdg kapvoovpng

Melovi extomwong

0é&eidio ownpov (nerav) (E172)
[IpomvAievoyAlvkoan
YrpoueAroln

6 mg

Tvpnvag

0é&gidio moivarfvieviov 200K
XAwprovyo vatplo

IToPédvn (K29-32)

21e0TIKO 0&D

BovtoAiwpévo vopo&utorovorio (E321)
0&eidio morivafvieviov 7000K
O&eidro anpov III (epvbpod) (E172)
Ydpo&vaifviokvttapivn
[ToAvaiBvievoyrlvxkoin 3350

O&wn kutTapivn

Emikoioyn

YrpoueAroln

Ao&egidio titaviov (E171)
[oAvaiBvievoyividin 400

0é&eidio ownpov I (xitpvo) (E172)
O&eidro o1npov 111 (epvbpod) (E172)
Knpdc kapvoovpng

Melovi sxtomwong

O&gidio ownpov (nérav) (E172)
Hpomvievoyivkoin
YrpoueAroln

Img

Tvpnvag

0&eidio moivarfvieviov 200K
XAoprovyo vatplo

[Topdovn (K29-32)

21€0TIKO 0ED

BovtvAiopévo vépoéutorovorto (E321)
0&gidio morvarfvieviov 7000K
O&eidro anpov III (epvbpod) (E172)
0&eidio ownpov (nerav) (E172)
Ydpo&vaifviokvttapivn
[ToAvaiBvievoyilvxoin 3350

O&wn kutTapivn

Emikoioyn
YrpoueAroln
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Awo&eido titaviov (E171)
[oAvaiBvievoyivioin 400

O&eidro adnpov III (epvbpod) (E172)
Knpdc kapvoovpng

Melavt extdmwons

0&eidio ownpov (nérav) (E172)
[Ipomvievoyivkoin
Yrpoperdoln

12 mg

Tvpnvag

0&eidio moivarfvieviov 200K
XAwprovyo vaTplo

[Topdovn (K29-32)

21e0TIKO 05V

BovtvAiopévo vépo&utorovorto (E321)
0&gid1o morvarfvieviov 7000K
0é&eidio ownpov 11 (epvOpod) (E172)
O&eidro cdnpov III (xitpwvo) (E 172)
Yépo&vaifvAiokvttapivn
[ToAvaiBvievoyilokoin 3350

O&wn kutTapivn

Emikoioyn

Yrpoperdoln

Ao&egidio titaviov (E171)
IToAvaBvievoyivkdin 400

0é&eidio ownpov I (xitpvo) (E172)
Knpdc kapvoovpne

Melavt extdmwons

0é&eidio ownpov (pnérav) (E172)
[IpomvAievoyAlvkoin
Yrpoperldln

6.2 AocvpfatotnTeg

Agv gpapudletat.

6.3 Avbpkera Comg

2 ypovi

6.4 Idwitepeg TpoPLAGEELS KaTA TN PVLAEN TOV TPOIOVTOG

Duikeg: Mn purdooete o Beppoxpacio peyorvtepn tov 30°C. Awatnpeite T eLaAn KoAd KAEIGUEVN
Y10 VO TPOGTATEVETAL OO TNV VYPAGIAL.

Kvoyéheg: Mn puddoocete og Oeppokpacio peyordtepn tov 30°C. GuAdoceTe oty apyikn
GLOKELAGIN Y10 VO TPOCTATEVETOL OO TNV VYPUGIAL.

6.5 @01 KOL GLOTUTIKA TOV TEPLEKTN

Drodec:

Agvkn edAn and vymAng rukvotntag tolvadvrévio (HDPE) pe oppayida acpaieiog Kot T
ac@oAgiag yio Todid and morlvmponvAévio. Kdbe piain mepiéyet dvo pakeliickovg Tov 1 ypappapiov

ue apuypavtikd Type o&eldiov tov mopttiov (silica gel) (o1 pakeAlickol eivat amd eyKEKPUEVO Yia,
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TPOPIUE TOALOBVAEVIO).
Meyébn cvokevaciov tav 30 kot Tov 350 Siokinv TapaTETANEVNC UTOSEGUEVONC.

Koyéhreg:

[Tolvprvoroyrwpidio (PVC) pe eniotpoon pepfpdvng moivyrmpo-tprpbdopoaiduieviov
(PCTFE)/aAovpviov Slopuécov g 0moiog amocmt®vTal T d1okKia (e mTieo.

Meyébn cvokevaciov tav 14, 28, 30, 49, 56 kot 98 diokinv TopaTETAPEVIC OTOOEGUEVONG.

'H

Agvkd molvPivvroyropidto (PVC) pe enictpwon pepfpivng mtolvyiwpo-tpipbopoatbuieviov
(PCTFE)/aAovpviov Slopuécov g 0moiog amocmt®vTal To d1okia (e mtieo.
Meyébn cvokevaciov tav 14, 28, 30, 49, 56 kot 98 diokinv TapATETANEVNC OTOSEGIEVONC.

'H

Koyéin aoepalreiog yio modid and mpocavatoiicpévo moivapidoto (OPA)-aiovuivio-
moAvPvvroyrlopidto (PVC)/alovpivio, dStopécov g omoiag amocmdvTal To S1oKio [ Tieon.
Meyébn cvokevaciov tav 14, 28, 49, 56 kot 98 diokimv TOPUTETAUEVTS ATOOEGUEVOTG.

Mmropei va, unv KuKAOQOpPOUV OLEG 01 GLOKEVAGIES.
6.6 Iowitepeg TPOPVAGEELS amOpPLYNG

Koapia e1d1kn vroypéwon yio amdppiyn.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

8. APIOMOZXZ(OI) AAEIAY KYKAO®QOPIAX

3 mg

EU/1/07/395/001 - 005
EU/1/07/395/021 - 025
EU/1/07/395/041 - 044
EU/1/07/395/057 - 058
EU/1/07/395/065 - 067

6 mg

EU/1/07/395/006 - 010
EU/1/07/395/026 - 030
EU/1/07/395/045 - 048
EU/1/07/395/059 - 060
EU/1/07/395/068 - 070

9 mg

EU/1/07/395/011 - 015
EU/1/07/395/031 - 035
EU/1/07/395/049 - 052
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EU/1/07/395/061 - 062
EU/1/07/395/071 - 073

12 mg

EU/1/07/395/016 - 020
EU/1/07/395/036 - 040
EU/1/07/395/053 - 056
EU/1/07/395/063 - 064
EU/1/07/395/074 - 076

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQYHYX THX AAEIAX

Huepopnvia tpdng €ykpiong: 25 Iovviov 2007

Hpepounvia tedevtaiog avovémong: 14 Maiov 2012

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

Aemtouepeic TANPOPOPIiES Y10 TO TAPOY QUPLOKEVTIKO TPOioV gival S100EGIES GTOV SIKTLOKO TOTO
tov Evponaikod Opyoaviopuod Gapudkwv: http://www.ema.europa.eu.
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ITAPAPTHMA 11

IMAPAXKEYAXTHX YIIEYOYNOX I'TA THN
AIOAEXMEYXH TQN ITAPTIAQN

OPOI H HEPIOPIEMOI ZXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXZEIX THX AAETAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXEMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TTAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AITOAEXMEYXH TQN ITAPTIAQN

Ovopo kot d1evfuven Tov TAPUCKELAGTH TOL £ival VTeEVHuVOC Yo TNV ATOOEGUELCT) TOV TOPTIOWV

Janssen-Cilag SpA

Via C. Janssen

IT-04100 Borgo San Michele
Latina

ItaAia

B. OPOI'H IIEPIOPIXMOI ZXETIKA ME TH AIAGEXH KAI TH XPHXH

DopUaKEVTIKO TPOTOV Y10 TO OTTOI0 AMOLTEITAL LOTPIKT CUVTOYT.

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX
. Ex0¢cs1g meprooknig mapaxorovdneng g acedarelas (PSURS)

Ot amotthoelg yoo v vrofoAr towv PSURs yia to ev AMdyw @opupoakevtikd mpoiov opilovrol otov
Katdhoyo upe Tig nmuepounvieg ovagopdc ¢ ‘Evoong (katdhoyoc EURD) mov mopatifetar oty
apdypoaeo 7, tov dpbpov 107y,mg odnyiag 2001/83/EK kou kébe emarxodiovdng emkaipomoinong
OT®G OMNUOCIEVETAIGTIY EVPOTOIKT SIKTLOKT TOAT Y10l TO QOPLLOKAL.

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

. Yyé010 orayeiprong Kivovvov (XAK)

O Kadroyog Adeiog Kvkhopopiag (KAK) 0o die&aydyst Tic amattodueveg opoactnplotTnteg Kot
TAPEUPAGELS POPLAKOETOYPOTVNONG OTT®G Topovctalovtal 6to cupuemvniéy TAK nov mapoveialetot
omv evotnra -1.8.2. g adewg KLVKAOPOPIOG KOlU ONOECONTOTE EMAKOAOVOES EYKEKPIUEVEG
avaBeopnoelg Tov ZAK.

"Eva. emucaportompévo ZAK Oa mpénet va kototedei:
e Metd and aitnpa tov Evponaikod Opyovicpod Goapudkoy,
o OnoTEdNMOTE TPOTOMOLELTOL TO CVUGTNUE OLOYEIPLONG KIVOVDVOUL, EOIKA (O OTOTELEC O AYNC
VE®V TANPOPOPIDOV TOV UTOPOVV VO EMUPEPOVY CTIUAVTIKT] GAAXYT) GTI) GYECT] 0QELOVC-KIVOHVOL
N O¢ amOTEAESUA TNG EMITEVLENG EVOC GNUAVTIKOD 0POGTLOL (PAPUOKOETOYPVTVIOT 1}
glaylotomoinon Kvévvov).
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ITAPAPTHMA III

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIZHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTITIA TIZ KYYEAEX (BLISTER) PVC-PCTFE/AAOYMINIOY (yio AevK1| Kol S10Qoviy
KOWERT)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

INVEGA 3 mg diokio Tapatetouévne omodéouenong
INVEGA 6 mg dioKio TapaTeTOUEVNC OTOOECUEVOTG
INVEGA 9 mg d1okia mopoTeTapéVNG 0modEGUEVCNG
INVEGA 12 mg d1oKio TopaTETAUEVIG UTOOEGILEVGT|C

TOMTEPLOOVN

2.  TLYNOEXIH XE APAXTIKH(EX) OYZIA(EY)

Kdabe diokio mopatetapévng amodécpevong Tepléyel 3 mg mamepldovng
Kabe diokio mopatetapévng amodéceLons TepLEyEL 6 mg TaATEPIOOVNG
Kabe diokio mopotetapévng amodEGeELONC TEPLEYEL 9 Mg TOAMTEPIOOVIC
Kdabe diokio mopatetapévng amodécpevong nepléyel 12 mg maAimepldovng

3. KATAAOTI'OX EKAOXQN

Atwokia 3 mg
[Teptéyer Aaxtoln. BAETe €6OKAEIGTO PUALO 0ONYIDV YO TEPIGCOTEPES TAT|POPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

14 dioKio TOPATETAUEVNC OTOSECUEVOTG
28 d1oKio TOPATETOUEVIC OTOOECUEVOTG
30 dioKio TOPATETAUEVIC OTOOECUEVOTG
49 d1oKkio TOPATETOUEVNG OTOOECUEVOTG
56 d1oKio TOPATETAUEVIC OTOOECEVOTG
98 dloKi TOPATETAUEVIC OTOOECUEVOTG

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPacte 10 PUALO 0INYIOV XPNOTG TPV 0Td TN YPNOT).
Amo6 otOUaTOC YpNoT
Na 10 KoTanivete 0AOKANPO, Vo UnVv To pacdte, To KoPete 1 to Opvppatilete.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZETTIZOYN TA TTAIAIA

Na euidooetal o€ 0éon, TV onoia dev PAETOVY Kot dgv TPoceyyilovy Ta, A1,
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| 7. AAAH(EX) EIAIKH(EX) TPOEIAOMIOTHEH(EIE), EAN EINAI AMAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHZ

AHEH {MM/EEEE}

‘ 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn puAdooete og Oegppokpacio peyarvtepn tov 30°C
DuAdocete oTNV OPYIKN] CLCKEVAGIN Y10t VO TPOCTATEVETAL OO TNV VYPACIAL.

10. JATAITEPEX TIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQON ITOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

12. APIOGMOZX(OI) AAEIAYX KYKAO®OPIAX

3 mg

14 dokia mapateropévng omodéopevong - EU/1/07/395/065 - AIAGANH
28 dwokia mapazeTopuévng omodéouevong - EU/1/07/395/001 - ATA®ANH
30 dokia Tapatetapévns amodéopevong - EU/1/07/395/002 - ATA®GANH
49 dwokia wapateTopévng arnodéopevong - EU/1/07/395/003 - AIAGANH
56 diokio TopateTapevng amodécpevonc - EU/1/07/395/004 - AIA@ANH
98 diokia TapateTapévng omodéopevong - EU/1/07/395/005 - AIA@ANH

14 dioxio Topatetapévng arodécuevong - EU/1/07/395/066 - AEYKA
28 dwokia mapateTouévng omodéouevong - EU/1/07/395/021 - AEYKA
30 dokia Tapatetapévng amodéopevong - EU/1/07/395/022 - AEYKA
49 dwokia mapateTopévng anodéopevong - EU/1/07/395/023 - AEYKA
56 diokio TopateTapévng artodécuevong - EU/1/07/395/024 - AEYKA
98 diokia Tapatetapévng amodéopevong - EU/1/07/395/025 - AEYKA

6 mg

14 dioxio Topatetapévng arodécpuevonc - EU/1/07/395/068 - AIA®ANH
28 dwokia mapareTopévng amodéopevong - EU/1/07/395/006 - ATAGANH
30 dokia Tapatetapévng amodéopevong - EU/1/07/395/007 - ATA®ANH
49 dwokia TapateTauévng omodéouevong - EU/1/07/395/008 - ATA®ANH
56 doxio TapateTapévng arodécpevons - EU/1/07/395/009 - AIAGANH
98 diokia mapartetapévng amodéopevong - EU/1/07/395/010 - ATA@ANH

14 diokio Topatetapévng arodécuevonc - EU/1/07/395/069 - AEYKA
28 dwokia mapateTopuévng anodéopevong - EU/1/07/395/026 - AEYKA
30 dokio Tapatetapévng amodécpevong - EU/1/07/395/027 - AEYKA
49 dwokia TapateTopuévng amodéouevong - EU/1/07/395/028 - AEYKA
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56 doxia Topatetapévng amodécpugvons - EU/1/07/395/029 - AEYKA
98 diokia Tapatetapévng arodécpevong - EU/1/07/395/030 - AEYKA

9 mg

14 dokia mapatetapévng omodéopevong - EU/1/07/395/071 - AIAGANH
28 dwokia mapateTopévng anodéopevong - EU/1/07/395/011 - ATA®GANH
30 dokia TapateTapévng omodéopevong - EU/1/07/395/012 - ATA®ANH
49 dwokia mapateTopévng amodéopevong - EU/1/07/395/013 - ATAGANH
56 doxia TapateTapévng arodécpuevong - EU/1/07/395/014 - AIAOANH
98 diokia TapateTapévng amodéopevong - EU/1/07/395/015 - ATA@ANH

14 dwokia mapatetapévng amodéopevong - EU/1/07/395/072 - AEYKA
28 dwokia mapateTouévng amodéouevong - EU/1/07/395/031 - AEYKA
30 dokio Tapatetapévng amodécpevong - EU/1/07/395/032 - AEYKA
49 dwokia mapateTopévng anodéopevong - EU/1/07/395/033 - AEYKA
56 doxia Topatetapévng amodécpuevons - EU/1/07/395/034 - AEYKA
98 diokia Tapatetapévng arodécuevong - EU/1/07/395/035 - AEYKA

12 mg

14 dioxio Topatetapévng arodécpuevonc - EU/1/07/395/074 - AIA®ANH
28 dwokia mapateTopuévng omodéouevong - EU/1/07/395/016 - ATA®ANH
30 dokia Tapatetapévng amodéopevong - EU/1/07/395/017 - ATAGANH
49 diokia mapateTopuévng amodéouevong - EU/1/07/395/018 - AIA®ANH
56 dioxio TopateTapEvnG amodécpevonc - EU/1/07/395/019 - AIA®ANH
98 dokia Tapatetapévng amodéopevong - EU/1/07/395/020 - ATA®ANH

14 dioxio Topatetapévng arodécuevong - EU/1/07/395/075 - AEYKA
28 diokia mapateTouévng amodéouevong - EU/1/07/395/036 - AEYKA
30 dokia Tapatetapévng amodéopevong - EU/1/07/395/037 - AEYKA
49 dwokia TapateTopuévng amodéouevong - EU/1/07/395/038 - AEYKA
56 diokio TopateTapévg artodécuevong - EU/1/07/395/039 - AEYKA
98 dokia mapatetapévng omodéopevong - EU/1/07/395/040 - AEYKA

13. APIOMOX ITAPTIAAX

[Maptida

14. TENIKH KATATAZEH I'TA TH ATIAGEXH

DopproKeLTIKO TPOTIOV Y10 TO OTTOI0 AMOLTEITOL LOTPIKT] GUVTOYT.

| 15. OAHTIEX XPHEHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

invega 3 mg
invega 6 mg
invega 9 mg
invega 12 mg
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17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KOQAIKAX (2D)

A163106T0T0C YPOUUU®TOS KDOIKAGS (2D) Tov eépeL ToV TEPIANPOEVTO LOVASTKO aVoyVOPLOTIKO
KOOKO.

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

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIHNOY BLISTER 'H XTIX TAINIEX

KYWEAH (BLISTER) AITIO PVC- PTFE/ AAOYMINIO TQN 7 & 10 AIZKIQN (710 Agvkn] Kot
oroQavi] Kuywéin)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

INVEGA 3 mg diokio Tapatetouévne omodéouenong
INVEGA 6 mg diokio TapaTteTouévng omodEoUEVOTg
INVEGA 9 mg d1okia mopoTeTapéVNG 0modEGUEVCNG
INVEGA 12 mg d1oKio TopaTETAUEVIG UTOOEGILEVGT|C

TOMTEPLOOVN

2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Janssen-Cilag International NV

3. HMEPOMHNIA AHEHX

AHEH MM/EEEE

4. APIOMOZX ITAPTIAAX

Moptida

5. AAAA ETOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI I'TA KYWEAEX (BLISTER) AIIO OPA-AAOYMINIO-PVC/AAOYMINIO

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

INVEGA 3 mg diokio TapateTolévng o0modEcUeVoNg
INVEGA 6 mg 610kia mopoTeTapIEVNG OTOOEGUEVONG
INVEGA 9 mg diokio TapateTonévng omodEoUEVoTg
INVEGA 12 mg d1oKio TopaTETAUEVIG ATOOEGILEVGT|C

TAMTEPIOOVN

2.  TLYNOEXIH IE APAXTIKH(EX) OYZIA(EY)

Ka0g diokio mopotetapnévng amodEGeLonc TepLEyEl 3 mg ToAMTEPIOOVIC
Kabe diokio mopotetapnévng amodEGELGNC TEPLEYEL 6 Mg TAAMTEPIOOVIC
Kabe diokio mopatetapévng amodécpenons Tepléyel 9 mg malmepldovng
Kdabe diokio mopatetapévng amodécpuevons neptéyel 12 mg maAimepldovng

3. KATAAOI'OX EKAOXQN

Awoxio 3 mg
[Tepiéyel haktoln. BAéne ecOKAEIGTO PUALO 0INYIDOV YiX TEPIGGATEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 d1oKio TOPATETAUUEVIC ATOSEGUEVCNC
28 d1oKio TOPATETUUEVIC OTOOECUEVOTG
49 d1okio TAPATETOUEVNG OTOOECUEVOTG
56 d10Kia TOPATETAUUEVIG ATOSEGIEVCNG
98 dioKio TOPATETAUEVIC OTOOECUEVOTG

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

AwPacte 10 PUALO 0INYIOV XPNOTG TPV 0d TN XPNOT).
Amo6 otOUaTOC YpNoT
Na 10 Kotanivete 0AOKANPO, Vo UnVv To pocdte, To KoPete 1 to Opvppatilete.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZETTIZOYN TA TTAIAIA

Na puidooetar o€ Béon, TV onoia dev PAETOLY Kot dgv Tpoceyyilovv Ta TAd1dL.

7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EYX)
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‘ 8. HMEPOMHNIA AHEHX

AHEH {MM/EEEE}

‘ 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn puAdooete og Ogppokpacio peyarvtepn tov 30°C
DuAdooete oTNV OPYIKN CLCKEVAGIN Y10l VO TPOCTATEVETAL OO TNV VYPACIAL.

10. TJAIAITEPEX ITPO®YAAZEIX I'TA THN ATIOPPIYH TQN
MHXPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITIPOIONTQN ‘H TOQN
YIHHOAEIMMATQON ITIOY NPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

12. APIOGMOX(OI) AAEIAX KYKAO®OPIAX

3 mg

14 dwokia mapatetapévng omodéouevons- EU/1/07/395/067
28 dwokia mapateTapévng omodéouevons- EU/1/07/395/041
49 dwokia mapateTapévng anodéopevons- EU/1/07/395/042
56 diokio TopateTapévng amodécpegvonc- EU/1/07/395/043
98 diokia mapatetapévng amodéopevons- EU/1/07/395/044

6 mg

14-d1oxio Topatetapévng arodécuevonc- EU/1/07/395/070
28 dwokia mapateTopuévng amodéopuevong- EU/1/07/395/045
49 dwokia mapateTopévng anodéouevons- EU/1/07/395/046
56 dioxio TapateTapévng arodécpevonc- EU/1/07/395/047
98 diokia TapateTapévng omodéouevons- EU/1/07/395/048

9 mg

14 dioxio Topatetapévng arodécuevonc- EU/1/07/395/073
28 dwokia TapateTouévng omodéouevong- EU/1/07/395/049
49 dwokia mapoteTopévng anodéopevons- EU/1/07/395/050
56 diokio TopateTapevng arodécpevonc- EU/1/07/395/051
98 diokia TapateTapévng omodéouevons- EU/1/07/395/052

12 mg

14 dioxio Topatetapévng arodécuevonc- EU/1/07/395/076
28 dwokia mapateTopuévng anodéouevons- EU/1/07/395/053
49 dwokia mapateTopévng anodéopevons- EU/1/07/395/054
56 diokio TopateTapévng amodéapevonc- EU/1/07/395/055
98 diokia TapateTapévng omodéouevons- EU/1/07/395/056
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13. APIOMOX ITAPTIAAX

Moptida

14. TENIKH KATATAZEH I'TA TH ATIAGEXH

DoppoKeLTIKO TPOIOV Y10l TO OTTOI0 AMOLTEITOL LOTPIKT] GUVTOYT.

| 15. OAHTIEX XPHEHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

invega 3 mg
invega 6 mg
invega 9 mg
invega 12 mg

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

A163100T0T0G YPOUU®TOS KddKaS (2D) mov pépel Tov TEPIANPOEVTO LOVAITKO aVayVmPLOTIKO
K®OKO.

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

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIHNOY BLISTER 'H XTIX TAINIEX

KYYEAH (BLISTER) ATIO OPA-AAOYMINIO-PVC/AAOYMINIO TQN 7 AIZKIQN

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

INVEGA 3 mg diokia Topatetaptévne omodEoenong
INVEGA 6 mg diokio TopaTteTauévng omodEoUEVOTg
INVEGA 9 mg 610kia mopoTeTapIEVNG 0mT0dEGUEVCNG
INVEGA 12 mg d10Ki0 TopoTETAUUEVIG ATOOEGILEVGT|C

TOMTEPLOOVN

2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Janssen-Cilag International NV

3. HMEPOMHNIA AHEHX

AHEH MM/EEEE

4. APIOMOZX ITAPTIAAX

Moptida

5. AAAA ETOIXEIA

Aegv., Tp., Ter., [1éu., Iap., Zap., Kvop.
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI THX ®IAAHX

1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

INVEGA 3 mg diokio Tapatetouévng omodéouenong
INVEGA 6 mg diokio TapaTteTouévng omodEoUEVOTg
INVEGA 9 mg d1okia mapoteTapévng amodEGUELONG
INVEGA 12 mg d1oKio TopaTETAUEVIC OTOJECIEVCNG

TOMTEPLOOVN

2. YYNGOEXH XE APAXTIKH(EYX) OYXIA(EYX)

Ka0¢ diokio mopotetapnévng amodEGUeLonC TePLEYEL 3 mg TOMTEPIOOVIC
Kabe diokio mopatetapévng amodEcpenons TeplEyel 6 mg TaAmepldovVNG
Kabe diokio mopotetapnévng amodEGELONC TEPLEYEL 9 Mg TOAMTEPIOOVIG
Kabe diokio mopotetapnévng amodEGELaNC TePLEYEL 12 mg TaAITEPLOOVG

3. KATAAOI'OX EKAOXQN

Atwokia 3 mg
[Tepiéyel haktoln. BAéne ecOKAEIGTO PUALO 0INYIDOV YO TEPIGGATEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

30 d1oKio TOPATETAUEVNC OTOOECUEVOTG
350 d1okio TOPATETAUEVG OTTOOEGEVCNG

| 5. TPOMOX KAI OAOX(OI) XOPHTHEHE

Atofdaote 10 PUALO 0INYIDOV XPNOTG TPV Ol TN (PTIOM.
Amo6 otOUaTOC YpNOoT
Na 10 Kotanivete 0AOKANPO, Vo NV To Hocdte, To KoPete 1 to Opvuuatilete.

6. EIAIKH ITPOEIAOITIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIIEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZETTIZOYN TA TTAIAIA

Na puidooetal o€ Béon, TNV onoia dev PAETOLY Kot dgv Tpoceyyilovv Ta TAd1dL.

| 7. AAAH(EX) EIAIKH(EE) TIPOEIAOMIOIHEH(EIE), EAN EINAI ATAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX
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AHEH {MM/EEEE}

‘ 9. EIAIKEYX XYNOHKEX OYAAEHX

Mn puAdooete og Beppokpacio peyaivtepn tov 30°C
Awnpeite T QLA KOAG KAEIGUEVT] Y10, VO TPOGTOTEVETOL GO TNV VYPUCIOL

10. IATAITEPEX [IPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TOQN
YIHHOAEIMMATQON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

12. APIOMOX(OI) AAETAYX KYKAO®OPIAX

3 mg
30 dokia Tapatetapévng amodécpevong - EU/1/07/395/057
350 dwokia mopoteTapuévng amodéspsvong - EU/1/07/395/058

6 mg
30 dokia Tapatetapévng amodéouevong - EU/1/07/395/059
350 dwokio mopateTapévng amodéspevong - EU/1/07/395/060

9 mg
30 dokia Tapatetapévne amodéouevong - EU/1/07/395/061
350 dwokia mapoteTapévng amodéapevong - EU/1/07/395/062

12 mg
30 dokia TapateTapévne omodéouevong - EU/1/07/395/063
350 dwokia mapoteTapévng amodéspevong - EU/1/07/395/064

13. APIOMOX ITAPTIAAX

Moptida

14. TENIKH KATATAZEH I'TA TH ATAGEXH

DoproKeLTIKO TPOTIOV Y10 TO OTOI0 AMOLTEITOL LOTPIKT] GUVTOYT.

15. OAHI'IEX XPHXHX
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16. IIAHPO®OPIEX XE BRAILLE

invega 3 mg
invega 6 mg
invega 9 mg
invega 12 mg

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

A163106T0TOG YPOUU®TOS KDdKaS (2D) mTov pépet Tov TEPIANPOEVTO LOVAITKO avayVOPIoTIKO
K®OKO.

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

PC:
SN:
NN:
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN XTOIXEIQAH XYXKEYAXIA

OIAAH

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

INVEGA 3 mg diokio Tapatetoplévng omodEceVong
INVEGA 6 mg dioKkio TopaTteTouévng omodEoUEVOTg
INVEGA 9 mg diokio TapateTouévng omodEoUeEnong
INVEGA 12 mg d1oKio TopaTETAUEVIG OTOJECIEVONG

TAMTEPIOOVN

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

Ka0g diokio mopotetapnévng amodEGUeLonc TePLEYEL 3 mg TOMTEPIOOVIC
Kabe diokio mopatetapévng amodEcpevnons Tepléyel 6 mg maAmepldovNg
Kabe diokio mopatetapévng amodEcpevnons Tepleyel 9 mg malmeptdovng
Kabe diokio mopatetapnévng amodEGeLonc TeplEyel 12 mg TaAimeploovng

3. KATAAOTI'OX EKAOXQN

Atwokia 3 mg
[Tepiéyel haktoln. BAéme ecOKAEIGTO PUALO 0INYIDOV YiX TEPIGGATEPES TATPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

30 d1oKio TOPATETAUEVIC OTOOECUEVOTG
350 d1okio TOPATETAUEVTG OTTOOEGUEVCNG

| 5. TPOMOX KAI OAOX(OI) XOPHTHEHE

AwPaote 10 PUALO 0INYIOV XPNOTG TPV Ol TN (PTOM.
Amo6 otouaTOC Yp1IoT
Na 10 Kotarivete 0AOKANPO, Vo NV T0 paodte, To kKoPete 1 to Opvuuarilete.

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

Na puidooetar o€ Béon, TV onoia dev PAETOVY Kot dgv Tpoceyyilovv Ta TAd1dL.

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

| 8. HMEPOMHNIA AHEHZ
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AHEH {MM/EEEE}

‘ 9. EIAIKEX XYNOHKEX OYAAEHX

Mn puAdooete og Beppokpacio peyaivtepn tov 30°C
Awnpeite T QLA KOAG KAEIGUEVT Y10, VO TPOGTUTEVETUL AT TV VYPOGia,

10. JATAITEPEX TIPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TOQN
YIHOAEIMMATQN ITIOY HPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

12. APIOMOX(OI) AAETAYX KYKAO®OPIAX

3 mg
30 dokia Tapatetapévng amodécpevong - EU/1/07/395/057
350 dwokia mopoteTapuévng amodéspsvong - EU/1/07/395/058

6 mg
30 dokia Tapatetapévng amodéouevong - EU/1/07/395/059
350 dwokio mapoteTapévng amodéapevong - EU/1/07/395/060

9 mg
30 dokia Tapatetapévne amodéouevong - EU/1/07/395/061
350 dwokia mapoteTapévng amodéapevong - EU/1/07/395/062

12 mg
30 dokia TapateTapévne omodéouevong - EU/1/07/395/063
350 dwokia mapateTapévng amodéspevong - EU/1/07/395/064

13. APIOMOX ITAPTIAAX

Moptida

14. TENIKH KATATAZEH I'TA TH ATAGEXH

DoproKeLTIKO TPOTIOV Y10 TO OTOI0 AMOLTEITOL LOTPIKT] GUVTOYT.

15. OAHI'IEX XPHXHX
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16.

IHAHPO®OPIEX XE BRAILLE
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B. ®YAAO OAHI'TQN XPHXHX
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DVALo odny1dV xpnong: IIAnpopopieg yia tov yprom

INVEGA 3 mg dioKia TapaTteTOpiVIS 0T00ECUEVONG
INVEGA 6 mg dioKio mapaTteTUREVIS ATO0ECUEVONG
INVEGA 9 mg dwoKia mapateTapévi|g amrodEGUEVGTG
INVEGA 12 mg 010Kio TopaTETAREVIS ATOOEGUEVOG

HoAmep1dovn

AP aoTE TPOGEKTIKG OLOKAN PO TO PUAAO 0ONYLOV YP1ONGS TPV UPYICETE VU TAIPVETE GVTO TO

PappoKo, o10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 CUG.

- DuidEte avtd TOo EUALO 0dNYIDV Yprone. Towg ypelaotel va to dwofdoete Eavda.

- Edv éxete meportépw amopieg, poTRGTE TOV Y10TPO, TOV PAPLOKOTOLO 1} TOV VOGOKOLO GOLC.

- H ovvtayn yio avtd 10 ¢approko yopnynnke amokAEloTIKG Yio 60G. Agv TPETEL VO ODGETE TO
@AaproKOo 6€ AAALOVS. MTopel va TOLg TPOKAAESEL BAAPT), KO KOl OTOV TO CUUTTOUOTO TNG
aoBéveldc Toug eivar 101 e ToL O1KA OO,

- Edv mapoatnproete kamoto avemBOunT evEpyELd, EVIUEPDGTE TOV YIATPO, TOV PAPUAKOTOLO 1)
TOV VOGOKOUO G0G. AVTO 1oy0el Kot Yo KAOe mhovi avemBOunTn evépyeia Tov OV avaPEPETOL
GTO TTOPOV PUALO 0dNYIDV Ypiong. BAEre mapdypago 4.

T epréyerl 1o Tapov GUAAO 00N YLOV:

T etvan to INVEGA a1 o gfvon ) xpnon tov

T péner va yvaopilete npv mhpete 1o INVEGA

Ilog va mdpete 1o INVEGA

[MBavég avemBounteg evépyeleg

[Mwg va purdcocete to INVEGA

[Tepieydeva. TG CLGKEVAGING KoL AOUTES TAT|POPOPIES

AR e

1. Tu givan To INVEGA kot wowa gival 1 yp1on Tov

To INVEGA mepiéyet tn dpaocTiki] ovsio moAmeptdovn, 1 0Toio oviKEL GTNV KoTnyopia TV
OVTLIYVYOCIKOV QOPUAK®V.

To INVEGA ypnowomoteitan yia tn Oegpaneia g oylloppévelog oe evihikes kot gprfovg nAwuciog 15
ETOV KL PEYAADTEPOVG.

H oyilogpévela gival o Statapoyn Le COUTTOUOTO OTWC OKOVGTIKEC, OTTIKEG 1 oloONTIKEG
yevdaonoelg (avtiAnyn TpayUdtoy To 0Toio dEV VTAPYOLY GTNV TPAYLATIKOTNTO), ECOOAUEVES
nemoldncelc, acLVNOIGTN KayLImoyia, KOWOVIKY arOcLPGT, AoVVAPTNTOS AGYO0S, KAl ETTESWMGT) TNG
GLUTEPLPOPAS Kal TOV cuvarsOfuatoc. Ta dtopa mTov mwhoyovy omd avt T dtTapayn WTopel emiong
va ooBdvovtor katdBiwym, dyyog, ooOnpate evoyng N Wuytkng £vIaomngc.

To INVEGA ypnowomoteita eniong yio tn Ogpaneio e oyillocuvatcOnuatiknig dlatapoyng o
EVNAIKEG.

H oyilocuvaicOnuatikn dtatopoayn eivor Lo Woyikn KaTdoTooT TV 0Toin £va, ATOU0 EKONAMDVEL Eva,
oLVOLOCUO CUUTTOUATOV oYILoPPEVELNS (OTMC OVTE OVOPEPOVTOL AVAOTEP®) KOl CUUTTOUATOV
dratapayng g 0160eonc (aicOnua vrepPoiikng evpopiag, aicOnua OAyNC, aicbnon avactdtwong,
SLIoTOGT TPOGOYNG, ODTVID, OMANTIKOTNTA, ATMAELN EVOLLPEPOVTOC Y10 TIC KOOMUEPIVES
dpacTNPLOTNTES, LILEPPOAIKE TOADC 1} Alyog VTTvoc, viepPorikd avENUEV N LELOUEVT] KOTOVOIA®GT
TPOPNG KOt EMOVALAUPOVOLEVEG CKEYELS VTOKTOVING).

To INVEGA umopei va fondncetl oty avaxobplon Tov GOUTTOUATOV TS 0cBEVELNC oG KoL VO, Ta,
EUTOOIOEL VO ELPAVIGTOVV EAVAL.
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2. T péner va yvopilete mpv wapete To INVEGA

Mnyv napete o INVEGA
- 0€ MEPIMTOON CALEPYIOG OTNV TOMIEPIOOVT], TN PLOTEPIOOVT 1| GE OTOLOONTOTE GALO amd Ta
GLGTATIKA CLTOV TOV PAPUAKOL (avapEPOVTOL GTNV Tapdypapo 6).

IIpogrdomon|cElg Ko TPOPULAGEELS

AmevBuveite otov Y10TpO, TOV POPLOKOTOLO 1 TOV VOGOKONO cag pty whpete To INVEGA.

- Ot acBeveic pe oyillocuvatcOnuatiky dtotapayn Tov akolovdovv Bepaneia pe To PAPHAKO
oVTO TPETEL VO TOPAKOAOVOOHVTOL TPOGEKTIKA Y1 TOOVY EVOALUYT OO GUUTTMUOTO LOViog
G€ GUUTTOUATO, KOTAOAYNG.

- To papuaxo avtod dev Exel pedketnbei oe nAikiopévoug acbeveig pe dvola. ot6G0, 01
nAkiopévol acteveic pe avola mov akoAovbovy Oepameio e GALO TUPOUOLOV TOTOV PAPLLOKAL,
umopei va eppaviovv avénpévo Kivouvo ayyelakol eyKePAAKoy nclcodiov 1| Bavdartov (PAére
Tapdypoo 4, mbavég avemBounteg vEPYELECS).

- gdv &yete vooo tov Ildpriveov 1 Avou.

- €4V €xete d10yvwOTEL 0TO TOPELOOV e UI0, KOTAGTOOT TG OTTOL0C TO GULTTM 0T,
weptlapfavouv vymin Beppokpacio cOUATOG Kot LIk dvokapuyia (emiong yvootn og
Kakdonbeg Nevpoinmtikd Zovdopopo).

- €av €xete PLOOEL AVAOUOAEG KIVIGELS TNG YADGGOC 1| TOL Tpocmmov (Bpadvkivnoia).

[péner vo yvopilete 0TL Kot 01 V0 QVTEG KOTOOTAGELS UTOPEL VoL TPOKANO0VY 0d avTdV TOV
TOTO POPUAEKOV.

- €av yvopilete 01 glyate younAd enineda AEVKOKVTTAP®Y 6T0 TPV (Tov pmopel va elyav 1
va unyv giyav TpokAndel amd dAlo pappoKa).

- €av glote daPntikdc N Exete mpodiabeom yo Swafn.

- €av mdoyete amd kapdlokn voco 1 Aappdvete Bepamneio yio Kapdiokn vOGo oL cag TPodtodiTel
Yo YOUNATY apTNPLOKT TTEo.

- €qv €xete emANViaL.

- €4V €xeTe KATOL S1OTAPOYT OTNV KOTATOGT), TO GTOUAYL ] TO £VIEPO, TOV EAATTMVEL TNV
TKOVOTNTA GOG VO, KOTUTIVETE 1) EUTOSILEL TIC TPOPEG VAL TEPVOVY PLGLOAOYIKE, KOTO UKOG TOV
EVTEPOVL.

- eav €xete aobéveieg mov oyetilovtan pe didppotia.

- €qv €xete vePpikd TpoPAnpaTa.

- €4V €xeTE NTATIKA TPOPANLLATAL.

- €4V €xete TapATETOUEVN KOUT Emimovn oTHo.

- eav &yete duokoia otn pLOON TG KeEVTPIKTG Bepokpasciog TOV cOUATOG 1 VTEPBEPLLAVON.

- €4V £YETE APVOIKO VYNAO ETTEDO TNG OPLOVIG TPOAAKTIVIIG GTO aiplo oag 1 €4V Exete Evay
0yK0 oV TOOVOS e€aPTATAL OO TNV TPOACKTIVY.

- €4V €ogig N KATO10G GALOG GTNV OIKOYEVELL OaG EYEL 1I0TOPIKO BpouPov aipatog, kKabng ta
AVTIYOYMGIKG EYOVV cLGYETIOOEL e To oynuatioud Opoupwv aiparoc.

Edv éyete omowadnmote amd 0TS TIC KATAGTACELS, TapaKoAeiode va culntnoete [ie ToV Y1Tpd oG,
KaBdg avtdg/M propel vo BeAnoeL va TPOoapUOGEL TN 000N 600G 1| VoL Gag TapoKoAovOel yia Atyo.

Kabng mapatnpndnkoy mold ondvia oe acbeveig mov Emapvay 1o INVEGA, emkivovva yopmAioi
aptBpol opiopévon €160Vg AEVKOKVTTAP®Y TOV YPEALOVTOL Y10l VO KOTOTOAEUTCOVV TIC AOIUADEELS GTO
aipo 6og, 0 YITpog 60G UTOPEl va EAEYYEL TOL EMIMESD TMV AEVKOKVTTAP®OV GOGC.

To INVEGA pmopei va cog mpokarécel avénomn Papovg. H onpoavtiky avénon Bapovg pmopei va
EMNPEACEL 0pVNTIKG TNV VYElR oag. O y1Tpdc GoC TPETEL VO LETPA TAKTIKE TO COUATIKO oag BApoc.

Kabng o caxyoapmong dafnng 1 1 emdeivioon Tpodmdpyoviog oakyapmdovg dafntn Exovv
napotnpndet oe acbeveig mov Emaipvay INVEGA, o yiotpdg cog mpénet va eAEYYEL Yo onUein VYNAOY
EMIEdV GaKyApov 61O aipa. Xe acOeveic pe Tpobmbpyovto cakyapmon PNt Tpénel va
mapokorlovdeitan Taktikd 1 YAvkoln oto aipa.

Kotd m dudpkela yeipovpykng enépufaong 6To UATL yio TV GVIUETORTION TG BOAMGONE TOL EOKOD
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(xotappaktng), n kK6pn (o pavpog dickog mov Ppicketol 6To HEGOV TOL UATIOV) Popel va, unv avénOel
oe péyebog 600 ypetdletal. Emiong, n ipda (to ypopatictd TUREO TOL HOTIoN) UITOPEl VO XOALPDCEL
Katd T d1apKELD TNG EMEUPOOTG KOl AVTO pmopel va odnynoet o€ PAAPn oto pdrt. Edv
npoypoupatilete va vrofAndeite o yelpovpyikn exéuPacn 6to Ut EVNUEPDOTE TOV 0QOUALIOTPO
o0 OTL AapPAveTe VTO TO PAPLOKO.

Iowoa ko £enpor
To INVEGA dgv mpoopiletar yia ypron o€ mondid kot pnfoug kdtm tov 15 e1odv yuo ) Oepameio tng

oyoppévelag.

To INVEGA dev mpoopiletar yia yprion o€ mondid kot €pnoug mov eivol Kato tav 18 etdv yio ™
Oepaneio g oxlocuvatcOnuaTikng doTapoyng.

Av16 ovpuPaivel emedn dev givar yvwotd edv 1o INVEGA egivol ac@aiés 1] 0TOTEAECUATIKO GE QVTEC
TIG NAKLOKESG OUAOES,

Alha @éppoxa kot INVEGA

Evnuepdote tov yotpod 1) TOV QopUaKOTOld 0aG AV TUIPVETE 1] £XETE TPOCPOTU TAPEL AL PAPLLOKCL.
Mmropel va, eLeavIcToOV OVOUOAIEG 0TV NAEKTPIKT dpacTNPLOTNTA TG KOPOLAg OTAV ALTO TO
@apuoKo Aappdvetor e oploUEVE PAPUOKE TNG KAPOLAS TTOL EAEYYOLV TOV KOpOlakd puOuod, N ue
0pPIoUEVA E10T) PAPUAK®Y OTTMG TO, AVTIIGTOUIVIKG, TO QAPUAKE VIO TNV EAOVOGia 1| GAlY
OVTIYVYOOIKA.

A&gdopévo OTL TO PAPIOKO 0VTO dPa KLUPIMG OTOV EYKEQPAAD, UTOPEL VoL ELLpaVIoTel oAANAETIOpOoT LE
Ao eappaka (1 aAKoOA) Tov dpovv aTov £YKEQOAO e&attiog Tng afpoloTikng dpdong ot Agttovpyia
TOV £YKEQPAAOV.

AgdOpEVOD OTL TO PAPLOKO OVTO UTOPEL VO TPOKOAEGEL LEIOT) TNG QPTNPLUKTG TIECTG, GUVIGTATL
Tpocoyn 6Tav To0 GAPUAKO aVTO Aaufdavetol pall pe Ao APHOKO TOV TPOKAAOLV LEIDOT) TNG
OPTNPLOKNIG TTiEoTG.

To @dpuoko ovtd PTopel va EAUTTMOGCEL T OPACcT] TOV PAPUAK®V TOV AdpBdvovtal yio T VOGO Tov
[Tapxivoov kot T0 cHVOpopo avioLY®V TOdOVY (TT.X. AePovTona).

O1 emdpacelg ALTOV TOV PAPUAKOL UTOPEL VAL EXNPENCTOVV EQV TAIPVETE PAPLAKO TOL ENNPEALOVY
TNV TOYOTNTA TNG YOOTPEVIEPIKNG Kivnong (1., LETOKAOTPaLLION).

Otoav 10 edpuaxo avtod yopnyeitarl poli pe fornpoiko, npénel va eEetdletor o evogyOUeEVO peimong
g 060NG TOV PAPLUAKOV AVTOD.

H ypnion ¢ promep1ddvng omd to otopo pali pe ovtd 1o ehpuoko dev cuviotdral kabdg o
GLVOLOCUOG TV OVO PAPUAK®Y UTOPEL VO, 001 YNOEL 08 QLENUEVES OveEmIBOUNTEG EVEPYELEC.

To INVEGA mpémet va ypnGUOmoLEital Le TPOoooyn Le pAPLOKa TOV avEGVOLV T dpacTnpLoOTNTO, TOV
KEVIPIKOD VEVPIKOV GUGTNUATOG (WUYOOIEYEPTIKA OTT™G 1| LEBLAPUIVIOATN).

To INVEGA peg owvonveopotmon
0, OLVOTIVELLOTMOT TPETEL VO OTOQELYOVTOL OTaV AapPavete avtd 10 @apuaKo.

Kinon ka1 Onioopog

Edv giote éykvog 1 OnAalete, vopilete 0t1 umopei va giote £ykvog 1 oxe01ALETE VO OTOKTHGETE TOUd,
{ntote TN GUUPBOVLAN TOL YTPOV T} TOV POPLOKOTOLOD GG TPV TAPETE OVTO TO PAPUAKO. AgV
TPENEL VO, TAPETE AVTO TO PAPLOKO KATA TN SAPKELN TG EYKVHOGVVIG, EKTOG KOl 0LV TO EXETE
ou(NTNoEL TPOMNYOLUEVAC LE TOV YaTpd oag. Ta akdAovo countdpata sivorl Tavo va epeavicbovy
G€ VEOYEVVITO, LOPA, TOV OTTOLMV Ol UNTEPEG EYOVV YPTCLUOTOGEL TAATEPLOOGVT GTO TEAEVTAIO
Tpiunvo (oToVG TEAEVTAIOVG TPELG UNVEG TNG EYKVIOGUVIG TOVG): TPEUOVAO, LLIKT SuoKapyio Ko
advvapio, vevniia, o1Eyepon, TPOPANUATA OVOTVOTG KOl JLGKOAIN 6TV TPOSANYN Tpoe1S. Edv To

50



LOPO Gag aVOTTLEEL OTOLOONTOTE OO QLTA TO GUUTTMOUOTO UTOPEL VO YPELOOTEL VO, ETIKOVOVIGETE
LLE TOV Y10TPO GOG.
Agv mpénetl va OnAalete v AouPavete antd T0 PAPUOKO.

00nyNoN Ko (EPLOROS PN OV LATOV

Koatd ™ dudprela g Oepaneiog pe avtd 10 QApUAKO HTopEl Vo TapovslacTovy (AAn Kol TpofAnpata
opaong (PAéne mapdypago 4, mbavég avembOunteg evépyeleg). Avtd npémel va Anedel vToyT o€
TEPIMTMOGELG TTOL OMOLTEITOL TANPNG EYPIYOPON T.Y. OTav 0d1yeite avtokivnTo 1 yepileote

LU oVLLOTOL.

To dokio Tov 3 mg Tov INVEGA mepréyer haktoln

To dwokio T@v 3 mg AVTOV TOV PAPUAKOL TEPLEYEL AaKTOLN, éva €1d0g cakydapov. Edv cag &xet met
yYTpodg 0Tt £xete duoaveia G€ OPIGUEVO. GAKYOPA, ETIKOVOVIGTE UE TOV YIOTPO GUG TPV VO, TAPETE
0VTO TO PAPLLOKO.

To INVEGA mepiéyel vatpio
To @appaxo avtd mepiéyel Arydtepo amd 1 mmol vatpiov (23 mg) ava diokio, gival avtd wov
ovoudlovpe «erevBepo vatpiovy.

3. Iog va napete 10 INVEGA

[Tavtote vo Toipvete TO QAPUOKO OVTO CVOTNPG GUUPOVO UE TIC OONYIEC TOV YIATPOV, TOL
QOPLOKOTOL0V 1] TOV VOGOKOLOV GOG.

Xp1on o€ evijkeg

H ocvvietdpevn doom oe evijhikeg givar 6 mg pio popd tnv nuépa, Aappavouevn to tpwi. H 6o
umopei va avénbei 1 va, petwbei amd tov yraTpd oag evidc Tov gupovg d0cemv omd 3 mg £mg 12 mg
pio popd v nuépa yo T oxloppévela | and 6 mg g 12 mg pic popd TNV NUEPA YidL TN
oyloocvvorcOnuatikn dtozapayn. Avto eéaptdral amd T0 1060 KUAR TO PAPLOKO PO GE GOC.

Xpijon oz e@nfoug
H ocvvietdpevn d6on évapéng yio m Bepaneio g oyiloppévelag og epnPouvg nhikiag 15 eTdv kot avem
glvar 3 mg pio@opd v nuépa, Aappavouevn to Tpoi.

IMa gpnPovg pe Bapog 51 kg 1 meprocodTepo, 1 d6om pmopel va avéndel eviog Tov bpovg TV 6 mg
¢ 12'mg pia eopd v nuépal.

IMa epnPoug pe Bapog Atydtepo amod 51 kg, n d6om pmopet va avénbet e 6 mg pio popd TNV NuUéPa.

O ywatpog oag O amopacicel 1060 va cog dmael. To mocd mov Bo AdPete e€optdtorl amd T0 TG0
KOAG TO PApLaKO dpa GE Gag.

Iog kol wote va wapete To INVEGA
To @apuaxo avtd mpémet va Aappdvetor amd To oToua, vo Kotamivetal olokinpo pali pe vepd 1 dAda
VYPA. Agv TPEMEL VO TO LOGATE, VO TO OTATE 1) VoL TO Opvupatilere.

To eapuaxo ovtd npénet va Aappdvetot kabe Tpwi pali pe 10 TpOvo N x0pPic TPMIVO, AAAY LE TOV
1010 Tpdmo KAOe pépa. Mnv evoALAGGETE TOV TPOTO AYNG TOL PAPUAKOV 0TV, AAUPAVOVTAG TO TN
pio pépol Ue TPOIVO KoL TNV GAAN Y®pic TPOIVO.

H dpaotikn ovoia,  molmeptddovn, StaAdETAL LETE TV KATATOOT Kot TO TEPIBANUA TOV d1oKiov
OTOUAKPOVETOL OO TO SO G GpNOTO VAIKO.

AcOgveig pe veppikd tpofinpato
O y10tpOg 00G UTOPEL VO TPOSAPUOGEL T HOCT) TOV PAPUAKOL GOG COUP®VA LE Tr) AELTOVPYIL TV

VEQPOV GG,
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Hiwopévor
O y10Tp0O¢ 6aG UTOPEL VO LELMGEL TN SOGT TOV PAPUAKOL GaG, AV 1 AEITOVPYIL TOV VEPPOV GaG Eival
HELOUEVT.

Edv napete peyorvtepn 66on INVEGA amé Ty kavoviki

Emcowvoviote apuéomg pe tov yiorpd coc. Mmopel va epgavicete vavniia, KOTOoT, OVAOUUAES
KIWVIGELS TOV GMUOTOC, TPOPANUATO 0T oTdor Kot T Bddion, {ain eEottiog YapnAng apTnplaKig
TEoNG Kol OVOHOAOVS KAPILOKOVG TOALOVG,.

Eav Eeyboete vo mapete 10 INVEGA

Mnv népete SmAn 6661 Yo VoL AVOTANPOGETE T 0601 Tov Egxdoate. Edv mopaieiyate pia doo,
whpeTe TNV EXOUEVT HOCT| TNV EXOUEV MUEPA OTTO VTNV KOTA TNV ool dgv mpote T 060n. Edv
mapoleiyate 600 1 TEPIGGOTEPES DOGELC, EMKOIVMOVNOTE UE TOV YIUTPO GOC.

Edv otapotiocete va naipvere to INVEGA

MnVv GTOpaTHGETE VO, TOIPVETE AVTO TO PAPLOKO KAODC O ammAESETE TIC OPACELS TOV PAPUAKOL. AgV
TPEMEL VO OLOKOWETE TO PAPUAKO QVTO, EKTOG KOl OV GO TO TEL O YLOTPOG GOG, EMELDN TO GUUTTOUATO
60G HUmopel va, EMGTPEYOLV.

Edv éxete meplocdTepeg EPMTNCELG CYETIKE LLE T YPTOT GVTOV TOL PUPUAKOV, POTHGTE TOV YIATPO,
TOV QOPLOKOTOLO 1] TOV VOGOKOUO GOLG.

4. MBavéc avemBOuNTEG EVEPYELES

Onwg dha To pApLOK, £TGL KOL GVTO TO QAPUAKO LITOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, AV
ka1 6gv Topovclalovtal 6€ OAOLE TOVG AvOPMITOVC.

Evnuepoote Tov Y10Tpo 605 ApEcmg eqv:

o napovcidoete Opoppovg otig AEPReC, 101K oTa TOS10 (T CLUTTOUATO TEPIAAUPAVOVY
mpné&o, TOvo kat pudpdmra oTa TOAW), 01 0TToioL UTOpPEL Vo, LETaKIYN OO0V HECH TMV
ALLOPOPOV AYYEIDMV GTOVE TVEVIOVEG TPOKAADMVTAG TOVO 0T0 6T Hog Kol SLGKOAMA GTNV
avanvor]. Edv mapatnpnoete onotodnmoTe amd ot To COUTTOUATO avalNTHOTE WTPIKN
GLUPBOVAN apécmG.

. £YETE AVOL0L KOl TTOPOVGLAGETE EQPVIKT AALAYT GTN VONTIKY GO¢ Katdotaon 1 Eaevikn
advvapio 1 Hovdo A 6TO TPOGMTO, TOVG Ppayioveg 1 Ta THdA, KA otV pio TAgvpd, N
GUYYLOT GTNV OLUALD, GKOUT KoL Y10, KPS XPOVIKO Stdotno. Avtd umopei va givat onpeio
EYKEPOAMKOV ETEIG0d10V.

o TOPOVGIACETE TVPETO, UVTKT VoK, EPIdpmON 1 LEI®HEVA EMimEdH cuvEIdNoNG (Hia
dwtapayn n omoia ovopaleton «Kokdnbeg Nevpoinmtikd Zovopouor). Mmopel va ypetootel
apeon atpikn Pondeto.

. €lote AvOpaG KOl TOPOVGLACETE TOPOUTETAUEVT 1] ELDOOLVT GTOGT. AVTO OVOUALETAL TPLOTIGLOG.
Mropet va, ypelactei dueon wotpikn fondeia.

. TOPOVGIUCETE OKOVGLEG PLOKEG KIVIOELS TG YADGGOG, TOV GTOLOTOG KOl TOV TPOCHTOV.
Mmropei va, ypelacTel VoL GTAUOTAGETE TNV TOAMTEPLOOVN.

o TOPOVGIACETE e GoPapn aAAePYIKN avTidpacn Tov yapoktnpiletal omd TupeTd, TPNOUEVO

OTOUM, TPOCMOTO, YXEIAN 1 YADGGA, SUGKOAIN GTNV AVATVOY|, KVNGUO, dEPHOTIKO eEAVOT LA Kot
LEPIKES POPEC TTMOT TNG APTNPLKNG TiEST S (TOV ATOTELODV LU0 «OVOQVAOKTIKY AvTIOpaom»).

MoAv ovyvéic: pmopei va exnpedoovy teprecétepa amd 1 ota 10 aropo

o dvokoAio oto va koyunbeite 1| vo Topapeivete Koyouévol

. TOPKIVGOVIOUOS: AVTN 1) KATAoTOOT Uopel vo teptiapPdvet apyn 1 Lelouévn kivnon, aicnon
dvokopyiog 1 oEIEIHOTOG GTOVG HOES (TPAYLLO TOV KAVEL TIG KIVIOELS GOG CTACHMOKEG), Kot
UEPIKEC POPEC aKOUa Kal aicOnon OTL «oydve 1 kivion kot petd Eavaekva. AAAa onueia
TOV TOPKIVGOVIGUOD TTEPIAaUPivouy apyd, cuptd Padicua, TpéLovio dtav €icTe o€ Npepia,
avénuévn TocoTNTO GAMOL Ko EKPOT) GAALOV, KOl OTOAELL TG EKPPUCT|G GTO TPOCMOTO.
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ovnovyio

aioBnomn vrvniiog | LELOUEVNG EYPTIYOPONC
TOVOKEPAAOC,

Yoyvég avemOOunTeg evépyeres: pmopel va exnpedoovy £0g kot 1 ota 10 aropa

Aoipwén tov Bopaxa (Bpoyyitidn), CLUTTOUATA KOWVOD KPLOAOYLOTOC, AOTHMEN TOV KOAT®OV
TOV TPOCMOTOV, OVPOAOTUWEN, aicOnom 0Tl Exete ypinn

avénon Bapovg, avénuévn 6peln, ammiela PApovg, Lel@UEVT OpeEN

gupopikn 01d0eon (navia), evepedioTdTNTA, KOTAOAWYT, GryYOG

dvotovia: Avt gival pio Kotdotaon Tov TEPIAUUPAVEL ApYES 1] TOPOATETAUEVEG AKOVGIEG
oLOTACELS TOV LMV, [Taporo oV pmopel vo apopd G€ 0TOL0ONTOTE UEPOC TOV GMUOTOC (Kot
umopel vo 00MyNoEL € aPOGIKT GTACT TOL CAOUNTOG), 1| SLGTOVIO LYV APOPE GTOVG LDEG TOV
TPOCHOTOV, CLUTEPILOUPAVOUEVDY OQUCIK®V KIVIGEDY TMV LOTIDV, TOL GTOUATOS, TNG
YADGGOG 1 TNG GLOyOVOC.

CoAn

dvokwvnoia: Avtni eivon pio katdotaoT Tov TepAapPavel akoVo1EG LVTKEC KIVAGELC Kol UTOPET
va TEPIAaPAVEL ETaVOLAUPAVOUEVES, CTAGTIKEG 1] GUGTPOPIKEG KIVIOELS, 1) CUOTAGELC.
TPOUOC (TPEOVAD)

Ooumm 6paon

SLOKOT TNG ay@YWOTNTOG METAED TV AV KO KATO TUNUATOV TNG KAPSIAS, U1 GUCIOAOYIKN
NAEKTPIKT Qy®YWOTNTO TNG KAPIAG, Topatacn Tov dwotnuatog QT amd v koapdid cag,
apyOg Kopolakog puiuds, Yp1yopog Kopdtakog puouodg

YOUNAR apTNpLoKY Tieon otay 6TékeaTe (CLUVETMG, OpIGHEVOL AvBprmot tov Ttaipvouy INVEGA
umopei va aioBavBovv advvapio, {aAn 1 propel va AmoBvpncovy 6tV 6TéKovVToL 1] OTaV
onkmbovv pbiot amdTOU), VYNAT 0PTNPLOKT] TTiESN

TOVOLOLLLOG, P0G, PLVIKT] CLUUEOPTON

TOVOG GTNV KO, SuoOopio GTNV KOWALE, EUETOC, VALTIN, SLOKOIAMOTNTA, d1dPPOLa, SOLVCTEYID,
Enpootopia, TOVOOOVTOC

aLENUEVES NTTOTIKES TPAVOOUIVAGEG GTO OOl GOG

oayovpa, e&avinuoa

TOVOG GTO 00TA 1) TOVG PVES, TOVOG GTNV TAATY, TOVOG OTIG ApOpDGELg

OTMOAELD ELPMVOV POGEDV

TLPETOG, advVaia, KOT®OT (kKovpaom).

Oy ovyvég avemOounteg evépyeles: pmopel va ennpeacovy g ko 1 ota 100 dropa

mvevpovia, AoiHmén TV 0gPoPOP®V 00AV, AoTH®EN TG KOGTNG, AoiUmEN TOV aVTIoV,
apvydoritidn

Leimon Tov aplBRo TOV AEVKOKLTTAP®V, LEI®MON TOV AUOTETOAI®V (KVTTAP®V TOL aipaTog
7ov Bonbovv va otouatd 1 apoppoyia), avaipio, peiwon tav epudpmv apoceapiny

10 INVEGA umopei va cog avénoet ta enineda piog opudvng mov ovopdletot «polaKTivi Kot
avevpiokovtal pe e£€TaoT AiUATOG (TPAYIE TTOV UTOPEL VO TPOKOAESEL 1] VO U1V TPOKAAECEL
copntopata). Otav epeavifoviol copunT®pato ovénpUévng Tpolaktivng, Uropet va
nepopPavouv: (6Tovg Avopeg) SIOYKMGT TOV LOCTMV, SVOKOAIN 6TV enitevén N

ST pnon otvce®V, N AAAN ce&ovaiikn ducAettovpyia, (GTLG YOVAIKEG) SVGPOPIN GTOVG
LOGTOVG, S10pPOT] YOAOKTOG OO TOVG LAGTOVG, AMAELN EUUNVEOV POGEMV, 1| GAAN TPOPAN LT
LE TOV KOKAO 00G.

dwafrtng 1 emdeivoon Tov SNy, VYNAO GAKY0POo GTO aifa, avENUEVN TEPIUETPOC LEOT|S,
ammAelo OpeENg mov 0dNyel € KoK SLOTPoPT| Kot YOUNAd cmuatikd Papog, vynid
TpryAvkepidia (Ainn) oto aipa

dloTapayn otov VIVO, GUYYLOT), LELWUEVT GEEOVOAIKT] OPLLT], VIKOVOTNTO VO, PTAGETE GE
opyaoud, veupikdTNTa, EPLIATEG

Bpadvkivnoia (cvondoeig N Tvdypato mov dgv uropeite va eEléyEete 610 TPOSOTO, TN YADGGO
N GAlo uépn tov cdpaTdHS 60c). Evnuepmote tov y1atpod cog ouécms €AV ELPAVICETE Un
NBeAnuéveg puBKEg KIVIOELS TG YADGGOG, TOL GTOUOTOG KOl TOV TPOc®Tov. Mropet va,
ypewotel 1 drakonr tov INVEGA.
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omacpog (kpioelc), Amobupia, pio addKomn TAoT Vo KIVEITE UEPT) TOV GMUATOC Gog, (AaAn OTav
OTEKEDTE, JLATOPOYT OTNV TPOCOYN, TPOPANLATA [E TNV OUIAiD, OTOAED 1 APVGIKT aicOnom
NG YEVONG, LELOUEVN aicONomn TOL SEPUOTOC GTOV TTOVO Kot TNV AT, aicOnon popunykioong,
TOUTNUATOG 1] LOVSIACUOATOG GTO SEPLLOL

VIEPELALGHNGIN TOV HOTIOV GTO MG, AOTUMEN TOV LATIOV 1) KOKKIVA PATIo, ENpoTnTa TV
HATLDV

aioOnon mepiotpoenc (iktyyog), PoViGHO GTO AVTLA, TOVOC GTU QVTLA

AKOVOVIGTOG KOPOLaKOS pOUOC, U PLGTIOAOYIKT KATAYPAPT TG NAEKTPIKNG OpaUoTNPLOTNTIS
g Kopdidg cag (niextpoxapdioypaenuo | HKI), aicOnuo gtepovyicpotog 1 Suvotmdv KTOTmV
010 6tN00¢ cag (aicOnua TaAUDVY)

YOUNAT apTnplokn wieon

dvomvola, cuptypdc, apoppayio omd T poT

SOYKOUEVT YAOOGO, AOTU®OEN TOV GTOUMYOV 1 TOL EVIEPOV, OVGKOAO GTNV KOTATOON,
VIEPPOAIKT TOGOTNTO ALEPIOV 1 TVUTOVIOUOS

avénuévn GGT (éva nraticd Evivpo mov ovopdaletol Y-yYAOUTAUVATPOVGOEPAGT)) GTO OO GOG,
avénuéva nrotid Eviupo 6To aipo Gog

Kkvidwon (M «kvidwtikd eEavOnuay), TprydnTmon, éklepa, aKun

avénomn tov CPK (kpeativopmcpoKkivacnc) oto aipo cag, Evog eviduov mov anelevbepovetan
HEPIKES POPEC KATA TN O1A0TACT TOV HVAV, HVTKO1 oacpol, Suokapyio Tov apbphdoewy,
TpNnéo oTig apBpioelg, aduvaior GTOVE LOEC, TOVOG GTOV OLYEVA

akpdrela (EAeYN EAEYYXOV) 0VP®V, GLYVY OVPNOT], AVIKOVOTNTE V1oL 00PNOT), TOVOS KUTA TNV
ovpnon

GTLTIKT SLCAEITOLPYIQ, SLOTOPUYN TG EKOTEPUATIONG

am@AELN oplOpoD Euunvev pOcEV 1 GAAL TPOPANLOTA LE TOV KOKAO 6o (Yovaikeg), EKkpion
YAAOKTOG At TOVG LAGTOVG, GEE0VOAIKT] SLVGAEITOVPYIN, TOVOG GTOVG LOGTOVG, SOVGPOPIN GTOVG
HOOTOVG

TPNEWO TOV TPOCSHTOV, TOL GTOUATOG, TOV LATIOV 1] TOV XEM®V, TPNEO GTO COUA, TO YEPLLL
N T0 TOd

piyn, avénon ot Oeppokpacio T0L COUATOG

oAloyn GTOV TPOTIO OV TEPTATATE

aioOnon diyog

wovog 610 Odpaka, Svoeopia oto Odpaka, aichnon Kakovyiag

TTAOON.

Yravieg ovemOuunTeg evépyereg: pmopei va exnpedosovy g ko 1 ota 1 000 dropa

Aolpmén Tov paTiov, Aolpoén Tov voxidv amd poKnTes, AoUoén Tov SEPUATOG, PAEYLOVT] TOV
O£PLOITOC TTOV TPOKAAEITOL OTTO OKGPEN,

EMKIVOLVO YOUNAOC aplOUOC EVOC GUYKEKPLUEVOD TOTTOV AEVKOKLTTAPMV TO, 0TTOi0, ¥peLalovTtal
Y0 TNV KOTOTOAEUNGOT) TV AOIUDEEMV GTO OO GOG

UEI®GN TOL TOTOL TV AEVKOKLTTAP®Y TTov fonbovv 6TV Tpoctacio 6ag amd TIG AoUMEELS,
avénon Tev NoovoPIAeV (evog £1000g AEVKOKVTTAP®V) GTO QiLo. GOg

cofapn aAiepyikn avtidpaon 1 omoia yapaktnpiletot amd mupetd, TPNEO GTO GTOA, TO
TPOCMTO, TO, XEIAN 1 TN YADOGW, SVGTVOLN, POYoVPa, OEPUATIKO eEAVONILO KoL LEPTIKES POPES
TTOON TNG OPTNPLOKNG TESNS, OAAEPYIKT OVTIOPAOT

GAKYAPO GTO OVPU.

OKOTAAANAY EkKplom piog opudvne mov EAEYYEL TOV OYKO TV 00pV

ameANTKéG Yio T o1 EMITAOKEC 0o U EAEYYOUEVO OLofNTN

EMKIVOLVO VITEPPOAIKT TPOGAN YT VEPOL, YOUNAO GAKYAPO OUUATOS, VITEPPBOAIKT TPOGANYN
VEPOU, 0LENUEV YOANGTEPOAT GTO LD GOG

vvoPacia

amovcia Kivnong 1 aviandkpiong evooo giote Eumviot (Katatovia)

EMenym cvvaisOHfuoTog

KaKOM0eg VELPOANTTIKO GUVOPOLO (GVYYLOT, LEION 1 AT®AELD GLUVEIdNOMG, VYNAOS TLPETOG
Kol GoPopr Loikn SvoKayio)

UTMAELN GUVEIONOTG, JLATAPOYT TNG IGOPPOTING, U1 PVGIOAOYIKOC GUVTOVIGUOG
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o TPOPANLATO LLE T UOPOPA. OLYYELD TOV EYKEPAAOV, KO AOY® U1 EAEYYOUEVOL dtanTn,
EMeym avtamdkpiong ota epediocpata, YoUnAd enimedo cuVeIdNONG, TPEUOVAO TOV KEPAALOD

o yhaokopo (avénuévn ticon péoa 6to BoAPo Tov patiod), avénuéva daKkpva, KOKKIVIGU TOV
LOTIRV, TpoPAN AT Le TNV KIVIoT TOV LATIOV COG, TEPIGTPOPT] TOV LATIOV

o KOATIIKY] LOopopLyn (U1 UGL0A0YIKOG Kapdlakds puOUdg), Yp1Yopos Kapdtakog puluog otov
OTEKEDTE

o Opoupor otig PAEPec, e1d1Kd oTa TOSK (TO CLUTTOUATA TEPIAAUPAVOLY TPTELLO, TOVO KoL
gpLOPOTNTA GTO TOSILL), OL 07001 UTOPEL VO LETAKIVIO0DV UEGH TOV ALILOPOP®V Oy YEIMY GTOVG
TVEDLOVEG TPOKOAMVTAG TTOVO 6T0 6TNH0G Kol SuoKOAlD TNV avamvon. Edv mapatnproete
OTOL0ONTOTE OO AVTA TOL CUUTTOMUOTO OVALTNOTE 1UTPIKT GVUPBOVAN AUECMG

o HE®UEVO 0EVYOVO og PEPT) TOV CAOUATOG (AOY® TNG HELOUEVNS poNG aipatog), EEaym

o dVoKOoAia OTNV avaTVoT KATd T S1dpKeLD TOV HITVOL (AITVold DITVOL), YPTYOPN, PN OVOTVOT

. TVELUOVIO, TTOL TPOKOAEITOL ATTO TNV EIGPOPNOT] PAYNTOV, ATOPPUEN TOV AEPOPOPOV 00DV,
doTapayn ™S POVIg

. amoQpacn EVIEPOV, OKPATELD KOTPAV®VY, TOAD OKANPE KOTPAVE, OToVGio Kivnieng Tov Hodc Tov
EVTEPOVL 1] OTOl0L TPOKAAEL OMOPPaALN

. KITPIVIGUO TOV SEPIOTOC KOl TOV LTIV (TKTEPOQ)

. QAEYLOVT] TOV TTAYKPEOTOC

o cofapn aArepyikn avTidpaot pe TpIEWOo oV Umopel vo TEPIAAUPAVEL TO AdPVYYQ Kot Vo,
TPOKAAEGEL OVGKOALD GTNV OVOTVOT

o mhyvveon Tov dEpUatog, Enpodepiia, EpuOPOTNTA TOV HEPLATOC, OTOYPMUATIGUOG TOL SEPHOTOC,
VIQAOES e Qayovpo. 6TO KPOvio 1} To dépua, TiTupioa

o SIOTOGT TOV UWOTKGV VAV Kot TOVOG 6Tovg MHES (pafoopvdivot), Un eUGLIOAQYIKT GTAGT
GMUATOG

. TPLOMIGHOC (pia TopaTeTapUEVN oTOOT TEOLE 1] OTOl0 UTOPEL VO YPELNCTEL YEPOVPYIKN
OVTULETMTION)

. AVATTLEN TOV LACTAV G AVOPES, SOYKMOT TV 0OEVAOV GTOVS LOOTOVS GOG, EKKPLOT 0O TOVG
UOGTOVC, KOATIKO EKKPLLLLLO

. KaBvoTéPNON OTIG EUUNVES PUCELS, SIOYKWOOT) TOV LAOTOV

o TOAD yapmAn Beplrokpacio coOpRToC, Leimon g Oeprokpaciog ToL COUATOG

. GUUTTOHOTA OO ATOGLPOT] PAPLLAKOV.

Mn Yvo6TéG: 1 60y voTINTO 08V propel vo ekTiun el pe Baon Ta Srabéopa dedopéva
. GLUPOPNON GTOVG TVEVLOVEG
o avénuévn wvoovivn oto aipa cog (pio oppodvn Tov ELEYYEL TO EMIMESD COKYAPOV OTO QipLaL).

OraxorovBeg avemBounteg evépyete mapatnpenONKay Katd T S1dpKeLd TG XPNONG EVOG GALOL
PapuaKov To 0moio oVOUALETOL PLOTEPIOOVN KOl TO OTTOT0 £YEL OPKETEG OUOLOTNTES LIE TNV
TaMTEPLOOVY, omoTE umopel emiong va mapatnpnboiv pe to INVEGA: oyxetilopevn pe tov Hmrvo
doTapayn TPOGANYNS TPOPNG, AALD, €ION TPOPANUAT®V UE T OLUOPOPA OYYELD TOL EYKEPGAOV,
TPLYUDOEIS YO TV TVELUOV®V, Kot coPfapd 1 ameAnTko yio, tn {on e£avOnua e povoKaies Kot
EePLoVOIG O TOV dEPHOTOG, TO OTOi0 Umopel va EEKIVIGEL HECA KAl YOP® OO TO GTOO, TN UOTY, T
udtio ko ta YEVVNTIKA Opyava Kot vo, eEamAmbel oe dAlec Teployég Tov odpaTog (cOVOpoUo Stevens-
Johnson/toikr emdeppiky vekpoivon). Mropei eniong va Tpokdyovy o@OaALoAOYIKA TpofATLaTO
KATA T O1APKELD XEPOLPYIKNG EMEUPaong Katappaktn. Katd m didpkela yeipovpyikng enépupaocng
KATOPPAKTN UTOPEL VO TAPOVCIACTEL [0l KOTAGTOOT TOL OVOUALETOL OLEYYEPNTIKO GUVOPOUO
yoropng ipdag (IFIS) edv AapPavere 1 xete AaPet o INVEGA. Edv yperaletar vo vropindeite o
YEPOLPYIKN EMEUPAOT KATAPPAKTT, EVIUEPDGTE TOV 0QBoApiaTpO Gag edv AapuPdvete 1| Exete AdPet
TO PAPLOKO QVTO.

MpéoBeTeg avemOOpnTES EVEPYELEG 68 EPPovg

Ot éonPot mapovs1dlovy Yevikd avemBOUNTEG EVEPYEIEG TOPOUOLES E AVTEG TV EVIAIK®V EKTOG Ol

TIG akOA0VOEC avemBuunteg evépyeleg mov epeavilovtol TeEPIocdTEPO LYV

. VIVNALD 1] LEWOUEVT €YpryOopon

. TOPKIVGOVICUOG: AVTN 1) KOTACTAOT Umopel vo teptapufavet: apyn 1 dwetapayuévn kivnon,
aioOnua dvokouyiag 1 GVGPIENG 6TOVE UHEC (TTOL KAVEL TIC KIVI|OELG OOG GTOCUMOIKES), Kot

55



LEPIKES POPEC OKOUA Kal TV aicOnom 0Tt «marydvew 1 kivnon Kot petd apyilel Eovd. Alla
onueio TopKIVGoVIGHOD TEPIAAUPAvoVY apyd cupTo Prpa, TPEULOVAO GE KATACTOOT) NPENING,
avénuévo odAlo Kaum un noeAnuévn ekpon GAAL0V 0td TO GTOLO KOl ATMAELN TNG EKPPOOTG
610 TPOCMOTO.

avénomn copatikod Bapovg

GUUTTMUOTO KOVOD KPLOAOYNLOTOG

oavnovyio

TPOUOC (TPELOVAD)

GTOLOYIKOG TOVOG

€KPON YAAUKTOC 0O TOLC LOOTOVE GTO KOPITola,

SOYK®GN LACTOV GTO, ayOpLol

ok

TPOPANUOTA TNV OIATd,

OTOUOYIKN N EVTEPIKT AOTU®EN

ooppayic amd tn ot

Aoip®én Tov QLTI

VYNAG emineda, TpryAvkepidiov (Airovg) oto aipo

aioOnua mepiotpoeng (ikryyog).

Avagopd avemBOunTmv evepyar@v

Edv mapatnpnoete kamoto avemBOunTn evépyeld, EVIUEPOOTE TOV YIATPO, TOV PAPUAKOTOLO 1) TOV
VOGOKOUO GOG. AVTO 1oYVEL Kot Yo KEOe mhavi| avemBountn evépyela Tov SeV AVUPEPETAL GTO TAPOV
@OAAO 00N YLDV ¥prionc. Mmopeite emiong va avaeépete avemBounteg evépyeleg anevbeiag, LECH TOV
€0viKob GLGTHATOG OVaPOPAS TOV avaypaesTor oto [Tapdptnue V. Mécm g ava@opac
avemBouuNTOV EVEPYEIDV UTOPELTE Vo fonONceTE GTN GLALOYT TEPIGCOTEPWOV TANPOPOPLOV GYETIKA
LE TNV ACPAAELL TOV TAPOVTOG POUPLAKOV.

5. o va puiacoete To INVEGA
To @appako ovtd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVY Kol OV TO POAVOLV T TSI,

Na pn xpnononoleite avutd To GAPUOKO LETE TNV NUepounvic ANENG TOL AVaEEPETAL OTIV KUWEAN
(blister) /p1éAn kot oto kovti petd tnv AHEH. H nuepounvio AnéEng sivor ) tehevtaio nuépo tov
L1 VO TTOV- OVOLQEPETOL EKEL.

Duikeg: Mn purdooete ot Beppokpacio peyorvtepn tov 30°C. Awatnpeite T eLaAn KoAd KAEIGUEVN
Y10 VO TPOGTATEVETAL OO TNV VYPAGIAL.

Kvoyéheg: Mn puddoocete og Oeppokpacio peyoarvtepn tov 30°C. GuAdocete oty apyikn
GLOKELAGIN Y10 VO TPOCTATEVETOL OO TNV VYPUGIAL.

Mnv metdite @APULAKO GTO VEPD TNG ATOYETELONG N OTA OIKLAKA aroppippate. Potote tov
(OPLOKOTOLO GOG YO TO MG VO TETAEETE TO, PAPUAKO TTOL OEV YPNOIUOTOIEITE Tl AVTd Tl pHETpa Ol
BonBncovv oty Tpoctacia tov TepPdAlovtog.

6. Iepreydpeva TS 6VOKEVAGING KO AOUTEG TANPOPOPiEg

T epréyer to INVEGA

H dpaoctikn ovoia givar  molmep1dovn

Kabe diokio moapatetapévng amodéspevonc INVEGA 3 mg mepiéyel 3 mg molmeptodvng.
Kabe diokio mopatetapévng amodéopevonc INVEGA 6 mg mepiéyel 6 mg molmeptodvng.
Kabe diokio mopatetapévng amodéopevonc INVEGA 9 mg mepiéyel 9 mg molmeptodvng.
Kabe diokio mapotetapévng amodéopevonc INVEGA 12 mg nepiéyet 12 mg molmeptddvne.
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Ta dAla cvotatucd sivat:

[Mvprvag emkoivppévoo dokiov:

IToAvaBvieviov o&gido 200K

Natpro yAwpiodyo

[Topdovn (K29-32)

21e0TIKO 05V

BovtvAiopévo vépoéutorovorto (E321)

0é&eidio ownpov I (Kitpwvo) (E172) (uévo oto diokio tov 3, 12 mg)
0&gid10 moivarfvieviov 7000K

0&eidio oonpov 111 (Epvbpd) (E172)
Yépo&vaifvAiokuttapivn

[ToAvaiBvievoyilvkoin 3350

Kvutrapivn o&ikn

0&eidio ownpov (Mérav) (E172) (uévo 610 diokio Twv 9 mg)

Eyxpoun emkdioyn:

YrpoueAroln

Tiraviov d10&gido (E171)

IToAvaBvievoyivkdin 400 (Loévo oto diokio Tov 6, 9 kot 12 mg)
0&eidio oonpov III (Kitpwvo) (E172) (udvo oto diokio tov 6, 12 mg)
0&eidio oonpov 111 (Epvbpd) (E172) (udvo oto diokio tmv 6, 9 mg)
Aoxtoln povoidpikn (Lovo oto diokio Tv 3 mg)

Tpuoketivn (uovo oto diokio Twv 3 mg)

Knpdc kapvoovpng

Melévt ekTommong:

O&eidio ownpov(Mérav) (E172)
[IpomvAievoyAlvkoan
Yrpoperdoln

Epeavien tov INVEGA kot wepieydpeva Tne 6VoKeLOGiog

Ta diokia mopatetopévng amodéopevonsg INVEGA etvan oynipatog kdyoviag. Ta diokio tov 3 mg
glvar Aevkd kot pe exktomopévn v évoeién “PAL 37, ta diokio tov 6 mg givon prel kot pe
extunouévn mv-Evoeén “PAL 67, ta diokia Tov 9 mg givar pol kot pe extvormouévn v évoeién “PAL
9” kot ta d1okia Tv 12 mg givar oxovpa Kitpva Kot pe ektoropévn Ty évosién “PAL 12”. Oha ta
dwokia dwutiBevtan oTig akdAOVOEG CLCKEVOGIEG:

- Ouakec: To dlokio TOPEYOVTOL GE TAAGTIKY QLOAN LE TAAGTIKO TOU AcPaAEing yio To Toudud. Kabe
oLadn mepiéyel gite 30 gite 350 dwokia. Kabe préin mepi€yet dvo pokeldiokoug pe myuo 0&ediov Tov
moptriov (silica gel) wov TopPEYOVTAL Y10 VO OTOPPOPOVY TNV VYPOGIa, KoL VO S10TNPOvV Ta S1oKia,
Enpa.

- Kvyéheg: Ta diokia mapéyovrar og koyéreg (blisters) taov 14, 28, 30, 49, 56 ka1 98 diokiwv.

Mmropei vo, unv KuKAOPOPOVV OAEG 0L GLOKEVOGIEC.

Kdaroyog Adsrag Kvkhogopiog
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

MHMopookevaocTi|g
Janssen-Cilag SpA

Via C. Janssen

04100 Borgo San Michele
Latina

Itoia
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IMo omoladnmote TANPOPOPio. GYETIKH LLE TO TOPOV POPHOKEVTIKO TPOIOV, TAPUKAAEISTE VL
amevbuvbeite otov Tomikd avtimpoécsmmo Tov Katdyov g Adelag Kvkiopopiag:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 14 64 94 11

Bbarapus
”IxoucwsH & JxoncwH bearapus” EOO/]]
Ten.:+359 2 489 94 00

Ceska republika
Janssen-Cilag s.r.o.
Tel:+420 227 012 227

Danmark
Janssen-Cilag A/S
TIf: +45 4594 8282

Deutschland
Janssen-Cilag GmbH
Tel: +49 2137 955 955

Eesti
UAB “JOHNSON & JOHNSON?” Eesti filiaal
Tel.: +372 617 7410

E)\LGda
Janssen-Cilag ®oppokevtikn A.E.B.E
TnA: +30 210 80 90 000

Espaiia
Janssen-Cilag, S|A.
Tel: +34 91:722 81 00

France
Janssen-Cilag
Tel: 0 800 25 50 75/+33 1 55 00 40 03

Hrvatska
Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700

Ireland
Janssen Sciences Ireland UC
Tel: +353 1 800 709 122

Island
Janssen-Cilag AB
C/o Vistor hf.

Simi: +354 535 7000

Italia
Janssen-Cilag SpA
Tel: 800.688.777 / +39 02 2510 1

Lietuva
UAB “JOHNSON & JOHNSON”
Tel: +370 5278 68 88

Luxembourg/Luxemburg
Janssen-Cilag NV
Tél/ Tel: +32 14 6494 11

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858

Malta
AM MANGION LTD.
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: +31 76 711 1111

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00

Portugal
Janssen-Cilag Farmacéutica, Lda.
Tel: +351 214 368 600

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija
Johnson & Johnson d.o.o.
Tel: +386 1 401 18 00

Slovenska republika
Johnson & Johnson s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy
Puh/Tel: +358 207 531 300
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Kvnpog Sverige

Boapvapog Xattnroavayne Atd Janssen-Cilag AB

TnA: +357 22 207 700 Ttn: +46 8 626 50 00

Latvija United Kingdom (Northern Ireland)
UAB “JOHNSON & JOHNSON? filiale Latvija  Janssen Sciences Ireland UC

Tel: +371 678 93561 Tel: +44 1 494 567 444

To wapdév UAA0 00N IOV Yp1ioNs avaBepOnke Yo TeElevTaio popd otic {MM/EEEE}

Alreg INYEG TANPOYOPLAOV

Aentouepeic TANPoopieg Yio To0 pAPLOKO avTd givar dtaféoiuec 6Tov dtkTLaKO TOTTo ToL Evpmmaikod
Opyaviopov @appdxmv: http://www.ema.europa.eu.
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